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100-01 Chapter 3

20.5 - Blood Deductibles (Part A and Part B)

(Rev. 1, 09-11-02) 

Program payment may not be made for the first 3 pints of 
whole blood or equivalent units of packed red cells received 
under Part A and Part B combined in a calendar year. How-
ever, blood processing (e.g., administration, storage) is not 
subject to the deductible. 

The blood deductibles are in addition to any other applicable 
deductible and coinsurance amounts for which the patient is 
responsible. 

The deductible applies only to the first 3 pints of blood fur-
nished in a calendar year, even if more than one provider 
furnished blood. 

20.5.1 - Part A Blood Deductible 

(Rev. 1, 09-11-02) 

Blood must be furnished on a Medicare covered day in a 
hospital or SNF to be counted under Part A. Blood furnished 
to an inpatient after benefits exhausted or before entitlement 
is not counted toward the combined deductible. Blood fur-
nished during a lifetime extension election period is counted 
toward the combined A/B 3 pint total. 

20.5.2 - Part B Blood Deductible 

(Rev. 1, 09-11-02) 

Blood is furnished on an outpatient basis or is subject to the 
Part B blood deductible and is counted toward the combined 
limit. It should be noted that payment for blood may be made 
to the hospital under Part B only for blood furnished in an 
outpatient setting. Blood is not covered for inpatient Part B 
services. 

20.5.3 - Items Subject to Blood Deductibles 

(Rev. 18, Issued: 03-04-05, Effective: 07-01-05, Implementa-
tion: 07-05-05) 

The blood deductibles apply only to whole blood and packed 
red cells. The term whole blood means human blood from 
which none of the liquid or cellular components have been 
removed. Where packed red cells are furnished, a unit of 
packed red cells is considered equivalent to a pint of whole 
blood. Other components of blood such as platelets, 
fibrinogen, plasma, gamma globulin, and serum albumin are 
not subject to the blood deductible. However, these compo-
nents of blood are covered as biologicals. 

Refer to Pub. 100-04, Medicare Claims Processing Manual, 
Chapter 4, §231 regarding billing for blood and blood prod-
ucts under the Hospital Outpatient Prospective Payment 
System (OPPS). 

20.5.4 - Obligations of the Beneficiary to Pay for or Replace 
Deductible Blood 

(Rev. 1, 09-11-02) 

A provider may charge the beneficiary or a third party its 
customary charge for whole blood or units of packed red cells 
which are subject to either the Part A or Part B blood deduct-
ible, unless the individual, another person, or a blood bank 
replaces the blood or arranges to have it replaced. 

20.5.4.1—Replacement of Blood 

(Rev. 1, 09-11-02) 

For replacement purposes, a pint of whole blood is considered 
equivalent to a unit of packed red cells. A deductible pint of 
whole blood or unit of packed red cells is considered replaced 
when a medically acceptable pint or unit is given or offered to 
the provider or, at the provider’s request, to its blood supplier. 
Accordingly, where an individual or a blood bank offers blood 
as a replacement for a deductible pint or unit furnished a 
Medicare beneficiary, the provider may not charge the 
beneficiary for the blood, whether or not the provider or its 
blood supplier accepts the replacement offer. Thus a provider 
may not charge a beneficiary merely because it is the policy of 
the provider or its blood supplier not to accept blood from a 
particular source which has offered to replace blood on behalf 
of the beneficiary. However, a provider would not be barred 
from charging a beneficiary for deductible blood, if there is a 
reasonable basis for believing that replacement blood offered 
by or on behalf of the beneficiary would endanger the health 
of a recipient or that the prospective donor’s health would be 
endangered by making a blood donation. Once a provider ac-
cepts a pint of replacement blood from a beneficiary or an-
other individual acting on his/her behalf, the blood is deemed 
to have been replaced, and, the beneficiary may not be 
charged for the blood, even though the replacement blood is 
later found to be unfit and has to be discarded. 

When a provider accepts blood donated in advance, in an-
ticipation of need by a specific beneficiary, whether the 
beneficiary’s own blood, that is, an autologous donation, or 
blood furnished by another individual or blood assurance 
group, such donations are considered replacement for pints 
or units subsequently furnished the beneficiary. 

20.6—Part B Premium 

(Rev. 74, Issued: 12-16-11, Effective: 01-01-12, Implementa-
tion: 01-03-12)

The Centers for Medicare and Medicaid Services (CMS) up-
dates the Part B premium each year. These adjustments are 
made according to formulas set by statute. By law, the 
monthly Part B premium must be sufficient to cover 25 per-
cent of the program’s costs, including the costs of maintain-
ing a reserve against unexpected spending increases. The 
federal government pays the remaining 75 percent. 

Below are the annual Part B premium amounts from Calen-
dar Year (CY) 1996 to 2006. For these years, and years prior io
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to 1996, the Part B premium is a single established rate for 
all beneficiaries. 

Year  Part B Premium 

1996  $42.50 
1997  $43.80 
1998  $43.80 
1999  $45.50 
2000  $45.50 
2001  $50.00 
2002  $54.00 
2003  $58.70 
2004  $66.60 
2005  $78.20 
2006  $88.50 

Beginning on January 1, 2007, the Part B premium is based on 
the income of the beneficiary. See the following Change Re-
quests (CRs) for more information.

For 2008, see CR 5345 at http://www.cms.hhs.gov/transmittals/
downloads/R41GI.pdf
For 2008, see CR 5830 at http://www.cms.hhs.gov/transmittals/
downloads/R49GI.pdf
For 2009, see CR 6258 at http://www.cms.hhs.gov/transmittals/
downloads/R56GI.pdf
For 2010, see CR 6690 found on the “2009 Transmittals” page 
at http://www.cms.hhs.gov/Transmittals/2009Trans/list.asp
For 2012, see CR 7567 found on the “2011 Transmittals” page 
at http://www.cms.gov/Transmittals/2011Trans/list.asp

30—Outpatient Mental Health Treatment Limitation

(Rev. 60, Issued: 10-30-09, Effective: 01-01-10, Implementation: 
01-04-10)

Regardless of the actual expenses a beneficiary incurs in con-
nection with the treatment of mental, psychoneurotic, and 

personality disorders while the beneficiary is not an inpatient 
of a hospital at the time such expenses are incurred, the 
amount of those expenses that may be recognized for Part B 
deductible and payment purposes is limited to 62.5 percent 
of the Medicare approved amount for those services. The lim- 
itation is called the outpatient mental health treatment limita-
tion   (the limitation). The 62.5 percent limitation has been 
in place since the inception of the Medicare Part B pro- 
gram and it will remain effective at this percentage amount 
until January 1, 2010. However, effective January 1, 2010, 
through January 1, 2014, the limitation will be phased out 
as follows:

• January 1, 2010–December 31, 2011, the limitation per-
centage is 68.75%. (Medicare pays 55% and the patient 
pays 45%).

• January 1, 2012–December 31, 2012, the limitation per-
centage is 75%. (Medicare pays 60% and the patient 
pays 40%).

• January 1, 2013–December 31, 2013, the limitation per-
centage is 81.25%. (Medicare pays 65% and the patient 
pays 35%).

• January 1, 2014–onward, the limitation percentage is 
100%. (Medicare pays 80% and the patient pays 20%).

For additional details concerning the outpatient mental 
health treatment limitation, please see the Medicare Claims 
Processing Manual, Publication 100-04, chapter 9, section 60 
and chapter 12, section 210.

40—Limitation on Physical Therapy, Occupational Therapy and 
Speech-Language Pathology Services

(Rev. 28; Issued: 08-12-05; Effective/Implementation: 09-12-05)

Coverage of outpatient physical therapy, occupational ther-
apy, and speech-language pathology services under Part B 
has been limited in some years. For descriptions of these 
limitations see Pub 100-04, Chapter 5, §10.2.
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Transmittals Issued for this Chapter

Rev # Issue Date Subject Impl Date CR#

R56GI 11/17/2008 Update to Medicare Deductible, Coinsurance and Premium Rates for 2009 01/05/2009 6258

R55GI 11/07/2008 Update to Medicare Deductible, Coinsurance and Premium Rates for 2009 -  
Rescinded and replaced by Transmittal 56

01/05/2009 6258

R49GI 12/14/2007 Update to Medicare Deductible, Coinsurance and Premium Rates for 2008 01/07/2008 5830

R41GI 10/27/2006 Update to Medicare Deductible, Coinsurance and Premium Rates for 2007 01/02/2007 5345

R31GI 11/04/2005 Update to Medicare Deductible, Coinsurance and Premium Rates for 2006 01/03/2006 4132

R28GI 08/12/2005 Conforming Changes for Change Request 3648 to Pub. 100-01 09/12/2005 3912

R18GI 03/04/2005 Billing for Blood and Blood Products Under the Hospital Outpatient Prospective Payment System (OPPS) 07/05/2005 3681

R12GI 10/22/2004 New Policy and Refinements on Billing Noncovered Charges to Fiscal Intermediaries (FIs) 04/04/2005 3416

R11GI 10/22/2004 Manual Revision Regarding Waiver of Annual Deductible and Coinsurance for Both ASC Facility, and ASC/ 
Hospital Outpatient Department Physician Services

11/22/2004 3471

R10GI 09/10/2004 Update to Medicare Deductible, Coinsurance and Premium Rates for Calendar Year 2005 01/03/2005 3463

R09GI 09/03/2004 Update to Medicare Deductible, Coinsurance and Premium Rates for Calendar Year 2005 01/03/2005 3463

R03GI 03/12/2004 New Part B Annual Deductible 01/03/2005 3121

R01GI 09/11/2002 Initial Publication of Manual NA NA
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100-01 Chapter 5 

90.2—Laboratory Defined

(Rev. 1, 09-11-02)

Laboratory means a facility for the biological, microbiologi-
cal, serological, chemical, immuno-hematological, hemato-
logical, biophysical, cytological, pathological, or other ex-
amination of materials derived from the human body for the 
purpose of providing information for the diagnosis, preven-
tion, or treatment of any disease or impairment of, or the 
assessment of the health of, human beings. These examina-
tions also include procedures to determine, measure, or oth-
erwise describe the presence or absence of various substances 
or organisms in the body. Facilities only collecting or prepar-
ing specimens (or both) or only serving as a mailing service 
and not performing testing are not considered laboratories.

100-02 Chapter 1 

10—Covered Inpatient Hospital Services Covered Under Part A 

(Rev. 1, 10-01-03) 

A3-3101, HO-210 

Patients covered under hospital insurance are entitled to 
have payment made on their behalf for inpatient hospital 
services. (Inpatient hospital services do not include extended 
care services provided by hospitals pursuant to swing bed 
approvals. See Pub. 100-1, Chapter 8, §10.1, “Hospital Pro-
viders of Extended Care Services.”). However, both inpatient 
hospital and inpatient SNF benefits are provided under Part 
A - Hospital Insurance Benefits for the Aged and Disabled, of 
Title XVIII. 

Additional information concerning the following topics can 
be found in the following manual chapters: 

• Benefit periods is found in Chapter 3, “Duration of Cov-
ered Inpatient Services”; 

• Copayment days is found in Chapter 2, “Duration of 
Covered Inpatient Services”; 

• Lifetime reserve days is found in Chapter 5, “Lifetime 
Reserve Days”; 

• Related payment information is housed in the Provider 
Reimbursement Manual. 

Blood must be furnished on a day which counts as a day of 
inpatient hospital services to be covered as a Part A service 
and to count toward the blood deductible. Thus, blood is not 
covered under Part A and does not count toward the Part A 
blood deductible when furnished to an inpatient after the 
inpatient has exhausted all benefit days in a benefit period, or 
where the individual has elected not to use lifetime reserve 
days. However, where the patient is discharged on their first 
day of entitlement or on the hospital’s first day of participa-
tion, the hospital is permitted to submit a billing form with 
no accommodation charge, but with ancillary charges includ-
ing blood. 

The records for all Medicare hospital inpatient discharges are 
maintained in CMS for statistical analysis and use in deter-
mining future PPS DRG classifications and rates. 

Non-PPS hospitals do not pay for noncovered services gener-
ally excluded from coverage in the Medicare Program. This 
may result in denial of a part of the billed charges or in denial 
of the entire admission, depending upon circumstance. In 
PPS hospitals, the following are also possible: 

1. In appropriately admitted cases where a noncovered 
procedure was performed, denied services may result 
in payment of a different DRG (i.e., one which excludes 
payment for the noncovered procedure); or 

2. In appropriately admitted cases that become cost out-
lier cases, denied services may lead to denial of some or 
all of an outlier payment. 

The following examples illustrate this principle. If care is non-
covered because a patient does not need to be hospitalized, 
the intermediary denies the admission and makes no Part A 
(i.e., PPS) payment unless paid under limitation on liability. 
Under limitation on liability, Medicare payment may be made 
when the provider and the beneficiary were not aware the 
services were not necessary and could not reasonably be ex-
pected to know that the services were not necessary. For de-
tailed instructions, see the Medicare Claims Processing Man-
ual, Chapter 30, “Limitation on Liability.” If a patient is 
appropriately hospitalized but receives (beyond routine ser-
vices) only noncovered care, the admission is denied.

NOTE:  The intermediary does not deny an admission that in-
cludes covered care, even if noncovered care was also 
rendered. Under PPS, Medicare assumes that it is pay-
ing for only the covered care rendered whenever cov-
ered services needed to treat and/or diagnose the ill-
ness were in fact provided. 

If a noncovered procedure is provided along with covered 
nonroutine care, a DRG change rather than an admission 
denial might occur. If noncovered procedures are elevating 
costs into the cost outlier category, outlier payment is denied 
in whole or in part. 

When the hospital is included in PPS, most of the subsequent 
discussion regarding coverage of inpatient hospital services 
is relevant only in the context of determining the appropri-
ateness of admissions, which DRG, if any, to pay, and the 
appropriateness of payment for any outlier cases. 

If a patient receives items or services in excess of, or more 
expensive than, those for which payment can be made, pay-
ment is made only for the covered items or services or for 
only the appropriate prospective payment amount. This pro-
vision applies not only to inpatient services, but also to all 
hospital services under Parts A and B of the program. If the 
items or services were requested by the patient, the hospital 
may charge him the difference between the amount custom-
arily charged for the services requested and the amount cus-
tomarily charged for covered services. 

An inpatient is a person who has been admitted to a hospital 
for bed occupancy for purposes of receiving inpatient hospi-
tal services. Generally, a patient is considered an inpatient if 
formally admitted as inpatient with the expectation that he 
or she will remain at least overnight and occupy a bed even 
though it later develops that the patient can be discharged or 
transferred to another hospital and not actually use a hospi-
tal bed overnight. 

The physician or other practitioner responsible for a patient’s 
care at the hospital is also responsible for deciding whether 
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the patient should be admitted as an inpatient. Physicians 
should use a 24-hour period as a benchmark, i.e., they should 
order admission for patients who are expected to need hospi-
tal care for 24 hours or more, and treat other patients on an 
outpatient basis. However, the decision to admit a patient is 
a complex medical judgment which can be made only after 
the physician has considered a number of factors, including 
the patient’s medical history and current medical needs, the 
types of facilities available to inpatients and to outpatients, 
the hospital’s by-laws and admissions policies, and the rela-
tive appropriateness of treatment in each setting. Factors to 
be considered when making the decision to admit include 
such things as: 

• The severity of the signs and symptoms exhibited by the 
patient; 

• The medical predictability of something adverse happen-
ing to the patient; 

• The need for diagnostic studies that appropriately are out-
patient services (i.e., their performance does not ordinarily 
require the patient to remain at the hospital for 24 hours 
or more) to assist in assessing whether the patient should 
be admitted; and 

• The availability of diagnostic procedures at the time when 
and at the location where the patient presents. 

Admissions of particular patients are not covered or noncov-
ered solely on the basis of the length of time the patient actu-
ally spends in the hospital. In certain specific situations cov-
erage of services on an inpatient or outpatient basis is 
determined by the following rules: 

Minor Surgery or Other Treatment - When patients with 
known diagnoses enter a hospital for a specific minor surgi-
cal procedure or other treatment that is expected to keep 
them in the hospital for only a few hours (less than 24), they 
are considered outpatients for coverage purposes regardless 
of: the hour they came to the hospital, whether they used a 
bed, and whether they remained in the hospital past mid-
night. 

Renal Dialysis - Renal dialysis treatments are usually cov-
ered only as outpatient services but may under certain cir-
cumstances be covered as inpatient services depending on 
the patient’s condition. Patients staying at home, who are 
ambulatory, whose conditions are stable and who come to 
the hospital for routine chronic dialysis treatments, and not 
for a diagnostic workup or a change in therapy, are consid-
ered outpatients. On the other hand, patients undergoing 
short-term dialysis until their kidneys recover from an acute 
illness (acute dialysis), or persons with borderline renal fail-
ure who develop acute renal failure every time they have an 
illness and require dialysis (episodic dialysis) are usually in-
patients. A patient may begin dialysis as an inpatient and 
then progress to an outpatient status. 

Under original Medicare, the Quality Improvement Organi-
zation (QIO), for each hospital is responsible for deciding, 
during review of inpatient admissions on a case-by-case ba-
sis, whether the admission was medically necessary. Medi-
care law authorizes the QIO to make these judgments, and 
the judgments are binding for purposes of Medicare cover-
age. In making these judgments, however, QIOs consider only 
the medical evidence which was available to the physician at 
the time an admission decision had to be made. They do not 
take into account other information (e.g., test results) which 
became available only after admission, except in cases where 

considering the post-admission information would support a 
finding that an admission was medically necessary. 

Refer to Parts 4 and 7 of the QIO Manual with regard to ini-
tial determinations for these services. The QIO will review 
the swing bed services in these PPS hospitals as well. 

NOTE: When patients requiring extended care services are 
admitted to beds in a hospital, they are considered 
inpatients of the hospital. In such cases, the services 
furnished in the hospital will not be considered 
extended care services, and payment may not be 
made under the program for such services unless the 
services are extended care services furnished pursuant 
to a swing bed agreement granted to the hospital by 
the Secretary of Health and Human Services. 

10.1—Bed and Board 

(Rev. 1, 10-01-03) 

A3-3101.1, HO-210.1 

10.1.1—Accommodations - General 

(Rev. 1, 10-01-03) 

A3-3101.1.A, HO-210.1.A 

The program will pay the same amount for routine accom-
modations services whether the patient has a private room 
not medically necessary, a private room medically necessary 
(Medicare does not pay for deluxe accommodations in any 
case), a semiprivate room (2-, 3-, or 4-bed accommodations), 
or ward accommodations, if its ward accommodations are 
consistent with program purposes (see §10.1.6 below). 

A provider having both private and semiprivate accommoda-
tions may nevertheless charge the patient a differential for a 
private room if:

• The private room is not medically necessary; and 
• The patient (or relative or other person acting on their be-

half) has requested the private room, and the provider in-
forms them of the amount of charge at the time of the  
request. 

The private room differential may not exceed the difference 
between the customary charge for the accommodations fur-
nished and the most prevalent semiprivate accommodation 
rate at the time of the patient’s admission. 

Where the provider bills for a private room as a covered ser-
vice, i.e., shows the charge for the room as a covered charge 
on the Form CMS-1450, the intermediary will deem the pri-
vate room to be medically necessary. Where the provider, on 
the other hand, shows a private differential as a noncovered 
charge, the intermediary will assume that the private room is 
not medically necessary. 

If the beneficiary (or their representative) protests a charge for 
the private room on the grounds that the privacy was medically 
necessary, such protest will, if not in written form, be reduced 
to writing and forwarded to the intermediary. The intermediary 
will then develop the facts and make a specific determination 
regarding the medical necessity of the private room. (If an in-
termediary receives many protests of this kind, the provider 
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may need guidance on what constitutes medical necessity for 
privacy). If the protest is received after the claim is processed, 
it will be treated as a request for reconsideration. 

If at any time in the course of development (or thereafter 
within the period when the determination is not administra-
tively final), the provider acknowledges that the private room 
was medically necessary; the intermediary will make an im-
mediate finding to this effect. 

Where it is necessary to develop the medical necessity of a 
private room, the guidelines in subsections §§10.1.2 and 
10.1.3 below will apply. 

10.1.2—Medical Necessity - Need for Isolation 

(Rev. 1, 10-01-03) 

A3-3101.1.B, HO-210.1.B 

A private room is medically necessary where isolation of a 
beneficiary is required to avoid jeopardizing their health or 
recovery, or that of other patients who are likely to be 
alarmed or disturbed by the beneficiary’s symptoms or treat-
ment or subjected to infection by the beneficiary’s communi-
cable disease. For example, communicable diseases, heart 
attacks, cerebra-vascular accidents, and psychotic episodes 
may require isolation of the patient for certain periods. (See 
§10.1.3 below concerning medical necessity not based on 
need for isolation). 

In establishing the medical necessity for isolation, the date of 
the physician’s written statement is not controlling, nor is the 
presence of a written statement. The crucial question is 
whether a private room was ordered by the physician be-
cause it is necessary for the health of the patient himself or 
herself or of other patients. In the absence of such an order, 
a patient who requested the room with knowledge of the 
amount of the charge may be charged appropriately, even 
though a physician subsequently submits a statement that 
the room was medically necessary. There may be cases in 
which the physician’s written statement of medical necessity, 
though dated after admission or even after discharge, merely 
confirms an order made informally at or before the time the 
beneficiary was admitted to the private room (e.g., the physi-
cian made arrangements by phone for the patient’s admis-
sion, gave the diagnosis, and stated the beneficiary would 
need a private room). In such cases, assuming that the pri-
vate room was medically necessary, the lack of a written 
statement by the physician, or the fact that the written state-
ment was prepared after discharge, would not be controlling. 
The patient may not be charged. 

10.1.3—Medical Necessity - Admission Required and Only 
Private Rooms Available 

(Rev. 1, 10-01-03) 

A3-3101.1.C, HO-210.1.C 

A private room is considered to be medically necessary even 
though the beneficiary’s condition does not require isolation 
if he/she needs immediate hospitalization (i.e., the beneficia-
ry’s medical condition is such that hospitalization cannot be 
deferred) and the hospital has no semiprivate or ward accom-
modations available at the time of admission. 

It need not be considered whether semiprivate or ward ac-
commodations were available in some other accessible hos-
pital. Where medical necessity exists, the provider may not 
charge the beneficiary a private room differential until semi-
private or ward accommodations become available. Thereaf-
ter the provider may transfer the patient to the nonprivate 
accommodations, or allow them to continue occupancy of 
the private room, subject to an appropriate differential 
charge (described in §10.1.1 above) if they request the private 
room with knowledge of the amount of the charge. 

If the admission could be deferred until semiprivate or ward 
accommodations become available, the beneficiary should be 
informed of the amount of the differential he/she must pay 
for a private room if he/she wishes to be admitted immedi-
ately. The beneficiary may be charged the specified differen-
tial if he/she has been admitted to the private room at their 
request (or at the request of their representative) with knowl-
edge of the amount of the charge. 

10.1.4—Charges for Deluxe Private Room 

(Rev. 1, 10-01-03) 

A3-3101.1.D, HO-210.1.D 

Beneficiaries found to need a private room (either because 
they need isolation for medical reasons or because they 
need immediate admission when no other accommodations 
are available) may be assigned to any of the provider’s pri-
vate rooms. They do not have the right to insist on the pri-
vate room of their choice, but their preferences should be 
given the same consideration as if they were paying all pro-
vider charges themselves. The program does not, under any 
circumstances, pay for personal comfort items. Thus, the 
program does not pay for deluxe accommodations and/or 
services. These would include a suite, or a room substan-
tially more spacious than is required for treatment, or spe-
cially equipped or decorated, or serviced for the comfort 
and convenience of persons willing to pay a differential for 
such amenities. If the beneficiary (or representative) re-
quests such deluxe accommodations, the provider should 
advise that there will be a charge, not covered by Medicare, 
of a specified amount per day (not exceeding the differential 
defined in the next sentence); and may charge the benefi-
ciary that amount for each day he/she occupies the deluxe 
accommodations. The maximum amount the provider may 
charge the beneficiary for such accommodations is the dif-
ferential between the most prevalent private room rate at 
the time of admission and the customary charge for the 
room occupied. Beneficiaries may not be charged this dif-
ferential if they (or their representative) do not request the 
deluxe accommodations. 

The beneficiary may not be charged such a differential in 
private room rates if that differential is based on factors 
other than personal comfort items. Such factors might in-
clude differences between older and newer wings, proximity 
to lounge, elevators or nursing stations, desirable view, etc. 
Such rooms are standard 1-bed units and not deluxe rooms 
for purposes of these instructions, even though the provider 
may call them deluxe and have a higher customary charge for 
them. No additional charge may be imposed upon the benefi-
ciary who is assigned to a room that may be somewhat more 
desirable because of these factors. 
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10.1.5—All Private Room Providers 

(Rev. 1, 10-01-03) 

A3-3101.E, HO-210.1.E 

If the patient is admitted to a provider which has only private 
accommodations, and no semiprivate or ward accommoda-
tions, medical necessity will be deemed to exist for the ac-
commodations furnished. Beneficiaries may not be subjected 
to an extra charge for a private room in an all-private room 
provider. 

10.1.6—Wards 

(Rev. 1, 10-01-03) 

A3-3101.1.F, HO-210.1.F 

The law contemplates that Medicare patients should not be 
assigned to ward accommodations except at the patient’s re-
quest or for a reason consistent with the purposes of the 
health insurance program. 

When ward accommodations are furnished at the patient’s 
request or for a reason determined to be consistent with the 
program’s purposes, payment will be based on the average 
per diem cost of routine services (see §10.1.1 above). Where 
ward accommodations are assigned for other reasons, the 
law provides what may be a substantial penalty (See §10.1.6.2 
below). 

Any request by the patient (or relative or other person respon-
sible for his or her affairs) for ward accommodations must be 
obtained by the provider in writing and kept in its files. 

10.1.6.1—Assignment Consistent With Program Purposes 

(Rev. 1, 10-01-03) 

A3-3101.1.F.1, HO-210.1.F.1 

It is considered to be consistent with the program’s purposes 
to assign the patient to ward accommodations if all semipri-
vate accommodations are occupied, or the facility has no 
semiprivate accommodations. However, the patient must be 
moved to semiprivate accommodations if they become avail-
able during the stay. 

Some hospitals have a policy of placing in wards all patients 
who do not have private physicians. Such a practice may be 
consistent with the purposes of the program if the intermedi-
ary determines that the ward assignment inures to the benefit 
of the patient. In making this determination, the principal 
consideration is whether the assignment is likely to result in 
better medical treatment of the patient (e.g., it facilitates 
necessary medical and nursing supervision and treatment). 
The intermediary should ask a provider having this policy to 
submit a statement describing how the assignments are 
made, their purpose, and the effect on the care of patients so 
assigned. 

If the intermediary makes a favorable determination on a 
practice affecting all ward assignments of Medicare patients 
in the institution, a reference should be made on the appro-
priate billing form for patients to whom the hospital assigned 
a ward pursuant to such practice. 

10.1.6.2—Assignment Not Consistent With Program Purposes 

(Rev. 1, 10-01-03) 

A3-3101.1.F.2, HO-210.1.F.2 

It is not consistent with the purposes of the law to assign a 
patient ward accommodation based on their social or eco-
nomic status, their national origin, race, or religion, or their 
entitlement to benefits as a Medicare patient, or any other 
such discriminatory reason. It is also inconsistent with the 
purposes of the law to assign patients to ward accommoda-
tions merely for the convenience or financial advantage of the 
institution. Additionally, under DRGs, there no longer is a 
reduction to payment or an adjustment to the end of year 
settlement. 

10.1.7—Charges 

(Rev. 1, 10-01-03) 

A3-3101.1.G, HO-210.1.G 

Customary charges means amounts which the hospital or 
skilled nursing facility is uniformly charging patients cur-
rently for specific services and accommodations. The most 
prevalent rate or charge is the rate that applies to the greatest 
number of semiprivate or private beds in the institution.

100-02 Chapter 6 

10—Medical and Other Health Services Furnished to Inpatients 
of Participating Hospitals 

(Rev. 37, Issued: 08-12-05; Effective/Implementation: 09-12-05) 

Payment may be made under Part B for physician services 
and for the nonphysician medical and other health services 
listed below when furnished by a participating hospital (ei-
ther directly or under arrangements) to an inpatient of the 
hospital, but only if payment for these services cannot be 
made under Part A. 

In PPS hospitals, this means that Part B payment could be 
made for these services if: 

• No Part A prospective payment is made at all for the hos-
pital stay because of patient exhaustion of benefit days 
before admission; 

• The admission was disapproved as not reasonable and 
necessary (and waiver of liability payment was not made); 

• The day or days of the otherwise covered stay during which 
the services were provided were not reasonable and neces-
sary (and no payment was made under waiver of lia-
bility); 

• The patient was not otherwise eligible for or entitled to 
coverage under Part A (See the Medicare Benefit Policy 
Manual, Chapter 1, §150, for services received as a result of 
noncovered services); or 

• No Part A day outlier payment is made (for discharges be-
fore October 1997) for one or more outlier days due to 
patient exhaustion of benefit days after admission but be-
fore the case’s arrival at outlier status, or because outlier 
days are otherwise not covered and waiver of liability pay-
ment is not made. 
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However, if only day outlier payment is denied under Part A 
(discharges before October 1997), Part B payment may be 
made for only the services covered under Part B and fur-
nished on the denied outlier days. 

In non-PPS hospitals, Part B payment may be made for ser-
vices on any day for which Part A payment is denied (i.e., 
benefit days are exhausted; services are not at the hospital 
level of care; or patient is not otherwise eligible or entitled to 
payment under Part A). 

Services payable are: 

• Diagnostic x-ray tests, diagnostic laboratory tests, and 
other diagnostic tests; 

• X-ray, radium, and radioactive isotope therapy, including 
materials and services of technicians; 

• Surgical dressings, and splints, casts, and other devices 
used for reduction of fractures and dislocations; 

• Prosthetic devices (other than dental) which replace all or 
part of an internal body organ (including contiguous tis-
sue), or all or part of the function of a permanently inop-
erative or malfunctioning internal body organ, including 
replacement or repairs of such devices; 

• Leg, arm, back, and neck braces, trusses, and artificial legs, 
arms, and eyes including adjustments, repairs, and re-
placements required because of breakage, wear, loss, or a 
change in the patient’s physical condition; 

• Outpatient physical therapy, outpatient speech-language 
pathology services, and outpatient occupational therapy 
(see the Medicare Benefit Policy Manual, Chapter 15, “Cov-
ered Medical and Other Health Services,” §§220 and 230); 

• Screening mammography services; 
• Screening pap smears; 
• Influenza, pneumococcal pneumonia, and hepatitis B vac-

cines; 
• Colorectal screening; 
• Bone mass measurements; 
• Diabetes self-management; 
• Prostate screening; 
• Ambulance services; 
• Hemophilia clotting factors for hemophilia patients com-

petent to use these factors without supervision; 
• Immunosuppressive drugs; 
• Oral anti-cancer drugs; 
• Oral drug prescribed for use as an acute anti-emetic used 

as part of an anti-cancer chemotherapeutic regimen; and 
• Epoetin Alfa (EPO). 

Coverage rules for these services are described in the Medi-
care Benefit Policy Manual, Chapters: 11, “End Stage Renal 
Disease (ESRD);” 14, “Medical Devices;” or 15, “Medical and 
Other Health Services.” 

For services to be covered under Part A or Part B, a hospital 
must furnish nonphysician services to its inpatients directly 
or under arrangements. A nonphysician service is one 
which does not meet the criteria defining physicians’ ser-
vices specifically provided for in regulation at 42 CFR 
415.102. Services “incident to” physicians’ services (except 
for the services of nurse anesthetists employed by anesthe-
siologists) are nonphysician services for purposes of this 
provision. This provision is applicable to all hospitals par-
ticipating in Medicare, including those paid under alterna-
tive arrangements such as State cost control systems, and to 
emergency hospital services furnished by nonparticipating 
hospitals. 

In all hospitals, every service provided to a hospital inpatient 
other than those listed in the next paragraph must be treated 
as an inpatient hospital service to be paid for under Part A, if 
Part A coverage is available and the beneficiary is entitled to 
Part A. This is because every hospital must provide directly or 
arrange for any nonphysician service rendered to its inpatients, 
and a hospital can be paid under Part B for a service provided 
in this manner only if Part A coverage does not exist. 

These services, when provided to a hospital inpatient, may be 
covered under Part B, even though the patient has Part A 
coverage for the hospital stay. This is because these services 
are covered under Part B and not covered under Part A. 
They are:

• Physicians’ services (including the services of residents and 
interns in unapproved teaching programs); 

• Influenza vaccine; 
• Pneumoccocal vaccine and its administration; 
• Hepatitis B vaccine and its administration; 
• Screening mammography services; 
• Screening pap smears and pelvic exams; 
• Colorectal screening; 
• Bone mass measurements; 
• Diabetes self management training services; and 
• Prostate screening. 

However, note that in order to have any Medicare coverage at 
all (Part A or Part B), any nonphysician service rendered to a 
hospital inpatient must be provided directly or arranged for 
by the hospital. 

100-02 Chapter 10 

20—Coverage Guidelines for Ambulance Service Claims 

(Rev. 103; Issued: 02-20-09; Effective Date: 01-05-09; 
Implementation Date: 03-20-09)

B3-2125

Payment may be made for expenses incurred by a patient for 
ambulance service provided conditions l, 2, and 3 in the left-
hand column have been met. The right-hand column indicates 
the documentation needed to establish that the condition has 
been met. (See Conditions and Review Action on pages 8-9)

20.1—Mandatory Assignment Requirements 

(Rev. 1, 10-01-03) 

When an ambulance provider/supplier, or a third party under 
contract with the provider/supplier, furnishes a Medicare-
covered ambulance service to a Medicare beneficiary and the 
service is not statutorily excluded under the particular cir-
cumstances, the provider/supplier must submit a claim to 
Medicare and accept assignment of the beneficiary’s right to 
payment from Medicare. 

20.1.1—Managed Care Providers/Suppliers 

(Rev. 103; Issued: 02-20-09; Effective Date: 01-05-09; Imple-
mentation Date: 03-20-09)

Mandatory assignment for ambulance services, in effect with 
the implementation of the ambulance fee schedule, applies to 
ambulance providers/suppliers under managed care as well as io
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Conditions Review Action 

1. Patient was transported by an approved 
supplier of ambulance services. 

1. Ambulance suppliers are explained in greater detail in (§10.1.3) 

2. The patient was suffering from an illness 
or injury, which contraindicated transpor-
tation by other means. (§10.2) 

2. (a)  The contractor presumes the requirement was met if the submitted 
documentation indicates that the patient: 

  •  Was transported in an emergency situation, e.g., as a result of an ac-
cident, injury or acute illness, or

  •  Needed to be restrained to prevent injury to the beneficiary or  
others; or 

  •  Was unconscious or in shock; or 
  •  Required oxygen or other emergency treatment during transport to 

the nearest appropriate facility; or 
  •  Exhibits signs and symptoms of acute respiratory distress or cardiac 

distress such as shortness of breath or chest pain; or 
  •  Exhibits signs and symptoms that indicate the possibility of acute  

stroke; or 
  •  Had to remain immobile because of a fracture that had not been set 

or the possibility of a fracture; or 
  •  Was experiencing severe hemorrhage; or 
  •  Could be moved only by stretcher; or 
  •  Was bed-confined before and after the ambulance trip. 
(b) 

In the absence of any of the conditions listed in (a) above additional 
documentation should be obtained to establish medical need where the 
evidence indicates the existence of the circumstances listed below: 
(i)  Patient’s condition would not ordinarily require movement by 

stretcher, or 
(ii)  The individual was not admitted as a hospital inpatient (except in 

accident cases), or 
(iii) The ambulance was used solely because other means of transpor-

tation were unavailable, or 
(iv) The individual merely needed assistance in getting from his room 

or home to a vehicle. 
(c)  Where the information indicates a situation not listed in 2(a) or 2(b) 

above, refer the case to your supervisor.
3. The patient was transported from and to 

points listed below. 
3. Claims should show the ZIP Code of the point of pickup.

(a) From patient’s residence (or other 
place where need arose) to hospital or 
skilled nursing facility. 

(a) 
i.  Condition met if trip began within the institution’s service area as 

shown in the carrier’s locality guide
ii. Condition met where the trip began outside the institution’s service 

area if the institution was the nearest one with appropriate facili-
ties. 

NOTE:  A patient’s residence is the place where he or she makes his/her home and dwells permanently, or for an extended 
period of time. A skilled nursing facility is one, which is listed in the Directory of Medical Facilities as a participating 
SNF or as an institution which meets §1861(j)(1) of the Act. 

NOTE:  A claim for ambulance service to a participating hospital or skilled nursing facility should not be denied on the 
grounds that there is a nearer nonparticipating institution having appropriate facilities. 

(b)  Skilled nursing facility to a hospital or 
hospital to a skilled nursing facility. 

(b) 
(i)  Condition met if the ZIP Code of the pickup point is within the 

service area of the destination as shown in the carrier’s locality 
guide. 

(ii) Condition met where the ZIP Code of the pickup point is outside 
the service area of the destination if the destination institution was 
the nearest appropriate facility. 

(c) Hospital to hospital or skilled nursing 
facility to skilled nursing facility. 

(c) Condition met if the discharging institution was not an appropriate 
facility and the admitting institution was the nearest appropriate fa-
cility. 

(d) From a hospital or skilled nursing fa-
cility to patient’s residence. 

(d) 
(i)  Condition met if patient’s residence is within the institution’s ser-

vice area as shown in the carrier’s locality guide. 
(ii) Condition met where the patient’s residence is outside the institu-

tion’s service area if the institution was the nearest appropriate 
facility. 
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under fee-for-service. The ambulance fee schedule is effective 
for claims with a date of service on or after April 1, 2002. 

Any provider or supplier without a contract establishing pay-
ment amounts for services provided to a beneficiary enrolled 
in a Medicare Advantage (MA) coordinated care plan or MA 
private fee-for-service plan must accept, as payment in full, 
the amounts that they could collect if the beneficiary were 
enrolled in original Medicare. The provider or supplier can 
collect from the MA plan enrollee the cost-sharing amount 
required under the MA plan, and collect the remainder from 
the MA organization. 

20.1.2—Beneficiary Signature Requirements 

(Rev. 103; Issued: 02-20-09; Effective Date: 01-05-09; Imple-
mentation Date: 03-20-09) 

Medicare requires the signature of the beneficiary, or that of his 
or her representative, for both the purpose of accepting assign-
ment and submitting a claim to Medicare. If the beneficiary is 
unable to sign because of a mental or physical condition, the 
following individuals may sign the claim form on behalf of the 
beneficiary: (1) The beneficiary’s legal guardian. (2) A relative 
or other person who receives social security or other govern-
mental benefits on behalf of the beneficiary. (3) A relative or 
other person who arranges for the beneficiary’s treatment or 
exercises other responsibility for his or her affairs. (4) A repre-
sentative of an agency or institution that did not furnish the 
services for which payment is claimed, but furnished other 
care, services, or assistance to the beneficiary. (5) A representa-
tive of the provider or of the nonparticipating hospital claiming 
payment for services it has furnished, if the provider or nonpar-
ticipating hospital is unable to have the claim signed in accor-
dance with 42 CFR 424.36(b) (1 – 4). (6) A representative of the 
ambulance provider or supplier who is present during an emer-
gency and/or nonemergency transport, provided that the am-
bulance provider or supplier maintains certain documentation 
in its records for at least 4 years from the date of service. A 
provider/supplier (or his/her employee) cannot request pay-
ment for services furnished except under circumstances fully 
documented to show that the beneficiary is unable to sign and 
that there is no other person who could sign. 

Medicare does not require that the signature to authorize 
claim submission be obtained at the time of transport for the 
purpose of accepting assignment of Medicare payment for 
ambulance benefits. When a provider/supplier is unable to 
obtain the signature of the beneficiary, or that of his or her 
representative, at the time of transport, it may obtain this 
signature any time prior to submitting the claim to Medicare 
for payment. (Note: there is a 15 to 27 month period for filing 
a Medicare claim, depending upon the date of service.) 

If the beneficiary/representative refuses to authorize the sub-
mission of a claim, including a refusal to furnish an authoriz-
ing signature, then the ambulance provider/supplier may  
not bill Medicare, but may bill the beneficiary (or his or her 
estate) for the full charge of the ambulance items and  
services furnished. If, after seeing this bill, the beneficiary/
representative decides to have Medicare pay for these items 
and services, then a beneficiary/representative signature is 
required and the ambulance provider/supplier must afford 
the beneficiary/representative this option within the claims 
filing period. 

100-02 Chapter 11 

130—Inpatient Hospital Dialysis

(Rev. 1, 10-01-03)

A3-3173, A3-3173.1, A3-3173.2

Dialysis services provided by any participating Medicare hos-
pital are covered if the inpatient stay is medically necessary 
and the primary reason for the admission is not maintenance 
dialysis. Reimbursement for the maintenance dialysis is in-
cluded in the PPS reimbursement for the DRG that repre-
sents care for the actual reason for admission.

In many cases, ESRD patients who require inpatient care are 
experiencing complications that affect the nature of the di-
alysis services. Payment for medically necessary inpatient 
dialysis is not subject to the composite rate.

(e) Round trip for hospital or participat-
ing skilled nursing facility inpatients 
to the nearest hospital or nonhospital 
treatment facility. 

(e) Condition met if the reasonable and necessary diagnostic or therapeu-
tic service required by patient’s condition is not available at the institu-
tion where the beneficiary is an inpatient. 

NOTE:  Ambulance service to a physician’s office or a physician-directed clinic is not covered. See §10.3.8 above, where a stop 
is made at a physician’s office en route to a hospital and §10.3.3 for additional exceptions.

4. Ambulance services involving hospital ad-
missions in Canada or Mexico are covered 
(Medicare Claims Processing Manual, 
Chapter 1, “General Billing Requirements,” 
§§10.1.3.) if the following conditions  
are met: 

4. (a) The foreign hospitalization has been determined to be covered; and 
     (b) The ambulance service meets the coverage requirements set forth in 

§§10-10.3. If the foreign hospitalization has been determined to be cov-
ered on the basis of emergency services (See the Medicare Claims Pro-
cessing Manual, Chapter 1, “General Billing Requirements,” §10.1.3), 
the necessity requirement (§10.2) and the destination requirement 
(§10.3) are considered met.

5. The carrier will make partial payment for 
otherwise covered ambulance service, 
which exceeded limits defined in item 6. 
The carrier will base the payment on the 
amount payable had the patient been 
transported: 

5&6. (a) From the pickup point to the nearest appropriate facility, or 
5&6. (b) From the nearest appropriate facility to the beneficiary’s residence 

where he or she is being returned home from a distant institution.
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A hospital may decide not to provide dialysis services directly 
to an inpatient. In this situation, the hospital must make ar-
rangements with a certified ESRD facility to provide the di-
alysis services.

Inpatient dialysis services are also covered if an ESRD emer-
gency occurs. However, when the emergency is over, outpa-
tient maintenance dialysis must be performed in an ESRD 
certified facility or coverage will be denied. The intermediary 
should examine all claims for inpatient dialysis services, 
from hospitals that are not certified under the ESRD condi-
tions for coverage, to ensure that one or more of these special 
situations exist.

130.1—Inpatient Dialysis in Nonparticipating Hospitals

(Rev. 1, 10-01-03)

A3-3173.3

Emergency inpatient dialysis services provided by a nonpar-
ticipating U.S. hospital are covered if the requirements in 
§130 above are met.

130.2—Extended Intermittent Peritoneal Dialysis

(Rev. 1, 10-01-03)

A3-3173.4

Extended intermittent peritoneal dialysis (EIPD) is performed 
once a week, usually for 30 hours or more, and is provided in 
the hospital due to the duration of treatment. Although the 
services are provided in the hospital, they are billed as outpa-
tient maintenance dialysis services and reimbursed under 
Part B as long as the patient is not admitted as an inpatient 
for another reason. EIPD is an acceptable, but not optimal 
mode of treatment, appropriate only when the patient cannot 
attend a facility two or three times a week, for geographic or 
other reasons, and is not suited for home dialysis. (See 
§30.1.)

130.3—Services Provided Under an Agreement

(Rev. 1, 10-01-03)

A3-3173.5

An approved ESRD facility may make a written agreement 
with a second facility under which the second facility fur-
nishes certain covered outpatient dialysis items or services to 
patients. When services are provided under an agreement, 
the first facility is discharged from professional responsibility 
for the services furnished. The second facility is responsible 
for obtaining reimbursement directly from the Medicare pro-
gram and the beneficiary, but may not bill the beneficiary for 
amounts in excess of the normal coinsurance and any appli-
cable deductible.

130.4—Services Provided Under an Arrangement

(Rev. 1, 10-01-03)

A3-3173.6

An approved ESRD facility may make written arrangements 
with a second facility to provide certain covered outpatient di-
alysis items or services to patients. When services are provided 
under an arrangement, the first facility retains professional re-
sponsibility for those services and also for obtaining reimburse-
ment for them. The first facility may bill the patient any appli-

cable coinsurance and deductible amounts. The second facility 
is permitted to seek payment only from the first facility, and 
may not bill the patient or the Medicare program.

130.5—Dialysis Services Provided Under Arrangements to 
Hospital Inpatients

(Rev. 1, 10-01-03)

A3-3173.7

Any nonphysician service provided to a hospital inpatient 
must either be provided directly by the hospital or be ar-
ranged for by the hospital. (See the Medicare Claims Process-
ing Manual, Chapter 1, “General Billing Requirements.”) 
Therefore, a hospital may not contract an agreement as de-
scribed in §130.3 above, for care (except for physician’s care) 
provided to its inpatients.

100-02 Chapter 15
20.1 - Physician Expense for Surgery, Childbirth, and Treatment 
for Infertility 

(Rev. 1, 10-01-03) 

B3-2005.I 

A. Surgery and Childbirth 

Skilled medical management is covered throughout the 
events of pregnancy, beginning with diagnosis, continuing 
through delivery and ending after the necessary postnatal 
care. Similarly, in the event of termination of pregnancy, re-
gardless of whether terminated spontaneously or for thera-
peutic reasons (i.e., where the life of the mother would be 
endangered if the fetus were brought to term), the need for 
skilled medical management and/or medical services is 
equally important as in those cases carried to full term. After 
the infant is delivered and is a separate individual, items and 
services furnished to the infant are not covered on the basis 
of the mother’s eligibility.

Most surgeons and obstetricians bill patients an all-inclusive 
package charge intended to cover all services associated with 
the surgical procedure or delivery of the child. All expenses 
for surgical and obstetrical care, including preoperative/ 
prenatal examinations and tests and post-operative/postnatal 
services, are considered incurred on the date of surgery or 
delivery, as appropriate. This policy applies whether the phy-
sician bills on a package charge basis, or itemizes the bill 
separately for these items.

Occasionally, a physician’s bill may include charges for ad-
ditional services not directly related to the surgical procedure 
or the delivery. Such charges are considered incurred on the 
date the additional services are furnished.

The above policy applies only where the charges are im-
posed by one physician or by a clinic on behalf of a group 
of physicians. Where more than one physician imposes 
charges for surgical or obstetrical services, all preopera-
tive/prenatal and post-operative/postnatal services per-
formed by the physician who performed the surgery or de-
livery are considered incurred on the date of the surgery or 
delivery. Expenses for services rendered by other physi-
cians are considered incurred on the date they were  
performed.
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B. Treatment for Infertility

Reasonable and necessary services associated with treatment 
for infertility are covered under Medicare. Infertility is a con-
dition sufficiently at variance with the usual state of health to 
make it appropriate for a person who normally is expected to 
be fertile to seek medical consultation and treatment.

50—Drugs and Biologicals

(Rev. 1, 10-01-03)

B3-2049, A3-3112.4.B, HO-230.4.B

The Medicare program provides limited benefits for outpa-
tient drugs. The program covers drugs that are furnished 
“incident to” a physician’s service provided that the drugs are 
not usually self-administered by the patients who take them. 

Generally, drugs and biologicals are covered only if all of the 
following requirements are met: 

• They meet the definition of drugs or biologicals (see 
§50.1); 

• They are of the type that are not usually self-administered 
(see §50.2); 

• They meet all the general requirements for coverage of 
items as incident to a physician’s services (see §§50.1 and 
50.3); 

• They are reasonable and necessary for the diagnosis or 
treatment of the illness or injury for which they are admin-
istered according to accepted standards of medical prac-
tice (see §50.4); 

• They are not excluded as noncovered immunizations (see 
§50.4.4.2); and 

• They have not been determined by the FDA to be less than 
effective. (See §§50.4.4). 

Medicare Part B does generally not cover drugs that can  
be self-administered, such as those in pill form, or are used 
for self-injection. However, the statute provides for the  
coverage of some self-administered drugs. Examples of self-
administered drugs that are covered include blood-clotting 
factors, drugs used in immunosuppressive therapy, erythro-
poietin for dialysis patients, osteoporosis drugs for certain 
homebound patients, and certain oral cancer drugs. (See 
§110.3 for coverage of drugs, which are necessary to the ef-
fective use of Durable Medical Equipment (DME) or pros-
thetic devices.) 

50.1—Definition of Drug or Biological 

(Rev. 1, 10-01-03) 

B3-2049.1

Drugs and biologicals must be determined to meet the statu-
tory definition. Under the statute §1861(t)(1), payment may 
be made for a drug or biological only where it is included, or 
approved for inclusion, in the latest official edition of the 
United States Pharmacopoeia National Formulary (USP-NF), 
the United States Pharmacopoeia-Drug Information (USD-
DI), or the American Dental Association (AOA) Guide to 
Dental Therapeutics, except for those drugs and biologicals 
unfavorably evaluated in the ADA Guide to Dental Therapeu-
tics. The inclusion of an item in the USP DI does not neces-
sarily mean that the item is a drug or biological. The USP DI 
is a database of drug information developed by the U.S. Phar-
macopoeia but maintained by Micromedex, which contains 

medically accepted uses for generic and brand name drug 
products. Inclusion in such reference (or approval by a hos-
pital committee) is a necessary condition for a product to be 
considered a drug or biological under the Medicare program, 
however, it is not enough. Rather, the product must also meet 
all other program requirements to be determined to be a drug 
or biological. Combination drugs are also included in the 
definition of drugs if the combination itself or all of the 
therapeutic ingredients of the combination are included, or 
approved for inclusion, in any of the above drug compendia. 

Drugs and biologicals are considered approved for inclusion 
in a compendium if approved under the established proce-
dure by the professional organization responsible for revi-
sion of the compendium.

50.2—Determining Self-Administration of Drug or Biological 

(Rev. 157, Issued: 06-08-12, Effective: 07-01-12, Implementa-
tion: 07-02-12)

The Medicare program provides limited benefits for outpa-
tient prescription drugs. The program covers drugs that are 
furnished “incident to” a physician’s service provided that the 
drugs are not usually self-administered by the patients who 
take them. Section 112 of the Benefits, Improvements & Pro-
tection Act of 2000 (BIPA) amended sections 1861(s)(2)(A) 
and 1861(s)(2)(B) of the Act to redefine this exclusion. The 
prior statutory language referred to those drugs “which can-
not be self-administered.” Implementation of the BIPA provi-
sion requires interpretation of the phrase “not usually self-
administered by the patient”.

A—Policy

Fiscal intermediaries and carriers are instructed to follow the 
instructions below when applying the exclusion for drugs 
that are usually self-administered by the patient. Each indi-
vidual contractor must make its own individual determina-
tion on each drug. Contractors must continue to apply the 
policy that not only the drug is medically reasonable and 
necessary for any individual claim, but also that the route of 
administration is medically reasonable and necessary. That 
is, if a drug is available in both oral and injectable forms, the 
injectable form of the drug must be medically reasonable and 
necessary as compared to using the oral form. 

For certain injectable drugs, it will be apparent due to the na-
ture of the condition(s) for which they are administered or the 
usual course of treatment for those conditions, they are, or are 
not, usually self-administered. For example, an injectable drug 
used to treat migraine headaches is usually self-administered. 
On the other hand, an injectable drug, administered at the 
same time as chemotherapy, used to treat anemia secondary to 
chemotherapy is not usually self-administered. 

B—Administered 

The term “administered” refers only to the physical process 
by which the drug enters the patient’s body. It does not refer 
to whether the process is supervised by a medical profes-
sional (for example, to observe proper technique or side-ef-
fects of the drug). Only injectable (including intravenous) 
drugs are eligible for inclusion under the “incident to” 
benefit. Other routes of administration including, but not 
limited to, oral drugs, suppositories, topical medications are 
all considered to be usually self-administered by the patient. 
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C—Usually

For the purposes of applying this exclusion, the term “usu-
ally” means more than 50 percent of the time for all Medicare 
beneficiaries who use the drug. Therefore, if a drug is self-
administered by more than 50 percent of Medicare 
beneficiaries, the drug is excluded from coverage and the 
contractor may not make any Medicare payment for it. In 
arriving at a single determination as to whether a drug is usu-
ally self-administered, contractors should make a separate 
determination for each indication for a drug as to whether 
that drug is usually self-administered. 

After determining whether a drug is usually self-administered 
for each indication, contractors should determine the relative 
contribution of each indication to total use of the drug (i.e., 
weighted average) in order to make an overall determination 
as to whether the drug is usually self-administered. For ex-
ample, if a drug has three indications, is not self-administered 
for the first indication, but is self administered for the second 
and third indications, and the first indication makes up 40 
percent of total usage, the second indication makes up 30 per-
cent of total usage, and the third indication makes up 30 per-
cent of total usage, then the drug would be considered usually 
self-administered.

Reliable statistical information on the extent of self- 
administration by the patient may not always be available. 
Consequently, CMS offers the following guidance for each 
contractor’s consideration in making this determination in 
the absence of such data:

1. Absent evidence to the contrary, presume that drugs deliv-
ered intravenously are not usually self-administered by 
the patient. 

2. Absent evidence to the contrary, presume that drugs deliv-
ered by intramuscular injection are not usually self- 
administered by the patient. (Avonex, for example, is  
delivered by intramuscular injection, not usually self- 
administered by the patient.) The contractor may  
consider the depth and nature of the particular intramus-
cular injection in applying this presumption. In applying 
this presumption, contractors should examine the use of 
the particular drug and consider the following factors: 

3. Absent evidence to the contrary, presume that drugs deliv-
ered by subcutaneous injection are self-administered by 
the patient. However, contractors should examine the use 
of the particular drug and consider the following factors: 
A. Acute Condition—Is the condition for which the 

drug is used an acute condition? If so, it is less likely 
that a patient would self-administer the drug. If the 
condition were longer term, it would be more likely 
that the patient would self-administer the drug.

B. Frequency of Administration—How often is the in-
jection given? For example, if the drug is administered 
once per month, it is less likely to be self- 
administered by the patient. However, if it is adminis-
tered once or more per week, it is likely that the drug 
is self-administered by the patient. 

In some instances, carriers may have provided payment for 
one or perhaps several doses of a drug that would otherwise 
not be paid for because the drug is usually self-administered. 
Carriers may have exercised this discretion for limited cover-
age, for example, during a brief time when the patient is be-
ing trained under the supervision of a physician in the proper 
technique for self-administration. Medicare will no longer 
pay for such doses. In addition, contractors may no longer 

pay for any drug when it is administered on an outpatient 
emergency basis, if the drug is excluded because it is usually 
self-administered by the patient. 

D—Definition of Acute Condition 

For the purposes of determining whether a drug is usually 
self-administered, an acute condition means a condition that 
begins over a short time period, is likely to be of short dura-
tion and/or the expected course of treatment is for a short, 
finite interval. A course of treatment consisting of scheduled 
injections lasting less than two weeks, regardless of fre-
quency or route of administration, is considered acute. Evi-
dence to support this may include Food and Drug adminis-
tration (FDA) approval language, package inserts, drug 
compendia, and other information. 

E—By the Patient 

The term “by the patient” means Medicare beneficiaries as a 
collective whole. The carrier includes only the patients them-
selves and not other individuals (that is, spouses, friends, or 
other care-givers are not considered the patient). The deter-
mination is based on whether the drug is self-administered 
by the patient a majority of the time that the drug is used on 
an outpatient basis by Medicare beneficiaries for medically 
necessary indications. The carrier ignores all instances when 
the drug is administered on an inpatient basis. 

The carrier makes this determination on a drug-by-drug ba-
sis, not on a beneficiary-by-beneficiary basis. In evaluating 
whether beneficiaries as a collective whole self-administer, 
individual beneficiaries who do not have the capacity to self-
administer any drug due to a condition other than the condi-
tion for which they are taking the drug in question are not 
considered. For example, an individual afflicted with paraple-
gia or advanced dementia would not have the capacity to 
self-administer any injectable drug, so such individuals  
would not be included in the population upon which the de-
termination for self-administration by the patient was based. 
Note that some individuals afflicted with a less severe stage 
of an otherwise debilitating condition would be included in 
the population upon which the determination for “self- 
administered by the patient” was based; for example, an early 
onset of dementia. 

F—Evidentiary Criteria 

Contractors are only required to consider the following types 
of evidence: peer reviewed medical literature, standards of 
medical practice, evidence-based practice guidelines, FDA 
approved label, and package inserts. Contractors may also 
consider other evidence submitted by interested individuals 
or groups subject to their judgment. 

Contractors should also use these evidentiary criteria when 
reviewing requests for making a determination as to whether 
a drug is usually self-administered, and requests for reconsid-
eration of a pending or published determination. 

Please note that prior to the August 1, 2002, one of the prin-
cipal factors used to determine whether a drug was subject to 
the self-administered exclusion was whether the FDA label 
contained instructions for self-administration. However, 
CMS notes that under the new standard, the fact that the 
FDA label includes instructions for self-administration is not, 
by itself, a determining factor that a drug is subject to this 
exclusion. 
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G—Provider Notice of Noncovered Drugs 

Contractors must describe on their Web site the process  
they will use to determine whether a drug is usually self- 
administered and thus does not meet the “incident to” benefit 
category. Contractors must publish a list of the injectable drugs 
that are subject to the self-administered exclusion on their Web 
site, including the data and rationale that led to the determina-
tion. Contractors will report the workload associated with de-
veloping new coverage statements in CAFM 21208. 

Contractors must provide notice 45 days prior to the date 
that these drugs will not be covered. During the 45-day time 
period, contractors will maintain existing medical review and 
payment procedures. After the 45-day notice, contractors 
may deny payment for the drugs subject to the notice. 

Contractors must not develop local medical review policies 
(LMRPs) for this purpose because further elaboration to de-
scribe drugs that do not meet the ‘incident to’ and the ‘not usu-
ally self-administered’ provisions of the statute are unneces-
sary. Current LMRPs based solely on these provisions must be 
withdrawn. LMRPs that address the self-administered exclu-
sion and other information may be reissued absent the self-
administered drug exclusion material. Contractors will report 
this workload in CAFM 21206. However, contractors may con-
tinue to use and write LMRPs to describe reasonable and nec-
essary uses of drugs that are not usually self-administered. 

H—Conferences Between Contractors 

Contractors’ Medical Directors may meet and discuss whether 
a drug is usually self-administered without reaching a formal 
consensus. Each contractor uses its discretion as to whether or 
not it will participate in such discussions. Each contractor 
must make its own individual determinations, except that fiscal 
intermediaries may, at their discretion, follow the determina-
tions of the local carrier with respect to the self-administered 
exclusion. 

I—Beneficiary Appeals 

If a beneficiary’s claim for a particular drug is denied because 
the drug is subject to the “self-administered drug” exclusion, 
the beneficiary may appeal the denial. Because it is a “benefit 
category” denial and not a denial based on medical necessity, 
an Advance Beneficiary Notice (ABN) is not required. A 
“benefit category” denial (i.e., a denial based on the fact that 
there is no benefit category under which the drug may be 
covered) does not trigger the financial liability protection 
provisions of Limitation On Liability (under §1879 of the 
Act). Therefore, physicians or providers may charge the 
beneficiary for an excluded drug. 

J—Provider and Physician Appeals 

A physician accepting assignment may appeal a denial under 
the provisions found in Chapter 29 of the Medicare Claims 
Processing Manual. 

K—Reasonable and Necessary 

Carriers and fiscal intermediaries will make the determination 
of reasonable and necessary with respect to the medical ap-
propriateness of a drug to treat the patient’s condition. Con-
tractors will continue to make the determination of whether 
the intravenous or injection form of a drug is appropriate as 
opposed to the oral form. Contractors will also continue to 
make the determination as to whether a physician’s office visit 

was reasonable and necessary. However, contractors should 
not make a determination of whether it was reasonable and 
necessary for the patient to choose to have his or her drug 
administered in the physician’s office or outpatient hospital 
setting. That is, while a physician’s office visit may not be rea-
sonable and necessary in a specific situation, in such a case an 
injection service would be payable. 

L—Reporting Requirements 

Each carrier, intermediary and Medicare Administrative Con-
tractor (MAC) must report to CMS its complete list of inject-
able drugs that the contractor has determined are excluded 
when furnished incident to a physician’s service on the basis 
that the drug is usually self-administered. The CMS expects 
that contractors will review injectable drugs on a rolling basis 
and update their list of excluded drugs as it is developed and 
no less frequently than annually. For example, contractors 
should not wait to publish this list until every drug has been 
reviewed. Contractors must enter their self-administered drug 
exclusion list to the Medicare Coverage Database (MCD). This 
database can be accessed at www.cms.hhs.gov/mcd. See 
Pub.100-08 Program Integrity Manual, Chapter 3, Section 3.3, 
“Policies and Guidelines Applied During Review”, for instruc-
tions on submitting these lists to the MCD.

M. Drugs Treated as Hospital Outpatient Supplies 

In certain circumstances, Medicare pays for drugs that may be 
considered usually self-administered by the patient when such 
drugs function as supplies. This is the case when the drugs pro-
vided are an integral component of a procedure or are directly 
related to it, i.e., when they facilitate the performance of or re-
covery from a particular procedure. Except for the applicable 
copayment, hospitals may not bill beneficiaries for these types of 
drugs because their costs, as supplies, are packaged into the pay-
ment for the procedure with which they are used. Listed below 
are examples of when drugs are treated as supplies and hospitals 
should bill Medicare for the drug as a supply and should not 
separately bill the beneficiary. 

• Sedatives administered to a patient while he or she is in the 
preoperative area being prepared for a procedure.

• Mydriatic drops instilled into the eye to dilate the pupils, 
anti-inflammatory drops, antibiotic drops/ointments, and 
ocular hypotensives that are administered to a patient im-
mediately before, during, or immediately following an oph-
thalmic procedure. This does not refer to the patient’s eye 
drops that the patient uses pre-and postoperatively. 

• Barium or low osmolar contrast media provided integral to 
a diagnostic imaging procedure. 

• Topical solution used with photodynamic therapy furnished 
at the hospital to treat nonhyperkeratotic actinic keratosis 
lesions of the face or scalp. 

• Antibiotic ointments such as bacitracin, placed on a wound 
or surgical incision at the completion of a procedure. 

The following are examples of when a drug is not directly re-
lated or integral to a procedure, and does not facilitate the per-
formance of or recovery from a procedure. Therefore the drug is 
not considered a packaged supply. In many of these cases the 
drug itself is the treatment instead of being integral or directly 
related to the procedure, or facilitating the performance of or 
recovery from a particular procedure. 

• Drugs given to a patient for his or her continued use at home 
after leaving the hospital. 

• Oral pain medication given to an outpatient who develops a 
headache while receiving chemotherapy administration 
treatment. io
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• Daily routine insulin or hypertension medication given pre-
operatively to a patient. 

• A fentanyl patch or oral pain medication such as hydroco-
done, given to an outpatient presenting with pain. 

• A laxative suppository for constipation while the patient 
waits to receive an unrelated X-ray. 

These two lists of examples may serve to guide hospitals in de-
ciding which drugs are supplies packaged as a part of a proce-
dure, and thus may be billed under Part B. Hospitals should 
follow CMS’ guidance for billing drugs that are packaged and 
paid as supplies, reporting coded and uncoded drugs with their 
charges under the revenue code associated with the cost center 
under which the hospital accumulates the costs for the drugs. 

50.3—Incident-to Requirements 

(Rev. 1, 10-01-03) 

B3-2049.3 

In order to meet all the general requirements for coverage 
under the incident-to provision, an FDA approved drug or 
biological must: 

• Be of a form that is not usually self-administered; 
• Must be furnished by a physician; and 
• Must be administered by the physician, or by auxiliary 

personnel employed by the physician and under the physi-
cian’s personal supervision. 

The charge, if any, for the drug or biological must be included 
in the physician’s bill, and the cost of the drug or biological 
must represent an expense to the physician. Drugs and bio-
logicals furnished by other health professionals may also 
meet these requirements. (See §§170, 180, 190 and 200 for 
specific instructions.) 

Whole blood is a biological, which cannot be self-adminis-
tered and is covered when furnished incident to a physician’s 
services. Payment may also be made for blood fractions if all 
coverage requirements are satisfied and the blood deductible 
has been met. 

50.4—Reasonableness and Necessity 

(Rev. 1, 10-01-03) 

B3-2049.4 

50.4.1—Approved Use of Drug 

(Rev. 1, 10-01-03) 

B3-2049.4 

Use of the drug or biological must be safe and effective and 
otherwise reasonable and necessary. (See the Medicare 
Benefit Policy Manual, Chapter 16, “General Exclusions from 
Coverage,” §20.) Drugs or biologicals approved for marketing 
by the Food and Drug Administration (FDA) are considered 
safe and effective for purposes of this requirement when used 
for indications specified on the labeling. Therefore, the pro-
gram may pay for the use of an FDA approved drug or bio-
logical, if: 

• It was injected on or after the date of the FDA’s approval; 
• It is reasonable and necessary for the individual patient; 

and 
• All other applicable coverage requirements are met. 

The carrier, DMERC, or intermediary will deny coverage for 
drugs and biologicals which have not received final market-
ing approval by the FDA unless it receives instructions from 
CMS to the contrary. For specific guidelines on coverage of 
Group C cancer drugs, see the Medicare National Coverage 
Determinations Manual.

If there is reason to question whether the FDA has approved 
a drug or biological for marketing, the carrier or intermedi-
ary must obtain satisfactory evidence of FDA’s approval. Ac-
ceptable evidence includes: 

• A copy of the FDA’s letter to the drug’s manufacturer ap-
proving the new drug application (NDA); 

• A listing of the drug or biological in the FDA’s “Approved 
Drug Products” or “FDA Drug and Device Product Ap-
provals”; 

• A copy of the manufacturer’s package insert, approved by 
the FDA as part of the labeling of the drug, containing its 
recommended uses and dosage, as well as possible adverse 
reactions and recommended precautions in using it; or 

• Information from the FDA’s Web site. 

When necessary, the Regional Office (RO) may be able to help 
in obtaining information. 

50.4.2—Unlabeled Use of Drug 

(Rev. 1, 10-01-03) 

B3-2049.3 

An unlabeled use of a drug is a use that is not included as an 
indication on the drug’s label as approved by the FDA. FDA 
approved drugs used for indications other than what is indi-
cated on the official label may be covered under Medicare if 
the carrier determines the use to be medically accepted, tak-
ing into consideration the major drug compendia, authorita-
tive medical literature and/or accepted standards of medical 
practice. In the case of drugs used in an anti-cancer chemo-
therapeutic regimen, unlabeled uses are covered for a medi-
cally accepted indication as defined in §50.5. 

These decisions are made by the contractor on a case-by-case 
basis. 

50.4.3—Examples of Not Reasonable and Necessary 

(Rev. 1, 10-01-03) 

B3-2049.4 

Determinations as to whether medication is reasonable and 
necessary for an individual patient should be made on the 
same basis as all other such determinations (i.e., with the 
advice of medical consultants and with reference to accepted 
standards of medical practice and the medical circumstances 
of the individual case). The following guidelines identify 
three categories with specific examples of situations in which 
medications would not be reasonable and necessary accord-
ing to accepted standards of medical practice: 

1—Not for Particular Illness 

Medications given for a purpose other than the treatment of 
a particular condition, illness, or injury are not covered (ex-
cept for certain immunizations). Charges for medications, 
e.g., vitamins, given simply for the general good and welfare 
of the patient and not as accepted therapies for a particular 
illness are excluded from coverage. 
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2—Injection Method Not Indicated 

Medication given by injection (parenterally) is not covered if 
standard medical practice indicates that the administration 
of the medication by mouth (orally) is effective and is an ac-
cepted or preferred method of administration. For example, 
the accepted standard of medical practice for the treatment 
of certain diseases is to initiate therapy with parenteral peni-
cillin and to complete therapy with oral penicillin. Carriers 
exclude the entire charge for penicillin injections given after 
the initiation of therapy if oral penicillin is indicated unless 
there are special medical circumstances that justify addi-
tional injections. 

3—Excessive Medications 

Medications administered for treatment of a disease and 
which exceed the frequency or duration of injections indi-
cated by accepted standards of medical practice are not cov-
ered. For example, the accepted standard of medical practice 
in the maintenance treatment of pernicious anemia is one 
vitamin B-12 injection per month. Carriers exclude the entire 
charge for injections given in excess of this frequency unless 
there are special medical circumstances that justify addi-
tional injections. 

Carriers will supplement the guidelines as necessary with 
guidelines concerning appropriate use of specific injections 
in other situations. They will use the guidelines to screen out 
questionable cases for special review, further development, 
or denial when the injection billed for would not be reason-
able and necessary. They will coordinate any type of drug 
treatment review with the Quality Improvement Organiza-
tion (QIO). 

If a medication is determined not to be reasonable and neces-
sary for diagnosis or treatment of an illness or injury accord-
ing to these guidelines, the carrier excludes the entire charge 
(i.e., for both the drug and its administration). Also, carriers 
exclude from payment any charges for other services (such as 
office visits) which were primarily for the purpose of admin-
istering a noncovered injection (i.e., an injection that is not 
reasonable and necessary for the diagnosis or treatment of an 
illness or injury). 

50.4.4—Payment for Antigens and Immunizations 

(Rev. 1, 10-01-03) 

50.4.4.1—Antigens 

(Rev. 1, 10-01-03) 

B3-2049.4 

Payment may be made for a reasonable supply of antigens 
that have been prepared for a particular patient if: (1) the 
antigens are prepared by a physician who is a doctor of 
medicine or osteopathy, and (2) the physician who prepared 
the antigens has examined the patient and has determined a 
plan of treatment and a dosage regimen. 

Antigens must be administered in accordance with the plan 
of treatment and by a doctor of medicine or osteopathy or by 
a properly instructed person (who could be the patient) un-
der the supervision of the doctor. The associations of aller-
gists that CMS consulted advised that a reasonable supply of 
antigens is considered to be not more than a 12-month sup-
ply of antigens that has been prepared for a particular patient 
at any one time. The purpose of the reasonable supply limita-

tion is to assure that the antigens retain their potency and 
effectiveness over the period in which they are to be admin-
istered to the patient. (See §§20.2 and 50.2.) 

50.4.4.2—Immunizations 

(Rev. 145, Issued: 07-08-11, Effective: 08-08-11, Implementa-
tion: 08-08-11)

A3-3157.A, B3-2049.4, HO-230.4.C 

Vaccinations or inoculations are excluded as immunizations 
unless they are directly related to the treatment of an injury 
or direct exposure to a disease or condition, such as antira-
bies treatment, tetanus antitoxin or booster vaccine, botulin 
antitoxin, anti-venin sera, or immune globulin. In the ab-
sence of injury or direct exposure, preventive immunization 
(vaccination or inoculation) against such diseases as small-
pox, polio, diphtheria, etc., is not covered. However, pneumo-
coccal, hepatitis B, and influenza virus vaccines are excep-
tions to this rule. (See items A, B, and C below.) In cases 
where a vaccination or inoculation is excluded from cover-
age, related charges are also not covered. 

A—Pneumococcal Pneumonia Vaccinations 

Effective for services furnished on or after May 1, 1981, the 
Medicare Part B program covers pneumococcal pneumonia 
vaccine and its administration when furnished in compliance 
with any applicable State law by any provider of services or 
any entity or individual with a supplier number. This includes 
revaccination of patients at highest risk of pneumococcal in-
fection. Typically, these vaccines are administered once in a 
lifetime except for persons at highest risk. Effective July 1, 
2000, Medicare does not require for coverage purposes that a 
doctor of medicine or osteopathy order the vaccine. Therefore, 
the beneficiary may receive the vaccine upon request without 
a physician’s order and without physician supervision.

An initial vaccine may be administered only to persons at 
high risk (see below) of pneumococcal disease. Revaccina-
tion may be administered only to persons at highest risk of 
serious pneumococcal infection and those likely to have a 
rapid decline in pneumococcal antibody levels, provided that 
at least five years have passed since the previous dose of 
pneumococcal vaccine. 

Persons at high risk for whom an initial vaccine may be ad-
ministered include all people age 65 and older; immunocom-
petent adults who are at increased risk of pneumococcal 
disease or its complications because of chronic illness (e.g., 
cardiovascular disease, pulmonary disease, diabetes mellitus, 
alcoholism, cirrhosis, or cerebrospinal fluid leaks); and indi-
viduals with compromised immune systems (e.g., splenic 
dysfunction or anatomic asplenia, Hodgkin’s disease, lym-
phoma, multiple myeloma, chronic renal failure, HIV infec-
tion, nephrotic syndrome, sickle cell disease, or organ trans-
plantation).

Persons at highest risk and those most likely to have rapid 
declines in antibody levels are those for whom revaccination 
may be appropriate. This group includes persons with func-
tional or anatomic asplenia (e.g., sickle cell disease, splenec-
tomy), HIV infection, leukemia, lymphoma, Hodgkin’s dis-
ease, multiple myeloma, generalized malignancy, chronic 
renal failure, nephrotic syndrome, or other conditions associ-
ated with immunosuppression such as organ or bone mar-
row transplantation, and those receiving immunosuppressive 
chemotherapy. It is not appropriate for routine revaccination 
of people age 65 or older that are not at highest risk. io
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Those administering the vaccine should not require the pa-
tient to present an immunization record prior to administer-
ing the pneumococcal vaccine, nor should they feel com-
pelled to review the patient’s complete medical record if it is 
not available. Instead, provided that the patient is competent, 
it is acceptable to rely on the patient’s verbal history to deter-
mine prior vaccination status. If the patient is uncertain 
about his or her vaccination history in the past five years, the 
vaccine should be given. However, if the patient is certain 
he/she was were vaccinated in the last five years, the vaccine 
should not be given. If the patient is certain that the vaccine 
was given more than five years ago, revaccination is covered 
only if the patient is at high risk. 

B—Hepatitis B Vaccine 

Effective for services furnished on or after September 1, 
1984, P.L. 98-369 provides coverage under Part B for hepati-
tis B vaccine and its administration, furnished to a Medicare 
beneficiary who is at high or intermediate risk of contracting 
hepatitis B. This coverage is effective for services furnished 
on or after September 1, 1984. High-risk groups currently 
identified include (see exception below): 

• ESRD patients; 
• Hemophiliacs who receive Factor VIII or IX concentrates; 
• Clients of institutions for the mentally retarded; 
• Persons who live in the same household as an Hepatitis B 

Virus (HBV) carrier; 
• Homosexual men; and 
• Illicit injectable drug abusers. 

Intermediate risk groups currently identified include: 

• Staff in institutions for the mentally retarded; and 
• Workers in health care professions who have frequent con-

tact with blood or blood-derived body fluids during routine 
work. 

EXCEPTION:   Persons in both of the above-listed groups in 
paragraph B, would not be considered at high or 
intermediate risk of contracting hepatitis B, how-
ever, if there were laboratory evidence positive for 
antibodies to hepatitis B. (ESRD patients are 
routinely tested for hepatitis B antibodies as part 
of their continuing monitoring and therapy.) 

For Medicare program purposes, the vaccine may be admin-
istered upon the order of a doctor of medicine or osteopathy, 
by a doctor of medicine or osteopathy, or by home health 
agencies, skilled nursing facilities, ESRD facilities, hospital 
outpatient departments, and persons recognized under the 
incident to physicians’ services provision of law. 

A charge separate from the ESRD composite rate will be rec-
ognized and paid for administration of the vaccine to ESRD 
patients. 

C—Influenza Virus Vaccine 

Effective for services furnished on or after May 1, 1993, the 
Medicare Part B program covers influenza virus vaccine and 
its administration when furnished in compliance with any 
applicable State law by any provider of services or any entity 
or individual with a supplier number. Typically, these vac-
cines are administered once a flu season. Medicare does not 
require, for coverage purposes, that a doctor of medicine or 
osteopathy order the vaccine. Therefore, the beneficiary may 
receive the vaccine upon request without a physician’s order 
and without physician supervision. 

50.4.5—Off-Label Use of Drugs and Biologicals in an Anti-
Cancer Chemotherapeutic Regimen 

(Rev. 96, Issued: 10-24-08, Effective: 06-05-08 NCCN/06-10-08 
Thomson Micromedex/07-02-08 Clinical Pharmacology, Im-
plementation: 11-25-08) 

A. Overview 

Effective January 1, 1994, off-label, medically accepted 
indications of Food and Drug Administration-(FDA) approved 
drugs and biologicals used in an anti-cancer chemotherapeutic 
regimen are identified under the conditions described below. 
A regimen is a combination of anti-cancer agents clinically 
recognized for the treatment of a specific type of cancer. Off-
label, medically accepted indications are supported in either 
one or more of the compendia or in peer-reviewed medical 
literature. The contractor may maintain its own subscriptions 
to the listed compendia or peer-reviewed publications to 
determine the medically accepted indication of drugs or 
biologicals used off-label in an anti-cancer chemotherapeutic 
regimen. Compendia documentation or peer-reviewed litera-
ture supporting off-label use by the treating physician may 
also be requested of the physician by the contractor.

B. Recent Revisions to the Compendia List 

Do not deny coverage based solely on the absence of FDA-
approved labeling for the use, if the use is supported by 
any of the following compendia and the use is not listed as 
unsupported, not indicated, not recommended, or equivalent 
terms, in any of the following compendia: 

Existing–American Hospital Formulary Service-Drug Information (AHFS-DI) 
Effective June 5, 2008 - National Comprehensive Cancer Network (NCCN) 
Drugs and Biologics Compendium 
Effective June 10, 2008 - Thomson Micromedex DrugDex 
Effective July 2, 2008 - Clinical Pharmacology 

The listed compendia employ various rating and recom-
mendation systems that may not be readily cross-walked from 
compendium to compendium. In general, a use is identified 
by a compendium as medically accepted if the: 

1. indication is a Category 1 or 2A in NCCN, or Class I, 
Class IIa, or Class IIb in DrugDex; or, 

2. narrative text in AHFS-DI or Clinical Pharmacology is 
supportive.

A use is not medically accepted by a compendium if the: 

1. indication is a Category 3 in NCCN or a Class III in 
DrugDex; or, 

2. narrative text in AHFS or Clinical Pharmacology is “not 
supportive.” 

The complete absence of narrative text on a use is considered 
neither supportive nor nonsupportive.

C. Use Supported by Clinical Research That Appears in 
Peer-Reviewed Medical Literature 

Contractors may also identify off-label uses that are 
supported by clinical research under the conditions identified 
in this section. Peer-reviewed medical literature may appear 
in scientific, medical, and pharmaceutical publications 
in which original manuscripts are published, only after 
having been critically reviewed for scientific accuracy, 
validity, and reliability by unbiased, independent experts 
prior to publication. In-house publications of entities whose 
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business relates to the manufacture, sale, or distribution of 
pharmaceutical products are excluded from consideration. 
Abstracts (including meeting abstracts) are excluded from 
consideration. 

In determining whether an off-label use is supported, the 
contractors will evaluate the evidence in published, peer-
reviewed medical literature listed below. When evaluating 
this literature, they will consider (among other things) the 
following: 

• Whether the clinical characteristics of the beneficiary and 
the cancer are adequately represented in the published 
evidence 

•  Whether the administered chemotherapy regimen is ade-
quately represented in the published evidence. 

•  Whether the reported study outcomes represent clinically 
meaningful outcomes experienced by patients. 

• Whether the study is appropriate to address the clinical 
question. The contractor will consider: 

1. whether the experimental design, in light of the drugs 
and conditions under investigation, is appropriate to 
address the investigative question. (For example, in 
some clinical studies, it may be unnecessary or not 
feasible to use randomization, double blind trials, pla-
cebos, or crossover.); 

2. that nonrandomized clinical trials with a significant 
number of subjects may be a basis for supportive  
clinical evidence for determining accepted uses of 
drugs; and 

3. that case reports are generally considered uncontrolled 
and anecdotal information and do not provide adequate 
supportive clinical evidence for determining accepted 
uses of drugs. 

The contractor will use peer-reviewed medical literature 
appearing in the regular editions of the following publications, 
not to include supplement editions privately funded by 
parties with a vested interest in the recommendations of the 
authors.

  American Journal of Medicine;
  Annals of Internal Medicine;
  Annals of Oncology;
  Annals of Surgical Oncology;
  Biology of Blood and Marrow Transplantation;
  Blood;
  Bone Marrow Transplantation;
  British Journal of Cancer;
  British Journal of Hematology;
  British Medical Journal;
  Cancer;
  Clinical Cancer Research;
  Drugs;
   European Journal of Cancer (formerly the European 

Journal of Cancer and Clinical Oncology);
  Gynecologic Oncology;
   International Journal of Radiation, Oncology, Biology, 

and Physics;
  The Journal of the American Medical Association;
  Journal of Clinical Oncology;
  Journal of the National Cancer Institute;
   Journal of the National Comprehensive Cancer Network 

(NCCN);
  Journal of Urology;
  Lancet;
  Lancet Oncology;

  Leukemia;
  The New England Journal of Medicine; or
  Radiation Oncology

D. Generally 

FDA-approved drugs and biologicals may also be considered 
for use in the determination of medically accepted indications 
for off-label use if determined by the contractor to be 
reasonable and necessary. 

If a use is identified as not indicated by the Centers for 
Medicare and Medicaid Services (CMS) or the FDA, or if a 
use is specifically identified as not indicated in one or more of 
the compendia listed, or if the contractor determines, based 
on peer-reviewed medical literature, that a particular use 
of a drug is not safe and effective, the off-label usage is not 
supported and, therefore, the drug is not covered.

50.4.5.1 - Process for Amending the List of Compendia for 
Determination of Medically-Accepted Indications for Off-Label 
Uses of Drugs and Biologicals in an Anti-Cancer 
Chemotherapeutic Regimen 

(Rev. 120, Issued: 01-29-10, Effective: 01-01-10, Implementa-
tion: 03-01-10)  

A. Background 

In the Physician Fee Schedule final rule for calendar year 2008, 
the CMS established a process for revising the list of compen-
dia, as authorized under section 1861(t)(2) of the Social Secu-
rity Act, and also established a definition for “compendium.” At 
42 CFR 414.930(a), a compendium is defined “as a comprehen-
sive listing of FDA- approved drugs and biologicals or a compre-
hensive listing of a specific subset of drugs and biologicals in a 
specialty compendium, for example, a compendium of anti-
cancer treatment.” A compendium: (1) includes a summary of 
the pharmacologic characteristics of each drug or biological 
and may include information on dosage, as well as recom-
mended or endorsed uses in specific diseases; (2) is indexed by 
drug or biological, and, (3) effective January 1, 2010, pursuant 
to section 182(b) of the Medicare Improvements for Patients 
and Providers Act (MIPPA), has a publicly transparent process 
for evaluating therapies and for identifying potential conflicts 
of interests. See 42 CFR 414.930(a); 72 FR 66222, 66404, and 
74 FR 61901.

B. Desirable Characteristics of Compendia 

CMS increased the transparency of the process by incorpo-
rating a list of desirable compendium characteristics out-
lined by the Medicare Evidence Development and Coverage 
Advisory Committee (MedCAC) as criteria for  decision- making. 
The list of desirable compendium characteristics was devel-
oped by the MedCAC during a public session on March 30, 
2006. The goal of this session was to  review the evidence and 
advise CMS on the desirable characteristics of compendia for 
use in the determination of medically- accepted indications of 
drugs and biologicals in anti-cancer therapy. As a result of 
this meeting, the MedCAC generated the following list of de-
sirable characteristics: 

• Extensive breadth of listings, 
• Quick processing from application for inclusion to listing. 
• Detailed description of the evidence reviewed for every 

individual listing, 
• Use of pre-specified published criteria for weighing evi-
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• Use of prescribed published process for making recom-
mendations, 

• Publicly transparent process for evaluating therapies,
• Explicit ‘‘Not recommended’’ listing when validated evi-

dence is appropriate, 
• Explicit listing and recommendations regarding thera-

pies, including sequential use or combination in relation 
to other therapies, 

• Explicit ‘‘Equivocal’’ listing when validated evidence is 
equivocal, and, 

• Process for public identification and notification of po-
tential conflicts of interest of the compendia’s parent and 
sibling organizations, reviewers, and committee mem-
bers, with an established procedure to manage recog-
nized conflicts. 

Furthermore, the provisions discussed in section 182(b) of 
MIPPA bring more uniformity in compendia conflict of inter-
est disclosure practices and allow the public the ability to 
monitor how these policies impact compendia off-label rec-
ommendations.

C. Process for Changing List of Compendia 

CMS will provide an annual 30-day open request period start-
ing January 15th for the public to submit requests for addi-
tions or deletions to the compendia list contained on the 
CMS Web site at http://www.cms.hhs.gov/CoverageGenInfo/ 
02_compendia.asp. 

Complete requests as defined in section 50.4.5.1.D will be 
posted to the Web site annually by March 15 for public notice 
and comment. The request will identify the requestor and the 
requested action CMS is being asked to make to the list. Pub-
lic comments will be accepted for a 30-day period beginning 
on the day the request is posted on the Web site. 

In addition to the annual process, CMS may generate a re-
quest for changes to the list at any time an urgent action is 
needed to protect the interests of the Medicare program and 
its beneficiaries. 

D. Content of Requests 

For a request to be considered complete, and therefore ac-
cepted for review, it must include the following information: 

• The full name and contact information (including the 
mailing address, e-mail address, and telephone number) 
of the requestor. If the requestor is not an individual 
person, the information shall identify the officer or other 
representative who is authorized to act for the requestor 
on all matters related to the request. 

• Full identification of the compendium that is the subject 
of the request, including name, publisher, edition if ap-
plicable, date of publication, and any other information 
needed for the accurate and precise identification of the 
specific compendium. 

• A complete written copy of the compendium that is the 
subject of the request. If the complete compendium is 
available electronically, it may be submitted electronically 
in place of hard copy. If the compendium is available on-
line, the requestor may provide CMS with electronic ac-
cess by furnishing at no cost to the Federal Government 
sufficient accounts for the purposes and duration of the 
review of the application in place of hard copy. 

• The specific action that the requestor wishes CMS to 
take, for example to add or delete a specific compen-
dium. 

• Detailed, specific documentation that the compendium 
that is the subject of the request does or does not comply 
with the conditions of this rule. Broad, nonspecific 
claims without supporting documentation cannot be ef-
ficiently reviewed; therefore, they will not be accepted. 

• A publicly transparent process for evaluating therapies, 
which includes the following: (1) internal or external 
request for listing of a therapy recommendation, includ-
ing criteria used to evaluate the request (the complete 
application), (2) listing of all the evidentiary materials 
reviewed or considered for inclusion in the compendium 
(3) listing of all individuals who substantively partici-
pated in the review and development of the request, and 
(4) minutes and voting records of meetings for the re-
view and disposition of the request. The information 
from an internal or external request for inclusion of a 
therapy in a compendium are available to the public for 
a period of not less than 5 years, which includes avail-
ability on the compendium’s Web site for a period of not 
less than 3 years, coincident with the compendium’s 
publication. 

• A publicly transparent process for identifying potential 
conflicts of interests that provides: (1) direct or indirect 
financial relationships, and (2) ownership or investment 
interests that exist between individuals or the spouse or 
minor child of individuals who have substantively par-
ticipated in the development or disposition of compen-
dia recommendations, and the manufacturer or seller of 
the drug or biological being reviewed by the compen-
dium. This information shall be identified and made 
timely available in response to a public request for a 
period of not less than 5 years, which includes availabil-
ity on the compendium’s Web site for a period of not less 
than 3 years, coincident with the compendium’s publica-
tion. 

A request may have only a single compendium as its subject. 
This will provide greater clarity on the scope of the agency’s 
review of a given request. A requestor may submit multiple 
requests, each requesting a different action. 

E. Submission of Requests 

Requests must be in writing and submitted in one of the fol-
lowing two ways (no duplicates please): 

• Electronic requests are encouraged to facilitate adminis-
trative efficiency. Each solicitation will include the elec-
tronic address for submissions. 

• Hard copy requests can be sent to: 

 Centers for Medicare & Medicaid Services 
 Coverage and Analysis Group 
 Mailstop C1–09–06 
 7500 Security Boulevard 
 Baltimore, MD, 21244 

Allow sufficient time for hard copies to be received prior to 
the close of the open request period. 

F. Review of Requests 

CMS will consider a compendium’s attainment of the desir-
able characteristics specified in 50.4.5.1.B when reviewing 
requests. CMS may consider additional, reasonable factors in 
making a determination. For example, CMS may consider 
factors that are likely to impact the compendium’s suitability 
for this use, such as a change in compendium’s ownership or 
affiliation, and the standards applicable to the evidence con-
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sidered by the compendium. CMS may consider that broad 
accessibility by the general public to the information con-
tained in the compendium may assist beneficiaries, their 
treating physicians, or both, in choosing among treatment 
options. CMS will also consider a compendium’s grading of 
evidence used in making recommendations regarding off-
 label, uses, and the process by which the compendium grades 
the evidence. CMS may, at its discretion, combine and con-
sider multiple requests that refer to the same compendium, 
even if those requests are for different actions. This facilitates 
administrative efficiency in the review of requests. 

G. Publishing Review Results 

CMS will publish decisions on the CMS Web site within  
90 days after the close of the public comment period.

(This instruction was last reviewed by CMS in December 
2009.)

50.4.6—Less Than Effective Drug 

(Rev. 1, 10-01-03) 

B3-2049.4.C.5 

This is a drug that has been determined by the Food and 
Drug Administration (FDA) to lack substantial evidence of 
effectiveness for all labeled indications. Also, a drug that has 
been the subject of a Notice of an Opportunity for a Hearing 
(NOOH) published in the “Federal Register” before being 
withdrawn from the market, and for which the Secretary 
has not determined there is a compelling justification for its 
medical need, is considered less than effective. This includes 
any other drug product that is identical, similar, or related. 
Payment may not be made for a less than effective drug. 

Because the FDA has not yet completed its identification 
of drug products that are still on the market, existing FDA 
efficacy decisions must be applied to all similar products 
once they are identified. 

50.4.7—Denial of Medicare Payment for Compounded Drugs 
Produced in Violation of Federal Food, Drug, and Cosmetic Act 

(Rev. 1, 10-01-03) 

B3-2049.4.C.6 

The Food and Drug Administration (FDA) has found that, 
from time to time, firms established as retail pharmacies en-
gage in mass production of compounded drugs, beyond the 
normal scope of pharmaceutical practice, in violation of the 
Federal Food, Drug, and Cosmetic Act (FFDCA). By com-
pounding drugs on a large scale, a company may be operat-
ing as a drug manufacturer within the meaning of the 
FFDCA, without complying with requirements of that law. 
Such companies may be manufacturing drugs which are 
subject to the new drug application (NDA) requirements of 
the FFDCA, but for which FDA has not approved an NDA or 
which are misbranded or adulterated. If the FDA has not ap-
proved the manufacturing and processing procedures used 
by these facilities, the FDA has no assurance that the drugs 
these companies are producing are safe and effective. The 
safety and effectiveness issues pertain to such factors as 
chemical stability, purity, strength, bioequivalency, and 
biovailability. 

Section 1862(a)(1)(A) of the Act requires that drugs must be 
reasonable and necessary in order to by covered under Medi-

care. This means, in the case of drugs, the FDA must approve 
them for marketing. Section 50.4.1 instructs carriers and in-
termediaries to deny coverage for drugs that have not re-
ceived final marketing approval by the FDA, unless instructed 
otherwise by CMS. The Medicare Benefit Policy Manual, 
Chapter 16, “General Exclusions from Coverage,” §180, in-
structs carriers to deny coverage of services related to the use 
of noncovered drugs as well. Hence, if DME or a prosthetic 
device is used to administer a noncovered drug, coverage is 
denied for both the nonapproved drug and the DME or pros-
thetic device. 

In those cases in which the FDA has determined that a com-
pany is producing compounded drugs in violation of the 
FFDCA, Medicare does not pay for the drugs because they do 
not meet the FDA approval requirements of the Medicare 
program. In addition, Medicare does not pay for the DME or 
prosthetic device used to administer such a drug if FDA de-
termines that a required NDA has not been approved or that 
the drug is misbranded or adulterated. 

The CMS will notify the carrier when the FDA has deter-
mined that compounded drugs are being produced in viola-
tion of the FFDCA. The carrier does not stop Medicare pay-
ment for such a drug unless it is notified that it is appropriate 
to do so through a subsequent instruction. In addition, if the 
carrier or Regional Offices (ROs) become aware that other 
companies are possibly operating in violation of the FFDCA, 
the carrier or RO notifies: 

 Centers for Medicare & Medicaid Services 
 Center for Medicare Management 
 7500 Security Blvd. 
 Baltimore, MD 21244-1850 

50.4.8—Process for Amending the List of Compendia for 
Determination of Medically-Accepted Indications for Off-Label 
Uses of Drugs and Biologicals in an Anti-Cancer 
Chemotherapeutic Regimen

50.5—Self-Administered Drugs and Biologicals 

(Rev. 1, 10-01-03) 

B3-2049.5 

Medicare Part B does not cover drugs that are usually self-
administered by the patient unless the statute provides for 
such coverage. The statute explicitly provides coverage, for 
blood clotting factors, drugs used in immunosuppressive 
therapy, erythropoietin for dialysis patients, certain oral anti-
cancer drugs and anti-emetics used in certain situations. 

50.5.1—Immunosuppressive Drugs 

(Rev. 1, 10-01-03) 

A3-3112.4.B.3, HO-230.4.B.3, AB-01-10 

Until January 1, 1995, immunosuppressive drugs were cov-
ered under Part B for a period of one year following dis-
charge from a hospital for a Medicare covered organ trans-
plant. The CMS interpreted the 1-year period after the date of 
the transplant procedure to mean 365 days from the day on 
which an inpatient is discharged from the hospital. 
Beneficiaries are eligible to receive additional Part B cover-
age within 18 months after the discharge date for drugs fur-
nished in 1995; within 24 months for drugs furnished in 
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1996; within 30 months for drugs furnished in 1997; and 
within 36 months for drugs furnished after 1997. 

For immunosuppressive drugs furnished on or after Decem-
ber 21, 2000, this time limit for coverage is eliminated. 

Covered drugs include those immunosuppressive drugs that 
have been specifically labeled as such and approved for mar-
keting by the FDA. (This is an exception to the standing drug 
policy which permits coverage of FDA approved drugs for 
nonlabeled uses, where such uses are found to be reasonable 
and necessary in an individual case.) 

Covered drugs also include those prescription drugs, such as 
prednisone, that are used in conjunction with immunosup-
pressive drugs as part of a therapeutic regimen reflected in 
FDA approved labeling for immunosuppressive drugs. There-
fore, antibiotics, hypertensives, and other drugs that are not 
directly related to rejection are not covered. 

The FDA has identified and approved for marketing the  
following specifically labeled immunosuppressive drugs. 
They are: 

Sandimmune (cyclosporine), Sandoz Pharmaceutical; 
Imuran (azathioprine), Burroughs Wellcome; 
Atgam (antithymocyte globulin), Upjohn; 
Orthoclone OKT3 (Muromonab-CD3), Ortho Pharmaceu-
tical; 
Prograf (tacrolimus), Fujisawa USA, Inc; 
Celicept (mycophenolate mefetil), Roche Laboratories; 
Daclizumab (Zenapax); 
Cyclophosphamide (Cytoxan); 
Prednisone; and 
Prednosolone. 

The CMS expects contractors to keep informed of FDA addi-
tions to the list of the immunosuppressive drugs. 

50.5.2—Erythropoietin (EPO) 

(Rev. 1, 10-01-03) 

A3-3112.4.B.4, HO-230.4.B.4 

The statute provides that EPO is covered for the treatment of 
anemia for patients with chronic renal failure who are on 
dialysis. Coverage is available regardless of whether the drug 
is administered by the patient or the patient’s caregiver. EPO 
is a biologically engineered protein which stimulates the 
bone marrow to make new red blood cells. 

NOTE: Non-ESRD patients who are receiving EPO to treat 
anemia induced by other conditions such as 
chemotherapy or the drug zidovudine (commonly 
called AZT) must meet the coverage requirements  
in §50.

EPO is covered for the treatment of anemia for patients with 
chronic renal failure who are on dialysis when:

• It is administered in the renal dialysis facility; or 
• It is self-administered in the home by any dialysis patient 

(or patient caregiver) who is determined competent to use 
the drug and meets the other conditions detailed below. 

NOTE: Payment may not be made for EPO under the 
incident to provision when EPO is administered in 
the renal dialysis facility. 

Also, in the office setting, reimbursement will be made for the 
administration charge only for non-ESRD patients receiv- 
ing EPO. 

50.5.2.1—Requirements for Medicare Coverage for EPO 

(Rev. 1, 10-01-03) 

B3-2049.5 

Medicare covers EPO and items related to its administration 
for dialysis patients who use EPO in the home when the fol-
lowing conditions are met: 

A—Patient Care Plan 

A dialysis patient who uses EPO in the home must have a 
current care plan (a copy of which must be maintained by the 
designated backup facility for Method II patients) for moni-
toring home use of EPO that includes the following: 

1. Review of diet and fluid intake for aberrations as indi-
cated by hyperkalemia and elevated blood pressure 
secondary to volume overload; 

2. Review of medications to ensure adequate provision of 
supplemental iron; 

3. Ongoing evaluations of hematocrit and iron stores; 
4. Reevaluation of the dialysis prescription taking into 

account the patient’s increased appetite and red blood 
cell volume; 

5. Method for physician and facility (including backup 
facility for Method II patients) follow-up on blood tests 
and a mechanism (such as a patient log) for keeping the 
physician informed of the results; 

6. Training of the patient to identify the signs and symp-
toms of hypotension and hypertension; and 

7. The decrease or discontinuance of EPO if hypertension 
is uncontrollable. 

B—Patient Selection 

The dialysis facility, or the physician responsible for all dial-
ysis-related services furnished to the patient, must make a 
comprehensive assessment that includes the following: 

1. Preselection Monitoring—The patient’s hematocrit 
(or hemoglobin), serum iron, transferrin saturation, 
serum ferritin, and blood pressure must be measured. 

2. Conditions the Patient Must Meet—The assessment 
must find that the patient meets the following condi-
tions: 

 a. Is a dialysis patient; 
 b.  Has a hematocrit (or comparable hemoglobin level) 

that is as follows: 

  •  For a patient who is initiating EPO treatment, no 
higher than 30 percent unless there is medical 
documentation showing the need for EPO despite 
a hematocrit (or comparable hemoglobin level) 
higher than 30 percent. Patients with severe an-
gina, severe pulmonary distress, or severe hypo-
tension may require EPO to prevent adverse 
symptoms even if they have higher hematocrit or 
hemoglobin levels. 

  •  For a patient who has been receiving EPO from 
the facility or the physician, between 30 and 36 
percent. 

 c. Is under the care of: 
  •  A physician who is responsible for all dialysis- 

related services and who prescribes the EPO and 
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follows the drug labeling instructions when moni-
toring the EPO home therapy; and 

  •  A renal dialysis facility that establishes the plan of 
care and monitors the progress of the home EPO 
therapy. 

3. The assessment must find that the patient or a care-
giver meets the following conditions: 

  •  Is trained by the facility to inject EPO and is capable 
of carrying out the procedure; 

  •  Is capable of reading and understanding the drug 
labeling; and 

  •  Is trained in, and capable of observing, aseptic tech-
niques. 

4. Care and Storage of Drug—The assessment must find 
that EPO can be stored in the patient’s residence under 
refrigeration and that the patient is aware of the poten-
tial hazard of a child’s having access to the drug and 
syringes. 

C—Responsibilities of Physician or Dialysis Facility 

The patient’s physician or dialysis facility must: 

• Develop a protocol that follows the drug label instructions; 
• Make the protocol available to the patient to ensure safe 

and effective home use of EPO; 
• Through the amounts prescribed, ensure that the drug on 

hand at any time does not exceed a 2-month supply; 
• Maintain adequate records to allow quality assurance for 

review by the Network and State Survey Agencies. For 
Method II patients, current records must be provided to 
and maintained by the designated backup facility; and 

• The dialysis facility must submit claims for EPO, if the fa-
cility provides it. 

See the Medicare Claims Processing Manual, Chapter 11, 
“End Stage Renal Disease,” for instructions for billing and 
processing claims for EPO under Method 1 and Method 2. 
Note that hematocrit readings are required on claims. It is 
expected that the ESRD facility or hospital outpatient depart-
ment will maintain the following information in each pa-
tient’s medical record to permit the review of the medical 
necessity of EPO. 

1. Diagnostic coding; 
2. Most recent creatinine prior to initiation of EPO therapy; 
3. Date of most recent creatinine prior to initiation of EPO 

therapy; 
4. Most recent hematocrit (HCT) prior to initiation of EPO 

therapy; 
5. Date of most recent hematocrit (HCT) prior to initiation 

of EPO therapy; 
6. Dosage in units/kg; 
7. Weight in kgs; and 
8. Number of units administered. 

50.5.2.2—Medicare Coverage of Epoetin Alfa (Procrit) for 
Preoperative Use 

(Rev. 1, 10-01-03) 

PM-AB-99-59, DATED 8/1/99 

This instruction pertains exclusively to the preoperative sur-
gical indication of the drug Procrit, in which it is adminis-
tered to specific patients prior to surgery to reduce risk of 
transfusion. It does not affect Medicare policies related to 
other Food and Drug Administration (FDA) approved uses of 
Procrit. It is not a national coverage decision. 

Procrit as Preventive Service 

The carrier may determine that Procrit is covered for indi-
viduals who: 

1. Are undergoing hip or knee surgery 
2. Have an anemia with a hemoglobin between 10 and  

13 mg/dL; 
3. Are not a candidate for autologous blood transfusion; 
4. Are expected to lose more than 2 units of blood; and 
5. Have had a workup so that their anemia appears to be that 

of chronic disease. 

The preoperative use of Procrit may be afforded to these 
individuals when carriers, exercising their discretion, deter-
mine that this treatment is reasonable and necessary. In other 
cases, Procrit is considered a preventive service and therefore 
not covered. 

50.5.3—Oral Anti-Cancer Drugs 

(Rev. 1, 10-01-03) 

A3-3112.4.B.5, HO-230.4.B.5 

Effective January 1, 1994, Medicare Part B coverage is extended 
to include oral anti-cancer drugs that are prescribed as anti-
cancer chemotherapeutic agents providing they have the same 
active ingredients and are used for the same indications as anti-
cancer chemotherapeutic agents which would be covered if they 
were not self-administered and they were furnished incident to 
a physician’s service as drugs and biologicals. 

For an oral anti-cancer drug to be covered under Part B, it 
must: 

• Be prescribed by a physician or other practitioner licensed 
under State law to prescribe such drugs as anti-cancer 
chemotherapeutic agents; 

• Be a drug or biological that has been approved by the Food 
and Drug Administration (FDA); 

• Have the same active ingredients as a non-self-adminis-
trable anti-cancer chemotherapeutic drug or biological 
that is covered when furnished incident to a physician’s 
service. The oral anti-cancer drug and the non-self-admin-
istrable drug must have the same chemical/generic name 
as indicated by the FDA’s “Approved Drug Products” (Or-
ange Book), “Physician’s Desk Reference” (PDR), or an 
authoritative drug compendium; 

• Be used for the same indications, including unlabeled uses, 
as the non-self-administrable version of the drug; and 

• Be reasonable and necessary for the individual patient. 

50.5.4—Oral Anti-Nausea (Anti-Emetic) Drugs 

(Rev. 1, 10-01-03) 

PM AB-97-26 

Effective January 1, 1998, Medicare also covers self-adminis-
tered anti-emetics which are necessary for the administration 
and absorption of the anti-neoplastic chemotherapeutic agents 
when a high likelihood of vomiting exists. The anti-emetic 
drug is covered as a necessary means for administration of the 
antineoplastic chemotherapeutic agents. Oral drugs prescribed 
for use with the primary drug, which enhance the anti- 
neoplastic effect of the primary drug or permit the patient to 
tolerate the primary anti-neoplastic drug in higher doses for 
longer periods are not covered. Self-administered anti-emetics 
to reduce the side effects of nausea and vomiting brought on io
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by the primary drug are not included beyond the administra-
tion necessary to achieve drug absorption. 

Section 1861(s)(2) of the Act extends coverage to oral anti-
emetic drugs that are used as full replacement for intrave-
nous dosage forms of a cancer regimen under the following 
conditions: 

• Coverage is provided only for oral drugs approved by the 
Food and Drug Administration (FDA) for use as anti- 
emetics; 

• The oral anti-emetic must either be administered by the 
treating physician or in accordance with a written order 
from the physician as part of a cancer chemotherapy  
regimen; 

• Oral anti-emetic drugs administered with a particular che-
motherapy treatment must be initiated within two hours of 
the administration of the chemotherapeutic agent and may 
be continued for a period not to exceed 48 hours from that 
time; 

• The oral anti-emetic drugs provided must be used as a full 
therapeutic replacement for the intravenous anti-emetic 
drugs that would have otherwise been administered at the 
time of the chemotherapy treatment. 

Only drugs pursuant to a physician’s order at the time of the 
chemotherapy treatment qualify for this benefit. The dis-
pensed number of dosage units may not exceed a loading dose 
administered within two hours of the treatment, plus a supply 
of additional dosage units not to exceed 48 hours of therapy. 

Oral drugs that are not approved by the FDA for use as anti-
emetics and which are used by treating physicians adjunc-
tively in a manner incidental to cancer chemotherapy are not 
covered by this benefit and are not reimbursable within the 
scope of this benefit. 

It is recognized that a limited number of patients will fail on 
oral anti-emetic drugs. Intravenous anti-emetics may be cov-
ered (subject to the rules of medical necessity) when fur-
nished to patients who fail on oral anti-emetic therapy. 

More than one oral anti emetic drug may be prescribed and 
may be covered for concurrent use if needed to fully replace 
the intravenous drugs that otherwise would be given. 

50.5.5—Hemophilia Clotting Factors 

(Rev. 1, 10-01-03) 

A3-3112.4.B.2, HO-230.4.B.2 

Section 1861(s)(2)(I) of the Act provides Medicare coverage 
of blood clotting factors for hemophilia patients competent 
to use such factors to control bleeding without medical su-
pervision, and items related to the administration of such 
factors. Hemophilia, a blood disorder characterized by pro-
longed coagulation time, is caused by deficiency of a factor 
in plasma necessary for blood to clot. For purposes of Medi-
care Part B coverage, hemophilia encompasses the follow-
ing conditions: 

• Factor VIII deficiency (classic hemophilia); 
• Factor IX deficiency (also termed plasma thromboplastin 

component (PTC) or Christmas factor deficiency); and 
• Von Willebrand’s disease. 

Claims for blood clotting factors for hemophilia patients with 
these diagnoses may be covered if the patient is competent to 
use such factors without medical supervision. 

The amount of clotting factors determined to be necessary to 
have on hand and thus covered under this provision is based on 
the historical utilization pattern or profile developed by the 
contractor for each patient. It is expected that the treating 
source, e.g., a family physician or comprehensive hemophilia 
diagnostic and treatment center, have such information. From 
this data, the contractor is able to anticipate and make reason-
able projections concerning the quantity of clotting factors the 
patient will need over a specific period of time. Unanticipated 
occurrences involving extraordinary events, such as automobile 
accidents or inpatient hospital stays, will change this base line 
data and should be appropriately considered. In addition, 
changes in a patient’s medical needs over a period of time re-
quire adjustments in the profile.

50.6 – Coverage of Intravenous Immune Globulin for Treatment 
of Primary Immune Deficiency Diseases in the Home

(Rev. 6, 01-23-04)

Beginning for dates of service on or after January 1, 2004, 
The Medicare Prescription Drug, Improvement, and Modern-
ization Act of 2003 provides coverage of intravenous immune 
globulin (IVIG) for the treatment of primary immune defi-
ciency diseases (ICD-9 diagnosis codes 279.04, 279.05, 
279.06, 279.12, and 279.2) in the home. The corresponding 
HCPCS codes are J1563 and J1564. The Act defines “intrave-
nous immune globulin” as an approved pooled plasma de-
rivative for the treatment of primary immune deficiency dis-
ease. It is covered under this benefit when the patient has a 
diagnosed primary immune deficiency disease, it is adminis-
tered in the home of a patient with a diagnosed primary im-
mune deficiency disease, and the physician determines that 
administration of the derivative in the patient’s home is 
medically appropriate. The benefit does not include coverage 
for items or services related to the administration of the de-
rivative. For coverage of IVIG under this benefit, it is not 
necessary for the derivative to be administered through a 
piece of durable medical equipment.

80—Requirements for Diagnostic X-Ray, Diagnostic Laboratory, 
and Other Diagnostic Tests

(Rev. 116, Issued: 12-11-09, Effective: 01-01-10, Implementa-
tion: 01-04-10)

This section describes the levels of physician supervision re-
quired for furnishing the technical component of diagnostic 
tests for a Medicare beneficiary who is not a hospital inpa-
tient. For hospital outpatient diagnostic services, the supervi-
sion levels assigned to each CPT or Level II HCPCS code in 
the Medicare Physician Fee Schedule Relative Value File that 
is updated quarterly, apply as described below. For more in-
formation, see Chapter 6 (Hospital Services Covered Under 
Part B), §20.4 (Outpatient Diagnostic Services). 

Section 410.32(b) of the Code of Federal Regulations (CFR) 
requires that diagnostic tests covered under §1861(s)(3) of 
the Act and payable under the physician fee schedule, with 
certain exceptions listed in the regulation, have to be per-
formed under the supervision of an individual meeting the 
definition of a physician (§1861(r) of the Act) to be consid-
ered reasonable and necessary and, therefore, covered under 
Medicare. The regulation defines these levels of physician 
supervision for diagnostic tests as follows: 

General Supervision—means the procedure is furnished under 
the physician’s overall direction and control, but the physi-
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cian’s presence is not required during the performance of the 
procedure. Under general supervision, the training of the non-
physician personnel who actually performs the diagnostic 
procedure and the maintenance of the necessary equipment 
and supplies are the continuing responsibility of the physician. 

Direct Supervision—in the office setting means the physi-
cian must be present in the office suite and immediately 
available to furnish assistance and direction throughout the 
performance of the procedure. It does not mean that the 
physician must be present in the room when the procedure 
is performed. 

Personal Supervision—means a physician must be in atten-
dance in the room during the performance of the procedure. 

One of the following numerical levels is assigned to each CPT 
or HCPCS code in the Medicare Physician Fee Schedule Da-
tabase: 

 0 Procedure is not a diagnostic test or procedure is a 
diagnostic test which is not subject to the physician 
supervision policy. 

 1 Procedure must be performed under the general su-
pervision of a physician. 

 2 Procedure must be performed under the direct su-
pervision of a physician. 

 3 Procedure must be performed under the personal 
supervision of a physician. 

 4 Physician supervision policy does not apply when 
procedure is furnished by a qualified, independent 
psychologist or a clinical psychologist or furnished 
under the general supervision of a clinical psycholo-
gist; otherwise must be performed under the general 
supervision of a physician. 

 5 Physician supervision policy does not apply when 
procedure is furnished by a qualified audiologist; 
otherwise must be performed under the general su-
pervision of a physician. 

 6 Procedure must be performed by a physician or by a 
physical therapist (PT) who is certified by the Ameri-
can Board of Physical Therapy Specialties (ABPTS) 
as a qualified electrophysiologic clinical specialist 
and is permitted to provide the procedure under 
State law. 

6a Supervision standards for level 66 apply; in addition, 
the  PT with ABPTS certification may supervise an-
other PT but only the PT with ABPTS certification 
may bill. 

7a Supervision standards for level 77 apply; in addition, 
the PT with ABPTS certification may supervise an-
other PT but only the PT with ABPTS certification 
may bill. 

 9 Concept does not apply. 
21 Procedure must be performed by a technician with 

certifi cation under general supervision of a physi-
cian; otherwise must be performed under direct su-
pervision of a physician. 

22 Procedure may be performed by a technician with 
on-line real-time contact with physician. 

66 Procedure must be performed by a physician or by a 
PT with ABPTS certification and certification in this 
specific procedure.

77 Procedure must be performed by a PT with ABPTS 
certifi ca tion or by a PT without certification under 
direct supervision of a physician, or by a technician 
with certification under general supervision of a 
physician. 

Nurse practitioners, clinical nurse specialists, and physician 
assistants are not defined as physicians under §1861(r) of the 
Act. Therefore, they may not function as supervisory physi-
cians under the diagnostic tests benefit (§1861(s)(3) of the 
Act). However, when these practitioners personally perform 
diagnostic tests as provided under §1861(s)(2)(K) of the Act, 
§1861(s)(3) does not apply and they may perform diagnostic 
tests pursuant to State scope of practice laws and under the 
applicable State requirements for physician supervision or 
collaboration. 

Because the diagnostic tests benefit set forth in §1861(s)(3) of 
the Act is separate and distinct from the incident to benefit 
set forth in §1861(s)(2) of the Act, diagnostic tests need not 
meet the incident to requirements. Diagnostic tests may be 
furnished under situations that meet the incident to require-
ments but this is not required. However, carriers must not 
scrutinize claims for diagnostic tests utilizing the incident to 
requirements. 

80.1—Clinical Laboratory Services 

(Rev. 79; Issued: 10-19-07; Effective: 01-01-03; Implementa-
tion: 11-19-07)

Section 1833 and 1861 of the Act provides for payment of 
clinical laboratory services under Medicare Part B. Clinical 
laboratory services involve the biological, microbiological, 
serological, chemical, immunohematological, hematologi-
cal, biophysical, cytological, pathological, or other examina-
tion of materials derived from the human body for the diag-
nosis, prevention, or treatment of a disease or assessment of 
a medical condition. Laboratory services must meet all ap-
plicable requirements of the Clinical Laboratory Improve-
ment Amendments of 1988 (CLIA), as set forth at 42 CFR 
part 493. Section 1862(a)(1)(A) of the Act provides that 
Medicare payment may not be made for services that are 
not reasonable and necessary. Clinical laboratory services 
must be ordered and used promptly by the physician who is 
treating the beneficiary as described in 42CFR410.32(a), or 
by a qualified nonphysician practitioner, as described in  
42 CFR 410.32(a)(3). 

See section 80.6 of this manual for related physician ordering 
instructions.

See the Medicare Claims Processing Manual Chapter 16 for 
related claims processing instructions. 

80.1.1—Certification Changes 

(Rev. 1, 10-01-03) 

B3-2070.1.E 

Each page of the lists of approved specialties also includes a 
column “Certification Changed” in which the following codes 
are used: 

“C” indicates a change in the laboratory’s approved 
certification since the preceding listing. 
“A” discloses an accretion. 

“TERM”—Laboratory not approved for payment after the 
indicated date which follows the code. The reason for termi-
nation also is given in the following codes: 

1. Involuntary termination—no longer meets require-
ments io
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2. Voluntary withdrawal 
3. Laboratory closed, merged with other interests, or or-

ganizational change 
4. Ownership change with new ownership participating 

under different name 
5. Ownership change with new owner not participating 
6. Change in ownership—new provider number assigned 
7. Involuntary termination—failure to abide by agree-

ment 
8. Former “emergency” hospital now fully participating 

80.1.2—Carrier Contacts With Independent Clinical 
Laboratories 

(Rev. 1, 10-01-03) 

B3-2070.1.F 

An important role of the carrier is as a communicant of nec-
essary information to independent clinical laboratories. Ex-
perience has shown that the failure to inform laboratories of 
Medicare regulations and claims processing procedures may 
have an adverse effect on prosecution of laboratories sus-
pected of fraudulent activities with respect to tests performed 
by, or billed on behalf of, independent laboratories. United 
States Attorneys often have to prosecute under a handicap or 
may simply refuse to prosecute cases where there is no evi-
dence that a laboratory has been specifically informed of 
Medicare regulations and claims processing procedures. 

Carriers must follow the Provider Education and Training 
(PET) guidelines to assure that laboratories are aware of 
Medicare regulations and the carrier’s policy when any 
changes are made in coverage policy or claims processing 
procedures. The PET guidelines require carriers to use vari-
ous methods of communication (such as print, Internet, face-
to-face instruction). Newsletters/bulletins that contain pro-
gram and billing information must be produced at least 
quarterly and posted on the carrier Web site where duplicate 
copies may be obtained. 

Some items which should be communicated to laboratories 
and responsibilities that laboratories are required to per- 
form are: 

• The requirements to have the same fee schedule for Medi-
care and private patients; 

• To specify whether the tests are manual or automated; 
• To document fully the medical necessity for pickup of 

specimens from a skilled nursing facility or a beneficiary’s 
home, and 

• In cases when a laboratory service is referred from one 
independent laboratory to another independent laboratory, 
to identify the laboratory actually performing the test. 

Additionally, when carrier professional relations representa-
tives make personal contacts with particular laboratories, the 
representative should prepare and retain reports of contact 
indicating dates, persons present, and issues discussed. Fi-
nally, carriers should inform independent laboratories that 
the Medicare National Coverage Determinations Manual as 
well as other guidelines contained in the manual for deter-
mining medical necessity are on the Web site. Carriers should 
also publish local guidelines on its Web site; the carrier 
should not duplicate national instructions here. Timely paper 
or electronic communications concerning the Internet publi-
cations to independent laboratories new to the carrier’s ser-
vice area are essential. 

80.1.3—Independent Laboratory Service to a Patient in the 
Patient’s Home or an Institution 

(Rev. 1, 10-01-03) 

B3-2070.1.G 

Where it is medically necessary for an independent labora-
tory to visit a patient to obtain a specimen, the service would 
be covered in the following circumstances: 

1—Patient Confined to Home 

If a patient is confined to the home or other place of resi-
dence used as his or her home (see §60.4.1 for the definition 
of a “homebound patient”), medical necessity would exist  
(e.g., where a laboratory technician draws a blood specimen). 
However, where the specimen is a type which would require 
only the services of a messenger and would not require the 
skills of a laboratory technician, e.g., urine or sputum, a 
specimen pickup service would not be considered medically 
necessary. 

2—Place of Residence is an Institution 

Medical necessity could also exist where the patient’s place of 
residence is an institution, including a skilled nursing facility 
that does not perform venipunctures. This would apply even 
though the institution meets the basic definition of a skilled 
nursing facility and would not ordinarily be considered a 
beneficiary’s home. (This policy is intended for independent 
laboratories only and does not expand the range of coverage 
of services to homebound patients under the incident to pro-
vision.) A trip by an independent laboratory technician to a 
facility (other than a hospital) for the purpose of performing 
a venipuncture is considered medically necessary only if: 

 a. The patient was confined to the facility; and 
 b. The facility did not have on duty personnel qualified 

to perform this service. 

When facility personnel actually obtained and prepared the 
specimens for the independent laboratory to pick them up, 
the laboratory provides this pickup service as a service to the 
facility in the same manner as it does for physicians.

80.2—Psychological Tests and Neuropsychological Tests

(Rev. 85, Issued: 02-29-08, Effective: 01-01-06, Implementa-
tion: 12-28-06)

Medicare Part B coverage of psychological tests and neuro-
psychological tests is authorized under section 1861(s)(3) of 
the Social Security Act. Payment for psychological and neu-
ropsychological tests is authorized under section 1842(b)(2)(A) 
of the Social Security Act. The payment amounts for the new 
psychological and neuropsychological tests (CPT codes 
96102, 96103, 96119 and 96120) that are effective January 1, 
2006, and are billed for tests administered by a technician or 
a computer reflect a site of service payment differential for 
the facility and non-facility settings. Additionally, there is no 
authorization for payment for diagnostic tests when per-
formed on an “incident to” basis.

Under the diagnostic tests provision, all diagnostic tests are 
assigned a certain level of supervision. Generally, regulations 
governing the diagnostic tests provision require that only 
physicians can provide the assigned level of supervision for 
diagnostic tests. However, there is a regulatory exception to 
the supervision requirement for diagnostic psychological 
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and neuropsychological tests in terms of who can provide 
the supervision. That is, regulations allow a clinical psy-
chologist (CP) or a physician to perform the general supervi-
sion assigned to diagnostic psychological and neuropsycho-
logical tests.

In addition, nonphysician practitioners such as nurse practi-
tioners (NPs), clinical nurse specialists (CNSs) and physician 
assistants (PAs) who personally perform diagnostic psycho-
logical and neuropsychological tests are excluded from hav-
ing to perform these tests under the general supervision of a 
physician or a CP. Rather, NPs and CNSs must perform such 
tests under the requirements of their respective benefit in-
stead of the requirements for diagnostic psychological and 
neuropsychological tests. Accordingly, NPs and CNSs must 
perform tests in collaboration (as defined under Medicare 
law at section 1861(aa)(6) of the Act) with a physician. PAs 
perform tests under the general supervision of a physician as 
required for services furnished under the PA benefit.

Furthermore, physical therapists (PTs), occupational thera-
pists (OTs) and speech language pathologists (SLPs) are au-
thorized to bill three test codes as “sometimes therapy” 
codes. Specifically, CPT codes 96105, 96110 and 96111 may 
be performed by these therapists. However, when PTs, OTs 
and SLPs perform these three tests, they must be performed 
under the general supervision of a physician or a CP.

Who May Bill for Diagnostic Psychological and Neuro-
psychological Tests

• CPs – see qualifications under chapter 15, section 160 of 
the Benefits Policy Manual, Pub. 100-02.

• NPs – to the extent authorized under State scope of prac-
tice. See qualifications under chapter 15, section 200 of the 
Benefits Policy Manual, Pub. 100-02.

• CNSs – to the extent authorized under State scope of prac-
tice. See qualifications under chapter 15, section 210 of the 
Benefits Policy Manual, Pub. 100-02.

• PAs – to the extent authorized under State scope of prac-
tice. See qualifications under chapter 15, section 190 of the 
Benefits Policy Manual, Pub. 100-02.

• Independently Practicing Psychologists (IPPs)
• PTs, OTs and SLPs – see qualifications under chapter 15, sec-

tions 220-230.6 of the Benefits Policy Manual, Pub. 100-02.

Psychological and neuropsychological tests performed by a 
psychologist (who is not a CP) practicing independently of an 
institution, agency, or physician’s office are covered when a 
physician orders such tests. An IPP is any psychologist who 
is licensed or certified to practice psychology in the State or 
jurisdiction where furnishing services or, if the jurisdiction 
does not issue licenses, if provided by any practicing psy-
chologist. (It is CMS’ understanding that all States, the Dis-
trict of Columbia, and Puerto Rico license psychologists, but 
that some trust territories do not. Examples of psychologists, 
other than CPs, whose psychological and neuropsychological 
tests are covered under the diagnostic tests provision include, 
but are not limited to, educational psychologists and counsel-
ing psychologists.)

The carrier must secure from the appropriate State agency a 
current listing of psychologists holding the required creden-
tials to determine whether the tests of a particular IPP are 
covered under Part B in States that have statutory licensure 
or certification. In States or territories that lack statutory li-
censing or certification, the carrier checks individual qualifi-
cations before provider numbers are issued. Possible refer-

ence sources are the national directory of membership of the 
American Psychological Association, which provides data 
about the educational background of individuals and indi-
cates which members are board-certified, the records and 
directories of the State or territorial psychological associa-
tion, and the National Register of Health Service Providers. 
If qualification is dependent on a doctoral degree from a cur-
rently accredited program, the carrier verifies the date of ac-
creditation of the school involved, since such accreditation is 
not retroactive. If the listed reference sources do not provide 
enough information (e.g., the psychologist is not a member 
of one of these sources), the carrier contacts the psychologist 
personally for the required information. Generally, carriers 
maintain a continuing list of psychologists whose qualifica-
tions have been verified.

NOTE: When diagnostic psychological tests are performed 
by a psychologist who is not practicing independently, 
but is on the staff of an institution, agency, or clinic, 
that entity bills for the psychological tests.

The carrier considers psychologists as practicing indepen-
dently when:

• They render services on their own responsibility, free of the 
administrative and professional control of an employer 
such as a physician, institution or agency; 

• The persons they treat are their own patients; and
• They have the right to bill directly, collect and retain the fee 

for their services.

A psychologist practicing in an office located in an institution 
may be considered an independently practicing psychologist 
when both of the following conditions exist:

• The office is confined to a separately-identified part of the 
facility which is used solely as the psychologist’s office and 
cannot be construed as extending throughout the entire 
institution; and

• The psychologist conducts a private practice, i.e., services 
are rendered to patients from outside the institution as 
well as to institutional patients.

Payment for Diagnostic Psychological and Neuropsycho-
logical Tests

Expenses for diagnostic psychological and neuropsychologi-
cal tests are not subject to the outpatient mental health treat-
ment limitation, that is, the payment limitation on treatment 
services for mental, psychoneurotic and personality disor-
ders as authorized under Section 1833(c) of the Act. The pay-
ment amount for the new psychological and neuropsycho-
logical tests (CPT codes 96102, 96103, 96119 and 96120) that 
are billed for tests performed by a technician or a computer 
reflect a site of service payment differential for the facility 
and non-facility settings. CPs, NPs, CNSs and PAs are re-
quired by law to accept assigned payment for psychological 
and neuropsychological tests. However, while IPPs are not 
required by law to accept assigned payment for these tests, 
they must report the name and address of the physician who 
ordered the test on the claim form when billing for tests.

CPT Codes for Diagnostic Psychological and Neuropsy-
chological Tests

The range of CPT codes used to report psychological and 
neuropsychological tests is 96101-96120. CPT codes 96101, 
96102, 96103, 96105, 96110, and 96111 are appropriate for 
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use when billing for psychological tests. CPT codes 96116, 
96118, 96119 and 96120 are appropriate for use when billing 
for neuropsychological tests.

All of the tests under this CPT code range 96101-96120 are 
indicated as active codes under the physician fee schedule 
database and are covered if medically necessary.

Payment and Billing Guidelines for Psychological and 
Neuropsychological Tests

The technician and computer CPT codes for psychological 
and neuropsychological tests include practice expense, mal-
practice expense and professional work relative value units. 
Accordingly, CPT psychological test code 96101 should not be 
paid when billed for the same tests or services performed 
under psychological test codes 96102 or 96103. CPT neuro-
psychological test code 96118 should not be paid when billed 
for the same tests or services performed under neuropsycho-
logical test codes 96119 or 96120. However, CPT codes 96101 
and 96118 can be paid separately on the rare occasion when 
billed on the same date of service for different and separate 
tests from 96102, 96103, 96119 and 96120.

Under the physician fee schedule, there is no payment for 
services performed by students or trainees. Accordingly, 
Medicare does not pay for services represented by CPT codes 
96102 and 96119 when performed by a student or a trainee. 
However, the presence of a student or a trainee while the test 
is being administered does not prevent a physician, CP, IPP, 
NP, CNS or PA from performing and being paid for the psy-
chological test under 96102 or the neuropsychological test 
under 96119.

80.3 - Audiology Services

(Rev. 132, Issued: 09-03-10, Effective: 09-30-10, Implementa-
tion: 09-30-10)

References. 

1861(ll)(3) of the Social Security Act for the definition of audiology  
services.
1861(ll)(4)(B) of the Social Security Act for qualifications of audiologists. 
42 CFR 410.32(b) for the physician supervision requirements for  
diagnostic tests.
Pub. 100-04, chapter 12, section 30.3 for coding and billing information 

related to audiological services and aural rehabilitation. 
Pub. 100-02, chapter 15, sections 220 and 230 for the physical therapy 

and speech-language pathology policies relative to aural rehabilita-
tion and balance, section 60 for services incident to a physician’s 
service, and section 80.6 for policies relevant to ordering for diagnos-
tic tests. 

Pub. 100-02, chapter 16, section 100 for hearing aid policies.
A list of audiology services is found at: www.cms.gov/therapyservices.

A. Benefit 

Hearing and balance assessment services are generally covered 
as “other diagnostic tests” under section 1861(s)(3) of the So-
cial Security Act. Hearing and balance assessment services 
furnished to an outpatient of a hospital are covered as “diag-
nostic services” under section 1861(s)(2)(C). 

As defined in the Social Security Act, section 1861(ll)(3), the 
term “audiology services” specifically means such hearing and 
balance assessment services furnished by a qualified audiologist 
as the audiologist is legally authorized to perform under State 
law (or the State regulatory mechanism provided by State law), 
as would otherwise be covered if furnished by a physician. 

Herein after in this section, hearing and balance assessment 
services are termed “audiology services,” regardless of whether 
they are furnished by an audiologist, physician, nonphysician 
practitioner (NPP), or hospital.

Because audiology services are diagnostic tests, when fur-
nished by a physician in an office or hospital outpatient de-
partment, they must be furnished under the appropriate level 
of supervision of a physician as established in 42 CFR 
410.32(b)(1) and 410.28(e). However, as specified in 42 CFR 
410.32(b)(2)(ii) or (v), respectively, they are excepted from 
physician supervision when they are personally furnished by 
a qualified audiologist or performed by a nurse practitioner 
or clinical nurse specialist authorized to perform the tests 
under applicable State laws.

Audiological diagnostic testing refers to tests of the audiologi-
cal and vestibular systems, e.g., hearing, balance, auditory 
processing, tinnitus and diagnostic programming of certain 
prosthetic devices, performed by qualified audiologists.

Audiological diagnostic tests are not covered under the ben-
efit for services incident to a physician’s service (described in 
Pub. 100-02, chapter 15, section 60), because they have their 
own benefit as “other diagnostic tests”. See Pub. 100-04, 
chapter 13 for general diagnostic test policies.

Audiology services, like all other services, should be reported 
under the most specific HCPCS code that describes the service 
that was furnished and in accordance with all CPT guidance 
and Medicare national and local contractor instructions.

B. Orders

Audiology tests are covered as “other diagnostic tests” under 
section 1861(s)(3) or 1861(s)(2)(C) of the Act in the physi-
cian’s office or hospital outpatient settings, respectively, when 
a physician (or an NPP, as applicable) orders such testing for 
the purpose of obtaining information necessary for the phy-
sician’s diagnostic medical evaluation or to determine the 
appropriate medical or surgical treatment of a hearing deficit 
or related medical problem. See section 80.6 of this chapter 
for policies regarding the ordering of diagnostic tests.

If a beneficiary undergoes diagnostic testing performed by an 
audiologist without a physician order, the tests are not cov-
ered even if the audiologist discovers a pathologic condi-
tion.

When a qualified physician orders a qualified technician (see 
definition in subsection D of this section) to furnish an ap-
propriate audiology service, that order must specify which 
test is to be furnished by the technician under the direct su-
pervision of a physician. Only that test may be provided on 
that order by the technician.

When the qualified physician or NPP orders diagnostic audio-
logical tests by an audiologist without naming specific tests, 
the audiologist may select the appropriate battery of tests. 

C. Coverage and Payment for Audiology Services

Diagnostic services furnished by a qualified audiologist meet-
ing the requirements in section 80.3.1 of this chapter or physi-
cians and NPPs as described in section 80.6 are covered and 
payable under the MPFS as “other diagnostic tests.”

Services furnished in a hospital outpatient department are 
covered and payable under the hospital Outpatient Prospective 
Payment System (OPPS) or other payment methodology ap-
plicable to the provider furnishing the services.
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Coverage and, therefore, payment for audiological diagnostic 
tests is determined by the reason the tests were performed, 
rather than by the diagnosis or the patient’s condition. Under 
any Medicare payment system, payment for audiological 
diagnostic tests is not allowed by virtue of their exclusion 
from coverage in section 1862(a)(7) of the Social Security 
when:

• The type and severity of the current hearing, tinnitus or 
balance status needed to determine the appropriate 
medical or surgical treatment is known to the physician 
before the test; or 

• The test was ordered for the specific purpose of fitting or 
modifying a hearing aid. 

Payment of audiological diagnostic tests is allowed for other 
reasons and is not limited, for example, by: 

• Any information resulting from the test, for example: 
• Confirmation of a prior diagnosis; 
• Post-evaluation diagnoses; or 
• Treatment provided after diagnosis, including hearing 

aids, or 
• The type of evaluation or treatment the physician antici-

pates before the diagnostic test; or 
• Timing of re-evaluation. Re-evaluation is appropriate at 

a schedule dictated by the ordering physician when the 
information provided by the diagnostic test is required, 
for example, to determine changes in hearing, to evalu-
ate the appropriate medical or surgical treatment or to 
evaluate the results of treatment. For example, re-
evaluation may be appropriate, even when the evalua-
tion was recent, in cases where the hearing loss, balance 
or tinnitus may be progressive or fluctuating, the patient 
or caregiver complains of new symptoms, or treatment 
(such as medication or surgery) may have changed the 
patient’s audiological condition with or without aware-
ness by the patient. 

Examples of appropriate reasons for ordering audiological 
diagnostic tests that could be covered include, but are not 
limited to: 

• Evaluation of suspected change in hearing, tinnitus, or 
balance; 

• Evaluation of the cause of disorders of hearing, tinnitus, 
or balance; 

• Determination of the effect of medication, surgery, or 
other treatment; 

• Reevaluation to follow-up changes in hearing, tinnitus, 
or balance that may be caused by established diagnoses 
that place the patient at probable risk for a change in 
status including, but not limited to: otosclerosis, atelec-
tatic tympanic membrane, tympanosclerosis, cholestea-
toma, resolving middle ear infection, Meniére’s disease, 
sudden idiopathic sensorineural hearing loss, autoim-
mune inner ear disease, acoustic neuroma, demyelinat-
ing diseases, ototoxicity secondary to medications, or 
genetic vascular and viral conditions; 

• Failure of a screening test (although the screening test is 
not covered);

• Diagnostic analysis of cochlear or brainstem implant and 
programming; and

• Audiology diagnostic tests before and periodically after 
implantation of auditory prosthetic devices.

If a physician refers a beneficiary to an audiologist for testing 
related to signs or symptoms associated with hearing loss, 

balance disorder, tinnitus, ear disease, or ear injury, the audi-
ologist’s diagnostic testing services should be covered even if 
the only outcome is the prescription of a hearing aid. 

D. Individuals Who Furnish Audiology Tests. 

1. Qualified Professionals. See section 80.3.1 of this chapter 
for the qualifications of audiologists. See section 80.6 of 
this chapter for the qualifications of physicians and NPPs 
who may furnish diagnostic tests. 

2. Qualified Technicians or Other Qualified Staff. References 
to technicians in this section include other qualified clini-
cal staff. The qualifications for technicians vary locally 
and may also depend on the type of test, the patient, and 
the level of participation of the physician who is directly 
supervising the test. Therefore, an individual must meet 
qualifications appropriate to the service furnished as de-
termined by the contractor to whom the claim is billed. If 
it is necessary to determine whether the individual who 
furnished the labor for appropriate audiology services is 
qualified, contractors may request verification of any rel-
evant education and training that has been completed by 
the technician, which shall be available in the records of 
the clinic or facility.

Depending on the qualifications determined by the contractor, 
individuals who are also hearing instrument specialists, stu-
dents of audiology, or other health care professionals may fur-
nish the labor for appropriate audiology services under direct 
physician supervision when these services are billed by physi-
cians or hospital outpatient departments. 

E. Documentation for Audiology Services.

1. Documentation for Orders (Reasons for Tests). 
The reason for the test should be documented either on 
the order, on the audiological evaluation report, or in the 
patient’s medical record. (See subsection C. of this section 
concerning reasons for tests.)

2. Documenting skilled services. When the medical record is 
subject to medical review, it is necessary that the record con-
tains sufficient information so that the contractor may deter-
mine that the service qualifies for payment. For example, 
documentation should indicate that the test was ordered, 
that the reason for the test results in coverage, and that the 
test was furnished to the patient by a qualified individual. 

Records that support the appropriate provision of an audio-
logical diagnostic test shall be made available to the contractor 
on request.

F. Audiological Treatment.

There is no provision in the law for Medicare to pay audiolo-
gists for therapeutic services. For example, vestibular treat-
ment, auditory rehabilitation treatment and auditory pro-
cessing treatment, and canalith repositioning, while they are 
generally within the scope of practice of audiologists, are not 
those hearing and balance assessment services that are de-
fined as audiology services in 1861(ll)(3) of the Social Secu-
rity Act, and therefore, shall not be billed by audiologists to 
Medicare. Services for the purpose of hearing aid evaluation 
and fitting are not covered regardless of how they are billed. 
Services identified as “always” therapy in Pub. 100-04 chap-
ter 5, section 20 may not be billed by hospitals, physicians, 
NPPs, or audiologists when provided by audiologists. (See 
also Pub 100-04, chapter 12, section 30.3.) 

Treatment related to hearing may be covered under the 
speech-language pathology benefit when the services are pro-io
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vided by speech-language pathologists. Treatment related to 
balance (e.g., services described by “always therapy” codes 
97001-97004, 97110, 97112, 97116, and 97750) may be covered 
under the physical therapy or occupational therapy benefit 
when the services are provided by therapists or their assis-
tants, where appropriate. Covered therapy services incident to 
a physician’s service must conform to policies in sections 60, 
220 and 230 of this chapter. Audiological treatment provided 
under the benefits for physical therapy and speech-language 
pathology services may also be personally provided and billed 
by physicians and NPPs when the services are within their 
scope of practice and consistent with State and local laws. 

For example, aural rehabilitation and signed communication 
training may be payable according to the benefit for speech-
language pathology services or as speech-language pathology 
services incident to a physician’s or NPP’s service. Treatment 
for balance disorders may be payable according to the benefit 
for physical therapy services or as a physical therapy service 
incident to the services of a physician or NPP. See the policies 
in this chapter, sections 220 and 230 for details. 

G. Assignment. Nonhospital entities billing for the audiolo-
gist’s services may accept assignment under the usual proce-
dure or, if not accepting assignment, may charge the patient 
and submit a nonassigned claim on their behalf. 

H. Opt Out and Mandatory Claims Submissions.

The opt out law does not define “physician” or “practitioner” 
to include audiologists; therefore, they may not opt out of 
Medicare and provide services under private contracts. See 
section 40.4 of this chapter for details.

When a physician or supplier furnishes a service that is cov-
ered by Medicare, then it is subject to the mandatory claim 
submission provisions of section 1848(g)(4) of the Social 
Security Act. Therefore, if an audiologist charges or attempts 
to charge a beneficiary any remuneration for a service that is 
covered by Medicare, then the audiologist must submit a 
claim to Medicare.

I. Non-Audiology Services Furnished by Audiologists.

Audiologists may be qualified to furnish all or part of some 
diagnostic tests or treatments that are not defined as audiology 
services under the MPFS, such as non-auditory evoked poten-
tials or cerumen removal. Audiologists may not bill Medicare 
for services that are not audiology services according to Medi-
care’s definition (see list at: www.cms.gov/therapyservices). 
However, the labor for the Technical Component (TC) of cer-
tain other diagnostic tests or treatment services may qualify to 
be billed when furnished by audiologists under physician su-
pervision when all the appropriate policies are followed. 

When furnishing services that are not on the Medicare list of 
audiology services, the audiologist may or may not be working 
within the scope of practice of an audiologist according to 
State law. The audiologist furnishing the service must have the 
qualifications that are ordinarily required of any person provid-
ing that service. Consult the following policies for details: 

• Policies for physical therapy, occupational therapy, and 
speech-language pathology services are in sections 220 
and 230 of this chapter and in Pub. 100-04, chapter 5, 
sections 10 and 20.

• Policies for services furnished incident to physicians’  
services in the physician’s office are in section 60 of this 
chapter.

• Policies for therapeutic services furnished incident to  
physicians’ services in the hospital outpatient setting are 
in chapter 6, section 20.5, of this manual. 

• Policies for diagnostic tests in the physician’s office are in 
section 80 of this chapter. 

• Policies for diagnostic tests furnished in the hospital out-
patient setting are in chapter 6, section 20.4, of this 
manual. 

Therapeutic or treatment services that are not audiology ser-
vices and are not “always” therapy (according to the policy in 
Pub.100-04, chapter 5, section 20) and are furnished by audi-
ologists may be billed incident to the services of a physician 
when all other appropriate requirements are met.

In addition, the TC or facility services for diagnostic tests that 
are not audiology services may be billed by physicians or hos-
pital outpatient departments when provided by qualified per-
sonnel (who may be audiologists), and physicians and hospital 
outpatient departments may bill for these diagnostic tests when 
provided by those qualified personnel under the specified level 
of physician supervision for the diagnostic test.

80.3.1 - Definition of Qualified Audiologist 

(Rev. 84; Issued: 02-29-08; Effective: 04-01-08; Implementa-
tion: 04-07-08) 

Audiological tests require the skills of an audiologist and 
shall be furnished by qualified audiologists, or, in States 
where it is allowed by State and local laws, by a physician or 
non-physician practitioner. Medicare is not authorized to pay 
for these services when performed by audiological aides, as-
sistants, technicians, or others who do not meet the qualifica-
tions below. In cases where it is not clear, the Medicare con-
tractor shall determine whether a service is an audiological 
service that requires the skills of an audiologist and whether 
the qualifications for an audiologist have been met. 

Section 1861(ll)(3) of the Act, provides that a qualified audiolo-
gist is an individual with a master’s or doctoral degree in audi-
ology. Therefore, a Doctor of Audiology (AuD) 4th year student 
with a provisional license from a State does not qualify unless 
he or she also holds a master’s or doctoral degree in audiology. 
In addition, a qualified audiologist is an individual who: 

• Is licensed as an audiologist by the State in which the 
individual furnishes such services, or 

• In the case of an individual who furnishes services in a 
State which does not license audiologists has: 
• Successfully completed 350 clock hours of supervised 

clinical practicum (or is in the process of accumulat-
ing such supervised clinical experience), and 

• Performed not less than 9 months of supervised full-
time audiology services after obtaining a master’s or 
doctoral degree in audiology or a related field, and 

• Successfully completed a national examination in au-
diology approved by the Secretary. 

If it is necessary to determine whether a particular audiolo-
gist is qualified under the above definition, the carrier should 
check references. Carriers in States that have statutory licen-
sure or certification should secure from the appropriate State 
agency a current listing of audiologists holding the required 
credentials. Additional references for determining an audiol-
ogist’s professional qualifications are the national directory 
published annually by the American Speech-Language-Hear-
ing Association and records and directories, which may be 
available from the State Licensing Authority.
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80.4—Coverage of Portable X-Ray Services Not Under the 
Direct Supervision of a Physician

(Rev. 1, 10-01-03)

B3-2070.4

80.4.1—Diagnostic X-Ray Tests

(Rev. 1, 10-01-03)

B3-2070.4.A

Diagnostic x-ray services furnished by a portable x-ray supplier 
are covered under Part B when furnished in a place or resi-
dence used as the patient’s home and in nonparticipating insti-
tutions. These services must be performed under the general 
supervision of a physician, the supplier must meet FDA certifi-
cation requirements, and certain conditions relating to health 
and safety (as prescribed by the Secretary) must be met.

Diagnostic portable x-ray services are also covered under 
Part B when provided in participating SNFs and hospitals, 
under circumstances in which they cannot be covered under 
hospital insurance, i.e., the services are not furnished by the 
participating institution either directly or under arrange-
ments that provide for the institution to bill for the services. 
(See §250 for Part B services furnished to inpatients of par-
ticipating and nonparticipating institutions.)

80.4.2—Applicability of Health and Safety Standards

(Rev. 1, 10-01-03)

B3-2070.4.B

The health and safety standards apply to all suppliers of por-
table x-ray services, except physicians who provide immedi-
ate personal supervision during the administration of diag-
nostic x-ray services. Payment is made only for services of 
approved suppliers who have been found to meet the stan-
dards. Notice of the coverage dates for services of approved 
suppliers are given to carriers by the RO.

When the services of a supplier of portable x-ray services no 
longer meet the conditions of coverage, physicians having an 
interest in the supplier’s certification status must be notified. 
The notification action regarding suppliers of portable x-ray 
equipment is the same as required for decertification of inde-
pendent laboratories, and the procedures explained in §80.1.3 
are followed.

80.4.3—Scope of Portable X-Ray Benefit

(Rev. 71, Issued: 05-25-07, Effective: N/A; Implementation: 
July 2, 2007)

In order to avoid payment for services, which are inadequate 
or hazardous to the patient, the scope of the covered portable 
x-ray benefit is defined as: 

• Skeletal films involving the extremities, pelvis, vertebral 
column, or skull; 

• Chest films which do not involve the use of contrast media 
(except routine screening procedures and tests in connec-
tion with routine physical examinations);

• Abdominal films which do not involve the use of contrast 
media; and

• Diagnostic mammograms if the approved portable x-ray 
supplier, as defined in 42 CFR part 486, subpart C, meets 
the certification requirements of section 354 of the Public 

Health Services Act, as implemented by 21 CFR part 900, 
subpart B.

80.4.4—Exclusions From Coverage as Portable X-Ray Services

(Rev. 1, 10-01-03)

B3-2070.4.D

Procedures and examinations which are not covered under 
the portable x-ray provision include the following:

• Procedures involving fluoroscopy;
• Procedures involving the use of contrast media;
• Procedures requiring the administration of a substance to 

the patient or injection of a substance into the patient and/
or special manipulation of the patient;

• Procedures which require special medical skill or knowledge 
possessed by a doctor of medicine or doctor of osteopathy or 
which require that medical judgment be exercised;

• Procedures requiring special technical competency and/or 
special equipment or materials;

• Routine screening procedures; and
• Procedures which are not of a diagnostic nature.

80.4.5—Electrocardiograms

(Rev. 1, 10-01-03)

B3-2070.4.F

The taking of an electrocardiogram tracing by an approved 
supplier of portable x-ray services may be covered as an 
“other diagnostic test.” The health and safety standards re-
ferred to in §80.4.2 are applicable to such diagnostic EKG 
services, e.g., the technician must meet the personnel qualifi-
cation requirements in the conditions for coverage of porta-
ble x-ray services.

80.5—Bone Mass Measurements (BMMs)

(Rev.70, Issued: 05-11-07, Effective: 01-01-07, Implementa-
tion: 07-02-07)

80.5.1—Background

(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementa-
tion: 07-02-07)

On June 24, 1998, CMS published an Interim Final Rule with 
Comment Period (IFC) in the Federal Register entitled 
“Medicare Coverage of and Payment for Bone Mass Measure-
ments.” This IFC implemented section 4106 of the Balanced 
Budget Act of 1997 by establishing conditions for coverage 
and frequency standards thereby providing uniform coverage 
under Medicare Part B. It was effective July 1, 1998.

On December 1, 2006, CMS published the CY 2007 Physician 
Fee Schedule final rule. This rule implemented several changes 
effective January 1, 2007, which are reflected below.

80.5.2—Authority

(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementa-
tion: 07-02-07)

Definitions can be found in sections 1861(s)(15) and (rr)(1) of 
the Social Security Act (the Act). Conditions for coverage and 
frequency standards can be found in 42 CFR 410.31. Denials 
as not reasonable and necessary can be found at §1862(a)(1)(A) 
of the Act, 42 CFR 410.31(e), and 42 CFR 411.15(k).io
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• Confirming baseline BMMs to permit monitoring of benefi-
ciaries in the future.

80.5.6—Beneficiaries Who May be Covered

(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementa-
tion: 07-02-07)

To be covered, a beneficiary must meet at least one of the five 
conditions listed below:

1. A woman who has been determined by the physician or 
qualified nonphysician practitioner treating her to be  
estrogen-deficient and at clinical risk for osteoporosis, 
based on her medical history and other findings.

NOTE: Since not every woman who has been prescribed 
estrogen replacement therapy (ERT) may be receiving 
an “adequate” dose of the therapy, the fact that a 
woman is receiving ERT should not preclude her 
treating physician or other qualified treating 
nonphysician practitioner from ordering a bone mass 
measurement for her. If a BMM is ordered for a 
woman following a careful evaluation of her medical 
need, however, it is expected that the ordering treating 
physician (or other qualified treating nonphysician 
practitioner) will document in her medical record 
why he or she believes that the woman is estrogen-
deficient and at clinical risk for osteoporosis.

2. An individual with vertebral abnormalities as demon-
strated by an x-ray to be indicative of osteoporosis, osteo-
penia, or vertebral fracture.

3. An individual receiving (or expecting to receive) glucocor-
ticoid (steroid) therapy equivalent to an average of 5.0 mg 
of prednisone, or greater, per day, for more than  
3 months.

4. An individual with primary hyperparathyroidism.
5. An individual being monitored to assess the response to or 

efficacy of an FDA-approved osteoporosis drug therapy.

80.5.7—Noncovered BMMs

(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementa-
tion: 07-02-07)

The following BMMs are noncovered under Medicare be-
cause they are not considered reasonable and necessary un-
der section 1862(a)(1)(A) of the Act.

• Single photon absorptiometry (effective January 1, 2007).
• Dual photon absorptiometry (established in 1983).

80.5.8—Claims Processing

(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementa-
tion: 07-02-07)

For instructions concerning payment methodology, HCPCS 
coding, and Medicare summary notice and remittance advice 
messages, see chapter 13, section 140 of Pub. 100-04, Medi-
care Claims Processing Manual.

80.5.9—National Coverage Determinations (NCDs)

(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementa-
tion: 07-02-07)

In addition to these conditions for coverage, CMS may deter-
mine through the NCD process that additional BMM systems 
are reasonable and necessary under section 1862(a)(1) of the 
Act for monitoring and confirming baseline BMMs.
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80.5.3—Definition

(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementa-
tion: 07-02-07)

BMM means a radiologic, radioisotopic, or other procedure 
that meets all of the following conditions:

• Is performed to identify bone mass, detect bone loss, or 
determine bone quality.

• Is performed with either a bone densitometer (other than 
single-photon or dual-photon absorptiometry) or a bone 
sonometer system that has been cleared for marketing for 
BMM by the Food and Drug Administration (FDA) under 
21 CFR part 807, or approved for marketing under 21 CFR 
part 814.

• Includes a physician’s interpretation of the results.

80.5.4—Conditions for Coverage

(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementa-
tion: 07-02-07)

Medicare covers BMM under the following conditions:

1. Is ordered by the physician or qualified nonphysician 
practitioner who is treating the beneficiary following an 
evaluation of the need for a BMM and determination of 
the appropriate BMM to be used.

A physician or qualified nonphysician practitioner treating 
the beneficiary for purposes of this provision is one who fur-
nishes a consultation or treats a beneficiary for a specific 
medical problem, and who uses the results in the manage-
ment of the patient. For the purposes of the BMM benefit, 
qualified nonphysician practitioners include physician assis-
tants, nurse practitioners, clinical nurse specialists, and certi-
fied nurse midwives.

2. Is performed under the appropriate level of physician su-
pervision as defined in 42 CFR 410.32(b).

3. Is reasonable and necessary for diagnosing and treating 
the condition of a beneficiary who meets the conditions 
described in §80.5.6.

4. In the case of an individual being monitored to assess the 
response to or efficacy of an FDA-approved osteoporosis 
drug therapy, is performed with a dual-energy x-ray ab-
sorptiometry system (axial skeleton).

5. In the case of any individual who meets the conditions of 
80.5.6 and who has a confirmatory BMM, is performed by 
a dual-energy x-ray absorptiometry system (axial skele-
ton) if the initial BMM was not performed by a dual- 
energy x-ray absorptiometry system (axial skeleton). A 
confirmatory baseline BMM is not covered if the initial 
BMM was performed by a dual-energy x-ray absorptiom-
etry system (axial skeleton).

80.5.5—Frequency Standards

(Rev. 70, Issued: 05-11-07, Effective: 01-01-07, Implementa-
tion: 07-02-07)

Medicare pays for a screening BMM once every 2 years (at 
least 23 months have passed since the month the last covered 
BMM was performed).

When medically necessary, Medicare may pay for more fre-
quent BMMs. Examples include, but are not limited to, the 
following medical circumstances:

• Monitoring beneficiaries on long-term glucocorticoid (ste-
roid) therapy of more than 3 months.
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80.6—Requirements for Ordering and Following Orders for 
Diagnostic Tests

(Rev. 80; Issued: 01-11-08; Effective: 01-01-03; Implementa-
tion: 11-19-07)

The following sections provide instructions about ordering 
diagnostic tests and for complying with such orders for Medi-
care payment.

NOTE: Unless specified, these sections are not applicable in 
a hospital setting.

80.6.1—Definitions

(Rev. 94, Issued: 08-29-08, Effective: 01-01-03, Implementa-
tion: 09-30-08)

Diagnostic Test

A “diagnostic test” includes all diagnostic x-ray tests, all diag-
nostic laboratory tests, and other diagnostic tests furnished 
to a beneficiary.

Treating Physician

A “treating physician” is a physician, as defined in §1861(r) of 
the Social Security Act (the Act), who furnishes a consulta-
tion or treats a beneficiary for a specific medical problem, 
and who uses the results of a diagnostic test in the manage-
ment of the beneficiary’s specific medical problem.

A radiologist performing a therapeutic interventional proce-
dure is considered a treating physician. A radiologist per-
forming a diagnostic interventional or diagnostic procedure 
is not considered a treating physician.

Treating Practitioner

A “treating practitioner” is a nurse practitioner, clinical nurse 
specialist, or physician assistant, as defined in §1861(s)(2)(K) 
of the Act, who furnishes, pursuant to State law, a consulta-
tion or treats a beneficiary for a specific medical problem, 
and who uses the result of a diagnostic test in the manage-
ment of the beneficiary’s specific medical problem.

Testing Facility

A “testing facility” is a Medicare provider or supplier that 
furnishes diagnostic tests. A testing facility may include a 
physician or a group of physicians (e.g., radiologist, patholo-
gist), a laboratory, or an independent diagnostic testing facil-
ity (IDTF).

Order

An “order” is a communication from the treating physician/
practitioner requesting that a diagnostic test be performed 
for a beneficiary. The order may conditionally request an ad-
ditional diagnostic test for a particular beneficiary if the re-
sult of the initial diagnostic test ordered yields to a certain 
value determined by the treating physician/practitioner (e.g., 
if test X is negative, then perform test Y). An order may be 
delivered via the following forms of communication:

• A written document signed by the treating physician/prac-
titioner, which is hand-delivered, mailed, or faxed to the 
testing facility; NOTE: No signature is required on orders 
for clinical diagnostic tests paid on the basis of the clinical 
laboratory fee schedule, the physician fee schedule, or for 
physician pathology services;

• A telephone call by the treating physician/practitioner or 
his/her office to the testing facility; and

• An electronic mail by the treating physician/practitioner or 
his/her office to the testing facility.

If the order is communicated via telephone, both the treating 
physician/practitioner or his/her office, and the testing facil-
ity must document the telephone call in their respective cop-
ies of the beneficiary’s medical records. While a physician 
order is not required to be signed, the physician must clearly 
document, in the medical record, his or her intent that the 
test be performed.

80.6.2—Interpreting Physician Determines a Different 
Diagnostic Test is Appropriate

(Rev. 80; Issued: 01-11-08; Effective: 01-01-03; Implementa-
tion: 11-19-07)

When an interpreting physician, e.g., radiologist, cardiolo-
gist, family practitioner, general internist, neurologist, obste-
trician, gynecologist, ophthalmologist, thoracic surgeon, vas-
cular surgeon, at a testing facility determines that an ordered 
diagnostic radiology test is clinically inappropriate or subop-
timal, and that a different diagnostic test should be per-
formed (e.g., an MRI should be performed instead of a CT 
scan because of the clinical indication), the interpreting phy-
sician/testing facility may not perform the unordered test 
until a new order from the treating physician/practitioner has 
been received. Similarly, if the result of an ordered diagnostic 
test is normal and the interpreting physician believes that 
another diagnostic test should be performed (e.g., a renal 
sonogram was normal and based on the clinical indication, 
the interpreting physician believes an MRI will reveal the 
diagnosis), an order from the treating physician must be re-
ceived prior to performing the unordered diagnostic test.

80.6.3—Rules for Testing Facility to Furnish Additional Tests

(Rev. 80; Issued: 01-11-08; Effective: 01-01-03; Implementa-
tion: 11-19-07)

If the testing facility cannot reach the treating physician/
practitioner to change the order or obtain a new order and 
documents this in the medical record, then the testing facility 
may furnish the additional diagnostic test if all of the follow-
ing criteria apply:

• The testing center performs the diagnostic test ordered by 
the treating physician/practitioner;

• The interpreting physician at the testing facility deter-
mines and documents that, because of the abnormal result 
of the diagnostic test performed, an additional diagnostic 
test is medically necessary;

• Delaying the performance of the additional diagnostic test 
would have an adverse effect on the care of the benefi-
ciary;

• The result of the test is communicated to and is used by the 
treating physician/practitioner in the treatment of the ben-
eficiary; and

• The interpreting physician at the testing facility documents 
in his/her report why additional testing was done.

EXAMPLE:

The last cut of an abdominal CT scan with contrast shows a 
mass requiring a pelvic CT scan to further delineate the mass; 
(b) a bone scan reveals a lesion on the femur requiring plain 
films to make a diagnosis.io
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80.6.4—Rules for Testing Facility Interpreting Physician to 
Furnish Different or Additional Tests

(Rev. 80; Issued: 01-11-08; Effective: 01-01-03; Implementa-
tion: 11-19-07)

The following applies to an interpreting physician of a testing 
facility who furnishes a diagnostic test to a beneficiary who 
is not a hospital inpatient or outpatient. The interpreting 
physician must document accordingly in his/her report to the 
treating physician/practitioner.

Test Design

Unless specified in the order, the interpreting physician 
may determine, without notifying the treating physician/
practitioner, the parameters of the diagnostic test (e.g., 
number of radiographic views obtained, thickness of to- 
mographic sections acquired, use or non-use of contrast 
media).

Clear Error

The interpreting physician may modify, without notifying the 
treating physician/practitioner, an order with clear and obvi-
ous errors that would be apparent to a reasonable layperson, 
such as the patient receiving the test (e.g., x-ray of wrong foot 
ordered).

Patient Condition

The interpreting physician may cancel, without notifying the 
treating physician/practitioner, an order because the benefi-
ciary’s physical condition at the time of diagnostic testing will 
not permit performance of the test (e.g., a barium enema can-
not be performed because of residual stool in colon on scout 
KUB; 170.5PA/LAT of the chest cannot be performed because 
the patient is unable to stand). When an ordered diagnostic 
test is cancelled, any medically necessary preliminary or 
scout testing performed is payable.

80.6.5—Surgical/Cytopathology Exception

(Rev. 80; Issued: 01-11-08; Effective: 01-01-03; Implementa-
tion: 11-19-07)

This exception applies to an independent laboratory’s pa-
thologist or a hospital pathologist who furnishes a pathology 
service to a beneficiary who is not a hospital inpatient or 
outpatient, and where the treating physician/practitioner 
does not specifically request additional tests the pathologist 
may need to perform. When a surgical or cytopathology 
specimen is sent to the pathology laboratory, it typically 
comes in a labeled container with a requisition form that 
reveals the patient demographics, the name of the physician/
practitioner, and a clinical impression and/or brief history. 
There is no specific order from the surgeon or the treating 
physician/practitioner for a certain type of pathology service. 
While the pathologist will generally perform some type of 
examination or interpretation on the cells or tissue, there 
may be additional tests, such as special stains, that the pa-
thologist may need to perform, even though they have not 
been specifically requested by the treating physician/ 
practitioner. The pathologist may perform such additional 
tests under the following circumstances:

• These services are medically necessary so that a complete 
and accurate diagnosis can be reported to the treating  
physician/practitioner;

• The results of the tests are communicated to and are used 
by the treating physician/practitioner in the treatment of 
the beneficiary; and

• The pathologist documents in his/her report why addi-
tional testing was done.

EXAMPLE:

A lung biopsy is sent by the surgeon to the pathology depart-
ment, and the pathologist finds a granuloma which is suspi-
cious for tuberculosis. The pathologist cultures the granu-
loma, sends it to bacteriology, and requests smears for acid 
fast bacilli (tuberculosis). The pathologist is expected to de-
termine the need for these studies so that the surgical pathol-
ogy examination and interpretation can be completed and 
the definitive diagnosis reported to the treating physician for 
use in treating the beneficiary.

100—Surgical Dressings, Splints, Casts, and Other Devices 
Used for Reductions of Fractures and Dislocations

(Rev. 1, 10-01-03)

B3-2079, A3-3110.3, HO-228.3

Surgical dressings are limited to primary and secondary dress-
ings required for the treatment of a wound caused by, or 
treated by, a surgical procedure that has been performed by a 
physician or other health care professional to the extent per-
missible under State law. In addition, surgical dressings re-
quired after debridement of a wound are also covered, irre-
spective of the type of debridement, as long as the debridement 
was reasonable and necessary and was performed by a health 
care professional acting within the scope of his/her legal au-
thority when performing this function. Surgical dressings are 
covered for as long as they are medically necessary.

Primary dressings are therapeutic or protective coverings ap-
plied directly to wounds or lesions either on the skin or 
caused by an opening to the skin. Secondary dressing materi-
als that serve a therapeutic or protective function and that 
are needed to secure a primary dressing are also covered. 
Items such as adhesive tape, roll gauze, bandages, and dis-
posable compression material are examples of secondary 
dressings. Elastic stockings, support hose, foot coverings, le-
otards, knee supports, surgical leggings, gauntlets, and pres-
sure garments for the arms and hands are examples of items 
that are not ordinarily covered as surgical dressings. Some 
items, such as transparent film, may be used as a primary or 
secondary dressing.

If a physician, certified nurse midwife, physician assistant, 
nurse practitioner, or clinical nurse specialist applies surgical 
dressings as part of a professional service that is billed to 
Medicare, the surgical dressings are considered incident to 
the professional services of the health care practitioner. (See 
§§60.1, 180, 190, 200, and 210.) When surgical dressings are 
not covered incident to the services of a health care practitio-
ner and are obtained by the patient from a supplier (e.g., a 
drugstore, physician, or other health care practitioner that 
qualifies as a supplier) on an order from a physician or other 
health care professional authorized under State law or regu-
lation to make such an order, the surgical dressings are cov-
ered separately under Part B.

Splints and casts, and other devices used for reductions of 
fractures and dislocations are covered under Part B of Medi-
care. This includes dental splints.
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110—Durable Medical Equipment—General

(Rev. 1, 10-01-03) 

B3-2100, A3-3113, HO-235, HHA-220 

Expenses incurred by a beneficiary for the rental or pur-
chases of durable medical equipment (DME) are reimburs-
able if the following three requirements are met: 

• The equipment meets the definition of DME (§110.1); 
• The equipment is necessary and reasonable for the treat-

ment of the patient’s illness or injury or to improve the 
functioning of his or her malformed body member 
(§110.1); and 

• The equipment is used in the patient’s home. 

The decision whether to rent or purchase an item of equip-
ment generally resides with the beneficiary, but the decision 
on how to pay rests with CMS. For some DME, program pay-
ment policy calls for lump sum payments and in others for 
periodic payment. Where covered DME is furnished to a 
beneficiary by a supplier of services other than a provider of 
services, the DMERC makes the reimbursement. If a provider 
of services furnishes the equipment, the intermediary makes 
the reimbursement. The payment method is identified in the 
annual fee schedule update furnished by CMS. 

The CMS issues quarterly updates to a fee schedule file that 
contains rates by HCPCS code and also identifies the 
classification of the HCPCS code within the following catego-
ries. 

Category Code Definition 

IN Inexpensive and Other Routinely Purchased Items
FS Frequently Serviced Items
CR Capped Rental Items
OX Oxygen and Oxygen Equipment
OS Ostomy, Tracheostomy & Urological Items
SD Surgical Dressings
PO Prosthetics & Orthotics
SU Supplies
TE Transcutaneous Electrical Nerve Stimulators 

The DMERCs, carriers, and intermediaries, where appropri-
ate, use the CMS files to determine payment rules. See the 
Medicare Claims Processing Manual, Chapter 20, “Durable 
Medical Equipment, Surgical Dressings and Casts, Orthotics 
and Artificial Limbs, and Prosthetic Devices,” for a detailed 
description of payment rules for each classification. 

Payment may also be made for repairs, maintenance, and 
delivery of equipment and for expendable and nonreusable 
items essential to the effective use of the equipment subject 
to the conditions in §110.2. 

See the Medicare Benefit Policy Manual, Chapter 11, “End 
Stage Renal Disease,” for hemodialysis equipment and supplies. 

110.1—Definition of Durable Medical Equipment 

(Rev. 1, 10-01-03) 

B3-2100.1, A3-3113.1, HO-235.1, HHA-220.1, B3-2100.2, 
A3-3113.2, HO-235.2, HHA-220.2 

Durable medical equipment is equipment which: 

• Can withstand repeated use; 
• Is primarily and customarily used to serve a medical pur-

pose; 

• Generally is not useful to a person in the absence of an ill-
ness or injury; and 

• Is appropriate for use in the home. 

All requirements of the definition must be met before an item 
can be considered to be durable medical equipment. 

The following describes the underlying policies for determin-
ing whether an item meets the definition of DME and may be 
covered. 

A—Durability 

An item is considered durable if it can withstand repeated 
use, i.e., the type of item that could normally be rented. 
Medical supplies of an expendable nature, such as inconti-
nent pads, lambs wool pads, catheters, ace bandages, elas-
tic stockings, surgical facemasks, irrigating kits, sheets, 
and bags are not considered “durable” within the meaning 
of the definition. There are other items that, although du-
rable in nature, may fall into other coverage categories 
such as supplies, braces, prosthetic devices, artificial arms, 
legs, and eyes. 

B—Medical Equipment 

Medical equipment is equipment primarily and customarily 
used for medical purposes and is not generally useful in the 
absence of illness or injury. In most instances, no develop-
ment will be needed to determine whether a specific item of 
equipment is medical in nature. However, some cases will 
require development to determine whether the item consti-
tutes medical equipment. This development would include 
the advice of local medical organizations (hospitals, medical 
schools, medical societies) and specialists in the field of 
physical medicine and rehabilitation. If the equipment is 
new on the market, it may be necessary, prior to seeking 
professional advice, to obtain information from the supplier 
or manufacturer explaining the design, purpose, effective-
ness and method of using the equipment in the home as well 
as the results of any tests or clinical studies that have been 
conducted. 

1. Equipment Presumptively Medical—Items such as 
hospital beds, wheelchairs, hemodialysis equipment, 
iron lungs, respirators, intermittent positive pressure 
breathing machines, medical regulators, oxygen tents, 
crutches, canes, trapeze bars, walkers, inhalators, neb-
ulizers, commodes, suction machines, and traction 
equipment presumptively constitute medical equip-
ment. (Although hemodialysis equipment is covered as 
a prosthetic device (§120), it also meets the definition of 
DME, and reimbursement for the rental or purchase of 
such equipment for use in the beneficiary’s home will 
be made only under the provisions for payment appli-
cable to DME. See the Medicare Benefit Policy Manual, 
Chapter 11, “End Stage Renal Disease,” §30.1, for cov-
erage of home use of hemodialysis.) NOTE: There is a 
wide variety in types of respirators and suction ma-
chines. The DMERC’s medical staff should determine 
whether the apparatus specified in the claim is appro-
priate for home use. 

2. Equipment Presumptively Nonmedical—Equipment 
which is primarily and customarily used for a non-
medical purpose may not be considered “medical” 
equipment for which payment can be made under the 
medical insurance program. This is true even though 
the item has some remote medically related use. For io
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example, in the case of a cardiac patient, an air condi-
tioner might possibly be used to lower room tempera-
ture to reduce fluid loss in the patient and to restore an 
environment conducive to maintenance of the proper 
fluid balance. Nevertheless, because the primary and 
customary use of an air conditioner is a nonmedical 
one, the air conditioner cannot be deemed to be medi-
cal equipment for which payment can be made. 

Other devices and equipment used for environmental con-
trol or to enhance the environmental setting in which the 
beneficiary is placed are not considered covered DME. 
These include, for example, room heaters, humidifiers, 
dehumidifiers, and electric air cleaners. Equipment which 
basically serves comfort or convenience functions or is pri-
marily for the convenience of a person caring for the pa-
tient, such as elevators, stairway elevators, and posture 
chairs, do not constitute medical equipment. Similarly, 
physical fitness equipment (such as an exercycle), first-aid 
or precautionary-type equipment (such as preset portable 
oxygen units), self-help devices (such as safety grab bars), 
and training equipment (such as Braille training texts) are 
considered nonmedical in nature. 

3. Special Exception Items—Specified items of equip-
ment may be covered under certain conditions even 
though they do not meet the definition of DME because 
they are not primarily and customarily used to serve a 
medical purpose and/or are generally useful in the ab-
sence of illness or injury. These items would be covered 
when it is clearly established that they serve a therapeu-
tic purpose in an individual case and would include: 

a. Gel pads and pressure and water mattresses (which 
generally serve a preventive purpose) when pre-
scribed for a patient who had bed sores or there is 
medical evidence indicating that they are highly 
susceptible to such ulceration; and 

b. Heat lamps for a medical rather than a soothing or 
cosmetic purpose, e.g., where the need for heat 
therapy has been established. 

In establishing medical necessity for the above items, the 
evidence must show that the item is included in the physi-
cian’s course of treatment and a physician is supervising  
its use. 

NOTE: The above items represent special exceptions and no 
extension of coverage to other items should be 
inferred 

C—Necessary and Reasonable 

Although an item may be classified as DME, it may not be 
covered in every instance. Coverage in a particular case is 
subject to the requirement that the equipment be necessary 
and reasonable for treatment of an illness or injury, or to 
improve the functioning of a malformed body member. These 
considerations will bar payment for equipment which cannot 
reasonably be expected to perform a therapeutic function in 
an individual case or will permit only partial therapeutic 
function in an individual case or will permit only partial pay-
ment when the type of equipment furnished substantially 
exceeds that required for the treatment of the illness or injury 
involved. 

See the Medicare Claims Processing Manual, Chapter 1, 
“General Billing Requirements;” §60, regarding the rules for 
providing advance beneficiary notices (ABNs) that advise 

beneficiaries, before items or services actually are furnished, 
when Medicare is likely to deny payment for them. ABNs al-
low beneficiaries to make an informed consumer decision 
about receiving items or services for which they may have to 
pay out-of-pocket and to be more active participants in their 
own health care treatment decisions. 

1. Necessity for the Equipment—Equipment is necessary 
when it can be expected to make a meaningful contribu-
tion to the treatment of the patient’s illness or injury or to 
the improvement of his or her malformed body member. 
In most cases the physician’s prescription for the equip-
ment and other medical information available to the 
DMERC will be sufficient to establish that the equipment 
serves this purpose. 

2. Reasonableness of the Equipment—Even though an 
item of DME may serve a useful medical purpose, the 
DMERC or intermediary must also consider to what ex-
tent, if any, it would be reasonable for the Medicare pro-
gram to pay for the item prescribed. The following con-
siderations should enter into the determination of 
reasonableness: 

1. Would the expense of the item to the program be 
clearly disproportionate to the therapeutic benefits 
which could ordinarily be derived from use of the 
equipment? 

2. Is the item substantially more costly than a medi-
cally appropriate and realistically feasible alterna-
tive pattern of care? 

3. Does the item serve essentially the same purpose as 
equipment already available to the beneficiary? 

3. Payment Consistent With What is Necessary and 
Reasonable—Where a claim is filed for equipment 
containing features of an aesthetic nature or features of 
a medical nature which are not required by the patient’s 
condition or where there exists a reasonably feasible 
and medically appropriate alternative pattern of care 
which is less costly than the equipment furnished, the 
amount payable is based on the rate for the equipment 
or alternative treatment which meets the patient’s med-
ical needs. 

The acceptance of an assignment binds the supplier-assignee 
to accept the payment for the medically required equipment 
or service as the full charge and the supplier-assignee cannot 
charge the beneficiary the differential attributable to the 
equipment actually furnished. 

4. Establishing the Period of Medical Necessity—Gen-
erally, the period of time an item of durable medical 
equipment will be considered to be medically necessary 
is based on the physician’s estimate of the time that his 
or her patient will need the equipment. See the Medi-
care Program Integrity Manual, Chapters 5 and 6, for 
medical review guidelines. 

D—Definition of a Beneficiary’s Home 

For purposes of rental and purchase of DME a beneficiary’s 
home may be his/her own dwelling, an apartment, a relative’s 
home, a home for the aged, or some other type of institution. 
However, an institution may not be considered a beneficiary’s 
home if it: 

• Meets at least the basic requirement in the definition of a 
hospital, i.e., it is primarily engaged in providing by or 
under the supervision of physicians, to inpatients, diagnos-

io
m

 100-02 ch
a

pter
 15

IOM-9781455745272.indd   34 11/14/12   8:21 AM

To protect the rights of the author(s) and publisher we inform you that this PDF is an uncorrected proof for internal business use only by the author(s), editor(s), reviewer(s), Elsevier and 
typesetter Graphic World. It is not allowed to publish this proof online or in print.  This proof copy is the copyright property of the publisher and is confidential until formal publication.



35

tic and therapeutic services for medical diagnosis, treat-
ment, and care of injured, disabled, and sick persons, or 
rehabilitation services for the rehabilitation of injured, 
disabled, or sick persons; or 

• Meets at least the basic requirement in the definition of a 
skilled nursing facility, i.e., it is primarily engaged in pro-
viding to inpatients skilled nursing care and related ser-
vices for patients who require medical or nursing care, or 
rehabilitation services for the rehabilitation of injured, 
disabled, or sick persons. 

Thus, if an individual is a patient in an institution or distinct 
part of an institution which provides the services described in 
the bullets above, the individual is not entitled to have sepa-
rate Part B payment made for rental or purchase of DME. 
This is because such an institution may not be considered the 
individual’s home. The same concept applies even if the pa-
tient resides in a bed or portion of the institution not certified 
for Medicare. 

If the patient is at home for part of a month and, for part of 
the same month is in an institution that cannot qualify as his 
or her home, or is outside the U.S., monthly payments may 
be made for the entire month. Similarly, if DME is returned 
to the provider before the end of a payment month because 
the beneficiary died in that month or because the equipment 
became unnecessary in that month, payment may be made 
for the entire month. 

110.2—Repairs, Maintenance, Replacement, and Delivery

(Rev. 30, Issued: 02-18-05, Effective/Implementation: Not Ap-
plicable)

Under the circumstances specified below, payment may be 
made for repair, maintenance, and replacement of medi-
cally required DME, including equipment which had been 
in use before the user enrolled in Part B of the program. 
However, do not pay for repair, maintenance, or replace-
ment of equipment in the frequent and substantial servicing 
or oxygen equipment payment categories. In addition, pay-
ments for repair and maintenance may not include payment 
for parts and labor covered under a manufacturer’s or sup-
plier’s warranty.

A—Repairs 

To repair means to fix or mend and to put the equipment 
back in good condition after damage or wear. Repairs to 
equipment which a beneficiary owns are covered when neces-
sary to make the equipment serviceable. However, do not pay 
for repair of previously denied equipment or equipment in 
the frequent and substantial servicing or oxygen equipment 
payment categories. If the expense for repairs exceeds the 
estimated expense of purchasing or renting another item of 
equipment for the remaining period of medical need, no pay-
ment can be made for the amount of the excess. (See subsec-
tion C where claims for repairs suggest malicious damage or 
culpable neglect.) 

Since renters of equipment recover from the rental charge 
the expenses they incur in maintaining in working order the 
equipment they rent out, separately itemized charges for re-
pair of rented equipment are not covered. This includes items 
in the frequent and substantial servicing, oxygen equipment, 
capped rental, and inexpensive or routinely purchased pay-
ment categories which are being rented. 

A new Certificate of Medical Necessity (CMN) and/or physi-
cian’s order is not needed for repairs. 

For replacement items, see Subsection C below. 

B—Maintenance 

Routine periodic servicing, such as testing, cleaning, regulat-
ing, and checking of the beneficiary’s equipment, is not cov-
ered. The owner is expected to perform such routine mainte-
nance rather than a retailer or some other person who 
charges the beneficiary. Normally, purchasers of DME are 
given operating manuals which describe the type of servicing 
an owner may perform to properly maintain the equipment. 
It is reasonable to expect that beneficiaries will perform this 
maintenance. Thus, hiring a third party to do such work is 
for the convenience of the beneficiary and is not covered. 
However, more extensive maintenance which, based on the 
manufacturers’ recommendations, is to be performed by au-
thorized technicians, is covered as repairs for medically nec-
essary equipment which a beneficiary owns. This might in-
clude, for example, breaking down sealed components and 
performing tests which require specialized testing equipment 
not available to the beneficiary. Do not pay for maintenance 
of purchased items that require frequent and substantial ser-
vicing or oxygen equipment. 

Since renters of equipment recover from the rental charge 
the expenses they incur in maintaining in working order the 
equipment they rent out, separately itemized charges for 
maintenance of rented equipment are generally not covered. 
Payment may not be made for maintenance of rented equip-
ment other than the maintenance and servicing fee estab-
lished for capped rental items. For capped rental items which 
have reached the 15-month rental cap, contractors pay 
claims for maintenance and servicing fees after 6 months 
have passed from the end of the final paid rental month or 
from the end of the period the item is no longer covered un-
der the supplier’s or manufacturer’s warranty, whichever is 
later. See the Medicare Claims Processing Manual, Chapter 
20, “Durable Medical Equipment, Prosthetics and Orthotics, 
and Supplies (DMEPOS),” for additional instruction and an 
example. 

A new CMN and/or physician’s order is not needed for cov-
ered maintenance. 

C—Replacement 

Replacement refers to the provision of an identical or nearly 
identical item. Situations involving the provision of a differ-
ent item because of a change in medical condition are not 
addressed in this section. 

Equipment which the beneficiary owns or is a capped rental 
item may be replaced in cases of loss or irreparable damage. 
Irreparable damage refers to a specific accident or to a natu-
ral disaster (e.g., fire, flood). A physician’s order and/or new 
Certificate of Medical Necessity (CMN), when required, is 
needed to reaffirm the medical necessity of the item. 

Irreparable wear refers to deterioration sustained from day-to-
day usage over time and a specific event cannot be identified. 
Replace ment of equipment due to irreparable wear takes into 
considera tion the reasonable useful lifetime of the equipment. 
If the item of equipment has been in continuous use by the 
patient on either a rental or purchase basis for the equipment’s 
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useful lifetime, the beneficiary may elect to obtain a new piece 
of equipment. Replacement may be reimbursed when a new 
physician order and/or new CMN, when required, is needed to 
reaffirm the medical necessity of the item. 

The reasonable useful lifetime of durable medical equipment 
is determined through program instructions. In the absence 
of program instructions, carriers may determine the reason-
able useful lifetime of equipment, but in no case can it be less 
than 5 years. Computation of the useful lifetime is based on 
when the equipment is delivered to the beneficiary, not the 
age of the equipment. Replacement due to wear is not cov-
ered during the reasonable useful lifetime of the equipment. 
During the reasonable useful lifetime, Medicare does cover 
repair up to the cost of replacement (but not actual replace-
ment) for medically necessary equipment owned by the ben-
eficiary. (See subsection A.) 

Charges for the replacement of oxygen equipment, items that 
require frequent and substantial servicing or inexpensive or 
routinely purchased items which are being rented are not 
covered. 

Cases suggesting malicious damage, culpable neglect, or 
wrongful disposition of equipment should be investigated 
and denied where the DMERC determines that it is unrea-
sonable to make program payment under the circumstances. 
DMERCs refer such cases to the program integrity specialist 
in the RO. 

D—Delivery 

Payment for delivery of DME whether rented or purchased is 
gen erally included in the fee schedule allowance for the item. 
See Pub. 100-04, Medicare Claims Processing Manual, Chap-
ter 20, “Durable Medical Equipment, Prosthetics and Orthot-
ics, and Supplies (DMEPOS),” for the rules that apply to 
making reimbursement for exceptional cases.

110.3—Coverage of Supplies and Accessories 

(Rev. 1, 10-01-03) 

B3-2100.5, A3-3113.4, HO-235.4, HHA-220.5 

Payment may be made for supplies, e.g., oxygen, that are 
necessary for the effective use of durable medical equip-
ment. Such supplies include those drugs and biologicals 
which must be put directly into the equipment in order to 
achieve the therapeutic benefit of the durable medical 
equipment or to assure the proper functioning of the equip-
ment, e.g., tumor chemotherapy agents used with an infu-
sion pump or heparin used with a home dialysis system. 
However, the coverage of such drugs or biologicals does not 
preclude the need for a determination that the drug or bio-
logical itself is reasonable and necessary for treatment of 
the illness or injury or to improve the functioning of a mal-
formed body member. 

In the case of prescription drugs, other than oxygen, used 
in conjunction with durable medical equipment, prosthetic, 
orthotics, and supplies (DMEPOS) or prosthetic devices, the 
entity that dispenses the drug must furnish it directly to the 
patient for whom a prescription is written. The entity that 
dispenses the drugs must have a Medicare supplier number, 
must possess a current license to dispense prescription drugs 
in the State in which the drug is dispensed, and must bill 

and receive payment in its own name. A supplier that is not 
the entity that dispenses the drugs cannot purchase the drugs 
used in conjunction with DME for resale to the beneficiary. 
Reimbursement may be made for replacement of essential 
accessories such as hoses, tubes, mouthpieces, etc., for neces-
sary DME, only if the beneficiary owns or is purchasing the 
equipment. 

110.4—Miscellaneous Issues Included in the Coverage of 
Equipment 

(Rev. 1, 10-01-03) 

B3-2100.6, A3-3113.5, HO-235.5, HHA-220.6 

Payment can be made for the purchase of DME even though 
rental payments may have been made for prior months. This 
could occur where, because of a change in his/her condition, 
the beneficiary feels that it would be to his/her advantage to 
purchase the equipment rather than to continue to rent it. 

A beneficiary may sell or otherwise dispose of equipment for 
which they have no further use, for example, because of re-
covery from the illness or injury that gave rise to the need for 
the equipment. (There is no authority for the program to re-
possess the equipment.) If after such disposal there is again 
medical need for similar equipment, payment can be made 
for the rental or purchase of that equipment. 

However, where an arrangement is motivated solely by a de-
sire to create artificial expenses to be met by the program and 
to realize a profit thereby, such expenses would not be cov-
ered under the program. The resolution of questions involv-
ing the disposition and subsequent acquisition of durable 
medical equipment must be made on a case-by-case basis. 

Cases where it appears that there has been an attempt to cre-
ate an artificial expense and realize a profit thereby should be 
developed and when appropriate denied. After adjudication 
the DMERC would refer such cases to the program integrity 
specialist in the RO. 

When payments stop because the beneficiary’s condition has 
changed and the equipment is no longer medically necessary, 
the beneficiary is responsible for the remaining noncovered 
charges. Similarly, when payments stop because the 
beneficiary dies, the beneficiary’s estate is responsible for the 
remaining noncovered charges. 

Contractors do not get involved in issues relating to owner-
ship or title of property. 

110.5—Incurred Expense Dates for Durable Medical Equipment 

(Rev. 1, 10-01-03) 

A3-3113.7.B, HO-235.7.B, B3-3011 

The date of service on the claim must be the date that  
the beneficiary or authorized representative received the 
DMEPOS item. If the date of delivery is not specified on the 
bill, the contractor should assume, in the absence of evidence 
to the contrary, that the date of purchase was the date of de-
livery. 

For mail order DMEPOS items, the date of service on the 
claim must be the shipping date. 
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The date of service on the claim must be the date that the 
DMEPOS item(s) was received by the nursing facility if the 
supplier delivered it or the shipping date if the supplier uti-
lized a delivery/shipping service. 

An exception to the preceding statements concerning the 
date of service on the claim occurs when items are provided 
in anticipation of discharge from a hospital or nursing facil-
ity. If a DMEPOS item is delivered to a patient in a hospital 
up to two days prior to discharge to home and it is for the 
benefit of the patient for purposes of fitting or training of the 
patient on its use, the supplier should bill the date of service 
on the claim as the date of discharge to home and should use 
POS 5 12. 

See the Medicare Program Integrity Manual, Chapter 5, 
“Items and Services Having Special DMERC Review Consid-
erations,” for additional information pertaining to the date of 
service on the claim. Also see the Medicare Claims Processing 
Manual, Chapter 20, “Durable Medical Equipment, Surgical 
dressings and Casts, Orthotics and Artificial Limbs, and Pros-
thetic Devices,” for additional DME billing and claims pro-
cessing information. 

110.6—Determining Months for Which Periodic Payments May 
Be Made for Equipment Used in an Institution 

(Rev. 1, 10-01-03) 

A3-3113.7.D, HO-235.7.C

If a patient uses equipment subject to the monthly payment 
rule in an institution, which does not qualify as his or her 
home, the used months during which the beneficiary was insti-
tutionalized are not covered. 

110.7—No Payment for Purchased Equipment Delivered 
Outside the United States or Before Beneficiary’s Coverage 
Began 

(Rev. 1, 10-01-03) 

A3-3113.7.C 

In the case of equipment subject to the lump sum payment 
rules, the beneficiary must have been in the United States and 
must have had Medicare coverage at the time the item was 
delivered. Therefore, where an item of durable medical 
equipment paid for as a lump sum was delivered to an indi-
vidual outside the United States or before his or her coverage 
period began, the entire expense of the item would be ex-
cluded from coverage. Payment cannot be made in such 
cases even though the individual later uses the item inside 
the United States or after his or her coverage begins. 

If the individual is outside the U.S. for more than 30 days and 
then returns to the U.S., the DMERC determines medical 
necessity as in an initial case before resuming payments. 

120—Prosthetic Devices

(Rev. 1, 10-01-03) 

B3-2130, A3-3110.4, HO-228.4, A3-3111, HO-229 

A—General 

Prosthetic devices (other than dental) which replace all or 
part of an internal body organ (including contiguous tissue), 

or replace all or part of the function of a permanently inop-
erative or malfunctioning internal body organ are covered 
when furnished on a physician’s order. This does not require 
a determination that there is no possibility that the patient’s 
condition may improve sometime in the future. If the medi-
cal record, including the judgment of the attending physi-
cian, indicates the condition is of long and indefinite dura-
tion, the test of permanence is considered met. (Such a 
device may also be covered under §60.l as a supply when 
furnished incident to a physician’s service.) 

Examples of prosthetic devices include artificial limbs, par-
enteral and enteral (PEN) nutrition, cardiac pacemakers, 
prosthetic lenses (see subsection B), breast prostheses (in-
cluding a surgical brassiere) for postmastectomy patients, 
maxillofacial devices, and devices which replace all or part of 
the ear or nose. A urinary collection and retention system 
with or without a tube is a prosthetic device replacing blad-
der function in case of permanent urinary incontinence. The 
Foley catheter is also considered a prosthetic device when 
ordered for a patient with permanent urinary incontinence. 
However, chucks, diapers, rubber sheets, etc., are supplies 
that are not covered under this provision. Although hemodi-
alysis equipment is a prosthetic device, payment for the 
rental or purchase of such equipment in the home is made 
only for use under the provisions for payment applicable to 
durable medical equipment. 

An exception is that if payment cannot be made on an inpa-
tient’s behalf under Part A, hemodialysis equipment, supplies, 
and services required by such patient could be covered under 
Part B as a prosthetic device, which replaces the function of a 
kidney. See the Medicare Benefit Policy Manual, Chapter 11, 
“End Stage Renal Disease,” for payment for hemodialysis 
equipment used in the home. See the Medicare Benefit Policy 
Manual, Chapter 1, “Inpatient Hospital Services,” §10, for ad-
ditional instructions on hospitalization for renal dialysis.

NOTE: Medicare does not cover a prosthetic device dispensed 
to a patient prior to the time at which the patient 
undergoes the procedure that makes necessary the 
use of the device. For example, the carrier does not 
make a separate Part B payment for an intraocular 
lens (IOL) or pacemaker that a physician, during an 
office visit prior to the actual surgery, dispenses to 
the patient for his or her use. Dispensing a prosthetic 
device in this manner raises health and safety issues. 
Moreover, the need for the device cannot be clearly 
established until the procedure that makes its use 
possible is successfully performed. Therefore, 
dispensing a prosthetic device in this manner is not 
considered reasonable and necessary for the 
treatment of the patient’s condition. 

Colostomy (and other ostomy) bags and necessary accouter-
ments required for attachment are covered as prosthetic de-
vices. This coverage also includes irrigation and flushing 
equipment and other items and supplies directly related to 
ostomy care, whether the attachment of a bag is required. 

Accessories and/or supplies which are used directly with an 
enteral or parenteral device to achieve the therapeutic benefit 
of the prosthesis or to assure the proper functioning of the 
device may also be covered under the prosthetic device 
benefit subject to the additional guidelines in the Medicare 
National Coverage Determinations Manual. 
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Covered items include catheters, filters, extension tubing, infu-
sion bottles, pumps (either food or infusion), intravenous (I.V.) 
pole, needles, syringes, dressings, tape, Heparin Sodium (par-
enteral only), volumetric monitors (parenteral only), and par-
enteral and enteral nutrient solutions. Baby food and other 
regular grocery products that can be blenderized and used 
with the enteral system are not covered. Note that some of 
these items, e.g., a food pump and an I.V. pole, qualify as DME. 
Although coverage of the enteral and parenteral nutritional 
therapy systems is provided on the basis of the prosthetic de-
vice benefit, the payment rules relating to lump sum or 
monthly payment for DME apply to such items. 

The coverage of prosthetic devices includes replacement of 
and repairs to such devices as explained in subsection D. 

Finally, the Benefits Improvement and Protection Act of 
2000 amended §1834(h)(1) of the Act by adding a provision 
(1834 (h)(1)(G)(i)) that requires Medicare payment to be 
made for the replacement of prosthetic devices which are 
artificial limbs, or for the replacement of any part of such 
devices, without regard to continuous use or useful lifetime 
restrictions if an ordering physician determines that the 
replacement device, or replacement part of such a device, is 
necessary. 

Payment may be made for the replacement of a prosthetic 
device that is an artificial limb, or replacement part of a 
device if the ordering physician determines that the re-
placement device or part is necessary because of any of the 
following: 

1. A change in the physiological condition of the patient; 
2. An irreparable change in the condition of the device, or 

in a part of the device; or 
3. The condition of the device, or the part of the device, 

requires repairs and the cost of such repairs would be 
more than 60 percent of the cost of a replacement de-
vice, or, as the case may be, of the part being replaced. 

This provision is effective for items replaced on or after April 
1, 2001. It supersedes any rule that that provided a 5-year or 
other replacement rule with regard to prosthetic devices. 

B—Prosthetic Lenses 

The term “internal body organ” includes the lens of an eye. 
Prostheses replacing the lens of an eye include post-surgical 
lenses customarily used during convalescence from eye sur-
gery in which the lens of the eye was removed. In addition, 
permanent lenses are also covered when required by an indi-
vidual lacking the organic lens of the eye because of surgical 
removal or congenital absence. Prosthetic lenses obtained on 
or after the beneficiary’s date of entitlement to supplemen-
tary medical insurance benefits may be covered even though 
the surgical removal of the crystalline lens occurred before 
entitlement. 

1. Prosthetic Cataract Lenses—One of the following 
prosthetic lenses or combinations of prosthetic lenses 
furnished by a physician (see §30.4 for coverage of 
prosthetic lenses prescribed by a doctor of optometry) 
may be covered when determined to be reasonable and 
necessary to restore essentially the vision provided by 
the crystalline lens of the eye: 

  • Prosthetic bifocal lenses in frames; 

  •  Prosthetic lenses in frames for far vision, and pros-
thetic lenses in frames for near vision; or 

  •  When a prosthetic contact lens(es) for far vision is 
prescribed (including cases of binocular and mon-
ocular aphakia), make payment for the contact 
lens(es) and prosthetic lenses in frames for near vi-
sion to be worn at the same time as the contact 
lens(es), and prosthetic lenses in frames to be worn 
when the contacts have been removed. 

Lenses which have ultraviolet absorbing or reflecting proper-
ties may be covered, in lieu of payment for regular (untinted) 
lenses, if it has been determined that such lenses are medi-
cally reasonable and necessary for the individual patient. 

Medicare does not cover cataract sunglasses obtained in ad-
dition to the regular (untinted) prosthetic lenses since the 
sunglasses duplicate the restoration of vision function per-
formed by the regular prosthetic lenses. 

2. Payment for Intraocular Lenses (IOLs) Furnished 
in Ambulatory Surgical Centers (ASCs)—Effective 
for services furnished on or after March 12, 1990, 
payment for intraocular lenses (IOLs) inserted during 
or subsequent to cataract surgery in a Medicare 
certified ASC is included with the payment for facility 
services that are furnished in connection with the 
covered surgery. 

Refer to the Medicare Claims Processing Manual, Chapter 
14, “Ambulatory Surgical Centers,” for more information. 

3. Limitation on Coverage of Conventional Lenses—
One pair of conventional eyeglasses or conventional 
contact lenses furnished after each cataract surgery 
with insertion of an IOL is covered. 

C—Dentures 

Dentures are excluded from coverage. However, when a den-
ture or a portion of the denture is an integral part (built-in) 
of a covered prosthesis (e.g., an obturator to fill an opening 
in the palate), it is covered as part of that prosthesis. 

D—Supplies, Repairs, Adjustments, and Replacement 

Supplies are covered that are necessary for the effective use 
of a prosthetic device (e.g., the batteries needed to operate an 
artificial larynx). Adjustment of prosthetic devices required 
by wear or by a change in the patient’s condition is covered 
when ordered by a physician. General provisions relating to 
the repair and replacement of durable medical equipment in 
§110.2 for the repair and replacement of prosthetic devices 
are applicable. (See the Medicare Benefit Policy Manual, 
Chapter 16, “General Exclusions from Coverage,” §40.4, for 
payment for devices replaced under a warranty.) Replace-
ment of conventional eyeglasses or contact lenses furnished 
in accordance with §120.B.3 is not covered. 

Necessary supplies, adjustments, repairs, and replacements 
are covered even when the device had been in use before the 
user enrolled in Part B of the program, so long as the device 
continues to be medically required. 
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130—Leg, Arm, Back, and Neck Braces, Trusses, and Artificial 
Legs, Arms, and Eyes

(Rev. 1, 10-01-03)

B3-2133, A3-3110.5, HO-228.5, AB-01-06 DATED 1/18/01

These appliances are covered under Part B when furnished 
incident to physicians’ services or on a physician’s order. A 
brace includes rigid and semi-rigid devices which are used 
for the purpose of supporting a weak or deformed body 
member or restricting or eliminating motion in a diseased or 
injured part of the body. Elastic stockings, garter belts, and 
similar devices do not come within the scope of the definition 
of a brace. Back braces include, but are not limited to, special 
corsets, e.g., sacroiliac, sacrolumbar, dorsolumbar corsets, 
and belts. A terminal device (e.g., hand or hook) is covered 
under this provision whether an artificial limb is required by 
the patient. Stump stockings and harnesses (including re-
placements) are also covered when these appliances are es-
sential to the effective use of the artificial limb.

Adjustments to an artificial limb or other appliance required 
by wear or by a change in the patient’s condition are covered 
when ordered by a physician. 

Adjustments, repairs and replacements are covered even 
when the item had been in use before the user enrolled in 
Part B of the program so long as the device continues to be 
medically required.

140—Therapeutic Shoes for Individuals with Diabetes

(Rev. 1, 10-01-03)

B3-2134

Coverage of therapeutic shoes (depth or custom-molded) 
along with inserts for individuals with diabetes is available as 
of May 1, 1993. These diabetic shoes are covered if the re-
quirements as specified in this section concerning certifica-
tion and prescription are fulfilled. In addition, this benefit 
provides for a pair of diabetic shoes even if only one foot suf-
fers from diabetic foot disease. Each shoe is equally equipped 
so that the affected limb, as well as the remaining limb, is 
protected. Claims for therapeutic shoes for diabetics are pro-
cessed by the Durable Medical Equipment Regional Carriers 
(DMERCs).

Therapeutic shoes for diabetics are not DME and are not 
considered DME nor orthotics, but a separate category of 
coverage under Medicare Part B. (See §1861(s)(12) and 
§1833(o) of the Act.)

A. Definitions

The following items may be covered under the diabetic shoe 
benefit:

1. Custom-Molded Shoes

Custom-molded shoes are shoes that:

• Are constructed over a positive model of the patient’s foot;
• Are made from leather or other suitable material of equal 

quality;
• Have removable inserts that can be altered or replaced as 

the patient’s condition warrants; and
• Have some form of shoe closure.

2. Depth Shoes

Depth shoes are shoes that:

• Have a full length, heel-to-toe filler that, when removed, 
provides a minimum of 3/16 inch of additional depth used 
to accommodate custom-molded or customized inserts;

• Are made from leather or other suitable material of equal 
quality;

• Have some form of shoe closure; and
• Are available in full and half sizes with a minimum of three 

widths so that the sole is graded to the size and width of 
the upper portions of the shoes according to the American 
standard last sizing schedule or its equivalent. (The Ameri-
can standard last sizing schedule is the numerical shoe 
sizing system used for shoes sold in the United States.)

3. Inserts

Inserts are total contact, multiple density, removable inlays 
that are directly molded to the patient’s foot or a model of the 
patient’s foot and that are made of a suitable material with 
regard to the patient’s condition.

B. Coverage

1. Limitations

For each individual, coverage of the footwear and inserts is 
limited to one of the following within one calendar year:

• No more than one pair of custom-molded shoes (including 
inserts provided with such shoes) and two additional pairs 
of inserts; or

• No more than one pair of depth shoes and three pairs of 
inserts (not including the noncustomized removable in-
serts provided with such shoes).

2. Coverage of Diabetic Shoes and Brace

Orthopedic shoes, as stated in the Medicare Claims Pro-
cessing Manual, Chapter 20, “Durable Medical Equipment, 
Surgical Dressings and Casts, Orthotics and Artificial 
Limbs, and Prosthetic Devices,” generally are not covered. 
This exclusion does not apply to orthopedic shoes that are 
an integral part of a leg brace. In situations in which an 
individual qualifies for both diabetic shoes and a leg brace, 
these items are covered separately. Thus, the diabetic shoes 
may be covered if the requirements for this section are met, 
while the brace may be covered if the requirements of §130 
are met.

3. Substitution of Modifications for Inserts

An individual may substitute modification(s) of custom-
molded or depth shoes instead of obtaining a pair(s) of inserts 
in any combination. Payment for the modification(s) may not 
exceed the limit set for the inserts for which the individual is 
entitled. The following is a list of the most common shoe 
modifications available, but it is not meant as an exhaustive 
list of the modifications available for diabetic shoes:

• Rigid Rocker Bottoms - These are exterior elevations 
with apex positions for 51 percent to 75 percent distance 
measured from the back end of the heel. The apex is a nar-
rowed or pointed end of an anatomical structure. The apex 
must be positioned behind the metatarsal heads and ta-
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pered off sharply to the front tip of the sole. Apex height 
helps to eliminate pressure at the metatarsal heads. Rigid-
ity is ensured by the steel in the shoe. The heel of the shoe 
tapers off in the back in order to cause the heel to strike in 
the middle of the heel;

• Roller Bottoms (Sole or Bar) - These are the same as 
rocker bottoms, but the heel is tapered from the apex to the 
front tip of the sole;

• Metatarsal Bars - An exterior bar is placed behind the 
metatarsal heads in order to remove pressure from the 
metatarsal heads. The bars are of various shapes, heights, 
and construction depending on the exact purpose;

• Wedges (Posting) - Wedges are either of hind foot, fore foot, 
or both and may be in the middle or to the side. The function 
is to shift or transfer weight bearing upon standing or during 
ambulation to the opposite side for added support, stabiliza-
tion, equalized weight distribution, or balance; and

• Offset Heels - This is a heel flanged at its base either in the 
middle, to the side, or a combination, that is then extended 
upward to the shoe in order to stabilize extreme positions 
of the hind foot. Other modifications to diabetic shoes in-
clude, but are not limited to flared heels, Velcro closures, 
and inserts for missing toes.

4. Separate Inserts

Inserts may be covered and dispensed independently of dia-
betic shoes if the supplier of the shoes verifies in writing that 
the patient has appropriate footwear into which the insert 
can be placed. This footwear must meet the definitions found 
above for depth shoes and custom-molded shoes.

C. Certification

The need for diabetic shoes must be certified by a physician 
who is a doctor of medicine or a doctor of osteopathy and 
who is responsible for diagnosing and treating the patient’s 
diabetic systemic condition through a comprehensive plan of 
care. This managing physician must:

• Document in the patient’s medical record that the patient 
has diabetes;

• Certify that the patient is being treated under a compre-
hensive plan of care for diabetes, and that the patient 
needs diabetic shoes; and

• Document in the patient’s record that the patient has one 
or more of the following conditions:
• Peripheral neuropathy with evidence of callus forma-

tion;
• History of pre-ulcerative calluses;
• History of previous ulceration;
• Foot deformity;
• Previous amputation of the foot or part of the foot; or
• Poor circulation.

D. Prescription

Following certification by the physician managing the pa-
tient’s systemic diabetic condition, a podiatrist or other 
qualified physician who is knowledgeable in the fitting of dia-
betic shoes and inserts may prescribe the particular type of 
footwear necessary.

E. Furnishing Footwear

The footwear must be fitted and furnished by a podiatrist or 
other qualified individual such as a pedorthist, an orthotist, 
or a prosthetist. The certifying physician may not furnish the 
diabetic shoes unless the certifying physician is the only 

qualified individual in the area. It is left to the discretion of 
each carrier to determine the meaning of “in the area.”

150—Dental Services

(Rev. 1, 10-01-03)

B3-2136

As indicated under the general exclusions from coverage, 
items and services in connection with the care, treatment, 
filling, removal, or replacement of teeth or structures directly 
supporting the teeth are not covered. “Structures directly 
supporting the teeth” means the periodontium, which in-
cludes the gingivae, dentogingival junction, periodontal 
membrane, cementum of the teeth, and alveolar process.

In addition to the following, see Pub 100-01, the Medicare 
General Information, Eligibility, and Entitlement Manual, 
Chapter 5, Definitions and Pub 3, the Medicare National Cov-
erage Determinations Manual for specific services which may 
be covered when furnished by a dentist. If an otherwise non-
covered procedure or service is performed by a dentist as 
incident to and as an integral part of a covered procedure or 
service performed by the dentist, the total service performed 
by the dentist on such an occasion is covered.

EXAMPLE 1:

The reconstruction of a ridge performed primarily to prepare 
the mouth for dentures is a noncovered procedure. However, 
when the reconstruction of a ridge is performed as a result of 
and at the same time as the surgical removal of a tumor (for 
other than dental purposes), the totality of surgical proce-
dures is a covered service.

EXAMPLE 2:

Medicare makes payment for the wiring of teeth when this is 
done in connection with the reduction of a jaw fracture.

The extraction of teeth to prepare the jaw for radiation treat-
ment of neoplastic disease is also covered. This is an excep-
tion to the requirement that to be covered, a noncovered 
procedure or service performed by a dentist must be an inci-
dent to and an integral part of a covered procedure or service 
performed by the dentist. Ordinarily, the dentist extracts the 
patient’s teeth, but another physician, e.g., a radiologist, ad-
ministers the radiation treatments.

When an excluded service is the primary procedure involved, 
it is not covered, regardless of its complexity or difficulty. For 
example, the extraction of an impacted tooth is not covered. 
Similarly, an alveoplasty (the surgical improvement of the 
shape and condition of the alveolar process) and a frenec-
tomy are excluded from coverage when either of these proce-
dures is performed in connection with an excluded service, 
e.g., the preparation of the mouth for dentures. In a like man-
ner, the removal of a torus palatinus (a bony protuberance of 
the hard palate) may be a covered service. However, with rare 
exception, this surgery is performed in connection with an 
excluded service, i.e., the preparation of the mouth for den-
tures. Under such circumstances, Medicare does not pay for 
this procedure.

Dental splints used to treat a dental condition are excluded 
from coverage under 1862(a)(12) of the Act. On the other 
hand, if the treatment is determined to be a covered medi-
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cal condition (i.e., dislocated upper/lower jaw joints), then 
the splint can be covered. 

Whether such services as the administration of anesthesia, 
diagnostic x-rays, and other related procedures are covered 
depends upon whether the primary procedure being per-
formed by the dentist is itself covered. Thus, an x-ray taken 
in connection with the reduction of a fracture of the jaw or 
facial bone is covered. However, a single x-ray or x-ray sur-
vey taken in connection with the care or treatment of teeth 
or the periodontium is not covered.

Medicare makes payment for a covered dental procedure no 
matter where the service is performed. The hospitalization or 
nonhospitalization of a patient has no direct bearing on the 
coverage or exclusion of a given dental procedure. 

Payment may also be made for services and supplies fur-
nished incident to covered dental services. For example, the 
services of a dental technician or nurse who is under the di-
rect supervision of the dentist or physician are covered if the 
services are included in the dentist’s or physician’s bill.

150.1—Treatment of Temporomandibular Joint (TMJ) Syndrome

(Rev. 1, 10-01-03)

PASS memo Read.014

There are a wide variety of conditions that can be charac-
terized as TMJ, and an equally wide variety of methods for 
treating these conditions. Many of the procedures fall 
within the Medicare program’s statutory exclusion that 
prohibits payment for items and services that have not 
been demonstrated to be reasonable and necessary for the 
diagnosis and treatment of illness or injury (§1862(a)(1) of 
the Act). Other services and appliances used to treat TMJ 
fall within the Medicare program’s statutory exclusion at 
1862(a)(12), which prohibits payment “for services in con-
nection with the care, treatment, filling, removal, or re-
placement of teeth or structures directly supporting 
teeth....” For these reasons, a diagnosis of TMJ on a claim 
is insufficient. The actual condition or symptom must be 
determined.

200—Nurse Practitioner (NP) Services

(Rev. 75, Issued: 08-17-07, Effective: 11-19-07, Implementa-
tion: 11-19-07)

Effective for services rendered after January 1, 1998, any in-
dividual who is participating under the Medicare program as 
a nurse practitioner (NP) for the first time ever, may have his 
or her professional services covered if he or she meets the 
qualifications listed below, and he or she is legally authorized 
to furnish NP services in the State where the services are 
performed. NPs who were issued billing provider numbers 
prior to January 1, 1998, may continue to furnish services 
under the NP benefit.

Payment for NP services is effective on the date of service, 
that is, on or after January 1, 1998, and payment is made on 
an assignment-related basis only.

A. Qualifications for NPs

In order to furnish covered NP services, an NP must meet the 
conditions as follows:

• Be a registered professional nurse who is authorized by the 
State in which the services are furnished to practice as a 
nurse practitioner in accordance with State law; and be 
certified as a nurse practitioner by a recognized national 
certifying body that has established standards for nurse 
practitioners; or

• Be a registered professional nurse who is authorized by the 
State in which the services are furnished to practice as a 
nurse practitioner by December 31, 2000.

The following organizations are recognized national certify-
ing bodies for NPs at the advanced practice level:

• American Academy of Nurse Practitioners;
• American Nurses Credentialing Center;
• National Certification Corporation for Obstetric, Gyneco-

logic and Neonatal Nursing Specialties;
• Pediatric Nursing Certification Board (previously named 

the National Certification Board of Pediatric Nurse Practi-
tioners and Nurses);

• Oncology Nurses Certification Corporation;
• AACN Certification Corporation; and
• National Board on Certification of Hospice and Palliative 

Nurses.

The NPs applying for a Medicare billing number for the first 
time on or after January 1, 2001, must meet the requirements 
as follows:

• Be a registered professional nurse who is authorized by the 
State in which the services are furnished to practice as a 
nurse practitioner in accordance with State law; and

• Be certified as a nurse practitioner by a recognized na-
tional certifying body that has established standards for 
nurse practitioners.

The NPs applying for a Medicare billing number for the first 
time on or after January 1, 2003, must meet the requirements 
as follows:

• Be a registered professional nurse who is authorized by the 
State in which the services are furnished to practice as a 
nurse practitioner in accordance with State law;

• Be certified as a nurse practitioner by a recognized na-
tional certifying body that has established standards for 
nurse practitioners; and

• Possess a master’s degree in nursing.

B. Covered Services

Coverage is limited to the services an NP is legally authorized 
to perform in accordance with State law (or State regulatory 
mechanism established by State law).

1. General

The services of an NP may be covered under Part B if all of 
the following conditions are met:

• They are the type that are considered physician’s services  
if furnished by a doctor of medicine or osteopathy  
(MD/DO);

• They are performed by a person who meets the definition 
of an NP (see subsection A);

• The NP is legally authorized to perform the services in the 
State in which they are performed;

• They are performed in collaboration with an MD/DO (see 
subsection D); and
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• They are not otherwise precluded from coverage because 
of one of the statutory exclusions. (See subsection C.2.)

2. Incident To

If covered NP services are furnished, services and supplies 
furnished incident to the services of the NP may also be cov-
ered if they would have been covered when furnished inci-
dent to the services of an MD/DO as described in §60.

C. Application of Coverage Rules

1. Types of NP Services That May Be Covered

State law or regulation governing an NP’s scope of practice in 
the State in which the services are performed applies. Con-
sider developing a list of covered services based on the State 
scope of practice. Examples of the types of services that NP’s 
may furnish include services that traditionally have been re-
served to physicians, such as physical examinations, minor 
surgery, setting casts for simple fractures, interpreting x-rays, 
and other activities that involve an independent evaluation or 
treatment of the patient’s condition. Also, if authorized under 
the scope of their State license, NPs may furnish services 
billed under all levels of evaluation and management codes 
and diagnostic tests if furnished in collaboration with a  
physician.

See §60.2 for coverage of services performed by NPs incident 
to the services of physicians.

2. Services Otherwise Excluded From Coverage

The NP services may not be covered if they are otherwise 
excluded from coverage even though an NP may be autho-
rized by State law to perform them. For example, the Medi-
care law excludes from coverage routine foot care, routine 
physical checkups, and services that are not reasonable and 
necessary for the diagnosis or treatment of an illness or in-
jury or to improve the functioning of a malformed body 
member. Therefore, these services are precluded from cover-
age even though they may be within an NP’s scope of practice 
under State law.

D. Collaboration

Collaboration is a process in which an NP works with one or 
more physicians (MD/DO) to deliver health care services, with 
medical direction and appropriate supervision as required by 
the law of the State in which the services are furnished. In the 
absence of State law governing collaboration, collaboration is 
to be evidenced by NPs documenting their scope of practice 
and indicating the relationships that they have with physicians 
to deal with issues outside their scope of practice.

The collaborating physician does not need to be present with 
the NP when the services are furnished or to make an inde-
pendent evaluation of each patient who is seen by the NP.

E. Direct Billing and Payment

Direct billing and payment for NP services may be made to 
the NP.

F. Assignment

Assignment is mandatory.

230—Practice of Physical Therapy, Occupational Therapy, and 
Speech-Language Pathology

(Rev. 63, Issued: 12-29-06, Effective: 01-01-07, Implementa-
tion: on or before 01-29-07)

A. Group Therapy Services. Contractors pay for outpatient 
physical therapy services (which includes outpatient speech-
language pathology services) and outpatient occupational 
therapy services provided simultaneously to two or more in-
dividuals by a practitioner as group therapy services (97150). 
The individuals can be, but need not be performing the same 
activity. The physician or therapist involved in group therapy 
services must be in constant attendance, but one-on-one pa-
tient contact is not required.

B. Therapy Students

1. General

Only the services of the therapist can be billed and paid un-
der Medicare Part B. The services performed by a student are 
not reimbursed even if provided under “line of sight” supervi-
sion of the therapist; however, the presence of the student “in 
the room” does not make the service unbillable. Pay for the 
direct (one-to-one) patient contact services of the physician 
or therapist provided to Medicare Part B patients. Group 
therapy services performed by a therapist or physician may 
be billed when a student is also present “in the room”.

EXAMPLES:

Therapists may bill and be paid for the provision of services 
in the following scenarios:

• The qualified practitioner is present and in the room for 
the entire session. The student participates in the delivery 
of services when the qualified practitioner is directing the 
service, making the skilled judgment, and is responsible for 
the assessment and treatment.

• The qualified practitioner is present in the room guiding 
the student in service delivery when the therapy student 
and the therapy assistant student are participating in the 
provision of services, and the practitioner is not engaged in 
treating another patient or doing other tasks at the same 
time.

• The qualified practitioner is responsible for the services and 
as such, signs all documentation. (A student may, of course, 
also sign but it is not necessary since the Part B payment is 
for the clinician’s service, not for the student’s services).

2. Therapy Assistants as Clinical Instructors

Physical therapist assistants and occupational therapy assis-
tants are not precluded from serving as clinical instructors 
for therapy students, while providing services within their 
scope of work and performed under the direction and super-
vision of a licensed physical or occupational therapist to a 
Medicare beneficiary.

3. Services Provided Under Part A and Part B

The payment methodologies for Part A and B therapy ser-
vices rendered by a student are different. Under the MPFS 
(Medicare Part B), Medicare pays for services provided by 
physicians and practitioners that are specifically authorized 
by statute. Students do not meet the definition of practitio-
ners under Medicare Part B. Under SNF PPS, payments are 
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based upon the case mix or Resource Utilization Group 
(RUG) category that describes the patient. In the rehabilita-
tion groups, the number of therapy minutes delivered to the 
patient determines the RUG category. Payment levels for 
each category are based upon the costs of caring for patients 
in each group rather than providing specific payment for 
each therapy service as is done in Medicare Part B.

230.1—Practice of Physical Therapy 

(Rev. 88, Issued: 05-07-08, Effective: 01-01-08, Implementa-
tion: 06-09-08)

A—General 

Physical therapy services are those services provided within 
the scope of practice of physical therapists and necessary for 
the diagnosis and treatment of impairments, functional limita-
tions, disabilities or changes in physical function and health 
status. (See Pub. 100-03, the Medicare National Coverage De-
terminations Manual, for specific conditions or services.) For 
descriptions of aquatic therapy in a community center pool 
see section 220C of this chapter.

B—Qualified Physical Therapist Defined 

Reference: 42CFR484.4 

The new personnel qualifications for physical therapists were 
discussed in the 2008 Physician Fee Schedule. See the Fed-
eral Register of November 27, 2007, for the full text. See also 
the correction notice for this rule, published in the Federal 
Register on January 15, 2008.

The regulation provides that a qualified physical therapist 
(PT) is a person who is licensed, if applicable, as a PT by the 
state in which he or she is practicing unless licensure does 
not apply, has graduated from an accredited PT education 
program and passed a national examination approved by the 
state in which PT services are provided. The phrase, “by the 
state in which practicing” includes any authorization to prac-
tice provided by the same state in which the service is pro-
vided, including temporary licensure, regardless of the loca-
tion of the entity billing the services. The curriculum 
accreditation is provided by the Commission on Accredita-
tion in Physical Therapy Education (CAPTE) or, for those 
who graduated before CAPTE, curriculum approval was pro-
vided by the American Physical Therapy Association (APTA). 
For internationally educated PTs, curricula are approved by 
a credentials evaluation organization either approved by the 
APTA or identified in 8 CFR 212.15(e) as it relates to PTs. For 
example, in 2007, 8 CFR 212.15(e) approved the credentials 
evaluation provided by the Federation of State Boards of 
Physical Therapy (FSBPT) and the Foreign Credentialing 
Commission on Physical Therapy (FCCPT). The require-
ments above apply to all PTs effective January 1, 2010, if they 
have not met any of the following requirements prior to 
January 1, 2010.

Physical therapists whose current license was obtained on or 
prior to December 31, 2009, qualify to provide PT services to 
Medicare beneficiaries if they:

• graduated from a CAPTE approved program in PT on or 
before December 31, 2009 (examination is not required); 
or,

• graduated on or before December 31, 2009, from a PT 
program outside the U.S. that is determined to be sub-

stantially equivalent to a U.S. program by a credentials 
evaluating organization approved by either the APTA or 
identified in 8 CFR 212.15(e) and also passed an examina-
tion for PTs approved by the state in which practicing.

 Or, PTs whose current license was obtained before Janu-
ary 1, 2008, may meet the requirements in place on that 
date (i.e., graduation from a curriculum approved by 
either the APTA, the Committee on Allied Health Educa-
tion and Accreditation of the American Medical Associa-
tion, or both).

 Or, PTs meet the requirements who are currently li-
censed and were licensed or qualified as a PT on or be-
fore December 31, 1977, and had 2 years appropriate 
experience as a PT, and passed a proficiency examina-
tion conducted, approved, or sponsored by the U.S. 
Public Health Service.

 Or, PTs meet the requirements if they are currently li-
censed and before January 1, 1966, they were:

• admitted to membership by the APTA; or
• admitted to registration by the American Registry of 

Physical Therapists; or
• graduated from a 4-year PT curriculum approved by a 

State Department of Education; or
• licensed or registered and prior to January 1, 1970, they 

had 15 years of fulltime experience in PT under the order 
and direction of attending and referring doctors of 
medicine or osteopathy.

 Or, PTs meet requirements if they are currently licensed 
and they were trained outside the U.S. before January 1, 
2008, and after 1928 graduated from a PT curriculum 
approved in the country in which the curriculum was 
located, if that country had an organization that was a 
member of the World Confederation for Physical Ther-
apy, and that PT qualified as a member of the organiza-
tion.

For outpatient PT services that are provided incident to the 
services of physicians/NPPs, the requirement for PT licensure 
does not apply; all other personnel qualifications do apply. 
The qualified personnel providing PT services incident to the 
services of a physician/NPP must be trained in an accredited 
PT curriculum. For example, a person who, on or before De-
cember 31, 2009, graduated from a PT curriculum accredited 
by CAPTE, but who has not passed the national examination 
or obtained a license, could provide Medicare outpatient PT 
therapy services incident to the services of a physician/NPP if 
the physician assumes responsibility for the services accord-
ing to the incident to policies. On or after January 1, 2010, 
although licensure does not apply, both education and ex-
amination requirements that are effective January 1, 2010, 
apply to qualified personnel who provide PT services incident 
to the services of a physician/NPP.

C—Services of Physical Therapy Support Personnel

Reference: 42CFR 484.4

Personnel Qualifications. The new personnel qualifications 
for physical therapist assistants (PTA) were discussed in the 
2008 Physician Fee Schedule. See the Federal Register of 
November 27, 2007, for the full text. See also the correction 
notice for this rule, published in the Federal Register on 
January 15, 2008.
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The regulation provides that a qualified PTA is a person who 
is licensed as a PTA unless licensure does not apply, is regis-
tered or certified, if applicable, as a PTA by the state in which 
practicing, and graduated from an approved curriculum for 
PTAs, and passed a national examination for PTAs. The 
phrase, “by the state in which practicing” includes any autho-
rization to practice provided by the same state in which the 
service is provided, including temporary licensure, regardless 
of the location or the entity billing for the services. Approval 
for the curriculum is provided by CAPTE or, if internationally 
or military trained PTAs apply, approval will be through a 
credentialing body for the curriculum for PTAs identified by 
either the American Physical Therapy Association or identi-
fied in 8 CFR 212.15(e). A national examination for PTAs is, 
for example the one furnished by the Federation of State 
Boards of Physical Therapy. These requirements above apply 
to all PTAs effective January 1, 2010, if they have not met any 
of the following requirements prior to January 1, 2010.

Those PTAs also qualify who, on or before December 31, 
2009, are licensed, registered, or certified as a PTA and met 
one of the two following requirements:

1. Is licensed or otherwise regulated in the state in which 
practicing; or

2. In states that have no licensure or other regulations, or 
where licensure does not apply, PTAs have:

• graduated on or before December 31, 2009, from a 2-
year college-level program approved by the APTA or 
CAPTE; and

• effective January 1, 2010, those PTAs must have both 
graduated from a CAPTE approved curriculum and 
passed a national examination for PTAs; or

PTAs may also qualify if they are licensed, registered or certi-
fied as a PTA, if applicable and meet requirements in effect 
before January 1, 2008, that is,

• they have graduated before January 1, 2008, from a 2 
year college level program approved by the APTA; or

• on or before December 31, 1977, they were licensed or 
qualified as a PTA and passed a proficiency examination 
conducted, approved, or sponsored by the U.S. Public 
Health Service.

Services. The services of PTAs used when providing covered 
therapy benefits are included as part of the covered service. 
These services are billed by the supervising physical thera-
pist. PTAs may not provide evaluation services, make clinical 
judgments or decisions or take responsibility for the service. 
They act at the direction and under the supervision of the 
treating physical therapist and in accordance with state 
laws.

A physical therapist must supervise PTAs. The level and fre-
quency of supervision differs by setting (and by state or local 
law). General supervision is required for PTAs in all settings 
except private practice (which requires direct supervision) 
unless state practice requirements are more stringent, in 
which case state or local requirements must be followed. See 
specific settings for details. For example, in clinics, rehabili-
tation agencies, and public health agencies, 42CFR485.713 
indicates that when a PTA provides services, either on or off 
the organization’s premises, those services are supervised by 
a qualified physical therapist who makes an onsite supervi-
sory visit at least once every 30 days or more frequently if 
required by state or local laws or regulation.

The services of a PTA shall not be billed as services incident 
to a physician/NPP’s service, because they do not meet the 
qualifications of a therapist. 

The cost of supplies (e.g., theraband, hand putty, electrodes) 
used in furnishing covered therapy care is included in the 
payment for the HCPCS codes billed by the physical thera-
pist, and are, therefore, not separately billable. Separate 
coverage and billing provisions apply to items that meet the 
definition of brace in §130. 

Services provided by aides, even if under the supervision of a 
therapist, are not therapy services in the outpatient setting 
and are not covered by Medicare. Although an aide may help 
the therapist by providing unskilled services, those services 
that are unskilled are not covered by Medicare and shall be 
denied as not reasonable and necessary if they are billed as 
therapy services. 

D—Application of Medicare Guidelines to PT Services 

This subsection will be used in the future to illustrate the ap-
plication of the above guidelines to some of the physical 
therapy modalities and procedures utilized in the treatment 
of patients.

230.2—Practice of Occupational Therapy 

(Rev. 88, Issued: 05-07-08, Effective: 01-01-08, Implementa-
tion: 06-09-08)

A—General 

Occupational therapy services are those services provided 
within the scope of practice of occupational therapists and nec-
essary for the diagnosis and treatment of impairments, func-
tional disabilities or changes in physical function and health 
status. (See Pub. 100-03, the Medicare National Coverage De-
terminations Manual, for specific conditions or services.) 

Occupational therapy is medically prescribed treatment 
concerned with improving or restoring functions which 
have been impaired by illness or injury or, where function 
has been permanently lost or reduced by illness or injury, 
to improve the individual’s ability to perform those tasks 
required for independent functioning. Such therapy may 
involve: 

The evaluation, and reevaluation as required, of a patient’s 
level of function by administering diagnostic and prog-
nostic tests; 

The selection and teaching of task-oriented therapeutic 
activities designed to restore physical function; e.g., use 
of woodworking activities on an inclined table to restore 
shoulder, elbow, and wrist range of motion lost as a result 
of burns; 

The planning, implementing, and supervising of individ-
ualized therapeutic activity programs as part of an 
overall “active treatment” program for a patient with a 
diagnosed psychiatric illness; e.g., the use of sewing 
activities which require following a pattern to reduce 
confusion and restore reality orientation in a schizo-
phrenic patient; 

The planning and implementing of therapeutic tasks and 
activities to restore sensory-integrative function; e.g., 
providing motor and tactile activities to increase sensory 
input and improve response for a stroke patient with 
functional loss resulting in a distorted body image; 
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The teaching of compensatory technique to improve the 
level of independence in the activities of daily living, for 
example: 
• Teaching a patient who has lost the use of an arm how 

to pare potatoes and chop vegetables with one hand; 
• Teaching an upper extremity amputee how to function-

ally utilize a prosthesis; 
• Teaching a stroke patient new techniques to enable the 

patient to perform feeding, dressing, and other activi-
ties as independently as possible; or 

• Teaching a patient with a hip fracture/hip replacement 
techniques of standing tolerance and balance to enable 
the patient to perform such functional activities as 
dressing and homemaking tasks. 

The designing, fabricating, and fitting of orthotics and self-
help devices; e.g., making a hand splint for a patient with 
rheumatoid arthritis to maintain the hand in a functional 
position or constructing a device which would enable an 
individual to hold a utensil and feed independently; or

Vocational and prevocational assessment and training, 
subject to the limitations specified in item B below. 

Only a qualified occupational therapist has the knowledge, 
training, and experience required to evaluate and, as neces-
sary, reevaluate a patient’s level of function, determine 
whether an occupational therapy program could reasonably 
be expected to improve, restore, or compensate for lost func-
tion and, where appropriate, recommend to the physician/
NPP a plan of treatment. 

B—Qualified Occupational Therapist Defined 

Reference: 42CFR484.4 

The new personnel qualifications for occupational therapists 
(OT) were discussed in the 2008 Physician Fee Schedule. See 
the Federal Register of November 27, 2007, for the full text. 
See also the correction notice for this rule, published in the 
Federal Register on January 15, 2008.

The regulation provides that a qualified OT is an individual 
who is licensed, if licensure applies, or otherwise regulated, 
if applicable, as an OT by the state in which practicing, and 
graduated from an accredited education program for OTs, 
and is eligible to take or has passed the examination for OTs 
administered by the National Board for Certification in Oc-
cupational Therapy, Inc. (NBCOT). The phrase, “by the state 
in which practicing” includes any authorization to practice 
provided by the same state in which the service is provided, 
including temporary licensure, regardless of the location of 
the entity billing the services. The education program for  
U.S. trained OTs is accredited by the Accreditation Council 
for Occupational Therapy Education (ACOTE). The require-
ments above apply to all OTs effective January 1, 2010, if they 
have not met any of the following requirements prior to 
January 1, 2010.

The OTs may also qualify if on or before December 31, 
2009:

• they are licensed or otherwise regulated as an OT in the 
state in which practicing (regardless of the qualifications 
they met to obtain that licensure or regulation); or

• when licensure or other regulation does not apply, OTs 
have graduated from an OT education program accred-
ited by ACOTE and are eligible to take, or have success-
fully completed the NBCOT examination for OTs.

Also, those OTs who met the Medicare requirements for OTs 
that were in 42CFR484.4 prior to January 1, 2008, qualify to 
provide OT services for Medicare beneficiaries if:

• on or before January 1, 2008, they graduated an OT pro-
gram approved jointly by the American Medical Associa-
tion and the AOTA, or

• they are eligible for the National Registration Examina-
tion of AOTA or the National Board for Certification  
in OT.

Also, they qualify who on or before December 31, 1977, had 
2 years of appropriate experience as an occupational thera-
pist, and had achieved a satisfactory grade on a proficiency 
examination conducted, approved, or sponsored by the U.S. 
Public Health Service.

Those educated outside the U.S. may meet the same qualifi-
cations for domestic trained OTs. For example, they qualify if 
they were licensed or otherwise regulated by the state in 
which practicing on or before December 31, 2009. Or they 
are qualified if they:

• graduated from an OT education program accredited as 
substantially equivalent to a U.S. OT education program 
by ACOTE, the World Federation of Occupational Thera-
pists, or a credentialing body approved by AOTA; and

• passed the NBCOT examination for OT; and
• Effective January 1, 2010, are licensed or otherwise reg-

ulated, if applicable as an OT by the state in which prac-
ticing.

For outpatient OT services that are provided incident to the 
services of physicians/NPPs, the requirement for OT licen-
sure does not apply; all other personnel qualifications do ap-
ply. The qualified personnel providing OT services incident to 
the services of a physician/NPP must be trained in an accred-
ited OT curriculum. For example, a person who, on or before 
December 31, 2009, graduated from an OT curriculum ac-
credited by ACOTE and is eligible to take or has successfully 
completed the entry-level certification examination for OTs 
developed and administered by NBCOT, could provide Medi-
care outpatient OT services incident to the services of a phy-
sician/NPP if the physician assumes responsibility for the 
services according to the incident to policies. On or after 
January 1, 2010, although licensure does not apply, both edu-
cation and examination requirements that are effective Janu-
ary 1, 2010, apply to qualified personnel who provide OT 
services incident to the services of a physician/NPP.

C—Services of Occupational Therapy Support Personnel 

Reference: 42CFR 484.4 

The new personnel qualifications for occupational therapy 
assistants were discussed in the 2008 Physician Fee Sched-
ule. See the Federal Register of November 27, 2007, for the 
full text. See also the correction notice for this rule, published 
in the Federal Register on January 15, 2008.

The regulation provides that an occupational therapy assis-
tant is a person who is licensed, unless licensure does not 
apply, or otherwise regulated, if applicable, as an OTA by the 
state in which practicing, and graduated from an OTA educa-
tion program accredited by ACOTE and is eligible to take or 
has successfully completed the NBCOT examination for 
OTAs. The phrase, “by the state in which practicing” includes 
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any authorization to practice provided by the same state in 
which the service is provided, including temporary licensure, 
regardless of the location of the entity billing the services.

If the requirements above are not met, an OTA may qualify if, 
on or before December 31, 2009, the OTA is licensed or oth-
erwise regulated as an OTA, if applicable, by the state in 
which practicing, or meets any qualifications defined by the 
state in which practicing.

Or, where licensure or other state regulation does not apply, 
OTAs may qualify if they have, on or before December 31, 
2009:

• completed certification requirements to practice as an 
OTA established by a credentialing organization ap-
proved by AOTA; and

• after January 1, 2010, they have also completed an edu-
cation program accredited by ACOTE and passed the 
NBCOT examination for OTAs. 

OTAs who qualified under the policies in effect prior to Janu-
ary 1, 2008, continue to qualify to provide OT directed and 
supervised OTA services to Medicare beneficiaries. Therefore, 
OTAs qualify who after December 31, 1977, and on or before 
December 31, 2007:

• completed certification requirements to practice as an 
OTA established by a credentialing organization ap-
proved by AOTA; or

• completed the requirements to practice as an OTA ap-
plicable in the state in which practicing.

Those OTAs who were educated outside the U.S. may meet 
the same requirements as domestically trained OTAs. Or, if 
educated outside the U.S. on or after January 1, 2008, they 
must have graduated from an OTA program accredited as 
substantially equivalent to OTA entry level education in the 
U.S. by ACOTE, its successor organization, or the World Fed-
eration of Occupational Therapists or a credentialing body 
approved by AOTA. In addition, they must have passed an 
exam for OTAs administered by NBCOT.

Services. The services of OTAs used when providing covered 
therapy benefits are included as part of the covered service. 
These services are billed by the supervising occupational 
therapist. OTAs may not provide evaluation services, make 
clinical judgments or decisions or take responsibility for the 
service. They act at the direction and under the supervision 
of the treating occupational therapist and in accordance with 
state laws.

An occupational therapist must supervise OTAs. The level 
and frequency of supervision differs by setting (and by state 
or local law). General supervision is required for OTAs in all 
settings except private practice (which requires direct super-
vision) unless state practice requirements are more stringent, 
in which case state or local requirements must be followed. 
See specific settings for details. For example, in clinics, reha-
bilitation agencies, and public health agencies, 42CFR485.713 
indicates that when an OTA provides services, either on or off 
the organization’s premises, those services are supervised by 
a qualified occupational therapist who makes an onsite su-
pervisory visit at least once every 30 days or more frequently 
if required by state or local laws or regulation. 

The services of an OTA shall not be billed as services incident 
to a physician/NPP’s service, because they do not meet the 
qualifications of a therapist. 

The cost of supplies (e.g., looms, ceramic tiles, or leather) 
used in furnishing covered therapy care is included in the 
payment for the HCPCS codes billed by the occupational 
therapist and are, therefore, not separately billable. Separate 
coverage and billing provisions apply to items that meet the 
definition of brace in §130 of this manual. 

Services provided by aides, even if under the supervision of a 
therapist, are not therapy services in the outpatient setting 
and are not covered by Medicare. Although an aide may help 
the therapist by providing unskilled services, those services 
that are unskilled are not covered by Medicare and shall be 
denied as not reasonable and necessary if they are billed as 
therapy services. 

D—Application of Medicare Guidelines to Occupational 
Therapy Services 

Occupational therapy may be required for a patient with a 
specific diagnosed psychiatric illness. If such services are 
required, they are covered assuming the coverage criteria 
are met. However, where an individual’s motivational needs 
are not related to a specific diagnosed psychiatric illness, 
the meeting of such needs does not usually require an indi-
vidualized therapeutic program. Such needs can be met 
through general activity programs or the efforts of other 
professional personnel involved in the care of the patient. 
Patient motivation is an appropriate and inherent function 
of all health disciplines, which is interwoven with other 
functions performed by such personnel for the patient. Ac-
cordingly, since the special skills of an occupational thera-
pist are not required, an occupational therapy program for 
individuals who do not have a specific diagnosed psychiat-
ric illness is not to be considered reasonable and necessary 
for the treatment of an illness or injury. Services furnished 
under such a program are not covered. 

Occupational therapy may include vocational and prevoca-
tional assessment and training. When services provided by 
an occupational therapist are related solely to specific em-
ployment opportunities, work skills, or work settings, they 
are not reasonable or necessary for the diagnosis or treat-
ment of an illness or injury and are not covered. However, 
carriers and intermediaries exercise care in applying this 
exclusion, because the assessment of level of function and 
the teaching of compensatory techniques to improve the 
level of function, especially in activities of daily living, are 
services which occupational therapists provide for both vo-
cational and nonvocational purposes. For example, an as-
sessment of sitting and standing tolerance might be nonvo-
cational for a mother of young children or a retired individual 
living alone, but could also be a vocational test for a sales 
clerk. Training an amputee in the use of prosthesis for tele-
phoning is necessary for everyday activities as well as for 
employment purposes. Major changes in lifestyle may be 
mandatory for an individual with a substantial disability. 
The techniques of adjustment cannot be considered exclu-
sively vocational or nonvocational. 
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230.3—Practice of Speech-Language Pathology 

(Rev. 106, Issued: 04-24-09, Effective: 07-01-09, Implementa-
tion: 07-06-09)

A—GENERAL 

Speech-language pathology services are those services pro-
vided within the scope of practice of speech-language pa-
thologists and necessary for the diagnosis and treatment of 
speech and language disorders, which result in communica-
tion disabilities and for the diagnosis and treatment of swal-
lowing disorders (dysphagia), regardless of the presence of a 
communication disability. (See Pub. 100-03, chapter 1, 
§170.3) See section 230.4 of this chapter for benefit policies 
on speech-language pathologists in private practice (SLPP). 
See Pub. 100-08, Medicare Program Integrity Manual, chap-
ter 10, section 12.4.14 for policy on enrollment in an SLPP.

B—Qualified Speech-Language Pathologist Defined 

A qualified speech-language pathologist for program cover-
age purposes meets one of the following requirements: 

• The education and experience requirements for a Certificate 
of Clinical Competence in (speech-language pathology or 
audiology) granted by the American Speech-Language 
Hearing Association; or 

• Meets the educational requirements for certification and is 
in the process of accumulating the supervised experience 
required for certification. 

For outpatient speech-language pathology services that are 
provided incident to the services of physicians/NPPs, the re-
quirement for speech-language pathology licensure does not 
apply; all other personnel qualifications do apply. Therefore, 
qualified personnel providing speech-language pathology ser-
vices incident to the services of a physician/NPP must meet 
the above qualifications.

C—Services of Speech-Language Pathology Support  
Personnel 

Services of speech-language pathology assistants are not rec-
ognized for Medicare coverage. Services provided by speech-
language pathology assistants, even if they are licensed to 
provide services in their states, will be considered unskilled 
services and denied as not reasonable and necessary if they 
are billed as therapy services. 

Services provided by aides, even if under the supervision of a 
therapist, are not therapy services and are not covered by 
Medicare. Although an aide may help the therapist by provid-
ing unskilled services, those services are not covered by 
Medicare and shall be denied as not reasonable and neces-
sary if they are billed as therapy services. 

D—Application of Medicare Guidelines to Speech- 
Language Pathology Services 

1—Evaluation Services 

Speech-language pathology evaluation services are covered if 
they are reasonable and necessary and not excluded as routine 
screening by §1862(a)(7) of the Act. The speech-language pa-
thologist employs a variety of formal and informal speech, 
language, and dysphagia assessment tests to ascertain the 
type, causal factor(s), and severity of the speech and language 
or swallowing disorders. Reevaluation of patients for whom 
speech, language, and swallowing were previously contraindi-

cated is covered only if the patient exhibits a change in medi-
cal condition. However, monthly reevaluations; e.g., a Western 
Aphasia Battery, for a patient undergoing a rehabilitative 
speech-language pathology program, are considered a part of 
the treatment session and shall not be covered as a separate 
evaluation for billing purposes. Although hearing screening by 
the speech-language pathologist may be part of an evaluation, 
it is not billable as a separate service. 

2—Therapeutic Services 

The following are examples of common medical disorders 
and resulting communication deficits, which may necessitate 
active rehabilitative therapy. This list is not all-inclusive: 

Cerebrovascular disease such as cerebral vascular acci-
dents presenting with dysphagia, aphasia/dysphasia, 
apraxia, and dysarthria; 

Neurological disease such as Parkinsonism or Multiple 
Sclerosis with dysarthria, dysphagia, inadequate respira-
tory volume/control, or voice disorder; or 

Laryngeal carcinoma requiring laryngectomy resulting in 
aphonia. 

3—Impairments of the Auditory System

The terms, aural rehabilitation, auditory rehabilitation, audi-
tory processing, lipreading and speech reading are among the 
terms used to describe covered services related to perception 
and comprehension of sound through the auditory system. 
See Pub. 100-04, chapter 12, section 30.3 for billing instruc-
tions. For example:

• Auditory processing evaluation and treatment may be 
covered and medically necessary. Examples include but 
are not limited to services for certain neurological im-
pairments or the absence of natural auditory stimulation 
that results in impaired ability to process sound. Certain 
auditory processing disorders require diagnostic audio-
logical tests in addition to speech-language pathology 
evaluation and treatment.

• Evaluation and treatment for disorders of the auditory 
system may be covered and medically necessary, for ex-
ample, when it has been determined by a speech-lan-
guage pathologist in collaboration with an audiologist 
that the hearing impaired beneficiary’s current amplifi-
cation options (hearing aid, other amplification device 
or cochlear implant) will not sufficiently meet the pa-
tient’s functional communication needs. Audiologists 
and speech-language pathologists both evaluate benefi-
ciaries for disorders of the auditory system using differ-
ent skills and techniques, but only speech-language pa-
thologists may provide treatment.

Assessment for the need for rehabilitation of the auditory 
system (but not the vestibular system) may be done by a 
speech language pathologist. Examples include but are not 
limited to: evaluation of comprehension and production of 
language in oral, signed or written modalities, speech and 
voice production, listening skills, speech reading, communi-
cations strategies, and the impact of the hearing loss on the 
patient/client and family.

Examples of rehabilitation include but are not limited to treat-
ment that focuses on comprehension, and production of lan-
guage in oral, signed or written modalities; speech and voice 
production, auditory training, speech reading, multimodal  
(e.g., visual, auditory-visual, and tactile) training, communica-
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tion strategies, education and counseling. In determining the 
necessity for treatment, the beneficiary’s performance in both 
clinical and natural environment should be considered.

4—Dysphagia 

Dysphagia, or difficulty in swallowing, can cause food to en-
ter the airway, resulting in coughing, choking, pulmonary 
problems, aspiration, or inadequate nutrition and hydration 
with resultant weight loss, failure to thrive, pneumonia, and 
death. It is most often due to complex neurological and/or 
structural impairments including head and neck trauma, 
cerebrovascular accident, neuromuscular degenerative dis-
eases, head and neck cancer, dementias, and encephalopa-
thies. For these reasons, it is important that only qualified 
professionals with specific training and experience in this 
disorder provide evaluation and treatment. 

The speech-language pathologist performs clinical and in-
strumental assessments and analyzes and integrates the diag-
nostic information to determine candidacy for intervention 
as well as appropriate compensations and rehabilitative 
therapy techniques. The equipment that is used in the ex-
amination may be fixed, mobile, or portable. Professional 
guidelines recommend that the service be provided in a team 
setting with a physician/NPP who provides supervision of the 
radiological examination and interpretation of medical con-
ditions revealed in it. 

Swallowing assessment and rehabilitation are highly special-
ized services. The professional rendering care must have edu-
cation, experience, and demonstrated competencies. Compe-
tencies include but are not limited to: identifying abnormal 
upper aero-digestive tract structure and function; conducting 
an oral, pharyngeal, laryngeal and respiratory function ex-
amination as it relates to the functional assessment of swal-
lowing; recommending methods of oral intake and risk pre-
cautions; and developing a treatment plan employing 
appropriate compensations and therapy techniques. 

230.4—Services Furnished by a Therapist in Private 
Practice (TPP)

(Rev. 106, Issued: 04-24-09, Effective: 07-01-09, Implementa-
tion: 07-06-09)

A—General 

See section 220 of this chapter for definitions. Therapist re-
fers only to a qualified physical therapist, occupational thera-
pist or speech-language pathologist. TPP refers to therapists 
in private practice (qualified physical therapists, occupa-
tional therapists and speech-language pathologists).

In order to qualify to bill Medicare directly as a therapist, 
each individual must be enrolled as a private practitioner and 
employed in one of the following practice types: an unincor-
porated solo practice, unincorporated partnership, unincor-
porated group practice, physician/NPP group or groups that 
are not professional corporations, if allowed by state and lo-
cal law. Physician/NPP group practices may employ TPP if 
state and local law permits this employee relationship. 

For purposes of this provision, a physician/NPP group prac-
tice is defined as one or more physicians/NPPs enrolled with 
Medicare who may bill as one entity. For further details on 
issues concerning enrollment, see the provider enrollment 

Web site at www.cms.hhs.gov/MedicareProviderSupEnroll 
and Pub. 100-08, Medicare Program Integrity Manual, chap-
ter 10, section 12.4.14. 

Private practice also includes therapists who are practicing 
therapy as employees of another supplier, of a professional 
corporation or other incorporated therapy practice. Private 
practice does not include individuals when they are working 
as employees of an institutional provider. 

Services should be furnished in the therapist’s or group’s 
office or in the patient’s home. The office is defined as the 
location(s) where the practice is operated, in the state(s) 
where the therapist (and practice, if applicable) is legally 
authorized to furnish services, during the hours that the 
therapist engages in the practice at that location. If services 
are furnished in a private practice office space, that space 
shall be owned, leased, or rented by the practice and used for 
the exclusive purpose of operating the practice. For descrip-
tions of aquatic therapy in a community center pool see sec-
tion 220C of this chapter.

Therapists in private practice must be approved as meeting 
certain requirements, but do not execute a formal provider 
agreement with the Secretary. 

If therapists who have their own National Provider Identifier 
(NPI) are employed by therapist groups, physician/NPP 
groups, or groups that are not professional organizations, the 
requirement that therapy space be owned, leased, or rented 
may be satisfied by the group that employs the therapist. 
Each therapist employed by a group should enroll as a TPP. 

When therapists with a Medicare NPI provide services in 
the physician’s/NPP’s office in which they are employed, and 
bill using their NPI for each therapy service, then the direct 
supervision requirement for enrolled staff apply. 

When the therapist who has a Medicare PIN/NPI is employed 
in a physician’s/NPP’s office the services are ordinarily billed 
as services of the therapist, with the therapist identified on 
the claim as the supplier of services. However, services of the 
therapist who has a Medicare NPI may also be billed by the 
physician/NPP as services incident to the physician’s/NPP’s 
service. (See §230.5 for rules related to therapy services inci-
dent to a physician.) In that case, the physician/NPP is the 
supplier of service, the NPI of the supervising physician/NPP 
is reported on the claim with the service and all the rules for 
both therapy services and incident to services (§230.5) must 
be followed. 

B—Private Practice Defined 

Reference: Federal Register November, 1998, pages 58863-
58869; 42CFR 410.38(b), 42CFR410.59, 42CFR410.60, 
42CFR410.62

The contractor considers a therapist to be in private practice if 
the therapist maintains office space at his or her own expense 
and furnishes services only in that space or the patient’s home. 
Or, a therapist is employed by another supplier and furnishes 
services in facilities provided at the expense of that supplier. 

The therapist need not be in full-time private practice but must 
be engaged in private practice on a regular basis; i.e., the 
therapist is recognized as a private practitioner and for that 
purpose has access to the necessary equipment to provide an 
adequate program of therapy. 
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The therapy services must be provided either by or under the 
direct supervision of the TPP. Each TPP in a practice should 
be enrolled as a Medicare provider. If a physical or occupa-
tional therapist is not enrolled, the services of that therapist 
must be directly supervised by an enrolled physical or occu-
pational therapist. Direct supervision requires that the super-
vising private practice therapist be present in the office suite 
at the time the service is performed. These direct supervision 
requirements apply only in the private practice setting and 
only for physical therapists and occupational therapists and 
their assistants. In other outpatient settings, supervision 
rules differ. The services of support personnel must be in-
cluded in the therapist’s bill. The supporting personnel, in-
cluding other therapists, must be W-2 or 1099 employees of 
the TPP or other qualified employer. 

Coverage of outpatient therapy under Part B includes the 
services of a qualified TPP when furnished in the therapist’s 
office or the beneficiary’s home. For this purpose, “home” 
includes an institution that is used as a home, but not a hos-
pital, CAH or SNF, (Federal Register Nov. 2, 1998, pg 
58869). Place of Service (POS) includes: 

• 03/School, only if residential, 
• 04/Homeless Shelter, 
• 12/Home, other than a facility that is a private residence, 
• 14/Group Home, 
• 33/Custodial Care Facility. 

C—Assignment 

Reference:  Nov. 2, 1998 Federal Register, pg. 58863 
See also Pub. 100-04 chapter 1, §30.2. 

When physicians, NPPs or TPP obtain provider numbers, 
they have the option of accepting assignment (participating) 
or not accepting assignment (nonparticipating). In contrast, 
providers, such as outpatient hospitals, SNFs, rehabilitation 
agencies, and CORFs, do not have the option. For these pro-
viders, assignment is mandatory. 

If physicians/NPPs or TPPs accept assignment (are partici-
pating), they must accept the Medicare Physician Fee Sched-
ule amount as payment. Medicare pays 80% and the patient 
is responsible for 20%. In contrast, if they do not accept as-
signment, Medicare will only pay 95% of the fee schedule 
amount. However, when these services are not furnished on 
an assignment-related basis, the limiting charge applies. (See 
§1848(g)(2)(c) of the Act.) 

NOTE: Services furnished by a therapist in the therapist’s 
office under arrangements with hospitals in rural 
communities and public health agencies (or services 
provided in the beneficiary’s home under arrange-
ments with a provider of outpatient physical or 
occupational therapy services) are not covered under 
this provision. See section 230.6. 

230.5—Physical Therapy, Occupational Therapy and Speech-
Language Pathology Services Provided Incident to the Services 
of Physicians and Non-Physician Practitioners (NPP)

(Rev. 36, Issued: 06-24-05, Effective: 06-06-05, Implementa-
tion: 06-06-05) 

References: §1861(s)(2)(A) of the Act 
 42 CFR 410.10(b) 
 42 CFR 410.26 
 Pub. 100-02, ch. 15, § 60. 

The Benefit. Therapy services have their own benefit under 
§1861 of the Social Security Act and shall be covered when 
provided according to the standards and conditions of the 
benefit described in Medicare manuals. The statute 
1862(a)(20) requires that payment be made for a therapy 
service billed by a physician/NPP only if the service meets the 
standards and conditions—other than licensing—that would 
apply to a therapist. (For example, see coverage requirements 
in Pub. 100-08, Chapter 13, §13.5.1(C), Pub. 100-04, Chapter 
5, and also the requirements of this manual, §220 and §230.

Incident to a Therapist. There is no coverage for services 
provided incident to the services of a therapist. Although 
PTAs and OTAs work under the supervision of a therapist and 
their services may be billed by the therapist, their services are 
covered under the benefit for therapy services and not by the 
benefit for services incident to a physician/NPP. The services 
furnished by PTAs and OTAs are not incident to the thera-
pist’s service. 

Qualifications of Auxiliary Personnel. Therapy services ap-
propriately billed incident to a physician’s/NPP’s service shall 
be subject to the same requirements as therapy services that 
would be furnished by a physical therapist, occupational 
therapist or speech-language pathologist in any other outpa-
tient setting with one exception. When therapy services are 
performed incident to a physician’s/NPP’s service, the qualified 
personnel who perform the service do not need to have a li-
cense to practice therapy, unless it is required by state law. 
The qualified personnel must meet all the other requirements 
except licensure. Qualifications for therapists are found in 
42CFR484.4 and in section 230.1, 230.2, and 230.3 of this 
manual. In effect, these rules require that the person who 
furnishes the service to the patient must, at least, be a gradu-
ate of a program of training for one of the therapy services as 
described above. Regardless of any state licensing that allows 
other health professionals to provide therapy services, Medi-
care is authorized to pay only for services provided by those 
trained specifically in physical therapy, occupational therapy 
or speech-language pathology. That means that the services 
of athletic trainers, massage therapists, recreation therapists, 
kinesiotherapists, low vision specialists or any other profes-
sion may not be billed as therapy services. 

The services of PTAs and OTAs also may not be billed inci-
dent to a physician’s/NPP’s service. However, if a PT and PTA 
(or an OT and OTA) are both employed in a physician’s office, 
the services of the PTA, when directly supervised by the PT or 
the services of the OTA, when directly supervised by the OT 
may be billed by the physician group as PT or OT services 
using the PIN/NPI of the enrolled PT (or OT). (See Section 
230.4 for private practice rules on billing services performed 
in a physician’s office.) If the PT or OT is not enrolled, Medi-
care shall not pay for the services of a PTA or OTA billed in-
cident to the physician’s service, because they do not meet the 
qualification standards in 42CFR484.4. 

Therapy services provided and billed incident to the services 
of a physician/NPP also must meet all incident-to require-
ments in this manual in Chapter 15, §60. Where the policies 
have different requirements, the more stringent requirement 
shall be met. 
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For example, when therapy services are billed as incident to 
a physician/NPP services, the requirement for direct supervi-
sion by the physician/NPP and other incident to require-
ments must be met, even though the service is provided by a 
licensed therapist who may perform the services unsuper-
vised in other settings. 

The mandatory assignment provision does not apply to 
therapy services furnished by a physician/NPP or “incident 
to” a physician’s/NPP’s service. However, when these services 
are not furnished on an assignment-related basis; the limit-
ing charge applies. 

For emphasis, following are some of the standards that apply 
to therapy services billed incident-to the services of a physi-
cian/NPP in the physician’s/NPP’s office or the beneficiary’s 
residence.

A. Therapy services provided to the beneficiary must be 
covered and payable outpatient rehabilitation services 
as described, for example, in this section as well as Pub. 
100-08, Chapter 13, §13.5.1.

B. Therapy services must be provided by, or under the 
direct supervision of a physician (a doctor of medicine 
or osteopathy) or NPP who is legally authorized to 
practice therapy services by the state in which he or 
she performs such function or action. Direct supervi-
sion requirements are the same as in 42CFR410.32(b)(3). 
The supervisor must be present in the office suite and 
immediately available to furnish assistance and direc-
tion throughout the performance of the procedure. It 
does not mean that the physician/NPP must be pres-
ent in the same room in the office where the service is 
performed.

C. The services must be of a level of complexity that re-
quire that they be performed by a therapist or under 
the direct supervision of the therapist, physician/NPP 
who is licensed to perform them. Services that do not 
require the performance or supervision of the thera-
pist, physician/NPP, are not considered reasonable or 
necessary therapy services even if they are performed 
or supervised by a physician/NPP or other qualified 
professional. 

D. Services must be furnished under a plan of treatment 
as in §220.1.2 of this chapter. The services provided 
must relate directly to the physician/NPP service to 
which it is incident.

230.6—Therapy Services Furnished Under Arrangements With 
Providers and Clinics 

(Rev. 36, Issued: 06-24-05, Effective: 06-06-05, Implementa-
tion: 06-06-05)

References: See also Pub. 100-01, chapter 5, §10.3. 

A—General 

For rules regarding services provided under arrangement, see 
Pub. 100-01, chapter 5, §10.3. 

A provider may have others furnish outpatient therapy (physi-
cal therapy, occupational therapy, or speech-language pathol-
ogy) services through arrangements under which receipt of 
payment by the provider for the services discharges the liability 
of the beneficiary or any other person to pay for the service. 

However, it is not intended that the provider merely serve as 
a billing mechanism for the other party. For such services to 
be covered the provider must assume professional responsi-
bility for the services. 

The provider’s professional supervision over the services re-
quires application of many of the same controls that are ap-
plied to services furnished by salaried employees. The pro-
vider must: 

• Accept the patient for treatment in accordance with its 
admission policies; 

• Maintain a complete and timely clinical record on the pa-
tient which includes diagnosis, medical history, orders, 
and progress notes relating to all services received; 

• Maintain liaison with the attending physician/NPP with 
regard to the progress of the patient and to assure that the 
required plan of treatment is periodically reviewed by the 
physician/NPP; 

• Secure from the physician/NPP the required certifications 
and recertifications; and 

• Ensure that the medical necessity of such service is re-
viewed on a sample basis by the agency’s staff or an outside 
review group. 

In addition, when a provider provides outpatient services 
under an arrangement with others, such services must be 
furnished in accordance with the terms of a written contract, 
which provides for retention by the provider of responsibility 
for and control and supervision of such services. The terms 
of the contract should include at least the following: 

• Provide that the therapy services are to be furnished in ac-
cordance with the plan of care established according to 
Medicare policies for therapy plans of care in Section 
220.1.2 of this chapter; 

• Specify the geographical areas in which the services are to 
be furnished; 

• Provide that contracted personnel and services meet the 
same requirements as those which would be applicable if 
the personnel and services were furnished directly by the 
provider; 

• Provide that the therapist will participate in conferences 
required to coordinate the care of an individual patient; 

• Provide for the preparation of treatment records, with 
progress notes and observations, and for the prompt incor-
poration of such into the clinical records of the clinic; 

• Specify the financial arrangements. The contracting orga-
nization or individual may not bill the patient or the health 
insurance program; and 

• Specify the period of time the contract is to be in effect and 
the manner of termination or renewal. 

B—Special Rules for Hospitals 

• A hospital may bill Medicare for outpatient therapy (phys-
ical therapy, occupational therapy, or speech-language pa-
thology) services that it furnishes to its outpatients either 
directly or under arrangements in the hospital’s outpatient 
department. If a hospital furnishes medically necessary 
therapy services in its outpatient department to individuals 
who are registered as its outpatients, those services must 
be billed directly by the hospital using bill type 13X or 85X 
for critical access hospitals. Note that services provided to 
residents of a Medicare-certified SNF may not be billed by 
the hospital as services to its outpatients. 
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• When a hospital sends its therapists to the home of an in-
dividual who is registered as an outpatient of the hospital 
but who is unable, for medical reasons, to come to the 
hospital to receive medically necessary therapy services, 
the services must meet the requirements applicable to out-
patient hospital therapy services, as set forth in the regula-
tions and applicable Medicare manuals. The hospital may 
bill for those services directly using bill type 13X or 85X for 
critical access hospitals. 

• If a hospital sends its therapists to provide therapy services 
to individuals who are registered as its outpatients and 
who are residing in the non-certified part of a SNF, or in 
another residential setting (e.g., a group home, assisted 
living facility or domiciliary care home), the hospital may 
bill for the services as hospital outpatient services if the 
services meet the requirements applicable to outpatient 
hospital therapy services, as set forth in the regulations 
and applicable Medicare manuals. 

• A hospital may make an arrangement with another entity 
such as an Outpatient Rehab Facility (Rehabilitation 
Agency) or a private practice, to provide therapy services to 
individuals who are registered as outpatients of the hospi-
tal. These services must meet the requirements applicable 
to services furnished under arrangements and the require-
ments applicable to the outpatient hospital therapy ser-
vices as set forth in the regulations and applicable Medi-
care manuals. The hospital uses bill type 13X or 85X for 
critical access hospitals to bill for the services that another 
entity furnishes under arrangement to its outpatients. 

• Where the provider is a public health agency or a hospital 
in a rural community, it may enter into arrangements to 
have outpatient physical therapy services furnished in the 
private office of a qualified physical therapist if the agency 
or hospital does not have the capacity to provide on its 
premises all of the modalities of treatment, tests, and mea-
surements that are included in an adequate outpatient 
physical therapy program and the services and modalities 
which the public health agency or hospital cannot provide 
on its premises are not available on an outpatient basis in 
another accessible certified facility. 

• In certain settings and under certain circumstances, hospi-
tals may not bill Medicare for therapy services as services 
of the hospital: 
• If a hospital sends its therapists to provide therapy 

services to patients of another hospital, including a 
patient at an inpatient rehabilitation facility or a long 
term care facility, the services must be furnished under 
arrangements made with the hospital sending the ther-
apists by the hospital having the patients and billed as 
hospital services by the facility whose patients are 
treated. These services would be subject to existing 
hospital bundling rules and would be paid under the 
payment method applicable to the hospital at which 
the individuals are patients. 

• A hospital may not send its therapists to provide therapy 
services to individuals who are receiving services from 
an HHA under a home health plan of care and bill for the 
therapy services as hospital outpatient services. For pa-
tients under a home health plan of care, payment for 
therapy services (unless provided by physicians/NPPs) is 
included or bundled into Medicare’s episodic payment to 
the HHA, and those services must be billed by the HHA 
under the HHA consolidated billing rules. For patients 
receiving HHA services under an HHA plan of care, 

therapy services must be furnished directly or under ar-
rangements made by the HHA, and only the HHA may 
bill for those services.

• If a hospital sends its therapists to provide services un-
der arrangements made by a SNF to residents of the 
Medicare-certified part of a SNF, SNF consolidated bill-
ing rules apply. For arrangements specific to SNF Part 
A, see Pub. 100-04, chapter 6, §10.4. This means that 
therapy services furnished to SNF residents in the 
Medicare-certified part of a SNF cannot be billed by any 
entity other than the SNF. Therefore, a hospital may not 
bill Medicare for PT/OT/SLP services furnished to resi-
dents of a Medicare-certified part of a SNF by its thera-
pists as services of the hospital. 

NOTE: If the SNF resident is in a covered Part A stay, the 
therapy services would be included in the SNF’s 
global PPS per diem payment for the covered Part A 
stay itself. If the resident is in a noncovered stay 
(Part A benefits exhausted, no prior qualifying 
hospital stay, etc.), but remains in the Medicare-
certified part of a SNF, the SNF would submit the 
Part B therapy bill to its fiscal intermediary. 

 SNF Setting Applicable Rules 

 Consolidated  Hospital May Bill 
 Billing Rules  For Outpatient 
Medicare Part A or B Apply?  Services? 

Part A (Medicare  Yes  No 
 Covered/PPS) Resident in  
 Medicare-certified part of a   
 SNF   
Medicare Part B Resident in Yes  No 
 Medicare-certified part of a   
 SNF   
Medicare Part B  No  Yes 
 Not a Resident in Medicare-
 certified part of a SNF 

• A hospital may not send therapy staff to provide ther-
apy services in non-residential health care settings and 
bill for the services as if they were provided at the hos-
pital, even if the hospital owns the other facility or en-
tity. Examples of such non-residential settings include 
CORFs, rehabilitation agencies, ORFs and offices of 
physicians/NPPs or other practitioners, such as physi-
cal therapists. For example, services furnished to pa-
tients of a CORF must be billed as CORF services and 
not as outpatient hospital services. Even if a CORF 
contracts with a hospital to furnish services to CORF 
patients, the hospital may not bill Medicare for the 
services as hospital outpatient services. However, the 
CORF could have the hospital furnish services to its 
patients under arrangements, in which case the CORF 
would bill for the services. 

Psychiatric hospitals are treated the same as other hospitals 
for the purpose of therapy billing. 
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290—Foot Care

(Rev. 1, 10-01-03) 

A3-3158, B3-2323, HO-260.9, B3-4120.1 

A—Treatment of Subluxation of Foot 

Subluxations of the foot are defined as partial dislocations or 
displacements of joint surfaces, tendons ligaments, or mus-
cles of the foot. Surgical or nonsurgical treatments under-
taken for the sole purpose of correcting a subluxated struc-
ture in the foot as an isolated entity are not covered. 

However, medical or surgical treatment of subluxation of 
the ankle joint (talo-crural joint) is covered. In addition, 
reasonable and necessary medical or surgical services, di-
agnosis, or treatment for medical conditions that have re-
sulted from or are associated with partial displacement of 
structures is covered. For example, if a patient has osteoar-
thritis that has resulted in a partial displacement of joints 
in the foot, and the primary treatment is for the osteoar-
thritis, coverage is provided.

B—Exclusions from Coverage 

The following foot care services are generally excluded from 
coverage under both Part A and Part B. (See §290.F and §290.G 
for instructions on applying foot care exclusions.) 

1. Treatment of Flat Foot—The term “flat foot” is defined 
as a condition in which one or more arches of the foot 
have flattened out. Services or devices directed toward 
the care or correction of such conditions, including the 
prescription of supportive devices, are not covered. 

2. Routine Foot Care—Except as provided above, rou-
tine foot care is excluded from coverage. Services that 
normally are considered routine and not covered by 
Medicare include the following: 

• The cutting or removal of corns and calluses; 
• The trimming, cutting, clipping, or debriding of nails; 

and 
• Other hygienic and preventive maintenance care, 

such as cleaning and soaking the feet, the use of skin 
creams to maintain skin tone of either ambulatory or 
bedfast patients, and any other service performed in 
the absence of localized illness, injury, or symptoms 
involving the foot. 

3. Supportive Devices for Feet—Orthopedic shoes and 
other supportive devices for the feet generally are not 
covered. However, this exclusion does not apply to such 
a shoe if it is an integral part of a leg brace, and its ex-
pense is included as part of the cost of the brace. Also, 
this exclusion does not apply to therapeutic shoes fur-
nished to diabetics. 

C—Exceptions to Routine Foot Care Exclusion 

1. Necessary and Integral Part of Otherwise Covered 
Services—In certain circumstances, services ordinarily 
considered to be routine may be covered if they are 
performed as a necessary and integral part of otherwise 
covered services, such as diagnosis and treatment of 
ulcers, wounds, or infections. 

2. Treatment of Warts on Foot—The treatment of warts 
(including plantar warts) on the foot is covered to the 
same extent as services provided for the treatment of 
warts located elsewhere on the body. 

3. Presence of Systemic Condition—The presence of a 
systemic condition such as metabolic, neurologic, or 
peripheral vascular disease may require scrupulous foot 
care by a professional that in the absence of such 
condition(s) would be considered routine (and, there-
fore, excluded from coverage). Accordingly, foot care 
that would otherwise be considered routine may be cov-
ered when systemic condition(s) result in severe circula-
tory embarrassment or areas of diminished sensation in 
the individual’s legs or feet. (See subsection A.)

In these instances, certain foot care procedures that other-
wise are considered routine (e.g., cutting or removing corns 
and calluses, or trimming, cutting, clipping, or debriding 
nails) may pose a hazard when performed by a nonprofes-
sional person on patients with such systemic conditions. (See 
§290.G for procedural instructions.) 

4. Mycotic Nails—In the absence of a systemic condition, 
treatment of mycotic nails may be covered. 

The treatment of mycotic nails for an ambulatory patient is 
covered only when the physician attending the patient’s my-
cotic condition documents that (1) there is clinical evidence of 
mycosis of the toenail, and (2) the patient has marked limita-
tion of ambulation, pain, or secondary infection resulting from 
the thickening and dystrophy of the infected toenail plate. 

The treatment of mycotic nails for a nonambulatory patient 
is covered only when the physician attending the patient’s 
mycotic condition documents that (1) there is clinical evi-
dence of mycosis of the toenail, and (2) the patient suffers 
from pain or secondary infection resulting from the thicken-
ing and dystrophy of the infected toenail plate. 

For the purpose of these requirements, documentation means 
any written information that is required by the carrier in or-
der for services to be covered. Thus, the information submit-
ted with claims must be substantiated by information found 
in the patient’s medical record. Any information, including 
that contained in a form letter, used for documentation pur-
poses is subject to carrier verification in order to ensure that 
the information adequately justifies coverage of the treat-
ment of mycotic nails. 

D—Systemic Conditions That Might Justify Coverage 

Although not intended as a comprehensive list, the following 
metabolic, neurologic, and peripheral vascular diseases (with 
synonyms in parentheses) most commonly represent the un-
derlying conditions that might justify coverage for routine 
foot care. 

 Diabetes mellitus* 
 Arteriosclerosis obliterans (A.S.O., arteriosclerosis of the 

extremities, occlusive peripheral arteriosclerosis) 
 Buerger’s disease (thromboangiitis obliterans) 
 Chronic thrombophlebitis* 
 Peripheral neuropathies involving the feet— 

 Associated with malnutrition and vitamin deficiency* 
  Malnutrition (general, pellagra) 
  Alcoholism 
  Malabsorption (celiac disease, tropical sprue) 
  Pernicious anemia 

 Associated with carcinoma* 
 Associated with diabetes mellitus* 
 Associated with drugs and toxins* 
 Associated with multiple sclerosis* 
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 Associated with uremia (chronic renal disease)* 
 Associated with traumatic injury 
 Associated with leprosy or neurosyphilis 
 Associated with hereditary disorders 

  Hereditary sensory radicular neuropathy 
  Angiokeratoma corporis diffusum (Fabry’s) 
  Amyloid neuropathy 

When the patient’s condition is one of those designated by an 
asterisk (*), routine procedures are covered only if the patient 
is under the active care of a doctor of medicine or osteopathy 
who documents the condition. 

E—Supportive Devices for Feet 

Orthopedic shoes and other supportive devices for the feet 
generally are not covered. However, this exclusion does not 
apply to such a shoe if it is an integral part of a leg brace, and 
its expense is included as part of the cost of the brace. Also, 
this exclusion does not apply to therapeutic shoes furnished 
to diabetics. 

F—Presumption of Coverage 

In evaluating whether the routine services can be reimbursed, 
a presumption of coverage may be made where the evidence 
available discloses certain physical and/or clinical findings 
consistent with the diagnosis and indicative of severe periph-
eral involvement. For purposes of applying this presumption 
the following findings are pertinent: 

Class A Findings 

 Nontraumatic amputation of foot or integral skeletal por-
tion thereof. 

Class B Findings 

 Absent posterior tibial pulse; 
 Advanced trophic changes as: hair growth (decrease or ab-

sence) nail changes (thickening) pigmentary changes (discol-
oration) skin texture (thin, shiny) skin color (rubor or red-
ness) (Three required); and 

 Absent dorsalis pedis pulse. 

Class C Findings 

 Claudication; 
 Temperature changes (e.g., cold feet); 
 Edema; 
 Paresthesias (abnormal spontaneous sensations in the 

feet); and 
 Burning. 

The presumption of coverage may be applied when the physi-
cian rendering the routine foot care has identified: 

1. A Class A finding; 
2. Two of the Class B findings; or 
3. One Class B and two Class C findings. 

Cases evidencing findings falling short of these alternatives 
may involve podiatric treatment that may constitute covered 
care and should be reviewed by the intermediary’s medical 
staff and developed as necessary. 

For purposes of applying the coverage presumption where 
the routine services have been rendered by a podiatrist, the 
contractor may deem the active care requirement met if the 
claim or other evidence available discloses that the patient 

has seen an M.D. or D.O. for treatment and/or evaluation of 
the complicating disease process during the 6-month period 
prior to the rendition of the routine-type services. The inter-
mediary may also accept the podiatrist’s statement that the 
diagnosing and treating M.D. or D.O. also concurs with the 
podiatrist’s findings as to the severity of the peripheral in-
volvement indicated. 

Services ordinarily considered routine might also be covered 
if they are performed as a necessary and integral part of oth-
erwise covered services, such as diagnosis and treatment of 
diabetic ulcers, wounds, and infections. 

G—Application of Foot Care Exclusions to Physician’s 
Services 

The exclusion of foot care is determined by the nature of the 
service. Thus, payment for an excluded service should be 
denied whether performed by a podiatrist, osteopath, or a 
doctor of medicine, and without regard to the difficulty or 
complexity of the procedure. 

When an itemized bill shows both covered services and non-
covered services not integrally related to the covered service, 
the portion of charges attributable to the noncovered services 
should be denied. (For example, if an itemized bill shows 
surgery for an ingrown toenail and also removal of calluses 
not necessary for the performance of toe surgery, any addi-
tional charge attributable to removal of the calluses should 
be denied.) 

In reviewing claims involving foot care, the carrier should be 
alert to the following exceptional situations: 

1. Payment may be made for incidental noncovered ser-
vices performed as a necessary and integral part of, and 
secondary to, a covered procedure. For example, if 
trimming of toenails is required for application of a 
cast to a fractured foot, the carrier need not allocate 
and deny a portion of the charge for the trimming of 
the nails. However, a separately itemized charge for 
such excluded service should be disallowed. When the 
primary procedure is covered the administration of 
anesthesia necessary for the performance of such pro-
cedure is also covered. 

2. Payment may be made for initial diagnostic services 
performed in connection with a specific symptom or 
complaint if it seems likely that its treatment would be 
covered even though the resulting diagnosis may be 
one requiring only noncovered care. 

The name of the M.D. or D.O. who diagnosed the complicat-
ing condition must be submitted with the claim. In those 
cases, where active care is required, the approximate date the 
beneficiary was last seen by such physician must also be in-
dicated. 

NOTE: Section 939 of P.L. 96-499 removed “warts” from the 
routine foot care exclusion effective July 1, 1981. 

Relatively few claims for routine-type care are anticipated 
considering the severity of conditions contemplated as the 
basis for this exception. Claims for this type of foot care 
should not be paid in the absence of convincing evidence that 
nonprofessional performance of the service would have been 
hazardous for the beneficiary because of an underlying sys-
temic disease. The mere statement of a diagnosis such as 
those mentioned in §D above does not of itself indicate the 
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severity of the condition. Where development is indicated to 
verify diagnosis and/or severity the carrier should follow ex-
isting claims processing practices which may include review 
of carrier’s history and medical consultation as well as physi-
cian contacts. 

The rules in §290.F concerning presumption of coverage also 
apply. 

Codes and policies for routine foot care and supportive de-
vices for the feet are not exclusively for the use of podiatrists. 
These codes must be used to report foot care services regard-
less of the specialty of the physician who furnishes the ser-
vices. Carriers must instruct physicians to use the most ap-
propriate code available when billing for routine foot care.

100-02 Chapter 16 

10—General Exclusions From Coverage

(Rev. 1, 10-01-03)

A3-3150, HO-260, HHA-232, B3-2300

No payment can be made under either the hospital insurance 
or supplementary medical insurance program for certain 
items and services, when the following conditions exist:

• Not reasonable and necessary (§20);
• No legal obligation to pay for or provide (§40);
• Paid for by a governmental entity (§50);
• Not provided within United States (§60);
• Resulting from war (§70);
• Personal comfort (§80);
• Routine services and appliances (§90);
• Custodial care (§110);
• Cosmetic surgery (§120);
• Charges by immediate relatives or members of household 

(§130);
• Dental services (§140);
• Paid or expected to be paid under workers’ compensation 

(§150);
• Nonphysician services provided to a hospital inpatient that 

were not provided directly or arranged for by the hospital 
(§170);

• Services Related to and Required as a Result of Services 
Which are not Covered Under Medicare (§180);

• Excluded foot care services and supportive devices for feet 
(§30); or

• Excluded investigational devices (See Chapter 14, §30).

20—Services Not Reasonable and Necessary

(Rev. 1, 10-01-03)

A3-3151, HO-260.1, B3-2303, AB-00-52 - 6/00

Items and services which are not reasonable and necessary 
for the diagnosis or treatment of illness or injury or to im-
prove the functioning of a malformed body member are not 
covered, e.g., payment cannot be made for the rental of a 
special hospital bed to be used by the patient in their home 
unless it was a reasonable and necessary part of the patient’s 
treatment. See also §80.

A health care item or service for the purpose of causing, or 
assisting to cause, the death of any individual (assisted sui-
cide) is not covered. This prohibition does not apply to the 

provision of an item or service for the purpose of alleviating 
pain or discomfort, even if such use may increase the risk of 
death, so long as the item or service is not furnished for the 
specific purpose of causing death.

90—Routine Services and Appliances

(Rev. 1, 10-01-03)

A3-3157, HO-260.7, B3-2320, R-1797A3 - 5/00

Routine physical checkups; eyeglasses, contact lenses, and 
eye examinations for the purpose of prescribing, fitting, or 
changing eyeglasses; eye refractions by whatever practitioner 
and for whatever purpose performed; hearing aids and ex-
aminations for hearing aids; and immunizations are not 
covered.

The routine physical checkup exclusion applies to (a) exami-
nations performed without relationship to treatment or diag-
nosis for a specific illness, symptom, complaint, or injury; 
and (b) examinations required by third parties such as insur-
ance companies, business establishments, or Government 
agencies.

If the claim is for a diagnostic test or examination performed 
solely for the purpose of establishing a claim under title IV of 
Public Law 91-173, “Black Lung Benefits,” the service is not 
covered under Medicare and the claimant should be advised 
to contact their Social Security office regarding the filing of a 
claim for reimbursement under the “Black Lung” program.

The exclusions apply to eyeglasses or contact lenses, and 
eye examinations for the purpose of prescribing, fitting, or 
changing eyeglasses or contact lenses for refractive errors. 
The exclusions do not apply to physicians’ services (and 
services incident to a physicians’ service) performed in con-
junction with an eye disease, as for example, glaucoma or 
cataracts, or to post-surgical prosthetic lenses which are 
customarily used during convalescence from eye surgery in 
which the lens of the eye was removed, or to permanent 
prosthetic lenses required by an individual lacking the or-
ganic lens of the eye, whether by surgical removal or con-
genital disease. Such prosthetic lens is a replacement for an 
internal body organ - the lens of the eye. (See the Medicare 
Benefit Policy Manual, Chapter 15, “Covered Medical and 
Other Health Services,” §120).

Expenses for all refractive procedures, whether performed by 
an ophthalmologist (or any other physician) or an optome-
trist and without regard to the reason for performance of the 
refraction, are excluded from coverage.

A. Immunizations

Vaccinations or inoculations are excluded as immunizations 
unless they are either

• Directly related to the treatment of an injury or direct ex-
posure to a disease or condition, such as antirabies treat-
ment, tetanus antitoxin or booster vaccine, botulin anti-
toxin, antivenin sera, or immune globulin. (In the absence 
of injury or direct exposure, preventive immunization (vac-
cination or inoculation) against such diseases as smallpox, 
polio, diphtheria, etc., is not covered.); or

• Specifically covered by statute, as described in the Medi-
care Benefit Policy Manual, Chapter 15, “Covered Medical 
and Other Health Services,” §50.
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B. Antigens

Prior to the Omnibus Reconciliation Act of 1980, a physician 
who prepared an antigen for a patient could not be reim-
bursed for that service unless the physician also administered 
the antigen to the patient. Effective January 1, 1981, payment 
may be made for a reasonable supply of antigens that have 
been prepared for a particular patient even though they have 
not been administered to the patient by the same physician 
who prepared them if:

• The antigens are prepared by a physician who is a doctor 
of medicine or osteopathy, and

• The physician who prepared the antigens has examined the 
patient and has determined a plan of treatment and a dos-
age regimen.

A reasonable supply of antigens is considered to be not more 
than a 12-week supply of antigens that has been prepared for 
a particular patient at any one time. The purpose of the rea-
sonable supply limitation is to assure that the antigens retain 
their potency and effectiveness over the period in which they 
are to be administered to the patient. (See the Medicare Ben-
efit Policy Manual, Chapter 15, “Covered Medical and Other 
Health Services,” §50.4.4.2)

100 - Hearing Aids and Auditory Implants

(Rev. 39; Issued: 11-10-05; Effective: 11-10-05; Implementation: 
12-12-05)

Section 1862(a)(7) of the Social Security Act states that no 
payment may be made under part A or part B for any ex-
penses incurred for items or services “where such expenses 
are for . . . hearing aids or examinations therefore. . . .” This 
policy is further reiterated at 42 CFR 411.15(d) which spe-
cifically states that “hearing aids or examination for the pur-
pose of prescribing, fitting, or changing hearing aids” are 
excluded from coverage.

Hearing aids are amplifying devices that compensate for im-
paired hearing. Hearing aids include air conduction devices 
that provide acoustic energy to the cochlea via stimulation of 
the tympanic membrane with amplified sound. They also in-
clude bone conduction devices that provide mechanical en-
ergy to the cochlea via stimulation of the scalp with amplified 
mechanical vibration or by direct contact with the tympanic 
membrane or middle ear ossicles.

Certain devices that produce perception of sound by replac-
ing the function of the middle ear, cochlea or auditory 
nerve are payable by Medicare as prosthetic devices. These 
devices are indicated only when hearing aids are medically 
inappropriate or cannot be utilized due to congenital mal-
formations, chronic disease, severe sensorineural hearing 
loss or surgery.

The following are prosthetic devices:

• Cochlear implants and auditory brain stem implants, i.e., 
devices that replace the function of cochlear structures or 
auditory nerve and provide electrical energy to auditory 
nerve fibers and other neural tissue via implanted electrode 
arrays.

• Osseointegrated implants, i.e., devices implanted in the 
skull that replace the function of the middle ear and pro-
vide mechanical energy to the cochlea via a mechanical 
transducer.

Medicare contractors deny payment for an item of service that 
is associated with any hearing aid as defined above. See §180 
for policy for the medically necessary treatment of complica-
tions of implantable hearing aids, such as medically necessary 
removals of implantable hearing aids due to infection.

110 - Custodial Care

(Rev. 1, 10-01-03)

A3-3159, HO-260.10, HO-261, B3-2326

Custodial care is excluded from coverage. Custodial care 
serves to assist an individual in the activities of daily living, 
such as assistance in walking, getting in and out of bed, bath-
ing, dressing, feeding, and using the toilet, preparation of 
special diets, and supervision of medication that usually can 
be self-administered. Custodial care essentially is personal 
care that does not require the continuing attention of trained 
medical or paramedical personnel. In determining whether a 
person is receiving custodial care, the intermediary or carrier 
considers the level of care and medical supervision required 
and furnished. It does not base the decision on diagnosis, 
type of condition, degree of functional limitation, or reha-
bilitation potential.

Institutional care that is below the level of care covered in a 
SNF is custodial care. (See the Medicare Benefit Policy 
Manual, Chapter 8, “Coverage of Extended Care (SNF) Ser-
vices Under Hospital Insurance,” §30). Some examples of 
custodial care in hospitals and SNFs are:

• A stroke patient who is ambulatory, has no bladder or 
bowel involvement, no serious associated or secondary 
illnesses and does not require medical or paramedical 
care but requires only the assistance of an aide in feed-
ing, dressing, and bathing;

• A cardiac patient who is stable and compensated and 
has reasonable cardiac reserve and no associated ill-
nesses, but who because of advanced age has difficulty in 
managing alone in the home, and requires assistance in 
meeting the activities of daily living; and

• A senile patient who has diabetes which remains stabi-
lized as long as someone sees to it that the patient takes 
oral medication and sticks to a prescribed diet.

Even if a patient’s stay in a hospital or SNF is determined to 
be custodial, some individual services may still be covered 
under Part B if they are reasonable and necessary. For ex-
ample, periodic visits by a physician to their patient are cov-
ered under Part B if such services are reasonable and neces-
sary to the treatment of the patient’s illness or injury even 
though a finding has been made that the care being furnished 
the patient in the hospital of SNF is custodial care and, there-
fore, not covered. Similarly, such a finding of custodial care 
does not preclude payment for a Part B claim for ancillary 
services which are medically necessary (see the Medicare 
Benefit Policy Manual, Chapter 15, “Covered Medical and 
Other Health Services,” §250). (See the Medicare Benefit 
Policy Manual, Chapter 6, “Hospital Services Covered Under 
Part B,” §10, and Chapter 8, §80.)
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110.1 - Custodial Care Under a Hospice Program

(Rev. 1, 10-01-03)

A3-3159.1

Care furnished to an individual who has elected the hospice 
care option is custodial only if it is not reasonable and neces-
sary for the palliation or management of the terminal illness 
or related conditions. (See the Medicare Benefit Policy Man-
ual, Chapter 9, “Coverage of Hospice Services Under Hospital 
Insurance,” §40.)

140—Dental Services Exclusion

(Rev. 1, 10-01-03)

A3-3162, HO-260.13, B3-2336

Items and services in connection with the care, treatment, 
filling, removal, or replacement of teeth, or structures di-
rectly supporting the teeth are not covered. Structures di-
rectly supporting the teeth mean the periodontium, which 
includes the gingivae, dentogingival junction, periodontal 
membrane, cementum, and alveolar process. However, pay-
ment may be made for certain other services of a dentist. (See 
the Medicare Benefit Policy Manual, Chapter 15, “Covered 
Medical and Other Health Services,” §150.)

The hospitalization or nonhospitalization of a patient has no 
direct bearing on the coverage or exclusion of a given dental 
procedure.

When an excluded service is the primary procedure involved, 
it is not covered regardless of its complexity or difficulty. For 
example, the extraction of an impacted tooth is not covered. 
Similarly, an alveoplasty (the surgical improvement of the 
shape and condition of the alveolar process) and a frenec-
tomy are excluded from coverage when either of these proce-
dures is performed in connection with an excluded service, 
e.g., the preparation of the mouth for dentures. In like man-
ner, the removal of the torus palatinus (a bony protuberance 
of the hard palate) could be a covered service. However, with 
rare exception, this surgery is performed in connection with 
an excluded service, i.e., the preparation of the mouth for 
dentures. Under such circumstances, reimbursement is not 
made for this purpose.

The extraction of teeth to prepare the jaw for radiation treat-
ments of neoplastic disease is also covered. This is an excep-
tion to the requirement that to be covered, a noncovered 
procedure or service performed by a dentist must be an inci-
dent to and an integral part of a covered procedure or service 
performed by the dentist. Ordinarily, the dentist extracts the 
patient’s teeth, but another physician, e.g., a radiologist, ad-
ministers the radiation treatments.

Whether such services as the administration of anesthesia, 
diagnostic x-rays, and other related procedures are covered 
depends upon whether the primary procedure being per-
formed by the dentist is covered. Thus, an x-ray taken in 
connection with the reduction of a fracture of the jaw or fa-
cial bone is covered. However, a single x-ray or x-ray survey 
taken in connection with the care or treatment of teeth or the 
periodontium is not covered.

See also the Medicare Benefit Policy Manual, Chapter 1, “In-
patient Hospital Services,” §70, and Chapter 15, “Covered 
Medical and Other Health Services,” §150 for additional in-
formation on dental services.

100-03 Chapter 1, Part 1

20.8—Cardiac Pacemakers (Effective April 30, 2004) 

(Rev. 16, 06-25-04) 

Cardiac pacemakers are self-contained, battery-operated 
units that send electrical stimulation to the heart. They are 
generally implanted to alleviate symptoms of decreased car-
diac output related to abnormal heart rate and/or rhythm. 
Pacemakers are generally used for persistent, symptomatic 
second- or third-degree atrioventricular (AV) block and symp-
tomatic sinus bradycardia. 

Cardiac pacemakers are covered as prosthetic devices under 
the Medicare program, subject to the following conditions 
and limitations. While cardiac pacemakers have been cov-
ered under Medicare for many years, there were no specific 
guidelines for their use other than the general Medicare re-
quirement that covered services be reasonable and necessary 
for the treatment of the condition. Services rendered for car-
diac pacing on or after the effective dates of this instruction 
are subject to these guidelines, which are based on certain 
assumptions regarding the clinical goals of cardiac pacing. 
While some uses of pacemakers are relatively certain or un-
ambiguous, many other uses require considerable expertise 
and judgment. 

Consequently, the medical necessity for permanent cardiac 
pacing must be viewed in the context of overall patient man-
agement. The appropriateness of such pacing may be condi-
tional on other diagnostic or therapeutic modalities having 
been undertaken. Although significant complications and 
adverse side effects of pacemaker use are relatively rare, they 
cannot be ignored when considering the use of pacemakers 
for dubious medical conditions, or marginal clinical benefit. 

These guidelines represent current concepts regarding medi-
cal circumstances in which permanent cardiac pacing may 
be appropriate or necessary. As with other areas of medicine, 
advances in knowledge and techniques in cardiology are ex-
pected. Consequently, judgments about the medical necessity 
and acceptability of new uses for cardiac pacing in new 
classes of patients may change as more conclusive evidence 
becomes available. This instruction applies only to perma-
nent cardiac pacemakers, and does not address the use of 
temporary, non-implanted pacemakers. 

The two groups of conditions outlined below deal with the 
necessity for cardiac pacing for patients in general. These are 
intended as guidelines in assessing the medical necessity for 
pacing therapies, taking into account the particular circum-
stances in each case. However, as a general rule, the two 
groups of current medical concepts may be viewed as repre-
senting: 

Group I: Single-Chamber Cardiac Pacemakers – a) condi-
tions under which single chamber pacemaker claims may be 
considered covered without further claims development; and 
b) conditions under which single-chamber pacemaker claims 
would be denied unless further claims development shows 
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that they fall into the covered category, or special medical 
circumstances exist of the sufficiency to convince the con-
tractor that the claim should be paid. 

Group II: Dual-Chamber Cardiac Pacemakers - a) conditions 
under which dual-chamber pacemaker claims may be consid-
ered covered without further claims development, and  
b) conditions under which dual-chamber pacemaker claims 
would be denied unless further claims development shows 
that they fall into the covered categories for single- and dual-
chamber pacemakers, or special medical circumstances exist 
sufficient to convince the contractor that the claim should be 
paid. 

The CMS opened the NCD on Cardiac Pacemakers to afford 
the public an opportunity to comment on the proposal to 
revise the language contained in the instruction. The revi-
sions transfer the focus of the NCD from the actual pace-
maker implantation procedure itself to the reasonable and 
necessary medical indications that justify cardiac pacing. 
This is consistent with our findings that pacemaker implanta-
tion is no longer considered routinely harmful or an experi-
mental procedure. 

Group I: Single-Chamber Cardiac Pacemakers (Effective 
March 16, 1983) 

A. Nationally Covered Indications 

Conditions under which cardiac pacing is generally consid-
ered acceptable or necessary, provided that the conditions are 
chronic or recurrent and not due to transient causes such as 
acute myocardial infarction, drug toxicity, or electrolyte im-
balance. (In cases where there is a rhythm disturbance, if the 
rhythm disturbance is chronic or recurrent, a single episode 
of a symptom such as syncope or seizure is adequate to es-
tablish medical necessity.) 

 1. Acquired complete (also referred to as third-degree) AV 
heart block. 

 2. Congenital complete heart block with severe bradycardia 
(in relation to age), or significant physiological deficits or 
significant symptoms due to the bradycardia. 

 3. Second-degree AV heart block of Type II (i.e., no progres-
sive prolongation of P-R interval prior to each blocked 
beat. P-R interval indicates the time taken for an impulse 
to travel from the atria to the ventricles on an electrocar-
diogram). 

 4. Second-degree AV heart block of Type I (i.e., progressive 
prolongation of P-R interval prior to each blocked beat) 
with significant symptoms due to hemodynamic instabil-
ity associated with the heart block. 

 5. Sinus bradycardia associated with major symptoms (e.g., 
syncope, seizures, congestive heart failure); or substan-
tial sinus bradycardia (heart rate less than 50) associated 
with dizziness or confusion. The correlation between 
symptoms and bradycardia must be documented, or the 
symptoms must be clearly attributable to the bradycar-
dia rather than to some other cause. 

 6. In selected and few patients, sinus bradycardia of lesser 
severity (heart rate 50-59) with dizziness or confusion. 
The correlation between symptoms and bradycardia 
must be documented, or the symptoms must be clearly 
attributable to the bradycardia rather than to some other 
cause. 

 7. Sinus bradycardia is the consequence of long-term nec-
essary drug treatment for which there is no acceptable 
alternative when accompanied by significant symptoms 

(e.g., syncope, seizures, congestive heart failure, dizzi-
ness or confusion). The correlation between symptoms 
and bradycardia must be documented, or the symptoms 
must be clearly attributable to the bradycardia rather 
than to some other cause. 

 8. Sinus node dysfunction with or without tachyarrhyth-
mias or AV conduction block (i.e., the bradycardia- 
tachycardia syndrome, sino-atrial block, sinus arrest) 
when accompanied by significant symptoms (e.g., syn-
cope, seizures, congestive heart failure, dizziness or 
confusion). 

 9. Sinus node dysfunction with or without symptoms when 
there are potentially life-threatening ventricular arrhyth-
mias or tachycardia secondary to the bradycardia (e.g., 
numerous premature ventricular contractions, couplets, 
runs of premature ventricular contractions, or ventricu-
lar tachycardia). 

 10. Bradycardia associated with supraventricular tachycar-
dia (e.g., atrial fibrillation, atrial flutter, or paroxysmal 
atrial tachycardia) with high-degree AV block which is 
unresponsive to appropriate pharmacological manage-
ment and when the bradycardia is associated with sig-
nificant symptoms (e.g., syncope, seizures, congestive 
heart failure, dizziness or confusion). 

 11. The occasional patient with hypersensitive carotid sinus 
syndrome with syncope due to bradycardia and unre-
sponsive to prophylactic medical measures. 

 12. Bifascicular or trifascicular block accompanied by syn-
cope which is attributed to transient complete heart 
block after other plausible causes of syncope have been 
reasonably excluded. 

 13. Prophylactic pacemaker use following recovery from 
acute myocardial infarction during which there was tem-
porary complete (third-degree) and/or Mobitz Type II 
second-degree AV block in association with bundle 
branch block. 

 14. In patients with recurrent and refractory ventricular 
tachycardia, “overdrive pacing” (pacing above the basal 
rate) to prevent ventricular tachycardia. 

(Effective May 9, 1985) 

 15. Second-degree AV heart block of Type I with the QRS 
complexes prolonged. 

B. Nationally Noncovered Indications 

Conditions which, although used by some physicians as a 
basis for permanent cardiac pacing, are considered unsup-
ported by adequate evidence of benefit and therefore should 
not generally be considered appropriate uses for single-
chamber pacemakers in the absence of the above indications. 
Contractors should review claims for pacemakers with these 
indications to determine the need for further claims develop-
ment prior to denying the claim, since additional claims de-
velopment may be required. The object of such further devel-
opment is to establish whether the particular claim actually 
meets the conditions in a) above. In claims where this is not 
the case or where such an event appears unlikely, the contrac-
tor may deny the claim 

1. Syncope of undetermined cause. 
2. Sinus bradycardia without significant symptoms. 
3. Sino-atrial block or sinus arrest without significant symp-

toms. 
4. Prolonged P-R intervals with atrial fibrillation (without 

third-degree AV block) or with other causes of transient 
ventricular pause. io
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5. Bradycardia during sleep. 
6. Right bundle branch block with left axis deviation (and 

other forms of fascicular or bundle branch block) without 
syncope or other symptoms of intermittent AV block. 

7. Asymptomatic second-degree AV block of Type I unless 
the QRS complexes are prolonged or electrophysiological 
studies have demonstrated that the block is at or beyond 
the level of the His bundle (a component of the electrical 
conduction system of the heart). 

Effective October 1, 2001 

8. Asymptomatic bradycardia in post-mycardial infarction 
patients about to initiate long-term beta-blocker drug 
therapy. 

C. Other 

All other indications for single-chamber cardiac pacing for 
which CMS has not specifically indicated coverage remain 
nationally noncovered, except for Category B Investigational 
Device Exemption (IDE) clinical trials, or as routine costs of 
single-chamber cardiac pacing associated with clinical trials, 
in accordance with section 310.1 of the NCD Manual. 

Group II: Dual-Chamber Cardiac Pacemakers – (Effective 
May 9, 1985) 

A. Nationally Covered Indications 

Conditions under dual-chamber cardiac pacing are consid-
ered acceptable or necessary in the general medical commu-
nity unless conditions 1 and 2 under Group II. B., are  
present: 

1. Patients in who single-chamber (ventricular pacing) at the 
time of pacemaker insertion elicits a definite drop in 
blood pressure, retrograde conduction, or discomfort. 

2. Patients in whom the pacemaker syndrome (atrial ven-
tricular asynchrony), with significant symptoms, has al-
ready been experienced with a pacemaker that is being 
replaced. 

3. Patients in whom even a relatively small increase in car-
diac efficiency will importantly improve the quality of life, 
e.g., patients with congestive heart failure despite ade-
quate other medical measures. 

4. Patients in whom the pacemaker syndrome can be antici-
pated, e.g., in young and active people, etc. 

Dual-chamber pacemakers may also be covered for the condi-
tions, as listed in Group I. A., if the medical necessity is suffi-
ciently justified through adequate claims development. Expert 
physicians differ in their judgments about what constitutes 
appropriate criteria for dual-chamber pacemaker use. The 
judgment that such a pacemaker is warranted in the patient 
meeting accepted criteria must be based upon the individual 
needs and characteristics of that patient, weighing the magni-
tude and likelihood of anticipated benefits against the magni-
tude and likelihood of disadvantages to the patient. 

B. Nationally Noncovered Indications 

Whenever the following conditions (which represent overrid-
ing contraindications) are present, dual-chamber pacemak-
ers are not covered: 

1. Ineffective atrial contractions (e.g., chronic atrial fibrilla-
tion or flutter, or giant left atrium). 

2. Frequent or persistent supraventricular tachycardias, ex-
cept where the pacemaker is specifically for the control of 
the tachycardia. 

3. A clinical condition in which pacing takes place only inter-
mittently and briefly, and which is not associated with a 
reasonable likelihood that pacing needs will become pro-
longed, e.g., the occasional patient with hypersensitive 
carotid sinus syndrome with syncope due to bradycardia 
and unresponsive to prophylactic medical measures. 

4. Prophylactic pacemaker use following recovery from acute 
myocardial infarction during which there was temporary 
complete (third-degree) and/or Type II second-degree AV 
block in association with bundle branch block. 

C. Other 

All other indications for dual-chamber cardiac pacing for 
which CMS has not specifically indicated coverage remain 
nationally noncovered, except for Category B IDE clinical 
trials, or as routine costs of dual-chamber cardiac pacing as-
sociated with clinical trials, in accordance with section 310.1 
of the NCD Manual. 

(This NCD last reviewed June 2004.) 

20.8.1—Cardiac Pacemaker Evaluation Services

(Rev. 1, 10-03-03)

CIM 50-1

Medicare covers a variety of services for the post-implant fol-
lowup and evaluation of implanted cardiac pacemakers. The 
following guidelines are designed to assist contractors in 
identifying and processing claims for such services.

NOTE:  These new guidelines are limited to lithium battery-
powered pacemakers, because mercury-zinc battery-
powered pacemakers are no longer being manu-
factured and virtually all have been replaced by 
lithium units. Contractors still receiving claims for 
monitoring such units should continue to apply the 
guidelines published in 1980 to those units until they 
are replaced.

There are two general types of pacemakers in current use—
single-chamber pacemakers which sense and pace the ven-
tricles of the heart, and dual-chamber pacemakers which 
sense and pace both the atria and the ventricles. These differ-
ences require different monitoring patterns over the expected 
life of the units involved. One fact of which contractors 
should be aware is that many dual-chamber units may be 
programmed to pace only the ventricles; this may be done 
either at the time the pacemaker is implanted or at some time 
afterward. In such cases, a dual-chamber unit, when pro-
grammed or reprogrammed for ventricular pacing, should be 
treated as a single-chamber pacemaker in applying screening 
guidelines.

The decision as to how often any patient’s pacemaker should 
be monitored is the responsibility of the patient’s physician 
who is best able to take into account the condition and cir-
cumstances of the individual patient. These may vary over 
time, requiring modifications of the frequency with which 
the patient should be monitored. In cases where monitoring 
is done by some entity other than the patient’s physician, 
such as a commercial monitoring service or hospital outpa-
tient department, the physician’s prescription for monitoring 
is required and should be periodically renewed (at least an-
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nually) to assure that the frequency of monitoring is proper 
for the patient. Where a patient is monitored both during 
clinic visits and transtelephonically, the contractor should be 
sure to include frequency data on both types of monitoring in 
evaluating the reasonableness of the frequency of monitoring 
services received by the patient. Since there are over 200 
pacemaker models in service at any given point, and a variety 
of patient conditions that give rise to the need for pacemak-
ers, the question of the appropriate frequency of monitoring 
is a complex one. Nevertheless, it is possible to develop guide-
lines within which the vast majority of pacemaker monitor-
ing will fall and contractors should do this, using their own 
data and experience, as well as the frequency guidelines 
which follow, in order to limit extensive claims development 
to those cases requiring special attention.

20.8.1.1—Transtelephonic Monitoring of Cardiac Pacemakers

(Rev. 1, 10-03-03)

CIM 50-1

A—General

Transtelephonic monitoring of pacemakers is furnished by 
commercial suppliers, hospital outpatient departments and 
physicians’ offices.

Telephone monitoring of cardiac pacemakers as described 
below is medically efficacious in identifying early signs of 
possible pacemaker failure, thus reducing the number of sud-
den pacemaker failures requiring emergency replacement. 
All systems that monitor the pacemaker rate (bpm) in both 
the free-running and/or magnetic mode are effective in de-
tecting subclinical pacemaker failure due to battery deple-
tion. More sophisticated systems are also capable of detect-
ing internal electronic problems within the pulse generator 
itself and other potential problems. In the case of dual cham-
ber pacemakers in particular, such monitoring may detect 
failure of synchronization of the atria and ventricles, and the 
need for adjustment and reprogramming of the device.

NOTE:  The transmitting device furnished to the patient is 
simply one component of the diagnostic system, and 
is not covered as durable medical equipment. Those 
engaged in transtelephonic pacemaker monitoring 
should reflect the costs of the transmitters in setting 
their charges for monitoring.

B—Definition of Transtelephonic Monitoring

In order for transtelephonic monitoring services to be cov-
ered, the services must consist of the following elements:

• A minimum 30-second readable strip of the pacemaker in 
the free-running mode;

• Unless contraindicated, a minimum 30-second readable 
strip of the pacemaker in the magnetic mode; and

• A minimum 30 seconds of readable ECG strip.

C—Frequency Guidelines for Transtelephonic Monitoring

The guidelines below constitute a system which contractors 
should use, in conjunction with their knowledge of local 
medical practices, to screen claims for transtelephonic moni-
toring prior to payment. It is important to note that they are 
not recommendations with respect to a minimum frequency 

for such monitorings, but rather a maximum frequency 
(within which payment may be made without further claims 
development). As with previous guidelines, more frequent 
monitorings may be covered in cases where contractors are 
satisfied that such monitorings are medically necessary; e.g., 
based on the condition of the patient, or with respect to pace-
makers exhibiting unexpected defects or premature failure. 
Contractors should seek written justification for more fre-
quent monitorings from the patient’s physician and/or any 
monitoring service involved.

These guidelines are divided into two broad categories—
Guideline I which will apply to the majority of pacemakers 
now in use, and Guideline II which will apply only to pace-
maker systems (pacemaker and leads) for which sufficient 
long-term clinical information exists to assure that they meet 
the standards of the Inter-Society Commission for Heart Dis-
ease Resources (ICHD) for longevity and end-of-life decay. 
(The ICHD standards are: (l) 90 percent cumulative survival at 
5 years following implant; and (2) an end-of-life decay of less 
than a 50 percent drop of output voltage and less than 20 per-
cent deviation of magnet rate, or a drop of 5 beats per minute 
or less, over a period of 3 months or more.) Contractors should 
consult with their medical advisers and other appropriate in-
dividuals and organizations (such as the North American So-
ciety of Pacing and Electrophysiology which publishes prod-
uct reliability information) should questions arise over whether 
a pacemaker system meets the ICHD standards.

The two groups of guidelines are then further broken down 
into two general categories—single chamber and dual- 
chamber pacemakers. Contractors should be aware that the 
frequency with which a patient is monitored may be changed 
from time to time for a number of reasons, such as a change 
in the patient’s overall condition, a reprogramming of the pa-
tient’s pacemaker, the development of better information on 
the pacemaker’s longevity or failure mode, etc. Consequently, 
changes in the proper set of guidelines may be required. Con-
tractors should inform physicians and monitoring services to 
alert contractors to any changes in the patient’s monitoring 
prescription that might necessitate changes in the screening 
guidelines applied to that patient. (Of particular importance is 
the reprogramming of a dual-chamber pacemaker to a single-
chamber mode of operation. Such reprogramming would shift 
the patient from the appropriate dual-chamber guideline to 
the appropriate single-chamber guideline.)

Guideline I

1. Single-chamber pacemakers
1st month—every 2 weeks.
2nd through 36th month—every 8 weeks.
37th month to failure—every 4 weeks.

2. Dual-chamber pacemaker
1st month—every 2 weeks.
2nd through 6th month—every 4 weeks.
7th through 36th month—every 8 weeks.
37th month to failure—every 4 weeks.

Guideline II

1. Single-chamber pacemakers
1st month—every 2 weeks.
2nd through 48th month—every 12 weeks.
49th through 72nd month—every 8 weeks.
Thereafter—every 4 weeks.
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2. Dual-chamber pacemaker
1st month—every 2 weeks.
2nd through 30th month—every 12 weeks.
31st through 48th month—every 8 weeks.
Thereafter—every 4 weeks.

D—Pacemaker Clinic Services

1. General

Pacemaker monitoring is also covered when done by pace-
maker clinics. Clinic visits may be done in conjunction with 
transtelephonic monitoring or as a separate service; however, 
the services rendered by a pacemaker clinic are more extensive 
than those currently possible by telephone. They include, for 
example, physical examination of patients and reprogram-
ming of pacemakers. Thus, the use of one of these types of 
monitoring does not preclude concurrent use of the other.

2. Frequency Guidelines

As with transtelephonic pacemaker monitoring, the fre-
quency of clinic visits is the decision of the patient’s physi-
cian, taking into account, among other things, the medical 
condition of the patient. However, contractors can develop 
monitoring guidelines that will prove useful in screening 
claims. The following are recommendations for monitoring 
guidelines on lithium-battery pacemakers:

• For single-chamber pacemakers—twice in the first 6 
months following implant, then once every 12 months.

• For dual-chamber pacemakers—twice in the first 6 months, 
then once every 6 months.

20.8.2—Self-Contained Pacemaker Monitors

(Rev. 1, 10-03-03)

CIM 60-7

Self-contained pacemaker monitors are accepted devices for 
monitoring cardiac pacemakers. Accordingly, program pay-
ment may be made for the rental or purchase of either of the 
following pacemaker monitors when a physician for a patient 
prescribes it with a cardiac pacemaker:

A—Digital Electronic Pacemaker Monitor

This device provides the patient with an instantaneous digital 
readout of his pacemaker pulse rate. Use of this device does 
not involve professional services until there has been a 
change of five pulses (or more) per minute above or below the 
initial rate of the pacemaker; when such change occurs, the 
patient contacts his physician.

B—Audible/Visible Signal Pacemaker Monitor

This device produces an audible and visible signal which in-
dicates the pacemaker rate. Use of this device does not in-
volve professional services until a change occurs in these 
signals; at such time, the patient contacts his physician.

NOTE:  The design of the self-contained pacemaker monitor 
makes it possible for the patient to monitor his 
pacemaker periodically and minimizes the need for 
regular visits to the outpatient department of the 
provider.

Therefore, documentation of the medical necessity for pace-
maker evaluation in the outpatient department of the pro-

vider should be obtained where such evaluation is employed 
in addition to the self-contained pacemaker monitor used by 
the patient in his home.

Cross-reference: §20.8.1

20.9—Artificial Hearts And Related Devices (Various Effective 
Dates Below)

(Rev. 129, Issued: 12-08-10, Effective: 11-09-10, Implementa-
tion: 01-06-11) 

A. General 

A ventricular assist device (VAD) or left ventricular assist de-
vice (LVAD) is surgically attached to one or both intact ven-
tricles and is used to assist a damaged or weakened native 
heart in pumping blood. Improvement in the performance of 
the native heart may allow the device to be removed. 

An artificial heart is a biventricular replacement device which 
requires removal of a substantial part of the native heart, 
including both ventricles. Removal of this device is not com-
patible with life, unless the patient has a heart transplant.

 B. Nationally Covered Indications 

1. Postcardiotomy (effective for services performed on or 
after October 18, 1993) 

Post-cardiotomy is the period following open-heart surgery. 
VADs used for support of blood circulation post-cardiotomy 
are covered only if they have received approval from the Food 
and Drug Administration (FDA) for that purpose, and the 
VADs are used according to the FDA-approved labeling in-
structions. 

2. Bridge-to-Transplant

a. VADs as Bridge-to-Transplant (effective for services per-
formed on or after January 22, 1996)

The VADs used for bridge-to-transplant are covered only if 
they have received approval from the FDA for that purpose, 
and the VADs are used according to the FDA-approved label-
ing instructions. All of the following criteria must be fulfilled 
in order for Medicare coverage to be provided for a VAD used 
as a bridge-to-transplant: 

a. The patient is approved and listed as a candidate for 
heart transplantation by a Medicare-approved heart 
transplant center; and 

b. The implanting site, if different than the Medicare- 
approved transplant center, must receive written per-
mission from the Medicare-approved heart transplant 
center under which the patient is listed prior to implan-
tation of the VAD. 

The Medicare-approved heart transplant center should make 
every reasonable effort to transplant patients on such devices 
as soon as medically reasonable. Ideally, the Medicare- 
approved heart transplant centers should determine patient-
specific timetables for transplantation, and should not main-
tain such patients on VADs if suitable hearts become 
available. 

b. Artificial Hearts as Bridge-to-Transplant (effective for 
services performed on or after May 1, 2008) 
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An artificial heart for bridge-to-transplantation is covered 
when performed under coverage with evidence development 
(CED) when a clinical study meets all of the criteria listed 
below. 

The clinical study must address at least one of the following 
questions: 

• Were there unique circumstances such as expertise avail-
able in a particular facility or an unusual combination of 
conditions in particular patients that affected their out-
comes? 

• What will be the average time to device failure when the 
device is made available to larger numbers of patients? 

• Do results adequately give a reasonable indication of the 
full range of outcomes (both positive and negative) that 
might be expected from more widespread use? 

The clinical study must meet all of the criteria stated in Sec-
tion D of this policy.

The above information should be mailed to: 

 Director, Coverage and Analysis Group 
 Centers for Medicare and Medicaid Services 
 Re: Artificial Heart 
 Mailstop C1-09-06 
 7500 Security Blvd. 
 Baltimore, MD 21244-1850 

Clinical studies that are determined by CMS to meet the 
above requirements will be listed on the CMS Web site at: 
http://www.cms.hhs.gov/MedicareApprovedFacilitie/06_arti-
ficialhearts.asp.

3. Destination Therapy 

a. VADs as Destination Therapy (effective for services per-
formed on or after October 1, 2003, with facility crite-
ria updated March 27, 2007, patient selection criteria 
updated November 9, 2010).

Destination therapy is for patients that require permanent 
mechanical cardiac support. The VADs used for destination 
therapy are covered only if they have received approval from 
the FDA for that purpose. 

Patient Selection 

The VADs are covered for patients who have chronic end-
stage heart failure (New York Heart Association Class IV end-
stage left ventricular failure who are not candidates for heart 
transplantation, and meet all of the following conditions: 

• Have failed to respond to optimal medical management 
(including beta-blockers and ACE inhibitors if tolerated) 
for at least 45 of the last 60 days, or have been balloon 
pump- dependent for 7 days, or IV inotrope-dependent for 
14 days; 

• Have a left ventricular ejection fraction (LVEF) <25%; and, 
• Have demonstrated functional limitation with a peak oxy-

gen consumption of 14 ml/kg/min unless balloon pump- 
or  inotrope-dependent or physically unable to perform the 
test.

Facility Criteria 

a. Facilities must have at least one member of the VAD 
team with experience implanting at least 10 VADs (as 

bridge to transplant or destination therapy) or artificial 
hearts over the course of the previous 36 months; 

b. Facilities must be a member of the Interagency Regis-
try for Mechanically Assisted Circulatory Support  
(INTERMACS); and 

c. Effective March 27, 2009, all facilities must have met 
the above facility criteria and been credentialed by the 
Joint Commission under the Disease Specific Certifica-
tion Program for Ventricular Assist Devices (standards 
dated February 2007). 

The Web site 

http://www.cms.hhs.gov/MedicareApprovedFacilitie/VAD/list.
asp#TopOfPage is updated continuously to list all approved 
facilities. Facilities gaining Joint Commission certification 
(including prior to March 27, 2009) are added to the Web site 
when certification is obtained. 

Hospitals also must have in place staff and procedures that 
ensure that prospective VAD recipients receive all information 
necessary to assist them in giving appropriate informed 
consent for the procedure so that they and their families 
are fully aware of the aftercare requirements and potential 
limitations, as well as benefits, following VAD implantation. 

b. Artificial Heart as Destination Therapy (effective for 
services performed on or after May 1, 2008) 

An artificial heart for destination therapy is covered when 
performed under CED when a clinical study meets all of the 
criteria listed below. The clinical study must address at least 
one of the following questions: 

• Were there unique circumstances such as expertise avail-
able in a particular facility or an unusual combination of 
conditions in particular patients that affected their out-
comes? 

• What will be the average time to device failure when the 
device is made available to larger numbers of patients? 

• Do results adequately give a reasonable indication of the 
full range of outcomes (both positive and negative) that 
might be expected from more wide spread use? 

• The clinical study must meet all of the criteria stated in 
Section D of this policy: 

The above information should be mailed to: 

 Director, Coverage and Analysis Group 
 Centers for Medicare and Medicaid Services 
 Re: Artificial Heart 
 Mailstop C1-09-06 
 7500 Security Blvd. 
 Baltimore, MD 21244-1850 

Clinical studies that are determined by CMS to meet the 
above requirements will be listed on the CMS Web site at 
http://www.cms.hhs.gov/MedicareApprovedFacilitie/06_arti-
ficialhearts.asp.

C.  Nationally Non-Covered Indications (effective for ser-
vices performed on or after May 19, 1986) 

All other indications for the use of VADs or artificial hearts 
not otherwise listed remain noncovered, except in the context 
of Category B investigational device exemption clinical trials 
(42 CFR 405) or as a routine cost in clinical trials defined 
under section 310.1 of the NCD manual.

io
m

 1
00

-0
3 

ch
ap

te
r 

1,
 p

a
r

t 
1

IOM-9781455745272.indd   61 11/14/12   8:21 AM

To protect the rights of the author(s) and publisher we inform you that this PDF is an uncorrected proof for internal business use only by the author(s), editor(s), reviewer(s), Elsevier and 
typesetter Graphic World. It is not allowed to publish this proof online or in print.  This proof copy is the copyright property of the publisher and is confidential until formal publication.



62

D.  Other 

Clinical study criteria: 

• The study must be reviewed and approved by the FDA. 
• The principal purpose of the research study is to test 

whether a particular intervention potentially improves the 
participants’ health outcomes. 

• The research study is well supported by available scientific 
and medical information, or it is intended to clarify or es-
tablish the health outcomes of interventions already in 
common clinical use. 

• The research study does not unjustifiably duplicate existing 
studies. 

• The research study design is appropriate to answer the re-
search question being asked in the study. 

• The research study is sponsored by an organization or in-
dividual capable of executing the proposed study success-
fully. 

• The research study is in compliance with all applicable Fed-
eral regulations concerning the protection of human sub-
jects found at 45 CFR Part 46. If a study is FDA-regulated it 
also must be in compliance with 21 CFR Parts 50 and 56. 

• All aspects of the research study are conducted according 
to appropriate standards of scientific integrity (see http://
www.icmje.org). 

• The research study has a written protocol that clearly ad-
dresses, or incorporates by reference, the standards listed 
here as Medicare requirements for coverage with study 
participation (CSP) or CED coverage. 

• The clinical research study is not designed to exclusively 
test toxicity or disease pathophysiology in healthy individ-
uals. Trials of all medical technologies measuring thera-
peutic outcomes as one of the objectives meet this stan-
dard only if the disease or condition being studied is life 
threatening as defined in 21 CFR §312.81(a) and the pa-
tient has no other viable treatment options. 

• The clinical research study is registered on the ClinicalTrials.
gov Web site by the principal sponsor/investigator as 
demonstrated by having a National Clinical Trial control 
number. 

• The research study protocol specifies the method and tim-
ing of public release of all pre-specified outcomes to be 
measured including release of outcomes if outcomes are 
negative or study is terminated early. The results must be 
made public within 24 months of the end of data collec-
tion. If a report is planned to be published in a peer- 
reviewed journal, then that initial release may be an ab-
stract that meets the requirements of the International 
Committee of Medical Journal Editors (ICMJE) (http://
www.icmje.org). However a full report of the outcomes 
must be made public no later than three (3) years after the 
end of data collection. 

• The research study protocol must explicitly discuss sub-
populations affected by the treatment under investigation, 
particularly traditionally underrepresented groups in clini-
cal studies, how the inclusion and exclusion criteria effect 
enrollment of these populations, and a plan for the reten-
tion and reporting of said populations in the trial. If the 
inclusion and exclusion criteria are expected to have a 
negative effect on the recruitment or retention of under-
represented populations, the protocol must discuss why 
these criteria are necessary. 

• The research study protocol explicitly discusses how the 
results are or are not expected to be generalizable to the 
Medicare population to infer whether Medicare patients 
may benefit from the intervention. Separate discussions in 

the protocol may be necessary for populations eligible for 
Medicare due to age, disability, or Medicaid eligibility.

Consistent with section 1142 of the Social Security Act (the 
Act), the Agency for Healthcare Research and Quality (AHRQ) 
supports clinical research studies that CMS determines meet 
the above-listed standards and address the above-listed re-
search questions.

The principal investigator of an artificial heart clinical study 
seeking Medicare payment should submit the following doc-
umentation to the Centers for Medicare & Medicaid Services 
(CMS) and should expect to be notified when the CMS review 
is complete: 

• Complete study protocol (must be dated or identified with 
a version number); 

• Protocol summary; 
• Statement that the submitted protocol version has been 

agreed upon by the FDA; 
• Statement that the above study standards are met; 
• Statement that the study addresses at least one of the above 

questions related to artificial hearts; 
• Complete contact information (phone number, email ad-

dress, and mailing address); and, 
• Clinicaltrials.gov registration number. 

(This NCD last reviewed November 2010.)

20.15—Electrocardiographic Services

(Rev. 26, Issued: 12-10-04, Effective: 08-26-04, Implementa-
tion: 12-10-04)

A—General

1. An electrocardiogram (EKG) is a graphic representation of 
electrical activity within the heart. Electrodes placed on the 
body in predetermined locations sense this electrical activ-
ity, which is then recorded by various means for review and 
interpretation. EKG recordings are used to diagnose a wide 
range of heart disease and other conditions that manifest 
themselves by abnormal cardiac electrical activity.

EKG services are covered diagnostic tests when there are 
documented signs and symptoms or other clinical indica-
tions for providing the service. Coverage includes the review 
and interpretation of EKGs only by a physician. There is no 
coverage for EKG services when rendered as a screening test 
or as part of a routine examination unless performed as part 
of the one-time, “Welcome to Medicare” preventive physical 
examination under section 611 of the Medicare Prescription 
Drug, Improvement, and Modernization Act of 2003.

2. Ambulatory electrocardiography (AECG) refers to services 
rendered in an outpatient setting over a specified period of 
time, generally while a patient is engaged in daily activi-
ties, including sleep. AECG devices are intended to pro-
vide the physician with documented episodes of arrhyth-
mia, which may not be detected using a standard 12-lead 
EKG. AECG is most typically used to evaluate symptoms 
that may correlate with intermittent cardiac arrhythmias 
and/or myocardial ischemia. Such symptoms include syn-
cope, dizziness, chest pain, palpitations, or shortness of 
breath. Additionally, AECG is used to evaluate patient re-
sponse to initiation, revision, or discontinuation of ar-
rhythmic drug therapy.

3. The Centers for Medicare & Medicaid Services (CMS), 
through the national coverage determination (NCD) pro-
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cess, may create new ambulatory EKG monitoring device 
categories if published, peer-reviewed clinical studies 
demonstrate evidence of improved clinical utility, or equal 
utility with additional advantage to the patient, as indi-
cated by improved patient management and/or improved 
health outcomes in the Medicare population (such as su-
perior ability to detect serious or life-threatening arrhyth-
mias) as compared to devices or services in the currently 
described categories below.

Descriptions of Ambulatory EKG Monitoring Technologies

1. Dynamic electrocardiography devices that continuously 
record a real-time EKG, commonly known as Holter™ 
monitors, typically record over a 24-hour period. The re-
cording is captured either on a magnetic tape or other 
digital medium. The data are then computer-analyzed at a 
later time, and a physician interprets the computer-gener-
ated report. A 24-hour recording is generally adequate to 
detect most transient arrhythmias. Documentation of 
medical necessity is required for monitoring longer than 
24 hours. The recording device itself is not covered as 
durable medical equipment (DME) separate from the total 
diagnostic service.

2. An event monitor, or event recorder, is a patient-activated 
or event-activated EKG device that intermittently records 
cardiac arrhythmic events as they occur. The EKG is re-
corded on magnetic tape or other digital medium.

Cardiac event monitor technology varies among different 
devices. For patient-activated event monitors, the patient 
initiates recording when symptoms appear or when in-
structed to do so by a physician (e.g., following exercise). 
For self-sensing, automatically triggered monitors, an EKG 
is automatically recorded when the device detects an ar-
rhythmia, without patient intervention. Some devices per-
mit a patient to transmit EKG data trans-telephonically  
(i.e., via telephone) to a receiving center where the data are 
reviewed. A technician may be available at these centers to 
review transmitted data 24-hours per day. In some in-
stances, when the EKG is determined to be outside certain 
pre-set criteria by a technician or other non-physician, a 
physician is available 24-hours per day to review the trans-
mitted data and to make clinical decisions regarding the 
patient. These services are known as “24-hour attended 
monitoring”. In other instances, transmitted EKG data are 
reviewed at a later time and are, therefore, considered “non-
attended.”

Cardiac event monitors without trans-telephonic capability 
must be removed from the patient and taken to a location for 
review of the stored EKG data. Some devices also permit a 
“time sampling” mode of operation. The “time sampling” 
mode is not covered under ambulatory EKG monitoring 
technology. Some cardiac event monitoring devices with 
trans-telephonic capabilities require the patient to dial the 
phone number of a central EKG data reception center and 
initiate transmission of EKG data. Other devices use Inter-
net-based in-home computers to capture and store EKG data. 
When such devices detect pre-programmed arrhythmias, 
data is automatically sent via modem and standard telephone 
lines to a central receiving center, or independent diagnostic 
testing facility (IDTF), where the data are reviewed. Internet-
based in-home computer systems may also provide the re-
ceiving center with a daily computer-generated report that 
summarizes 24 hours of EKG data.

Certain cardiac event monitors capture electrical activity 
with a single electrode attached to the skin. Other devices 
may employ multiple electrodes in order to record more 
complex EKG tracings. Additionally, devices may be individ-
ually programmed to detect patient-specific factors, electrode 
malfunction, or other factors. Cardiac event monitors can be 
further categorized as either “pre-event” or “post-event” re-
corders, based on their memory capabilities:

a. Pre-symptom Memory Loop Recorder (MLR)

Upon detecting symptoms, the wearer presses a button, 
which activates the recorder to save (i.e., memorize) an inter-
val of pre-symptom EKG data along with data during and 
subsequent to the symptomatic event. Self-sensing recorders 
(also known as event-activated or automatic trigger) do not 
require patient input to capture these data. Single or multiple 
events may be recorded. The device is worn at all times, usu-
ally for up to 30 days.

• Implantable (or Insertable Loop) Recorder (ILR)

Another type of pre-symptom MLR, it is implanted subcuta-
neously in a patient’s upper left chest and may remain im-
planted for many months. An ILR is used when syncope is 
thought to be cardiac-related, but is too infrequent to be de-
tected by either a Holter™ monitor or a traditional pre- 
symptom MLR.

b. Post-symptom Recorder

The patient temporarily places this device against the chest 
when symptoms occur and activates it by pressing a button. 
These recorders represent old technology, as they do not in-
clude a memory loop. The device transmits EKG data tele-
phonically in real-time and is usually used for up to 30 days.

B—Nationally Covered Indications

The following indications are covered nationally unless oth-
erwise indicated:

1. Computer analysis of EKGs when furnished in a setting 
and under the circumstances required for coverage of 
other EKG services.

2. EKG services rendered by an independent diagnostic test-
ing facility (IDTF), including physician review and inter-
pretation. Separate physician services are not covered 
unless he/she is the patient’s attending or consulting phy-
sician.

3. Emergency EKGs (i.e., when the patient is or may be expe-
riencing a life-threatening event) performed as a labora-
tory or diagnostic service by a portable x-ray supplier only 
when a physician is in attendance at the time the service is 
performed or immediately thereafter.

4. Home EKG services with documentation of medical ne-
cessity.

5. Trans-telephonic EKG transmissions (effective March 1, 
1980) as a diagnostic service for the indications described 
below, when performed with equipment meeting the stan-
dards described below, subject to the limitations and con-
ditions specified below. Coverage is further limited to the 
amounts payable with respect to the physician’s service in 
interpreting the results of such transmissions, including 
charges for rental of the equipment. The device used by 
the beneficiary is part of a total diagnostic system and is 
not considered DME separately. Covered uses are to:
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a. Detect, characterize, and document symptomatic tran-
sient arrhythmias;

b. Initiate, revise, or discontinue arrhythmic drug ther-
apy; or,

c. Carry out early post-hospital monitoring of patients 
discharged after myocardial infarction (MI); (only if 
24-hour coverage is provided, see C.5. below).

Certain uses other than those specified above may be covered 
if, in the judgment of the local contractor, such use is medi-
cally necessary.

Additionally, the transmitting devices must meet at least the 
following criteria:

a. They must be capable of transmitting EKG Leads, I, II, 
or III; and,

b. The tracing must be sufficiently comparable to a con-
ventional EKG.

24-hour attended coverage used as early post-hospital moni-
toring of patients discharged after MI is only covered if provi-
sion is made for such 24-hour attended coverage in the man-
ner described below:

24-hour attended coverage means there must be, at a moni-
toring site or central data center, an EKG technician or other 
non-physician, receiving calls and/or EKG data; tape record-
ing devices do not meet this requirement. Further, such tech-
nicians should have immediate, 24-hour access to a physi-
cian to review transmitted data and make clinical decisions 
regarding the patient. The technician should also be in-
structed as to when and how to contact available facilities to 
assist the patient in case of emergencies.

C—Nationally Non-covered Indications

The following indications are non-covered nationally unless 
otherwise specified below:

1. The time-sampling mode of operation of ambulatory EKG 
cardiac event monitoring/recording.

2. Separate physician services other than those rendered by 
an IDTF unless rendered by the patient’s attending or con-
sulting physician.

3. Home EKG services without documentation of medical 
necessity.

4. Emergency EKG services by a portable x-ray supplier 
without a physician in attendance at the time of service or 
immediately thereafter.

5. 24-hour attended coverage used as early post-hospital 
monitoring of patients discharged after MI unless provi-
sion is made for such 24-hour attended coverage in the 
manner described in section B.5. above.

6. Any marketed Food and Drug Administration (FDA)- 
approved ambulatory cardiac monitoring device or ser-
vice that cannot be categorized according to the frame-
work below.

D—Other

Ambulatory cardiac monitoring performed with a marketed, 
FDA-approved device, is eligible for coverage if it can be cat-
egorized according to the framework below. Unless there is a 
specific NCD for that device or service, determination as to 
whether a device or service that fits into the framework is 
reasonable and necessary is according to local contractor 
discretion.

Electrocardiographic Services Framework

  Attended
 Pre-symptom memory loop
 • Insertable Non-attended
 • Non-insertable

Patient/Event-Activated 
Intermittent Recorders

 Post-symptom Non-attended
 (no memory loop)

Non-Activated 
Continuous Recorders
 Dynamic Electrocardiography Non-attended 
 (e.g., Holter™ Monitor)

(This NCD last reviewed December 2004.)

20.19—Ambulatory Blood Pressure Monitoring 

(Rev. 1, 10-03-03) 

CIM 50-42 

Ambulatory blood pressure monitoring (ABPM) involves the 
use of a noninvasive device which is used to measure blood 
pressure in 24-hour cycles. These 24-hour measurements are 
stored in the device and are later interpreted by the physi-
cian. ABPM must be performed for at least 24 hours to meet 
coverage criteria. 

The ABPM is only covered for those patients with suspected 
white coat hypertension. Suspected white coat hypertension 
is defined as 

1. Office blood pressure . 140/90 mm Hg on at least three 
separate clinic/office visits with two separate measure-
ments made at each visit; 

2. At least two documented blood pressure measurements 
taken outside the office which are < 140/90 mm Hg; and 

3.  No evidence of end-organ damage. 

The information obtained by ABPM is necessary in order to 
determine the appropriate management of the patient. ABPM 
is not covered for any other uses. In the rare circumstance 
that ABPM needs to be performed more than once in a pa-
tient, the qualifying criteria described above must be met for 
each subsequent ABPM test. For those patients that undergo 
ABPM and have an ambulatory blood pressure of , 135/85 
with no evidence of end-organ damage, it is likely that their 
cardiovascular risk is similar to that of normotensives. They 
should be followed over time. Patients for which ABPM dem-
onstrates a blood pressure of . 135/85 may be at increased 
cardiovascular risk, and a physician may wish to consider 
antihypertensive therapy. 

20.20—External Counterpulsation (ECP) Therapy for Severe 
Angina (Effective March 20, 2006)

(Rev. 50, Issued: 03-31-06; Effective: 03-20-06; Implementa-
tion: 04-03-06) 

A. General

External counterpulsation (ECP), commonly referred to as 
enhanced external counterpulsation, is a noninvasive outpa-
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tient treatment for coronary artery disease refractory to 
medical and/or surgical therapy. Although ECP devices are 
cleared by the Food and Drug Administration (FDA) for use 
in treating a variety of cardiac conditions, including stable or 
unstable angina pectoris, acute myocardial infarction and 
cardiogenic shock, the use of this device to treat cardiac con-
ditions other than stable angina pectoris is not covered, since 
only that use has developed sufficient evidence to demon-
strate its medical effectiveness. Noncoverage of hydraulic 
versions of these types of devices remains in force.

B. Nationally Covered Indications 

Effective for services performed on or after July 1, 1999, cov-
erage is provided for the use of ECP for patients who have 
been diagnosed with disabling angina (Class III or Class IV, 
Canadian Cardiovascular Society Classification or equivalent 
classification) who, in the opinion of a cardiologist or cardio-
thoracic surgeon, are not readily amenable to surgical inter-
vention, such as PTCA or cardiac bypass because:

1. Their condition is inoperable, or at high risk of operative 
complications or post-operative failure;

2. Their coronary anatomy is not readily amenable to such 
procedures; or

3. They have co-morbid states that create excessive risk.

A full course of therapy usually consists of 35 one-hour 
treatments which may be offered once or twice daily, usu-
ally five days per week. The patient is placed on a treatment 
table where their lower trunk and lower extremities are 
wrapped in a series of three compressive air cuffs which 
inflate and deflate in synchronization with the patient’s car-
diac cycle.

During diastole, the three sets of air cuffs are inflated sequen-
tially (distal to proximal) compressing the vascular beds 
within the muscles of the calves, lower thighs and upper 
thighs. This action results in an increase in diastolic pressure, 
generation of retrograde arterial blood flow and an increase 
in venous return. The cuffs are deflated simultaneously just 
prior to systole which produces a rapid drop in vascular im-
pedance, a decrease in ventricular workload and an increase 
in cardiac output.

The augmented diastolic pressure and retrograde aortic flow 
appear to improve myocardial perfusion, while systolic un-
loading appears to reduce cardiac workload and oxygen re-
quirements. The increased venous return coupled with en-
hanced systolic flow appears to increase cardiac output. As a 
result of this treatment, most patients experience increased 
time until onset of ischemia, increased exercise tolerance, 
and a reduction in the number and severity of anginal epi-
sodes. Evidence was presented that this effect lasted well 
beyond the immediate post-treatment phase, with patients 
symptom-free for several months to two years.

This procedure must be done under direct supervision of a 
physician.

C. Nationally Non-Covered Indications

All other cardiac conditions not otherwise specified as na-
tionally covered for the use of ECP remain nationally non-
covered. 

(This NCD last reviewed March 2006.) 

20.21—Chelation Therapy for Treatment of Atherosclerosis

(Rev. 1, 10-03-03)

CIM 35-64

Chelation therapy is the application of chelation techniques 
for the therapeutic or preventive effects of removing un-
wanted metal ions from the body. The application of chela-
tion therapy using ethylenediamine-tetra-acetic acid (EDTA) 
for the treatment and prevention of atherosclerosis is contro-
versial. There is no widely accepted rationale to explain the 
beneficial effects attributed to this therapy. Its safety is ques-
tioned and its clinical effectiveness has never been estab-
lished by well-designed, controlled clinical trials. It is not 
widely accepted and practiced by American physicians. EDTA 
chelation therapy for atherosclerosis is considered experi-
mental. For these reasons, EDTA chelation therapy for the 
treatment or prevention of atherosclerosis is not covered. 
Some practitioners refer to this therapy as chemoendarterec-
tomy and may also show a diagnosis other than atherosclero-
sis, such as arteriosclerosis or calcinosis. Claims employing 
such variant terms should also be denied under this section.

Cross-reference: §20.22.

20.22—Ethylenediamine-Tetra-Acetic (EDTA) Chelation Therapy 
for Treatment of Atherosclerosis

(Rev. 1, 10-03-03)

CIM 45-20

The use of EDTA as a chelating agent to treat atherosclerosis, 
arteriosclerosis, calcinosis, or similar generalized condition 
not listed by the FDA as an approved use is not covered. Any 
such use of EDTA is considered experimental. See §20.21 for 
an explanation of this conclusion.

20.24—Displacement Cardiography

(Rev. 1, 10-03-03)

CIM 50-50

Displacement cardiography, including cardiokymography 
and photokymography, is a noninvasive diagnostic test used 
in evaluating coronary artery disease.

A—Cardiokymography

Cardiokymography is covered for services rendered on or 
after October 12, 1988.

Cardiokymography is a covered service only when it is used 
as an adjunct to electrocardiographic stress testing in evalu-
ating coronary artery disease and only when the following 
clinical indications are present:

• For male patients, atypical angina pectoris or nonischemic 
chest pain; or

• For female patients, angina, either typical or atypical.

B—Photokymography—Not Covered

Photokymography remains excluded from coverage.
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20.29—Hyperbaric Oxygen Therapy

(Rev. 48, Issued: 03-17-06; Effective/Implementation Dates: 
06-19-06)

CIM 35-10

For purposes of coverage under Medicare, hyperbaric oxygen 
(HBO) therapy is a modality in which the entire body is ex-
posed to oxygen under increased atmospheric pressure.

A—Covered Conditions

Program reimbursement for HBO therapy will be limited to 
that which is administered in a chamber (including the one 
man unit) and is limited to the following conditions:

 1. Acute carbon monoxide intoxication.
 2. Decompression illness.
 3. Gas embolism.
 4. Gas gangrene.
 5. Acute traumatic peripheral ischemia. HBO therapy is 

a valuable adjunctive treatment to be used in combi-
nation with accepted standard therapeutic measures 
when loss of function, limb, or life is threatened.

 6. Crush injuries and suturing of severed limbs. As in the 
previous conditions, HBO therapy would be an ad-
junctive treatment when loss of function, limb, or life 
is threatened.

 7. Progressive necrotizing infections (necrotizing fasci-
itis).

 8. Acute peripheral arterial insufficiency.
 9. Preparation and preservation of compromised skin 

grafts (not for primary management of wounds).
 10. Chronic refractory osteomyelitis, unresponsive to con-

ventional medical and surgical management.
 11. Osteoradionecrosis as an adjunct to conventional 

treatment.
 12. Soft tissue radionecrosis as an adjunct to conventional 

treatment.
 13. Cyanide poisoning.
 14. Actinomycosis, only as an adjunct to conventional 

therapy when the disease process is refractory to anti-
biotics and surgical treatment.

 15. Diabetic wounds of the lower extremities in patients 
who meet the following three criteria:

  a.  Patient has type I or type II diabetes and has a 
lower extremity wound that is due to diabetes;

  b.  Patient has a wound classified as Wagner grade III 
or higher; and

  c.  Patient has failed an adequate course of standard 
wound therapy.

The use of HBO therapy is covered as adjunctive therapy only 
after there are no measurable signs of healing for at least 30 
days of treatment with standard wound therapy and must be 
used in addition to standard wound care. Standard wound 
care in patients with diabetic wounds includes: assessment of 
a patient’s vascular status and correction of any vascular 
problems in the affected limb if possible, optimization of 
nutritional status, optimization of glucose control, debride-
ment by any means to remove devitalized tissue, mainte-
nance of a clean, moist bed of granulation tissue with appro-
priate moist dressings, appropriate off-loading, and necessary 
treatment to resolve any infection that might be present. 
Failure to respond to standard wound care occurs when 
there are no measurable signs of healing for at least 30 con-

secutive days. Wounds must be evaluated at least every 30 
days during administration of HBO therapy. Continued treat-
ment with HBO therapy is not covered if measurable signs of 
healing have not been demonstrated within any 30-day pe-
riod of treatment.

B—Noncovered Conditions

All other indications not specified under §270.4(A) are not 
covered under the Medicare program. No program payment 
may be made for any conditions other than those listed in 
§270.4(A).

No program payment may be made for HBO in the treatment 
of the following conditions:

 1. Cutaneous, decubitus, and stasis ulcers.
 2. Chronic peripheral vascular insufficiency.
 3. Anaerobic septicemia and infection other than clos-

tridial.
 4. Skin burns (thermal).
 5. Senility.
 6. Myocardial infarction.
 7. Cardiogenic shock.
 8. Sickle cell anemia.
 9. Acute thermal and chemical pulmonary damage, i.e., 

smoke inhalation with pulmonary insufficiency.
 10. Acute or chronic cerebral vascular insufficiency.
 11. Hepatic necrosis.
 12. Aerobic septicemia.
 13. Nonvascular causes of chronic brain syndrome (Pick’s 

disease, Alzheimer’s disease, Korsakoff’s disease).
 14. Tetanus.
 15. Systemic aerobic infection.
 16. Organ transplantation.
 17. Organ storage.
 18. Pulmonary emphysema.
 19. Exceptional blood loss anemia.
 20. Multiple Sclerosis.
 21. Arthritic Diseases.
 22. Acute cerebral edema.

C—Topical Application of Oxygen

This method of administering oxygen does not meet the 
definition of HBO therapy as stated above. Also, its clinical 
efficacy has not been established. Therefore, no Medicare 
reimbursement may be made for the topical application of 
oxygen. 

Cross reference: §270.5 of this manual.

30.8—Cellular Therapy

(Rev. 1, 10-03-03)

CIM 35-5

Not Covered

Cellular therapy involves the practice of injecting humans 
with foreign proteins like the placenta or lungs of unborn 
lambs. Cellular therapy is without scientific or statistical evi-
dence to document its therapeutic efficacy and, in fact, is 
considered a potentially dangerous practice. Accordingly, cel-
lular therapy is not considered reasonable and necessary 
within the meaning of §1862(a)(1) of the Act.
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40.2—Home Blood Glucose Monitors

(Rev. 48, Issued: 03-17-06; Effective/Implementation Dates: 06-
19-06)

CIM 60-11

There are several different types of blood glucose monitors 
that use reflectance meters to determine blood glucose levels. 
Medicare coverage of these devices varies, with respect to 
both the type of device and the medical condition of the pa-
tient for whom the device is prescribed.

Reflectance colorimeter devices used for measuring blood 
glucose levels in clinical settings are not covered as durable 
medical equipment for use in the home because their need 
for frequent professional recalibration makes them unsuit-
able for home use. However, some types of blood glucose 
monitors which use a reflectance meter specifically designed 
for home use by diabetic patients may be covered as durable 
medical equipment, subject to the conditions and limitations 
described below. 

Blood glucose monitors are meter devices that read color 
changes produced on specially treated reagent strips by glu-
cose concentrations in the patient’s blood. The patient, using 
a disposable sterile lancet, draws a drop of blood, places it on 
a reagent strip and, following instructions which may vary 
with the device used, inserts it into the device to obtain a 
reading. Lancets, reagent strips, and other supplies necessary 
for the proper functioning of the device are also covered for 
patients for whom the device is indicated. Home blood glu-
cose monitors enable certain patients to better control their 
blood glucose levels by frequently checking and appropri-
ately contacting their attending physician for advice and 
treatment. Studies indicate that the patient’s ability to care-
fully follow proper procedures is critical to obtaining satis-
factory results with these devices. In addition, the cost of the 
devices, with their supplies, limits economical use to patients 
who must make frequent checks of their blood glucose levels. 
Accordingly, coverage of home blood glucose monitors is 
limited to patients meeting the following conditions:

1. The patient has been diagnosed as having diabetes;
2. The patient’s physician states that the patient is capable 

of being trained to use the particular device prescribed 
in an appropriate manner. In some cases, the patient 
may not be able to perform this function, but a respon-
sible individual can be trained to use the equipment 
and monitor the patient to assure that the intended ef-
fect is achieved. This is permissible if the record is 
properly documented by the patient’s physician; and

3. The device is designed for home rather than clinical use.

There is also a blood glucose monitoring system designed 
especially for use by those with visual impairments. The 
monitors used in such systems are identical in terms of reli-
ability and sensitivity to the standard blood glucose monitors 
described above. They differ by having such features as voice 
synthesizers, automatic timers, and specially designed ar-
rangements of supplies and materials to enable the visually 
impaired to use the equipment without assistance.

These special blood glucose monitoring systems are covered 
under Medicare if the following conditions are met:

• The patient and device meet the three conditions listed 
above for coverage of standard home blood glucose moni-
tors; and

• The patient’s physician certifies that he or she has a visual 
impairment severe enough to require use of this special 
monitoring system.

The additional features and equipment of these special sys-
tems justify a higher reimbursement amount than allowed 
for standard blood glucose monitors. Separately identify 
claims for such devices and establish a separate reimburse-
ment amount for them.

50—Ear, Nose and Throat (ENT)

(Rev. 1, 10-03-03)

50.1—Speech Generating Devices

(Rev. 1, 10-03-03)

CIM 60-23

Effective January 1, 2001, augmentative and alternative com-
munication devices or communicators which are hereafter 
referred to as “speech generating devices” are now consid-
ered to fall within the DME benefit category established by 
§1861(n) of the Social Security Act. They may be covered if 
the contractor’s medical staff determines that the patient suf-
fers from a severe speech impairment and that the medical 
condition warrants the use of a device based on the following 
definitions.

Definition of Speech Generating Devices

Speech generating devices are defined as speech aids that 
provide an individual who has a severe speech impairment 
with the ability to meet his functional speaking needs. Speech 
generating are characterized by:

• Being a dedicated speech device, used solely by the indi-
vidual who has a severe speech impairment;

• May have digitized speech output, using prerecorded mes-
sages, less than or equal to 8 minutes recording time;

• May have digitized speech output, using prerecorded mes-
sages, greater than 8 minutes recording time;

• May have synthesized speech output which requires mes-
sage formulation by spelling and device access by physical 
contact with the device-direct selection techniques;

• May have synthesized speech output which permits multi-
ple methods of message formulation and multiple methods 
of device access; or

• May be software that allows a laptop computer, desktop 
computer or personal digital assistant (PDA) to function as 
a speech generating device.

Devices that would not meet the definition of speech generat-
ing devices and therefore, do not fall within the scope of 
§1861(n) of the Act are characterized by:

• Devices that are not dedicated speech devices, but are de-
vices that are capable of running software for purposes 
other than for speech generation, e.g., devices that can also 
run a word processing package, an accounting program, or 
perform other than non-medical function.

• Laptop computers, desktop computers, or PDAs which may 
be programmed to perform the same function as a speech 
generating device, are noncovered since they are not primar-
ily medical in nature and do not meet the definition of DME. 
For this reason, they cannot be considered speech-generat-
ing devices for Medicare coverage purposes.io
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• A device that is useful to someone without severe speech 
impairment is not considered a speech-generating device 
for Medicare coverage purposes.

50.2—Electronic Speech Aids

(Rev. 1, 10-03-03)

CIM 65-5

Electronic speech aids are covered under Part B as prosthetic 
devices when the patient has had a laryngectomy or his lar-
ynx is permanently inoperative. There are two types of speech 
aids. One operates by placing a vibrating head against the 
throat; the other amplifies sound waves through a tube which 
is inserted into the user’s mouth. A patient who has had radi-
cal neck surgery and/or extensive radiation to the anterior 
part of the neck would generally be able to use only the “oral 
tube” model or one of the more sensitive and more expensive 
“throat contact” devices.

Cross-reference:

The Medicare Benefit Policy Manual, Chapter 15, “Covered 
Medical and Other Health Services,” §120.

50.3—Cochlear Implantation (Effective April 4, 2005)

(Rev. 42, Issued: 07-01-05; Effective: 04-04-05; Implementa-
tion: 07-25-05)

A. General

A cochlear implant device is an electronic instrument, part of 
which is implanted surgically to stimulate auditory nerve 
fibers, and part of which is worn or carried by the individual 
to capture, analyze and code sound. Cochlear implant de-
vices are available in single channel and multi-channel mod-
els. The purpose of implanting the device is to provide an 
awareness and identification of sounds and to facilitate com-
munication for persons who are profoundly hearing im-
paired.

B. Nationally Covered Indications 

1. Effective for services performed on or after April 4, 2005, 
cochlear implantation may be covered for treatment of 
bilateral pre- or post-linguistic, sensorineural, moderate-
to-profound hearing loss in individuals who demonstrate 
limited benefit from amplification. Limited benefit from 
amplification is defined by test scores of less than or equal 
to 40% correct in the best-aided listening condition on 
tape-recorded tests of open-set sentence cognition. Medi-
care coverage is provided only for those patients who meet 
all of the following selection guidelines. 

• Diagnosis of bilateral severe-to-profound sensorineural 
hearing impairment with limited benefit from appropri-
ate hearing (or vibrotactile) aids;

• Cognitive ability to use auditory clues and a willingness 
to undergo an extended program of rehabilitation;

• Freedom from middle ear infection, an accessible co-
chlear lumen that is structurally suited to implantation, 
and freedom from lesions in the auditory nerve and 
acoustic areas of the central nervous system;

• No contraindications to surgery; and
• The device must be used in accordance with Food and 

Drug Administration (FDA)-approved labeling.

2. Effective for services performed on or after April 4, 2005, 
cochlear implantation may be covered for individuals meet-
ing the selection guidelines above and with hearing test 
scores of greater than 40% and less than or equal to 60% 
only when the provider is participating in, and patients are 
enrolled in, either an FDA-approved category B investiga-
tional device exemption clinical trial as defined at 42 CFR 
405.201, a trial under the Centers for Medicare & Medicaid 
(CMS) Clinical Trial Policy as defined at section 310.1 of the 
National Coverage Determinations Manual, or a prospec-
tive, controlled comparative trial approved by CMS as 
consistent with the evidentiary requirements for National 
Coverage Analyses and meeting specific quality standards. 

C. Nationally Noncovered Indications 

Medicare beneficiaries not meeting all of the coverage crite-
ria for cochlear implantation listed are deemed not eligible 
for Medicare coverage under section 1862(a)(1)(A) of the 
Social Security Act. 

D. Other 

All other indications for cochlear implantation not otherwise 
indicated as nationally covered or non-covered above remain 
at local contractor discretion. 

(This NCD last reviewed May 2005.)

70.2.1—Services Provided for the Diagnosis and Treatment of 
Diabetic Sensory Neuropathy with Loss of Protective Sensation 
(aka Diabetic Peripheral Neuropathy) 

(Rev. 1, 10-03-03) 

CIM 50-8.1 

Presently, peripheral neuropathy, or diabetic sensory neu-
ropathy, is the most common factor leading to amputation in 
people with diabetes. In diabetes, sensory neuropathy is an 
anatomically diffuse process primarily affecting sensory and 
autonomic fibers; however, distal motor findings may be 
present in advanced cases. Long nerves are affected first, with 
symptoms typically beginning insidiously in the toes and 
then advancing proximally. This leads to loss of protective 
sensation (LOPS), whereby a person is unable to feel minor 
trauma from mechanical, thermal, or chemical sources. 
When foot lesions are present, the reduction in autonomic 
nerve functions may also inhibit wound healing. 

Diabetic sensory neuropathy with LOPS is a localized illness 
of the feet and falls within the regulation’s exception to the 
general exclusionary rule (see 42 CFR 411.15(l)(1)(i)). Foot 
exams for people with diabetic sensory neuropathy with 
LOPS are reasonable and necessary to allow for early inter-
vention in serious complications that typically afflict diabet-
ics with the disease. 

Effective for services furnished on or after July 1, 2002, Medi-
care covers, as a physician service, an evaluation (examina-
tion and treatment) of the feet no more often than every six 
months for individuals with a documented diagnosis of dia-
betic sensory neuropathy and LOPS, as long as the benefi-
ciary has not seen a foot care specialist for some other reason 
in the interim. LOPS shall be diagnosed through sensory test-
ing with the 5.07 monofilament using established guidelines, 
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such as those developed by the National Institute of Diabetes 
and Digestive and Kidney Diseases guidelines. Five sites 
should be tested on the plantar surface of each foot, accord-
ing to the National Institute of Diabetes and Digestive and 
Kidney Diseases guidelines. The areas must be tested ran-
domly since the loss of protective sensation may be patchy in 
distribution, and the patient may get clues if the test is done 
rhythmically. Heavily callused areas should be avoided. As 
suggested by the American Podiatric Medicine Association, 
an absence of sensation at two or more sites out of 5 tested 
on either foot when tested with the 5.07 Semmes-Weinstein 
monofilament must be present and documented to diagnose 
peripheral neuropathy with loss of protective sensation. 

The examination includes: 

1. A patient history, and 
2. A physical examination that must consist of at least the 

following elements: 
• Visual inspection of forefoot and hindfoot (including toe 

web spaces); 
• Evaluation of protective sensation; 
• Evaluation of foot structure and biomechanics; 
• Evaluation of vascular status and skin integrity; 
• Evaluation of the need for special footwear; and 

3. Patient education. 

A. Treatment includes, but is not limited to: 

• Local care of superficial wounds; 
• Debridement of corns and calluses; and 
• Trimming and debridement of nails. 

The diagnosis of diabetic sensory neuropathy with LOPS 
should be established and documented prior to coverage of 
foot care. Other causes of peripheral neuropathy should be 
considered and investigated by the primary care physician 
prior to initiating or referring for foot care for persons with 
LOPS. 

80—Eye

(Rev. 1, 10-03-03) 

80.1—Hydrophilic Contact Lens for Corneal Bandage 

(Rev. 1, 10-03-03) 

CIM 45-7 

Some hydrophilic contact lenses are used as moist corneal 
bandages for the treatment of acute or chronic corneal pathol-
ogy, such as bulbous keratopathy, dry eyes, corneal ulcers and 
erosion, keratitis, corneal edema, descemetocele, corneal ecta-
sis, Mooren’s ulcer, anterior corneal dystrophy, neurotrophic 
keratoconjunctivitis, and for other therapeutic reasons. 

Payment may be made under §1861(s)(2) of the Act for a 
hydrophilic contact lens approved by the Food and Drug Ad-
ministration (FDA) and used as a supply incident to a physi-
cian’s service. Payment for the lens is included in the pay-
ment for the physician’s service to which the lens is incident. 
Contractors are authorized to accept an FDA letter of ap-
proval or other FDA published material as evidence of FDA 
approval. (See §80.4 for coverage of a hydrophilic contact 
lens as a prosthetic device.) See the Medicare Benefit Policy 

Manual, Chapter 15, “Covered Medical and Other Health 
Services,” and the Medicare Benefit Policy Manual, Chapter 
6, “Hospital Services Covered Under Part B,” §20.4. 

80.2—Photodynamic Therapy 

(Rev. 1, 10-03-03) 

CIM 35-100 

Photodynamic therapy is a medical procedure which involves 
the infusion of a photosensitive (light-activated) drug with a 
very specific absorption peak. This drug is chemically de-
signed to have a unique affinity for the diseased tissue in-
tended for treatment. Once introduced to the body, the drug 
accumulates and is retained in diseased tissue to a greater 
degree than in normal tissue. Infusion is followed by the tar-
geted irradiation of this tissue with a non-thermal laser, cali-
brated to emit light at a wavelength that corresponds to the 
drug’s absorption peak. The drug then becomes active and 
locally treats the diseased tissue. 

Ocular photodynamic therapy (OPT) 

The OPT is used in the treatment of ophthalmologic diseases. 
OPT is only covered when used in conjunction with vertepor-
fin (see §80.3, “Photosensitive Drugs”). 

• Classic Subfoveal Choroidal Neovascular (CNV) Lesions - 
OPT is covered with a diagnosis of neovascular age-related 
macular degeneration (AMD) with predominately classic 
subfoveal choroidal neovascular (CNV) lesions (where the 
area of classic CNV occupies ≥ 50 percent of the area of the 
entire lesion) at the initial visit as determined by a fluores-
cein angiogram. Subsequent follow-up visits will require a 
fluorescein angiogram prior to treatment. There are no 
requirements regarding visual acuity, lesion size, and num-
ber of re-treatments. 

• Occult Subfoveal Choroidal Neovascular (CNV) Lesions - 
OPT is noncovered for patients with a diagnosis of age- 
related macular degeneration (AMD) with occult and no 
classic CNV lesions. 

• Other Conditions - Use of OPT with verteporfin for other 
types of AMD (e.g., patients with minimally classic CNV le-
sions, atrophic, or dry AMD) is noncovered. OPT with verte-
porfin for other ocular indications such as pathologic myo-
pia or presumed ocular histoplasmosis syndrome, is eligible 
for coverage through individual contractor discretion. 

80.2.1—Ocular Photodynamic Therapy (OPT) - Effective April 1, 
2004 (see also 80.3 Photosensitive Drugs) 

(Rev. 9, 04-01-04) 

General 

The OPT is used in the treatment of ophthalmologic diseases; 
specifically, for age-related macular degeneration (AMD), a 
common eye disease among the elderly. OPT involves the in-
fusion of an intravenous photosensitizing drug called verte-
porfin followed by exposure to a laser. OPT is only covered 
when used in conjunction with verteporfin. Effective July 1, 
2001, OPT with verteporfin was approved for a diagnosis of 
neovascular AMD with predominately classic subfoveal cho-
roidal neovascularization (CNV) lesions (where the area of 
classic CNV occupies $ 50% of the area of the entire lesion) 
at the initial visit as determined by a fluorescein angiogram. 
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On October 17, 2001, CMS announced its “intent to cover” 
OPT with verteporfin for AMD patients with occult and no 
classic subfoveal CNV as determined by a fluorescein angio-
gram. The October 17, 2001, decision was never imple-
mented. 

On March 28, 2002, after thorough review and reconsidera-
tion of the October 17, 2001, intent to cover policy, CMS de-
termined that the current noncoverage policy for OPT for 
verteporfin for AMD patients with occult and no classic sub-
foveal CNV as determined by a fluorescein angiogram should 
remain in effect. 

Effective August 20, 2002, CMS issued a noncovered instruc-
tion for OPT with verteporfin for AMD patients with occult 
and no classic subfoveal CNV as determined by a fluorescein 
angiogram. 

Covered Indications 

Effective April 1, 2004, OPT with verteporfin continues to be 
approved for a diagnosis of neovascular AMD with predomi-
nately classic subfoveal CNV lesions (where the area of clas-
sic CNV occupies $ 50% of the area of the entire lesion) at 
the initial visit as determined by a fluorescein angiogram. 
(CNV lesions are comprised of classic and/or occult compo-
nents.) Subsequent follow-up visits require a fluorescein an-
giogram prior to treatment. There are no requirements re-
garding visual acuity, lesion size, and number of re-treatments 
when treating predominantly classic lesions. 

In addition, after thorough review and reconsideration of the 
August 20, 2002, noncoverage policy, CMS determines that 
the evidence is adequate to conclude that OPT with vertepor-
fin is reasonable and necessary for treating: 

1. Subfoveal occult with no classic CNV associated with 
AMD; and 

2. Subfoveal minimally classic CNV (where the area of clas-
sic CNV occupies ,50% of the area of the entire lesion) 
associated with AMD. 

The above 2 indications are considered reasonable and 
necessary only when: 

1. The lesions are small (4 disk areas or less in size) at the 
time of initial treatment or within the 3 months prior to 
initial treatment; and 

2. The lesions have shown evidence of progression within 
the 3 months prior to initial treatment. Evidence of pro-
gression must be documented by deterioration of visual 
acuity (at least 5 letters on a standard eye examination 
chart), lesion growth (an increase in at least 1 disk area), 
or the appearance of blood associated with the lesion. 

Noncovered Indications 

Other uses of OPT with verteporfin to treat AMD not already 
addressed by CMS will continue to be noncovered. These in-
clude, but are not limited to, the following AMD indications: 

• Juxtafoveal or extrafoveal CNV lesions (lesions outside the 
fovea), 

• Inability to obtain a fluorescein angiogram, 
• Atrophic or “dry” AMD. 

Other 

The OPT with verteporfin for other ocular indications, such 
as pathologic myopia or presumed ocular histoplasmosis 
syndrome, continue to be eligible for local coverage determi-
nations through individual contractor discretion. 

(This NCD last reviewed March 2004.) 

80.3—Photosensitive Drugs 

(Rev. 1, 10-03-03) 

CIM 45-30 

Photosensitive drugs are the light-sensitive agents used in 
photodynamic therapy. Once introduced into the body, these 
drugs selectively identify and adhere to diseased tissue. The 
drugs remain inactive until they are exposed to a specific 
wavelength of light, by means of a laser, that corresponds to 
their absorption peak. The activation of a photosensitive 
drug results in a photochemical reaction which treats the 
diseased tissue without affecting surrounding normal tissue. 

Verteporfin 

Verteporfin, a benzoporphyrin derivative, is an intravenous li-
pophilic photosensitive drug with an absorption peak of 690 
nm. This drug was first approved by the Food and Drug Admin-
istration (FDA) on April 12, 2000, and subsequently, approved 
for inclusion in the United States Pharmacopoeia on July 18, 
2000, meeting Medicare’s definition of a drug when used in 
conjunction with ocular photodynamic therapy (see §80.2, 
“Photodynamic Therapy”) when furnished intravenously inci-
dent to a physician’s service. For patients with age-related 
macular degeneration, Verteporfin is only covered with a diag-
nosis of neovascular age-related macular degeneration (ICD-9-
CM 362.52) with predominately classic subfoveal choroidal 
neovascular (CNV) lesions (where the area of classic CNV oc-
cupies $ 50 percent of the area of the entire lesion) at the initial 
visit as determined by a fluorescein angiogram (CPT code 
92235). Subsequent follow-up visits will require a fluorescein 
angiogram prior to treatment. OPT with verteporfin is covered 
for the above indication and will remain noncovered for all 
other indications related to AMD (see §80.2). OPT with Verte-
porfin for use in non-AMD conditions is eligible for coverage 
through individual contractor discretion.

80.3.1—Verteporfin - Effective April 1, 2004 (see also 80.2.1 
Ocular Photodynamic Therapy (OPT)) 

(Rev 9, 04-01-04) 

General 

Verteporfin, a benzoporphyrin derivative, is an intravenous 
lipophilic photosensitive drug with an absorption peak of 690 
nm. Verteporfin was first approved by the Food and Drug 
Administration on April 12, 2000, and subsequently approved 
for inclusion in the United States Pharmacopoeia on July 18, 
2000, meeting Medicare’s definition of a drug as defined un-
der §1861(t)(1) of the Social Security Act. Verteporfin is only 
covered when used in conjunction with ocular photodynamic 
therapy (OPT) when furnished intravenously incident to a 
physician’s service. 
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Covered Indications 

Effective April 1, 2004, OPT with verteporfin is covered for 
patients with a diagnosis of neovascular age-related macular 
degeneration (AMD) with: 

• Predominately classic subfoveal choroidal neovasculariza-
tion (CNV) lesions (where the area of classic CNV occupies 
$ 50% of the area of the entire lesion) at the initial visit as 
determined by a fluorescein angiogram. (CNV lesions are 
comprised of classic and/or occult components.) Subse-
quent follow-up visits require a fluorescein angiogram 
prior to treatment. There are no requirements regarding 
visual acuity, lesion size, and number of retreatments when 
treating predominantly classic lesions. 

• Subfoveal occult with no classic associated with AMD. 
• Subfoveal minimally classic CNV CNV (where the area of 

classic CNV occupies , 50% of the area of the entire le-
sion) associated with AMD. 

• The above 2 indications are considered reasonable and 
necessary only when: 

1. The lesions are small (4 disk areas or less in size) at the 
time of initial treatment or within the 3 months prior to 
initial treatment; and, 

2. The lesions have shown evidence of progression within 
the 3 months prior to initial treatment. Evidence of pro-
gression must be documented by deterioration of visual 
acuity (at least 5 letters on a standard eye examination 
chart), lesion growth (an increase in at least 1 disk area), 
or the appearance of blood associated with the lesion. 

Noncovered Indications 

Other uses of OPT with verteporfin to treat AMD not already 
addressed by CMS will continue to be noncovered. These in-
clude, but are not limited to, the following AMD indications: 
juxtafoveal or extrafoveal CNV lesions (lesions outside the 
fovea), inability to obtain a fluorescein angiogram, or atro-
phic or “dry” AMD. 

Other 

The OPT with verteporfin for other ocular indications, such 
as pathologic myopia or presumed ocular histoplasmosis 
syndrome, continue to be eligible for local coverage determi-
nations through individual contractor discretion. 

(This NCD last reviewed March 2004.) 

80.4—Hydrophilic Contact Lenses 

(Rev. 1, 10-03-03) 

CIM 65-1 

Hydrophilic contact lenses are eyeglasses within the meaning 
of the exclusion in §1862(a)(7) of the Act and are not covered 
when used in the treatment of nondiseased eyes with spheri-
cal ametrophia, refractive astigmatism, and/or corneal astig-
matism. Payment may be made under the prosthetic device 
benefit, however, for hydrophilic contact lenses when pre-
scribed for an aphakic patient. 

Contractors are authorized to accept an FDA letter of 
approval or other FDA published material as evidence of FDA 

approval. (See §80.1 for coverage of a hydrophilic lens as a 
corneal bandage.) 

Cross-references: 

The Medicare Benefit Policy Manual, Chapter 15, “Covered 
Medical and Other Health Services,” §100 and §120. 

The Medicare Benefit Policy Manual, Chapter 16, “General 
Exclusions from Coverage,” §20 and §90. 

100-03 Chapter 1, Part 2

110.2—Certain Drugs Distributed by the National Cancer 
Institute

(Rev. 1, 10-03-03)

CIM 45-16

Under its Cancer Therapy Evaluation, the Division of Can-
cer Treatment of the National Cancer Institute (NCI), in 
cooperation with the Food and Drug Administration, ap-
proves and distributes certain drugs for use in treating ter-
minally ill cancer patients. One group of these drugs, desig-
nated as Group C drugs, unlike other drugs distributed by 
the NCI, are not limited to use in clinical trials for the pur-
pose of testing their efficacy. Drugs are classified as Group 
C drugs only if there is sufficient evidence demonstrating 
their efficacy within a tumor type and that they can be 
safely administered.

A physician is eligible to receive Group C drugs from the Divi-
sion of Cancer Treatment only if the following requirements 
are met:

• A physician must be registered with the NCI as an investi-
gator by having completed an FD-Form 1573;

• A written request for the drug, indicating the disease to be 
treated, must be submitted to the NCI;

• The use of the drug must be limited to indications outlined 
in the NCIs guidelines; and

• All adverse reactions must be reported to the Investiga-
tional Drug Branch of the Division of Cancer Treatment.

In view of these NCI controls on distribution and use of 
Group C drugs, intermediaries may assume, in the absence of 
evidence to the contrary, that a Group C drug and the related 
hospital stay are covered if all other applicable coverage re-
quirements are satisfied.

If there is reason to question coverage in a particular case, 
the matter should be resolved with the assistance of the Qual-
ity Improvement Organization (QIO), or if there is none, the 
assistance of the contractor’s medical consultants. Informa-
tion regarding those drugs which are classified as Group C 
drugs may be obtained from:

Office of the Chief, Investigational Drug Branch
Division of Cancer Treatment, CTEP, Landow Building
Room 4C09, National Cancer Institute
Bethesda, Maryland 20205
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110.3—Anti-Inhibitor Coagulant Complex (AICC)

(Rev. 1, 10-03-03)

CIM 45-24

Anti-inhibitor coagulant complex, AICC, is a drug used to 
treat hemophilia in patients with factor VIII inhibitor anti-
bodies. AICC has been shown to be safe and effective and has 
Medicare coverage when furnished to patients with hemo-
philia A and inhibitor antibodies to factor VIII who have 
major bleeding episodes and who fail to respond to other, less 
expensive therapies.

140.2—Breast Reconstruction Following Mastectomy

(Rev. 1, 10-03-03)

CIM 35-47

During recent years, there has been a considerable change in 
the treatment of diseases of the breast such as fibrocystic 
disease and cancer. While extirpation of the disease remains 
of primary importance, the quality of life following initial 
treatment is increasingly recognized as of great concern. The 
increased use of breast reconstruction procedures is due to 
several factors:

• A change in epidemiology of breast cancer, including an 
apparent increase in incidence;

• Improved surgical skills and techniques;
• The continuing development of better prostheses; and
• Increasing awareness by physicians of the importance of 

postsurgical psychological adjustment.

Reconstruction of the affected and the contralateral unaf-
fected breast following a medically necessary mastectomy is 
considered a relatively safe and effective noncosmetic proce-
dure. Accordingly, program payment may be made for breast 
reconstruction surgery following removal of a breast for any 
medical reason.

Program payment may not be made for breast reconstruction 
for cosmetic reasons. (Cosmetic surgery is excluded from 
coverage under §1862(a)(10) of the Act.)

150.2—Osteogenic Stimulator (Various Effective Dates Below)

(Rev. 41, Issued: 06-24-05, Effective: 04-27-05, Implementa-
tion: 08-01-05)

CIM 35-48

Electrical Osteogenic Stimulators

A. General

Electrical stimulation to augment bone repair can be at-
tained either invasively or noninvasively. Invasive devices 
provide electrical stimulation directly at the fracture site ei-
ther through percutaneously placed cathodes or by implanta-
tion of a coiled cathode wire into the fracture site. The power 
pack for the latter device is implanted into soft tissue near the 
fracture site and subcutaneously connected to the cathode, 
creating a self-contained system with no external compo-
nents. The power supply for the former device is externally 

placed and the leads connected to the inserted cathodes. With 
the noninvasive device, opposing pads, wired to an external 
power supply, are placed over the cast. An electromagnetic 
field is created between the pads at the fracture site.

B. Nationally Covered Indications

1. Noninvasive Stimulator

The noninvasive stimulator device is covered only for the fol-
lowing indications:

• Nonunion of long bone fractures;
• Failed fusion, where a minimum of 9 months has elapsed 

since the last surgery;
• Congenital pseudarthroses
• Effective July 1, 1996, as an adjunct to spinal fusion sur-

gery for patients at high risk of pseudarthrosis due to pre-
viously failed spinal fusion at the same site or for those 
undergoing multiple level fusion. A multiple level fusion 
involves 3 or more vertebrae (e.g., L3-L5, L4-S1, etc).

• Effective September 15, 1980, nonunion of long bone frac-
tures is considered to exist only after 6 or more months 
have elapsed without healing of the fracture.

• Effective April 1, 2000, nonunion of long bone fractures is 
considered to exist only when serial radiographs have 
confirmed that fracture healing has ceased for 3 or more 
months prior to starting treatment with the electrical os-
teogenic stimulator. Serial radiographs must include a 
minimum of 2 sets of radiographs, each including multiple 
views of the fracture site, separated by a minimum of 90 
days.

2. Invasive (Implantable) Stimulator

The invasive stimulator device is covered only for the follow-
ing indications:

• Nonunion of long bone fractures;
• Effective July 1, 1996, as an adjunct to spinal fusion sur-

gery for patients at high risk of pseudarthrosis due to 
previously failed spinal fusion at the same site or for those 
undergoing multiple level fusion. A multiple level fusion 
involves 3 or more vertebrae (e.g., L3-L5, L4-S1, etc).

• Effective September 15, 1980, nonunion of long bone frac-
tures is considered to exist only after 6 or more months 
have elapsed without healing of the fracture.

• Effective April 1, 2000, nonunion of long bone fractures is 
considered to exist only when serial radiographs have 
confirmed that fracture healing has ceased for 3 or more 
months prior to starting treatment with the electrical os-
teogenic stimulator. Serial radiographs must include a 
minimum of 2 sets of radiographs, each including 
multiple views of the fracture site, separated by a mini-
mum of 90 days.

Ultrasonic Osteogenic Stimulators

A. General

An ultrasonic osteogenic stimulator is a noninvasive device 
that emits low intensity, pulsed ultrasound. The device is ap-
plied to the surface of the skin at the fracture site and ultra-
sound waves are emitted via a conductive coupling gel to 
stimulate fracture healing. The ultrasonic osteogenic stimu-
lators are not to be used concurrently with other non- invasive 
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osteogenic devices.

B. Nationally Covered Indications

Effective January 1, 2001, ultrasonic osteogenic stimulators 
are covered as medically reasonable and necessary for the 
treatment of nonunion fractures. In demonstrating non-
union fractures, CMS expects:

• A minimum of 2 sets of radiographs, obtained prior to 
starting treatment with the osteogenic stimulator, sepa-
rated by a minimum of 90 days. Each radiograph set must 
include multiple views of the fracture site accompanied 
with a written interpretation by a physician stating that 
there has been no clinically significant evidence of fracture 
healing between the 2 sets of radiographs; and,

• Indications that the patient failed at least one surgical in-
tervention for the treatment of the fracture.

• Effective April 27, 2005, upon reconsideration of ultra-
sound stimulation for nonunion fracture healing, CMS 
determines that the evidence is adequate to conclude that 
noninvasive ultrasound stimulation for the treatment of 
nonunion bone fractures prior to surgical intervention is 
reasonable and necessary. In demonstrating nonunion 
fractures, CMS expects:

• A minimum of 2 sets of radiographs, obtained prior to 
starting treatment with the osteogenic stimulator, sepa-
rated by a minimum of 90 days. Each radiograph set must 
include multiple views of the fracture site accompanied 
with a written interpretation by a physician stating that 
there has been no clinically significant evidence of fracture 
healing between the 2 sets of radiographs.

C. Nationally Non-Covered Indications

Nonunion fractures of the skull, vertebrae and those that are 
tumor-related are excluded from coverage.

Ultrasonic osteogenic stimulators may not be used concur-
rently with other non-invasive osteogenic devices.

Ultrasonic osteogenic stimulators for fresh fractures and de-
layed unions remains non-covered.

(This NCD last reviewed June 2005.)

150.6—Vitamin B12 Injections to Strengthen Tendons, 
Ligaments, etc., of the Foot

(Rev. 1, 10-03-03)

CIM 45-4

Not Covered

Vitamin B12 injections to strengthen tendons, ligaments, 
etc., of the foot are not covered under Medicare because (1) 
there is no evidence that vitamin B12 injections are effective 
for the purpose of strengthening weakened tendons and liga-
ments, and (2) this is nonsurgical treatment under the sub-
luxation exclusion. Accordingly, vitamin B12 injections are 
not considered reasonable and necessary within the meaning 
of §1862(a)(1) of the Act.

Cross reference:

The Medicare Benefit Policy Manual, Chapter 1, “Inpatient 
Hospital Services,” §30.

The Medicare Benefit Policy Manual, Chapter 16, “General 
Exclusions from Coverage,” §100.

150.7—Prolotherapy, Joint Sclerotherapy, and Ligamentous 
Injections with Sclerosing Agents

(Rev. 1, 10-03-03)

CIM 35-13

Not Covered

The medical effectiveness of the above therapies has not been 
verified by scientifically controlled studies. Accordingly, reim-
bursement for these modalities should be denied on the 
ground that they are not reasonable and necessary as re-
quired by §1862(a)(1) of the Act.

160.2—Treatment of Motor Function Disorders with Electric 
Nerve Stimulation

(Rev. 1, 10-03-03)

CIM 35-20

Not Covered

While electric nerve stimulation has been employed to con-
trol chronic intractable pain for some time, its use in the 
treatment of motor function disorders, such as multiple scle-
rosis, is a recent innovation, and the medical effectiveness of 
such therapy has not been verified by scientifically controlled 
studies. Therefore, where electric nerve stimulation is em-
ployed to treat motor function disorders, no reimbursement 
may be made for the stimulator or for the services related to 
its implantation since this treatment cannot be considered 
reasonable and necessary. See §§30.1 and 160.7.

NOTE:  For Medicare coverage of deep brain stimulation for 
essential tremor and Parkinson’s disease, see §160.25.

160.6—Carotid Sinus Nerve Stimulator 

(Rev. 1, 10-03-03) 

CIM 65-4 

Implantation of the carotid sinus nerve stimulator is indi-
cated for relief of angina pectoris in carefully selected pa-
tients who are refractory to medical therapy and who after 
undergoing coronary angiography study either are poor can-
didates for or refuse to have coronary bypass surgery. In such 
cases, Medicare reimbursement may be made for this device 
and for the related services required for its implantation. 

However, the use of the carotid sinus nerve stimulator in the 
treatment of paroxysmal supraventricular tachycardia is con-
sidered investigational and is not in common use by the 
medical community. The device and related services in such 
cases cannot be considered as reasonable and necessary for 
the treatment of an illness or injury or to improve the func-
tioning of a malformed body member as required by 
§1862(a)(1) of the Act. 

Cross-reference: 

The Medicare Benefit Policy Manual, Chapter 15, “Covered 
Medical and Other Services,” §120 

io
m

 1
00

-0
3 

ch
ap

te
r 

1,
 p

a
r

t 
2

IOM-9781455745272.indd   73 11/14/12   8:21 AM

To protect the rights of the author(s) and publisher we inform you that this PDF is an uncorrected proof for internal business use only by the author(s), editor(s), reviewer(s), Elsevier and 
typesetter Graphic World. It is not allowed to publish this proof online or in print.  This proof copy is the copyright property of the publisher and is confidential until formal publication.



74

The Medicare Benefit Policy Manual, Chapter 1, “Inpatient 
Hospital Services,” §40 and §120. 

160.7—Electrical Nerve Stimulators 

(Rev. 1, 10-03-03) 

CIM 65-8 

Two general classifications of electrical nerve stimulators are 
employed to treat chronic intractable pain: peripheral nerve 
stimulators and central nervous system stimulators. 

A. Implanted Peripheral Nerve Stimulators 

Payment may be made under the prosthetic device benefit for 
implanted peripheral nerve stimulators. Use of this stimula-
tor involves implantation of electrodes around a selected pe-
ripheral nerve. The stimulating electrode is connected by an 
insulated lead to a receiver unit which is implanted under the 
skin at a depth not greater than 1/2 inch. 

Stimulation is induced by a generator connected to an an-
tenna unit which is attached to the skin surface over the re-
ceiver unit. Implantation of electrodes requires surgery and 
usually necessitates an operating room. 

NOTE: Peripheral nerve stimulators may also be employed 
to assess a patient’s suitability for continued treatment 
with an electric nerve stimulator. As explained in 
§160.7.1, such use of the stimulator is covered as part 
of the total diagnostic service furnished to the 
beneficiary rather than as a prosthesis. 

B.  Central Nervous System Stimulators (Dorsal Column 
and Depth Brain Stimulators) 

The implantation of central nervous system stimulators may 
be covered as therapies for the relief of chronic intractable 
pain, subject to the following conditions: 

1. Types of Implantations 

There are two types of implantations covered by this instruc-
tion: 

• Dorsal Column (Spinal Cord) Neurostimulation - The sur-
gical implantation of neurostimulator electrodes within 
the dura mater (endodural) or the percutaneous insertion 
of electrodes in the epidural space is covered. 

• Depth Brain Neurostimulation - The stereotactic implanta-
tion of electrodes in the deep brain (e.g., thalamus and 
periaqueductal gray matter) is covered. 

2. Conditions for Coverage 

No payment may be made for the implantation of dorsal 
column or depth brain stimulators or services and supplies 
related to such implantation, unless all of the conditions 
listed below have been met: 

• The implantation of the stimulator is used only as a late 
resort (if not a last resort) for patients with chronic intrac-
table pain; 

• With respect to item a, other treatment modalities (pharma-
cological, surgical, physical, or psychological therapies) 
have been tried and did not prove satisfactory, or are judged 
to be unsuitable or contraindicated for the given patient; 

• Patients have undergone careful screening, evaluation and 

diagnosis by a multidisciplinary team prior to implanta-
tion. (Such screening must include psychological, as well 
as physical evaluation); 

• All the facilities, equipment, and professional and support 
personnel required for the proper diagnosis, treatment 
training, and follow up of the patient (including that re-
quired to satisfy item c) must be available; and 

• Demonstration of pain relief with a temporarily implanted 
electrode precedes permanent implantation. 

Contractors may find it helpful to work with Quality 
Improvement Organizations (QIOs) to obtain the information 
needed to apply these conditions to claims. 

See the Medicare Benefit Policy Manual, Chapter 15, “Cov-
ered Medical and Other Health Services,” §120, and the fol-
lowing sections in this manual, §§160.2 and 30.1. 

160.7.1—Assessing Patients Suitability for Electrical Nerve 
Stimulation Therapy 

(Rev. 48, Issued: 03-17-06; Effective/Implementation Dates: 
06-19-06) 

CIM 35-46 

Electrical nerve stimulation is an accepted modality for as-
sessing a patient’s suitability for ongoing treatment with a 
transcutaneous or an implanted nerve stimulator. 

Accordingly, program payment may be made for the follow-
ing techniques when used to determine the potential thera-
peutic usefulness of an electrical nerve stimulator: 

A. Transcutaneous Electrical Nerve Stimulation (TENS) 

This technique involves attachment of a transcutaneous 
nerve stimulator to the surface of the skin over the peripheral 
nerve to be stimulated. It is used by the patient on a trial 
basis and its effectiveness in modulating pain is monitored 
by the physician, or physical therapist. Generally, the physi-
cian or physical therapist is able to determine whether the 
patient is likely to derive a significant therapeutic benefit 
from continuous use of a transcutaneous stimulator within a 
trial period of one month; in a few cases this determination 
may take longer to make. Document the medical necessity for 
such services which are furnished beyond the first month. 
(See §160.13 for an explanation of coverage of medically nec-
essary supplies for the effective use of TENS.) 

If TENS significantly alleviates pain, it may be considered as 
primary treatment; if it produces no relief or greater discom-
fort than the original pain electrical nerve stimulation ther-
apy is ruled out. However, where TENS produces incomplete 
relief, further evaluation with percutaneous electrical nerve 
stimulation may be considered to determine whether an im-
planted peripheral nerve stimulator would provide signifi-
cant relief from pain. 

Usually, the physician or physical therapist providing the 
services will furnish the equipment necessary for assessment. 
Where the physician or physical therapist advises the patient 
to rent the TENS from a supplier during the trial period 
rather than supplying it himself/herself, program payment 
may be made for rental of the TENS as well as for the ser-
vices of the physician or physical therapist who is evaluating 
its use. However, the combined program payment which is 
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made for the physician’s or physical therapist’s services and 
the rental of the stimulator from a supplier should not exceed 
the amount which would be payable for the total service, in-
cluding the stimulator, furnished by the physician or physical 
therapist alone. 

B. Percutaneous Electrical Nerve Stimulation (PENS) 

This diagnostic procedure which involves stimulation of pe-
ripheral nerves by a needle electrode inserted through the 
skin is performed only in a physician’s office, clinic, or hospi-
tal outpatient department. Therefore, it is covered only when 
performed by a physician or incident to physician’s service. If 
pain is effectively controlled by percutaneous stimulation, 
implantation of electrodes is warranted. 

As in the case of TENS (described in subsection A), generally 
the physician should be able to determine whether the pa-
tient is likely to derive a significant therapeutic benefit from 
continuing use of an implanted nerve stimulator within a 
trial period of 1 month. In a few cases, this determination 
may take longer to make. The medical necessity for such di-
agnostic services which are furnished beyond the first month 
must be documented. 

NOTE: Electrical nerve stimulators do not prevent pain but 
only alleviate pain as it occurs. A patient can be taught 
how to employ the stimulator, and once this is done, 
can use it safely and effectively without direct physician 
supervision. Consequently, it is inappro priate for a 
patient to visit his/her physician, physical therapist, or 
an outpatient clinic on a continuing basis for treatment 
of pain with electrical nerve stimulation. Once it is 
determined that electrical nerve stimulation should be 
continued as therapy and the patient has been trained 
to use the stimulator, it is expected that a stimulator 
will be implanted or the patient will employ the TENS 
on a continual basis in his/her home. Electrical nerve 
stimulation treatments furnished by a physician in 
his/her office, by a physical therapist or outpatient 
clinic are excluded from coverage by §1862(a)(1) of 
the Act. (See §160.7 for an explanation of coverage of 
the therapeutic use of implanted peripheral nerve 
stimulators under the prosthetic devices benefit. See 
§280.13 for an explanation of coverage of the 
therapeutic use of TENS under the durable medical 
equipment benefit.) 

160.12—Neuromuscular Electrical Stimulator (NMES) 

(Rev. 55, Issued: 05-05-06, Effective: 10-01-06, Implementa-
tion: 10-02-06) 

Neuromuscular electrical stimulation (NMES) involves the 
use of a device which transmits an electrical impulse to the 
skin over selected muscle groups by way of electrodes. There 
are two broad categories of NMES. One type of device stimu-
lates the muscle when the patient is in a resting state to treat 
muscle atrophy. The second type is used to enhance func-
tional activity of neurologically impaired patients. 

Treatment of Muscle Atrophy 

Coverage of NMES to treat muscle atrophy is limited to the 
treatment of disuse atrophy where nerve supply to the muscle 
is intact, including brain, spinal cord and peripheral nerves, 

and other non-neurological reasons for disuse atrophy. Some 
examples would be casting or splinting of a limb, contracture 
due to scarring of soft tissue as in burn lesions, and hip re-
placement surgery (until orthotic training begins). (See 
§160.13 for an explanation of coverage of medically neces-
sary supplies for the effective use of NMES.) 

Use for Walking in Patients with Spinal Cord Injury (SCI) 

The type of NMES that is use to enhance the ability to walk 
of SCI patients is commonly referred to as functional electri-
cal stimulation (FES). These devices are surface units that 
use electrical impulses to activate paralyzed or weak muscles 
in precise sequence. Coverage for the use of NMES/FES is 
limited to SCI patients for walking, who have completed a 
training program which consists of at least 32 physical ther-
apy sessions with the device over a period of three months. 
The trial period of physical therapy will enable the physician 
treating the patient for his or her spinal cord injury to prop-
erly evaluate the person’s ability to use these devices fre-
quently and for the long term. Physical therapy necessary to 
perform this training must be directly performed by the 
physical therapist as part of a one-on-one training program. 

The goal of physical therapy must be to train SCI patients on 
the use of NMES/FES devices to achieve walking, not to re-
verse or retard muscle atrophy. 

Coverage for NMES/FES for walking will be covered in SCI 
patients with all of the following characteristics: 

1. Persons with intact lower motor unite (L1 and below) 
(both muscle and peripheral nerve); 

2. Persons with muscle and joint stability for weight bearing 
at upper and lower extremities that can demonstrate bal-
ance and control to maintain an upright support posture 
independently; 

3. Persons that demonstrate brisk muscle contraction to 
NMES and have sensory perception electrical stimulation 
sufficient for muscle contraction; 

4. Persons that possess high motivation, commitment and 
cognitive ability to use such devices for walking; 

5. Persons that can transfer independently and can demon-
strate independent standing tolerance for at least 3 min-
utes; 

6. Persons that can demonstrate hand and finger function to 
manipulate controls; 

7. Persons with at least 6-month post recovery spinal cord 
injury and restorative surgery; 

8. Persons with hip and knee degenerative disease and no 
history of long bone fracture secondary to osteoporosis; 
and 

9. Persons who have demonstrated a willingness to use the 
device long-term. 

NMES/FES for walking will not be covered in SCI patient 
with any of the following: 

1. Persons with cardiac pacemakers; 
2. Severe scoliosis or severe osteoporosis; 
3. Skin disease or cancer at area of stimulation; 
4. Irreversible contracture; or 
5. Autonomic dysflexia. 

The only settings where therapists with the sufficient skills to 
provide these services are employed, are inpatient hospitals; 
outpatient hospitals; comprehensive outpatient rehabilita-
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tion facilities; and outpatient rehabilitation facilities. The 
physical therapy necessary to perform this training must be 
part of a one-on-one training program. 

Additional therapy after the purchase of the DME would be 
limited by our general policies in converge of skilled physical 
therapy. 

(Also reference the Medicare Benefit Policy Manual, Chapter 
15, “Covered Medical and Other Health Services,” §220 and 
230, and the Medicare Claims Processing Manual, Chapter 5, 
“Part B Outpatient Rehabilitation and CORF Services,” 
§10.1.) 

160.13—Supplies Used in the Delivery of Transcutaneous 
Electrical Nerve Stimulation (TENS) and Neuromuscular 
Electrical Stimulation (NMES) 

(Rev. 1, 10-03-03) 

CIM 45-25 

Transcutaneous Electrical Nerve Stimulation (TENS) and/or 
Neuromuscular Electrical Stimulation (NMES) can ordinar-
ily be delivered to patients through the use of conventional 
electrodes, adhesive tapes and lead wires. There may be 
times, however, where it might be medically necessary for 
certain patients receiving TENS or NMES treatment to use, 
as an alternative to conventional electrodes, adhesive tapes 
and lead wires, a form-fitting conductive garment (i.e., a gar-
ment with conductive fibers which are separated from the 
patients’ skin by layers of fabric). 

A form-fitting conductive garment (and medically necessary 
related supplies) may be covered under the program only 
when: 

1. It has received permission or approval for marketing by 
the Food and Drug Administration; 

2. It has been prescribed by a physician for use in delivering 
covered TENS or NMES treatment; and 

3. One of the medical indications outlined below is met: 

• The patient cannot manage without the conductive gar-
ment because there is such a large area or so many sites 
to be stimulated and the stimulation would have to be 
delivered so frequently that it is not feasible to use con-
ventional electrodes, adhesive tapes and lead wires; 

• The patient cannot manage without the conductive gar-
ment for the treatment of chronic intractable pain be-
cause the areas or sites to be stimulated are inaccessible 
with the use of conventional electrodes, adhesive tapes 
and lead wires; 

• The patient has a documented medical condition such 
as skin problems that preclude the application of con-
ventional electrodes, adhesive tapes and lead wires; 

• The patient requires electrical stimulation beneath a 
cast either to treat disuse atrophy, where the nerve sup-
ply to the muscle is intact, or to treat chronic intractable 
pain; or 

• The patient has a medical need for rehabilitation 
strengthening (pursuant to a written plan of rehabilita-
tion) following an injury where the nerve supply to the 
muscle is intact. 

A conductive garment is not covered for use with a TENS 
device during the trial period specified in §160.3 unless: 

4. The patient has a documented skin problem prior to the 
start of the trial period; and 

5. The carrier’s medical consultants are satisfied that use of 
such an item is medically necessary for the patient. 

(See conditions for coverage of the use of TENS in the diag-
nosis and treatment of chronic intractable pain in §§160.3 
and 160.13 and the use of NMES in the treatment of disuse 
atrophy in §150.4.) 

160.23—Sensory Nerve Conduction Threshold Tests (sNCTs) 
(Effective April 1, 2004) 

(Rev. 15, 06-18-04) 

A. GENERAL 

The sNCT is a psychophysical assessment of both central and 
peripheral nerve functions. It measures the detection thresh-
old of accurately calibrated sensory stimuli. This procedure 
is intended to evaluate and quantify function in both large 
and small caliber fibers for the purpose of detecting neuro-
logic disease. Sensory perception and threshold detection are 
dependent on the integrity of both the peripheral sensory ap-
paratus and peripheral-central sensory pathways. In theory, 
an abnormality detected by this procedure may signal dys-
function anywhere in the sensory pathway from the recep-
tors, the sensory tracts, the primary sensory cortex, to the 
association cortex. 

This procedure is different and distinct from assessment of 
nerve conduction velocity, amplitude and latency. It is also dif-
ferent from short-latency somatosensory evoked potentials. 

Effective October 1, 2002, CMS initially concluded that there 
was insufficient scientific or clinical evidence to consider the 
sNCT test and the device used in performing this test reason-
able and necessary within the meaning of section 1862(a)(1)(A) 
of the law. 

Therefore, sNCT was noncovered. 

Effective April 1, 2004, based on a reconsideration of current 
Medicare policy for sNCT, CMS concludes that the use of any 
type of sNCT device (e.g., “current output” type device used 
to perform current perception threshold (CPT), pain percep-
tion threshold (PPT), or pain tolerance threshold (PTT) test-
ing or “voltage input” type device used for voltage-nerve 
conduction threshold (v-NCT) testing) to diagnose sensory 
neuropathies or radiculopathies in Medicare beneficiaries is 
not reasonable and necessary. 

B. Nationally Covered Indications 

Not applicable. 

C. Nationally Noncovered Indications 

All uses of sNCT to diagnose sensory neuropathies or radicu-
lopathies are noncovered. 

(This NCD last reviewed June 2004.) 
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100-03 Chapter 1, Part 3

170.3—Speech -Language Pathology Services for the 
Treatment of Dysphagia 

(Rev. 55, Issued: 05-05-06, Effective: 10-01-06, Implementa-
tion: 10-02-06) 

Dysphagia is a swallowing disorder that may be due to vari-
ous neurological, structural, and cognitive deficits. Dyspha-
gia may be the result of head trauma, cerebrovascular acci-
dent, neuromuscular degenerative diseases, head and neck 
cancer, or encephalopathies. While dysphagia can afflict any 
age group, it most often appears among the elderly. Speech-
language pathology services are covered under Medicare for 
the treatment of dysphagia, regardless of the presence of a 
communication disability. 

Patients who are motivated, moderately alert, and have some 
degree of deglutition and swallowing functions are appropri-
ate candidates for dysphagia therapy. Elements of the therapy 
program can include thermal stimulation to heighten the 
sensitivity of the swallowing reflex, exercises to improve oral-
motor control, training in laryngeal adduction and compen-
satory swallowing techniques, and positioning and dietary 
modifications. Design all programs to ensure swallowing 
safety of the patient during oral feedings and maintain ade-
quate nutrition. 

Cross-reference: 

The Medicare Benefit Policy, Chapter 15, “Covered Medical 
and Other Health Services,” §§220 and 230.3 

180.2—Enteral and Parenteral Nutritional Therapy 

(Rev. 1, 10-03-03) 

CIM 65-10 

Covered As Prosthetic Device 

There are patients who, because of chronic illness or 
trauma, cannot be sustained through oral feeding. These 
people must rely on either enteral or parenteral nutritional 
therapy, depending upon the particular nature of their 
medical condition. 

Coverage of nutritional therapy as a Part B benefit is pro-
vided under the prosthetic device benefit provision which 
requires that the patient must have a permanently inopera-
tive internal body organ or function thereof. Therefore, en-
teral and parenteral nutritional therapy are not covered un-
der Part B in situations involving temporary impairments. 

Coverage of such therapy, however, does not require a medi-
cal judgment that the impairment giving rise to the therapy 
will persist throughout the patient’s remaining years. If the 
medical record, including the judgment of the attending phy-
sician, indicates that the impairment will be of long and in-
definite duration, the test of permanence is considered met. 

If the coverage requirements for enteral or parenteral nutri-
tional therapy are met under the prosthetic device benefit 
provision, related supplies, equipment and nutrients are also 
covered under the conditions in the following paragraphs 
and the Medicare Benefit Policy Manual, Chapter 15, “Cov-
ered Medical and Other Health Services,” §120. 

Parenteral Nutrition Therapy Daily parenteral nutrition is 
considered reasonable and necessary for a patient with se-
vere pathology of the alimentary tract which does not allow 
absorption of sufficient nutrients to maintain weight and 
strength commensurate with the patient’s general condition. 

Since the alimentary tract of such a patient does not function 
adequately, an indwelling catheter is placed percutaneously 
in the subclavian vein and then advanced into the superior 
vena cava where intravenous infusion of nutrients is given for 
part of the day. The catheter is then plugged by the patient 
until the next infusion. Following a period of hospitalization, 
which is required to initiate parenteral nutrition and to train 
the patient in catheter care, solution preparation, and infu-
sion technique, the parenteral nutrition can be provided 
safely and effectively in the patient’s home by nonprofes-
sional persons who have undergone special training. How-
ever, such persons cannot be paid for their services, nor is 
payment available for any services furnished by nonphysi-
cian professionals except as services furnished incident to a 
physician’s service. 

For parenteral nutrition therapy to be covered under Part B, 
the claim must contain a physician’s written order or pre-
scription and sufficient medical documentation to permit an 
independent conclusion that the requirements of the pros-
thetic device benefit are met and that parenteral nutrition 
therapy is medically necessary. An example of a condition 
that typically qualifies for coverage is a massive small bowel 
resection resulting in severe nutritional deficiency in spite of 
adequate oral intake. However, coverage of parenteral nutri-
tion therapy for this and any other condition must be ap-
proved on an individual, case-by-case basis initially and at 
periodic intervals of no more than three months by the carri-
er’s medical consultant or specially trained staff, relying on 
such medical and other documentation as the carrier may 
require. If the claim involves an infusion pump, sufficient 
evidence must be provided to support a determination of 
medical necessity for the pump. Program payment for the 
pump is based on the reasonable charge for the simplest 
model that meets the medical needs of the patient as estab-
lished by medical documentation. 

Nutrient solutions for parenteral therapy are routinely cov-
ered. However, Medicare pays for no more than one month’s 
supply of nutrients at any one time. Payment for the nutri-
ents is based on the reasonable charge for the solution com-
ponents unless the medical record, including a signed state-
ment from the attending physician, establishes that the 
beneficiary, due to his/her physical or mental state, is unable 
to safely or effectively mix the solution and there is no family 
member or other person who can do so. Payment will be on 
the basis of the reasonable charge for more expensive pre-
mixed solutions only under the latter circumstances. 

Enteral Nutrition Therapy 

Enteral nutrition is considered reasonable and necessary for 
a patient with a functioning gastrointestinal tract who, due to 
pathology to, or nonfunction of, the structures that normally 
permit food to reach the digestive tract, cannot maintain 
weight and strength commensurate with his or her general 
condition. Enteral therapy may be given by nasogastric, jeju-
nostomy, or gastrostomy tubes and can be provided safely 
and effectively in the home by nonprofessional persons who 
have undergone special training. However, such persons can-
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not be paid for their services, nor is payment available for 
any services furnished by nonphysician professionals except 
as services furnished incident to a physician’s service. 

Typical examples of conditions that qualify for coverage are 
head and neck cancer with reconstructive surgery and central 
nervous system disease leading to interference with the neu-
romuscular mechanisms of ingestion of such severity that the 
beneficiary cannot be maintained with oral feeding. However, 
claims for Part B coverage of enteral nutrition therapy for 
these and any other conditions must be approved on an indi-
vidual, case-by-case basis. Each claim must contain a physi-
cian’s written order or prescription and sufficient medical 
documentation (e.g., hospital records, clinical findings from 
the attending physician) to permit an independent conclu-
sion that the patient’s condition meets the requirements of 
the prosthetic device benefit and that enteral nutrition ther-
apy is medically necessary. Allowed claims are to be reviewed 
at periodic intervals of no more than 3 months by the con-
tractor’s medical consultant or specially trained staff, and 
additional medical documentation considered necessary is to 
be obtained as part of this review. 

Medicare pays for no more than one month’s supply of en-
teral nutrients at any one time. 

If the claim involves a pump, it must be supported by suffi-
cient medical documentation to establish that the pump is 
medically necessary, i.e., gravity feeding is not satisfactory 
due to aspiration, diarrhea, dumping syndrome. Program 
payment for the pump is based on the reasonable charge for 
the simplest model that meets the medical needs of the pa-
tient as established by medical documentation. 

Nutritional Supplementation 

Some patients require supplementation of their daily protein 
and caloric intake. Nutritional supplements are often given 
as a medicine between meals to boost protein-caloric intake 
or the mainstay of a daily nutritional plan. Nutritional sup-
plementation is not covered under Medicare Part B. 

190.2—Diagnostic Pap Smears 

(Rev. 48, Issued: 03-17-06; Effective/Implementation Dates: 
06-19-06) 

CIM 50-20, CIM 50-20.1 

A diagnostic pap smear and related medically necessary ser-
vices are covered under Medicare Part B when ordered by a 
physician under one of the following conditions: 

• Previous cancer of the cervix, uterus, or vagina that has 
been or is presently being treated; 

• Previous abnormal pap smear; 
• Any abnormal findings of the vagina, cervix, uterus, ova-

ries, or adnexa; 
• Any significant complaint by the patient referable to the 

female reproductive system; or 
• Any signs or symptoms that might in the physician’s judg-

ment reasonably be related to a gynecologic disorder. 

Screening Pap Smears and Pelvic Examinations for Early 
Detection of Cervical or Vaginal Cancer. (See section 210.2.) 

100-03 Chapter 1, Part 4

210.1—Prostate Cancer Screening Tests

(Rev. 48, Issued: 03-17-06; Effective/Implementation Dates: 06-
19-06)

CIM 50-55

Covered

A—General

Section 4103 of the Balanced Budget Act of 1997 provides for 
coverage of certain prostate cancer screening tests subject to 
certain coverage, frequency, and payment limitations. Medicare 
will cover prostate cancer screening tests/procedures for the 
early detection of prostate cancer. Coverage of prostate cancer 
screening tests includes the following procedures furnished to 
an individual for the early detection of prostate cancer:

• Screening digital rectal examination; and
• Screening prostate specific antigen blood test.

B—Screening Digital Rectal Examinations

Screening digital rectal examinations are covered at a fre-
quency of once every 12 months for men who have attained 
age 50 (at least 11 months have passed following the month 
in which the last Medicare-covered screening digital rectal 
examination was performed). Screening digital rectal exami-
nation means a clinical examination of an individual’s pros-
tate for nodules or other abnormalities of the prostate. This 
screening must be performed by a doctor of medicine or os-
teopathy (as defined in §1861(r)(1) of the Act), or by a physi-
cian assistant, nurse practitioner, clinical nurse specialist, or 
certified nurse mid-wife (as defined in §1861(aa) and 
§1861(gg) of the Act) who is authorized under State law to 
perform the examination, fully knowledgeable about the 
beneficiary’s medical condition, and would be responsible for 
using the results of any examination performed in the overall 
management of the beneficiary’s specific medical problem.

C—Screening Prostate Specific Antigen Tests

Screening prostate specific antigen tests are covered at a fre-
quency of once every 12 months for men who have attained 
age 50 (at least 11 months have passed following the month 
in which the last Medicare-covered screening prostate specific 
antigen test was performed). Screening prostate specific anti-
gen tests (PSA) means a test to detect the marker for adeno-
carcinoma of prostate. PSA is a reliable immunocytochemi-
cal marker for primary and metastatic adenocarcinoma of 
prostate. This screening must be ordered by the beneficiary’s 
physician or by the beneficiary’s physician assistant, nurse 
practitioner, clinical nurse specialist, or certified nurse mid-
wife (the term “attending physician” is defined in §1861(r)(1) 
of the Act to mean a doctor of medicine or osteopathy and 
the terms “physician assistant, nurse practitioner, clinical 
nurse specialist, or certified nurse midwife” are defined in 
§1861(aa) and §1861(gg) of the Act) who is fully knowledge-
able about the beneficiary’s medical condition, and who 
would be responsible for using the results of any examination 
(test) performed in the overall management of the beneficiary’s 
specific medical problem.
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220.6—Positron Emission Tomography (PET) Scans (Effective 
April 6, 2009)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

Positron Emission Tomography (PET) is a minimally inva-
sive diagnostic imaging procedure used to evaluate metabo-
lism in normal tissue as well as in diseased tissues in condi-
tions such as cancer, ischemic heart disease, and some 
neurologic disorders. A radiopharmaceutical is injected into 
the patient that gives off sub-atomic particles, known as 
positrons, as it decays. PET uses a positron camera (tomo-
graph) to measure the decay of the radiopharmaceutical. The 
rate of decay provides biochemical information on the me-
tabolism of the tissue being studied.

NOTE:  This manual section 220.6 lists all Medicare-covered 
uses of PET scans. Except as set forth below in 
cancer indications listed as “Coverage with Evidence 
Development”, a particular use of PET scans is not 
covered unless this manual specifically provides that 
such use is covered. Although this section 220.6 lists 
some non-covered uses of PET scans, it does not 
constitute an exhaustive list of all non-covered uses.

(This NCD last reviewed March 2009.)

220.6.1—PET for Perfusion of the Heart (Various Effective 
Dates Below)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

1. Rubidium 82 (Effective March 14, 1995)

Effective for services performed on or after March 14, 1995, 
PET scans performed at rest or with pharmacological stress 
used for noninvasive imaging of the perfusion of the heart for 
the diagnosis and management of patients with known or 
suspected coronary artery disease using the FDA-approved 
radiopharmaceutical Rubidium 82 (Rb 82) are covered, pro-
vided the requirements below are met:

• The PET scan, whether at rest alone, or rest with stress, is 
performed in place of, but not in addition to, a single pho-
ton emission computed tomography (SPECT); or

• The PET scan, whether at rest alone or rest with stress, is 
used following a SPECT that was found to be inconclusive. 
In these cases, the PET scan must have been considered 
necessary in order to determine what medical or surgical 
intervention is required to treat the patient. (For purposes 
of this requirement, an inconclusive test is a test(s) whose 
results are equivocal, technically uninterruptible, or dis-
cordant with a patient’s other clinical data and must be 
documented in the beneficiary’s file.)

• For any PET scan for which Medicare payment is claimed 
for dates of services prior to July 1, 2001, the claimant 
must submit additional specified information on the claim 
form (including proper codes and/or modifiers), to indicate 
the results of the PET scan. The claimant must also include 
information on whether the PET scan was performed after 
an inconclusive non- invasive cardiac test. The information 
submitted with respect to the previous noninvasive cardiac 
test must specify the type of test performed prior to the 
PET scan and whether it was inconclusive or unsatisfac-
tory. These explanations are in the form of special G codes 
used for billing PET scans using Rb 82. Beginning July 1, 
2001, claims should be submitted with the appropriate 
codes.

2. Ammonia N-13 (Effective October 1, 2003)

Effective for services performed on or after October 1, 2003, 
PET scans performed at rest or with pharmacological stress 
used for noninvasive imaging of the perfusion of the heart for 
the diagnosis and management of patients with known or 
suspected coronary artery disease using the FDA-approved 
radiopharmaceutical ammonia N-13 are covered, provided 
the requirements below are met:

• The PET scan, whether at rest alone, or rest with stress, is 
performed in place of, but not in addition to, a SPECT; or

• The PET scan, whether at rest alone or rest with stress, is 
used following a SPECT that was found to be inconclusive. 
In these cases, the PET scan must have been considered 
necessary in order to determine what medical or surgical 
intervention is required to treat the patient. (For purposes 
of this requirement, an inconclusive test is a test whose 
results are equivocal, technically uninterpretable, or dis-
cordant with a patient’s other clinical data and must be 
documented in the beneficiary’s file.)

(This NCD last reviewed March 2005.)

220.6.2—FDG PET for Lung Cancer (Replaced with Section 
220.6.17)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

220.6.3—FDG PET for Esophageal Cancer (Replaced with 
Section 220.6.17)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

220.6.4—FDG PET for Colorectal Cancer (Replaced with 
Section 220.6.17) 

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)
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220.6.5—FDG PET for Lymphoma (Replaced with Section 
220.6.17) 

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

220.6.6—FDG PET for Melanoma (Replaced with Section 
220.6.17) 

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

220.6.7—FDG PET for Head and Neck Cancers (Replaced with 
Section 220.6.17)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09) 

220.6.8—FDG PET for Myocardial Viability (Various Effective 
Dates Below)

(Rev. 31, Issued: 04-04-05; Effective: 01-28-05; Implementa-
tion: 04-18-05)

The identification of patients with partial loss of heart muscle 
movement or hibernating myocardium is important in select-
ing candidates with compromised ventricular function to 
determine appropriateness for revascularization. Diagnostic 
tests such as FDG PET distinguish between dysfunctional but 
viable myocardial tissue and scar tissue in order to affect 
management decisions in patients with ischemic cardiomy-
opathy and left ventricular dysfunction.

1. FDG PET is covered for the determination of myocardial 
viability following an inconclusive single photon emission 
computed tomography (SPECT) test from July 1, 2001, 
through September 30, 2002. Only full ring PET scanners 
are covered from July 1, 2001, through December 31, 
2001. However, as of January 1, 2002, full and partial ring 
scanners are covered.

2. Beginning October 1, 2002, Medicare covers FDG PET for 
the determination of myocardial viability as a primary or 
initial diagnostic study prior to revascularization, or fol-
lowing an inconclusive SPECT. Studies performed by full 
and partial ring scanners are covered.

Limitations: In the event a patient receives a SPECT test with 
inconclusive results, a PET scan may be covered. However, if 
a patient receives a FDG PET study with inconclusive results, 
a follow up SPECT test is not covered.

Documentation that these conditions are met should be 
maintained by the referring physician in the beneficiary’s 
medical record, as is normal business practice.

(See §220.12 for SPECT coverage.)

(This NCD last reviewed September 2002.)

220.6.9—FDG PET for Refractory Seizures (Effective July 1, 
2001)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

Beginning July 1, 2001, Medicare covers FDG-PET for pre-
surgical evaluation for the purpose of localization of a focus 
of refractory seizure activity.

Limitations: Covered only for pre-surgical evaluation.

Documentation that these conditions are met should be 
maintained by the referring physician in the beneficiary’s 
medical record, as is normal business practice.

(This NCD last reviewed June 2001.)

220.6.10—FDG PET for Breast Cancer (Effective October 1, 
2002) (Replaced with Section 220.6.17)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

220.6.11—FDG PET for Thyroid Cancer (Various Effective Dates 
Below) (Replaced with Section 220.6.17)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

220.6.12—FDG PET for Soft Tissue Sarcoma (Various Effective 
Dates Below) (Replaced with Section 220.6.17)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

220.6.13—FDG PET for Dementia and Neurodegenerative 
Diseases (Effective September 15, 2004)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)
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A. General

Medicare covers FDG-PET scans for either the differential 
diagnosis of fronto-temporal dementia (FTD) and Alzheim-
er’s disease (AD) under specific requirements; OR, its use in a 
Centers for Medicare & Medicaid Services (CMS)-approved 
practical clinical trial focused on the utility of FDG-PET in 
the diagnosis or treatment of dementing neurodegenerative 
diseases. Specific requirements for each indication are 
clarified below:

B. Nationally Covered Indications

1. FDG-PET Requirements for Coverage in the Differen-
tial Diagnosis of AD and FTD

An FDG-PET scan is considered reasonable and necessary in 
patients with a recent diagnosis of dementia and documented 
cognitive decline of at least 6 months, who meet diagnostic 
criteria for both AD and FTD. These patients have been 
evaluated for specific alternate neurodegenerative diseases or 
other causative factors, but the cause of the clinical symp-
toms remains uncertain.

The following additional conditions must be met before an 
FDG-PET scan will be covered:

a. The patient’s onset, clinical presentation, or course of 
cognitive impairment is such that FTD is suspected as 
an alternative neurodegenerative cause of the cogni-
tive decline. Specifically, symptoms such as social 
disinhibition, awkwardness, difficulties with language, 
or loss of executive function are more prominent early 
in the course of FTD than the memory loss typical  
of AD;

b. The patient has had a comprehensive clinical evalua-
tion (as defined by the American Academy of Neurol-
ogy (AAN)) encompassing a medical history from the 
patient and a well-acquainted informant (including as-
sessment of activities of daily living), physical and 
mental status examination (including formal documen-
tation of cognitive decline occurring over at least 6 
months) aided by cognitive scales or neuropsychologi-
cal testing, laboratory tests, and structural imaging 
such as magnetic resonance imaging (MRI) or com-
puted tomography (CT);

c. The evaluation of the patient has been conducted by a 
physician experienced in the diagnosis and assessment 
of dementia;

d. The evaluation of the patient did not clearly determine 
a specific neurodegenerative disease or other cause for 
the clinical symptoms, and information available 
through FDG-PET is reasonably expected to help clar-

ify the diagnosis between FTD and AD and help guide 
future treatment;

e. The FDG-PET scan is performed in a facility that has 
all the accreditation necessary to operate nuclear med-
icine equipment. The reading of the scan should be 
done by an expert in nuclear medicine, radiology, neu-
rology, or psychiatry, with experience interpreting such 
scans in the presence of dementia;

f. A brain single photon emission computed tomogra-
phy (SPECT) or FDG-PET scan has not been obtained 
for the same indication. (The indication can be con-
sidered to be different in patients who exhibit impor-
tant changes in scope or severity of cognitive decline, 
and meet all other qualifying criteria listed above and 
below (including the judgment that the likely diagno-
sis remains uncertain). The results of a prior SPECT 
or FDG-PET scan must have been inconclusive or, in 
the case of SPECT, difficult to interpret due to imma-
ture or inadequate technology. In these instances, an 
FDG-PET scan may be covered after 1 year has passed 
from the time the first SPECT or FDG-PET scan was 
performed.)

g. The referring and billing provider(s) have documented 
the appropriate evaluation of the Medicare beneficiary. 
Providers should establish the medical necessity of an 
FDG-PET scan by ensuring that the following informa-
tion has been collected and is maintained in the 
beneficiary medical record:

• Date of onset of symptoms;
• Diagnosis of clinical syndrome (normal aging; mild cogni-

tive impairment or MCI; mild, moderate or severe de- 
mentia);

• Mini mental status exam (MMSE) or similar test score;
• Presumptive cause (possible, probable, uncertain AD);
• Any neuropsychological testing performed;
• Results of any structural imaging (MRI or CT) performed;
• Relevant laboratory tests (B12, thyroid hormone); and,
• Number and name of prescribed medications.

The billing provider must furnish a copy of the FDG-PET 
scan result for use by CMS and its contractors upon request. 
These verification requirements are consistent with federal 
requirements set forth in 42 Code of Federal Regulations sec-
tion 410.32 generally for diagnostic x-ray tests, diagnostic 
laboratory tests, and other tests. In summary, section 410.32 
requires the billing physician and the referring physician to 
maintain information in the medical record of each patient 
to demonstrate medical necessity [410.32(d) (2)] and submit 
the information demonstrating medical necessity to CMS 
and/or its agents upon request [410.32(d)(3)(I)] (OMB num-
ber 0938-0685).
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2. FDG-PET Requirements for Coverage in the Context of a 
CMS-approved Practical Clinical Trial Utilizing a Specific 
Protocol to Demonstrate the Utility of FDG-PET in the 
Diagnosis, and Treatment of Neurodegenerative Dement-
ing Diseases

An FDG-PET scan is considered reasonable and necessary in 
patients with mild cognitive impairment or early dementia 
(in clinical circumstances other than those specified in sub-
paragraph 1) only in the context of an approved clinical trial 
that contains patient safeguards and protections to ensure 
proper administration, use and evaluation of the FDG-PET 
scan.

The clinical trial must compare patients who do and do not 
receive an FDG-PET scan and have as its goal to monitor, 
evaluate, and improve clinical outcomes. In addition, it must 
meet the following basic criteria:

a. Written protocol on file;
b. Institutional Review Board review and approval;
c. Scientific review and approval by two or more qualified 

individuals who are not part of the research team; 
and,

d. Certification that investigators have not been 
disqualified.

C. Nationally Non-covered Indications

All other uses of FDG-PET for patients with a presumptive 
diagnosis of dementia-causing neurodegenerative disease 
(e.g., possible or probable AD, clinically typical FTD, demen-
tia of Lewy bodies, or Creutzfeld-Jacob disease) for which 
CMS has not specifically indicated coverage continue to be 
non-covered.

D. Other

Not applicable.

(This NCD last reviewed September 2004.)

220.6.14—FDG PET for Brain, Cervical, Ovarian, Pancreatic, 
Small Cell Lung, and Testicular Cancers (Effective January 28, 
2005) (Replaced with Section 220.6.17)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

220.6.15—FDG PET for All Other Cancer Indications Not 
Previously Specified (Effective January 28, 2005) (Replaced 
with Section 220.6.17)

(Rev. 120; Issued: 05-06-10; Effective Date: 04-03-09; Imple-
mentation Date: 10-30-09)

220.6.16—FDG PET for Infection and Inflammation (Effective 
March 19, 2008)

(Rev. 84; Issued: 06-27-08; Effective Date: 03-19-08; Imple-
mentation Date: 07-28-08) 

A. General 

The Centers for Medicare & Medicaid Services (CMS) re-
ceived a formal, complete request to reconsider the current, 
de facto non-coverage for FDG PET imaging for the following 
off-label uses, each in lieu of bone, leukocyte, and/or gallium 
scintigraphy: 

1.  Suspected chronic osteomyelitis in patients with: (a) pre-
viously documented osteomyelitis with suspected recur-
rence, or, (b) symptoms of osteomyelitis for more than 6 
weeks (including diabetic foot ulcers), 

2. Investigation of patients with suspected infection of hip 
prosthesis, and, 

3. Fever of unknown origin in patients with a febrile illness 
of .3 weeks duration, a temperature of .38.3 degrees 
Centigrade on at least two occasions, and uncertain diag-
nosis after a thorough history, physical examination, and 
one week of proper investigation. 

B. Nationally Covered Indications 

N/A 

C. Nationally Non-Covered Indications 

The CMS is continuing its national non-coverage of FDG PET 
for the requested indications. Based upon our review, CMS 
has determined that the evidence is inadequate to conclude 
that FDG PET for chronic osteomyelitis, infection of hip ar-
throplasty, and fever of unknown origin improves health 
outcomes in the Medicare populations, and therefore has 
determined that FDG PET for chronic osteomyelitis, infec-
tion of hip arthroplasty, and fever of unknown origin is not 
reasonable and necessary under section 1862(a)(1)(A) of the 
Social Security Act. 

D. Other 

The CMS has also determined that the request for coverage is 
not appropriate for the Coverage with Evidence Development 
(CED) paradigm. 

(This NCD last reviewed March 2008.)
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220.6.17 - Positron Emission Tomography (PET) (FDG) for 
Oncologic Conditions - (Various Effective Dates)

(Rev. 124; Issued: 09-24-2010; Effective: 08-04-2010; Imple-
mentation: 10-25-2010)

General 

The Centers for Medicare and Medicaid Services (CMS) was 
asked to reconsider section 220.6, of the National Coverage 
Determinations (NCD) Manual, to end the prospective data 
collection requirements across all oncologic indications of 
FDG PET except for monitoring response to treatment. Sec-
tion 220.6 of the NCD Manual, establishes the requirement 
for prospective data collection for FDG PET used in the diag-
nosis, staging, restaging, and monitoring response to treat-
ment for brain, cervical, ovarian, pancreatic, small cell lung 
and testicular cancers, as well as for cancer indications not 
previously specified in section 220.6 in its entirety. 

The CMS received public input indicating that the current 
coverage framework, which required cancer-by-cancer con-
sideration of diagnosis, staging, restaging, and monitoring 
response to treatment should be replaced by a more omnibus 
consideration. Thus, CMS broadened the scope of this review 
through an announcement on the Web site and solicited ad-
ditional public comment on the use of FDG PET imaging for 
solid tumors so that it could transparently consider this pos-
sibility. 

1. Framework

Effective for claims with dates of service on and after April 3, 
2009, CMS is adopting a coverage framework that replaces 
the four-part diagnosis, staging, restaging and monitoring 
response to treatment categories with a two-part framework 
that differentiates FDG PET imaging used to inform the ini-
tial anti-tumor treatment strategy from other uses related to 
guiding subsequent anti-tumor treatment strategies after the 
completion of initial treatment. CMS is making this change 
for all NCDs that address coverage of FDG PET for the spe-
cific oncologic conditions addressed in this decision.

2. Initial Anti-tumor Treatment Strategy

Effective for claims with dates of service on and after April 3, 
2009, CMS has determined that the evidence is adequate to 
determine that the results of FDG PET imaging are useful in 
determining the appropriate initial treatment strategy for 
beneficiaries with suspected solid tumors and myeloma and 
improve health outcomes and thus are reasonable and neces-
sary under §1862(a)(1)(A) of the Social Security Act (the 
Act). 

Therefore, effective for claims with dates of service on and 
after August 4, 2010, CMS will continue to nationally cover 
one FDG PET study for beneficiaries who have solid tumors 
that are biopsy proven or strongly suspected based on other 
diagnostic testing when the beneficiary’s treating physician 
determines that the FDG PET study is needed to determine 
the location and/or extent of the tumor for the following 
therapeutic purposes related to the initial treatment strat-
egy: 

• To determine whether or not the beneficiary is an appropri-
ate candidate for an invasive diagnostic or therapeutic 
procedure; or 

• To determine the optimal anatomic location for an invasive 
procedure; or 

• To determine the anatomic extent of tumor when the rec-
ommended anti-tumor treatment reasonably depends on 
the extent of the tumor. 

In addition, effective for claims with dates of service on and 
after August 4, 2010, CMS believes that an NCD is not ap-
propriate for addressing coverage for additional FDG PET 
scans for the therapeutic purposes related to the initial treat-
ment strategy. Therefore, local Medicare contractors will 
have discretion to cover (or not cover) within their jurisdic-
tions any additional PET scan for the therapeutic purposes 
related to the initial treatment strategy as described above.

As exceptions to the April 3, 2009, initial treatment strategy 
section above:

a. The CMS has reviewed evidence on the use of FDG PET 
imaging to determine initial anti-tumor treatment in 
patients with adenocarcinoma of the prostate. CMS has 
determined that the available evidence does not dem-
onstrate that FDG PET imaging improves physician 
decision making in the determination of initial anti-
tumor treatment strategy in Medicare beneficiaries 
who have adenocarcinoma of the prostate, does not 
improve health outcomes and is thus not reasonable 
and necessary under §1862(a)(1)(A) of the Act. There-
fore, FDG PET is nationally non-covered for this indi-
cation of this tumor type. 

b. The CMS received no new evidence demonstrating a 
change was warranted with respect to the use of FDG 
PET imaging to determine initial anti-tumor treatment 
in breast cancer; thus CMS is not making any change 
to the current coverage policy for FDG PET in breast 
cancer. CMS is continuing to nationally cover FDG PET 
imaging for the initial treatment strategy for male and 
female breast cancer only when used in staging distant 
metastasis. FDG PET imaging for diagnosis and initial 
staging of axillary nodes will remain non-covered. 

c. The CMS received no new evidence demonstrating a 
change was warranted with respect to use of FDG PET 
imaging of regional lymph nodes in melanoma; thus 
CMS is not changing the current NCD for FDG PET in 
melanoma. CMS will continue national non-coverage 
of FDG PET for the evaluation of regional lymph nodes 
in melanoma. Other uses of FDG PET to determine 
initial treatment strategy for melanoma remain nation-
ally covered. 

d. The CMS received no new evidence demonstrating a 
change was warranted with respect to use of FDG PET 
imaging in the initial treatment strategy for cervical 
cancer. CMS is continuing nationally to cover FDG PET 
imaging as an adjunct test for the detection of pre-
 treatment metastasis (i.e., staging) in newly diagnosed 
cervical cancers following conventional imaging that is 
negative for extra-pelvic metastasis. All other uses of 
FDG PET for the initial treatment strategy for beneficia-
ries diagnosed with cervical cancer will continue to only 
be nationally covered as research under §1862(a)(1)(E) 
of the Act through Coverage with Evidence Develop-
ment (CED). Therefore, CMS will nationally cover one 
initial FDG PET study for newly diagnosed cervical 
cancer when not used as an adjunct test for the detec-
tion of pre-treatment metastases following conventional 
imaging that is negative for extra-pelvic metastasis only 
when the beneficiary’s treating physician determines 
that the FDG PET study is needed to inform the initial 
anti-tumor treatment strategy and the beneficiary is 
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enrolled in, and the FDG PET provider is participating 
in, the specific type of prospective clinical study out-
lined under subsequent treatment strategy below. 

e. Effective November 10, 2009, as a result of a reconsid-
eration request, CMS ended the prospective data collec-
tion requirements, or CED, for the use of FDG PET 
imaging in the initial staging of cervical cancer related 
to initial treatment strategy. CMS is continuing nation-
ally to cover FDG PET imaging as an adjunct test for 
the detection of pre-treatment metastasis (i.e., staging) 
in newly diagnosed cervical cancers following conven-
tional imaging that is negative for extra-pelvic metasta-
sis. 

Therefore, CMS will nationally cover one initial FDG PET 
study for staging in beneficiaries who have biopsy-proven 
cervical cancer when the beneficiary’s treating physician de-
termines that the FDG PET study is needed to determine the 
location and/or extent of the tumor for the following thera-
peutic purposes related to initial treatment strategy: 

• To determine whether or not the beneficiary is an appropri-
ate candidate for an invasive diagnostic or therapeutic 
procedure; or 

• To determine the optimal anatomic location for an invasive 
procedure; or 

• To determine the anatomic extent of the tumor when the 
recommended anti-tumor treatment reasonably depends 
on the extent of the tumor. 

In addition, effective for claims with dates of service on and 
after August 4, 2010, CMS believes that an NCD is not ap-
propriate for addressing coverage for additional FDG PET 
scans for the therapeutic purposes related to the initial treat-
ment strategy. Therefore, local Medicare contractors will 
have discretion to cover (or not cover) within their jurisdic-
tions any additional PET scan for the therapeutic purposes 
related to the initial treatment strategy as described above.

Additionally, effective November 10, 2009, following a recon-
sideration request, CMS determines that there is no credible 
evidence that the results of FDG PET imaging are useful to 
make the initial diagnoses of cervical cancer, does not im-
prove health outcomes, and is not reasonable and necessary 
under section 1862(a)(1)(A) of the Social Security Act. There-
fore, CMS will nationally non-cover FDG PET imaging for 
initial diagnosis of cervical cancer related to initial treatment 
strategy. 

3. Subsequent Anti-tumor Treatment Strategy

As part of its April 3, 2009, NCD, the CMS reviewed evidence 
on the use of FDG PET in the subsequent treatment strategy 
for patients with tumor types other than those seven indica-
tions currently covered without exception (breast, colorectal, 
esophagus, head and neck (non-CNS/thyroid), lymphoma, 
melanoma, and non-small cell lung). 

As a result, CMS determined that the available evidence is 
adequate to determine that FDG PET imaging also improves 
physician decision making in the determination of subse-
quent treatment strategy in Medicare beneficiaries who have 
ovarian cancer, cervical cancer, and myeloma, improves 
health outcomes, and is thus reasonable and necessary under 
§1862(a)(1)(A) of the Act. 

Therefore, effective for claims with dates of service on and 

after April 3, 2009, for tumor types other than breast, colorec-
tal, esophagus, head and neck (non-CNS/thyroid), lymphoma, 
melanoma, non-small cell lung, ovarian, cervical, and my-
eloma, CMS has determined that the available evidence is not 
adequate to determine that FDG PET imaging improves phy-
sician decision making in the determination of subsequent 
anti-tumor treatment strategy or improves health outcomes 
in Medicare beneficiaries and thus is not reasonable and nec-
essary under §1862(a)(1)(A) of the Act. 

However, CMS has determined that the available evidence is 
sufficient to determine that FDG PET imaging for subsequent 
anti-tumor treatment strategy for all other tumor types other 
than the 10 indications noted above may be covered as re-
search under §1862(a)(1)(E) of the Act through CED. 

Therefore, CMS nationally will cover a subsequent FDG PET 
study for all other tumor types other than the 10 indications 
noted above, when the beneficiary’s treating physician deter-
mines that the FDG PET study is needed to inform the sub-
sequent anti-tumor treatment strategy and the beneficiary is 
enrolled in, and the FDG PET provider is participating in, the 
following type of prospective clinical study: 

An FDG PET clinical study that is designed to collect addi-
tional information at the time of the scan to assist in patient 
management. Qualifying clinical studies must ensure that 
specific hypotheses are addressed; appropriate data elements 
are collected; hospitals and providers are qualified to provide 
the FDG PET scan and interpret the results; participating 
hospitals and providers accurately report data on all enrolled 
patients not included in other qualifying trials through ade-
quate auditing mechanisms; and all patient confidentiality, 
privacy, and other Federal laws must be followed. 

The clinical studies for which CMS will provide coverage 
must answer one or more of the following three questions: 

Prospectively, in Medicare beneficiaries whose treating physi-
cian determines that the FDG PET study is needed to inform 
the subsequent anti-tumor treatment strategy, does the addi-
tion of FDG PET imaging lead to: 

• A change in the likelihood of appropriate referrals for pal-
liative care; 

• Improved quality of life; or, 
• Improved survival? 

The study must adhere to the following standards of scien-
tific integrity and relevance to the Medicare population: 

a. The principal purpose of the research study is to test 
whether a particular intervention potentially improves 
the participants’ health outcomes. 

b. The research study is well-supported by available scien-
tific and medical information or it is intended to clarify 
or establish the health outcomes of interventions al-
ready in common clinical use. 

c. The research study does not unjustifiably duplicate ex-
isting studies. 

d. The research study design is appropriate to answer the 
research question being asked in the study. 

e. The research study is sponsored by an organization or 
individual capable of executing the proposed study suc-
cessfully. 

f. The research study is in compliance with all applicable 
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Federal regulations concerning the protection of hu-
man subjects found in the Code of Federal Regulations 
(CFR) at 45 CFR Part 46. If a study is regulated by the 
Food and Drug Administration (FDA), it also must be 
in compliance with 21 CFR Parts 50 and 56.

g. All aspects of the research study are conducted accord-
ing to the appropriate standards of scientific integrity. 

h. The research study has a written protocol that clearly 
addresses, or incorporates by reference, the Medicare 
standards. 

i. The clinical research study is not designed to exclu-
sively test toxicity or disease pathophysiology in healthy 
individuals. Trials of all medical technologies measur-
ing therapeutic outcomes as one of the objectives meet 
this standard only if the disease or condition being 
studied is life-threatening as defined in 21 CFR 312.81(a) 
and the patient has no other viable treatment options. 

j. The clinical research study is registered on the www.
ClinicalTrials.gov Web site by the principal sponsor/ 
investigator prior to the enrollment of the first study 
subject. 

k. The research study protocol specifies the method and 
timing of public release of all pre-specified outcomes to 
be measured including release of outcomes if outcomes 
are negative or study is terminated early. The results 
must be made public within 24 months of the end of 
data collection. If a report is planned to be published in 
a peer-reviewed journal, then that initial release may be 
an abstract that meets the requirements of the Interna-
tional Committee of Medical Journal Editors. However, 
a full report of the outcomes must be made public no 
later than 3 years after the end of data collection. 

l. The research study protocol must explicitly discuss 
subpopulations affected by the treatment under inves-
tigation, particularly traditionally underrepresented 
groups in clinical studies, how the inclusion and exclu-
sion criteria affect enrollment of these populations, and 
a plan for the retention and reporting of said popula-
tions on the trial. If the inclusion and exclusion criteria 
are expected to have a negative effect on the recruit-
ment or retention of underrepresented populations, the 
protocol must discuss why these criteria are necessary. 

m. The research study protocol explicitly discusses how 
the results are or are not expected to be generalizable 
to the Medicare population to infer whether Medicare 
patients may benefit from the intervention. Separate 
discussions in the protocol may be necessary for popu-
lations eligible for Medicare due to age, disability or 
Medicaid eligibility. 

Consistent with section 1142 of the Act, the Agency for 
Healthcare Research and Quality (AHRQ) supports clinical 
research studies that CMS determines meet the above-listed 
standards and address the above-listed research questions. 

4. Synopsis of New Framework

Effective for claims with dates of service on and after April 3, 
2009, the CMS transitioned the prior framework—diagnosis, 
staging, restaging, and monitoring response to treatment—
into the initial treatment strategy and subsequent treatment 
strategy framework. The chart below summarizes FDG PET 
coverage as of November 10, 2009: 

FDG PET Cov-
erage for Solid 
Tumors and 
Myeloma 
Tumor Type

Initial Treatment 
Strategy (formerly 
“diagnosis” & 
“staging”)

Subsequent Treat-
ment Strategy (for-
merly “restaging” & 
“monitoring response 
to treatment”) 

Colorectal Cover Cover

Esophagus Cover Cover

Head & Neck 
(not Thyroid, 
CNS) 

Cover Cover

Lymphoma Cover Cover

Non-Small Cell 
Lung

Cover Cover

Ovary Cover Cover

Brain Cover CED

Cervix Cover w/exception* Cover

Small Cell Lung Cover CED

Soft Tissue Sar-
coma

Cover CED

Pancreas Cover CED

Testes Cover CED

Breast (female 
and male) 

Cover w/exception* Cover

Melanoma Cover w/exception* Cover

Prostate Non-Cover CED

Thyroid Cover Cover w/exception or 
CED*

All Other Solid 
Tumors

Cover CED

Myeloma Cover Cover

All other can-
cers not 
listed

CED CED

*Cervix: Non-covered for the initial diagnosis of cervi-
cal cancer related to initial treatment strategy. All 
other indications for initial treatment strategy are 
covered. 

*Breast: Non-covered for initial diagnosis and/or stag-
ing of axillary lymph nodes. Covered for initial stag-
ing of metastatic disease. All other indications for 
initial treatment strategy are covered. 

*Melanoma: Non-covered for initial staging of regional 
lymph nodes. All other indications for initial treat-
ment strategy are covered. 

*Thyroid: Covered for subsequent treatment strategy of 
recurrent or residual thyroid cancer of follicular 
cell origin previously treated by thyroidectomy and 
radioiodine ablation and have a serum thyroglobu-
lin >10ng/ml and have a negative I-131 whole body 
scan. All other indications for subsequent treat-
ment strategy are CED. 

(This NCD last reviewed August 2010.) 
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220.6.19 – Positron Emission Tomography NaF-18 (NaF-18 PET) 
to Identify Bone Metastasis of Cancer (Effective February 26, 
2010) 

(Rev. 119, Issued: 03-26-10, Effective: 02-26-10, Implementa-
tion: 07-06-10) 

A. General

Positron Emission Tomography (PET) is a non-invasive, di-
agnostic imaging procedure that assesses the level of meta-
bolic activity and perfusion in various organ systems of the 
body. A positron camera (tomograph) is used to produce 
cross-sectional tomographic images, which are obtained 
from positron-emitting radioactive tracer substances (radio-
pharmaceuticals) such as F-18 sodium fluoride. NaF-18 PET 
has been recognized as an excellent technique for imaging 
areas of altered osteogenic activity in bone. The clinical value 
of detecting and assessing the initial extent of metastatic 
cancer in bone is attested by a number of professional guide-
lines for oncology. Imaging to detect bone metastases is also 
recommended when a patient, following completion of initial 
treatment, is symptomatic with bone pain suspicious for me-
tastases from a known primary tumor. 

B. Nationally Covered Indications

Effective February 26, 2010, the Centers for Medicare & Med-
icaid Services (CMS) will cover NaF-18 PET imaging when 
the beneficiary’s treating physician determines that the NaF-
18 PET study is needed to inform to inform the initial antitu-
mor treatment strategy or to guide subsequent antitumor 
treatment strategy after the completion of initial treatment, 
and when the beneficiary is enrolled in, and the NaF-18 PET 
provider is participating in, the following type of prospective 
clinical study: 

A NaF-18 PET clinical study that is designed to collect ad-
ditional information at the time of the scan to assist in 
initial antitumor treatment planning or to guide subse-
quent treatment strategy by the identification, location 
and quantification of bone metastases in beneficiaries in 
whom bone metastases are strongly suspected based on 
clinical symptoms or the results of other diagnostic stud-
ies. Qualifying clinical studies must ensure that specific 
hypotheses are addressed; appropriate data elements are 
collected; hospitals and providers are qualified to provide 
the PET scan and interpret the results; participating hos-
pitals and providers accurately report data on all enrolled 
patients not included in other qualifying trials through 
adequate auditing mechanisms; and all patient confidenti-
ality, privacy, and other Federal laws must be followed. 

The clinical studies for which Medicare will provide coverage 
must answer one or more of the following questions: 

Prospectively, in Medicare beneficiaries whose treating physi-
cian determines that the NaF-18 PET study results are 
needed to inform the initial antitumor treatment strategy or 
to guide subsequent antitumor treatment strategy after the 
completion of initial treatment, does the addition of NaF-18 
PET imaging lead to: 

• A change in patient management to more appropriate 
palliative care; or 

• A change in patient management to more appropriate 
curative care; or 

• Improved quality of life; or 
• Improved survival? 

The study must adhere to the following standards of scien-
tific integrity and relevance to the Medicare population: 

a. The principal purpose of the research study is to test 
whether a particular intervention potentially improves 
the participants’ health outcomes. 

b. The research study is well-supported by available scien-
tific and medical information or it is intended to clarify 
or establish the health outcomes of interventions al-
ready in common clinical use. 

c. The research study does not unjustifiably duplicate ex-
isting studies. 

d. The research study design is appropriate to answer the 
research question being asked in the study. 

e. The research study is sponsored by an organization or 
individual capable of executing the proposed study suc-
cessfully. 

f. The research study is in compliance with all applicable 
Federal regulations concerning the protection of hu-
man subjects found in the Code of Federal Regulations 
(CFR) at 45 CFR Part 46. If a study is regulated by the 
Food and Drug Administration (FDA), it also must be 
in compliance with 21 CFR Parts 50 and 56. 

g. All aspects of the research study are conducted accord-
ing to the appropriate standards of scientific integrity. 

h. The research study has a written protocol that clearly 
addresses, or incorporates by reference, the Medicare 
standards.

i. The clinical research study is not designed to exclu-
sively test toxicity or disease pathophysiology in healthy 
individuals. Trials of all medical technologies measur-
ing therapeutic outcomes as one of the objectives meet 
this standard only if the disease or condition being 
studied is life-threatening as defined in 21 CFR 
§312.81(a) and the patient has no other viable treat-
ment options. 

j. The clinical research study is registered on the www.
ClinicalTrials.gov Web site by the principal sponsor/ 
investigator prior to the enrollment of the first study 
subject. 

k. The research study protocol specifies the method and 
timing of public release of all pre-specified outcomes to 
be measured including release of outcomes if outcomes 
are negative or study is terminated early. The results 
must be made public within 24 months of the end of 
data collection. If a report is planned to be published in 
a peer-reviewed journal, then that initial release may be 
an abstract that meets the requirements of the Interna-
tional Committee of Medical Journal Editors. However, 
a full report of the outcomes must be made public no 
later than three (3) years after the end of data collec-
tion. 

l. The research study protocol must explicitly discuss 
subpopulations affected by the treatment under inves-
tigation, particularly traditionally underrepresented 
groups in clinical studies, how the inclusion and exclu-
sion criteria affect enrollment of these populations, and 
a plan for the retention and reporting of said popula-
tions on the trial. If the inclusion and exclusion criteria 
are expected to have a negative effect on the recruit-
ment or retention of underrepresented populations, the 
protocol must discuss why these criteria are necessary. 
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m. The research study protocol explicitly discusses how 
the results are or are not expected to be generalizable 
to the Medicare population to infer whether Medicare 
patients may benefit from the intervention. Separate 
discussions in the protocol may be necessary for popu-
lations eligible for Medicare due to age, disability or 
Medicaid eligibility. 

Consistent with section 1142 of the Social Security Act (the 
Act), the Agency for Healthcare Research and Quality (AHRQ) 
supports clinical research studies that the Centers for Medi-
care and Medicaid Services (CMS) determines meet the 
above-listed standards and address the above-listed research 
questions. 

C. Nationally Non-Covered Indications

Effective February 26, 2010, CMS determines that the evi-
dence is not sufficient to determine that the results of NaF-18 
PET imaging to identify bone metastases improve health 
outcomes of beneficiaries with cancer and is not reasonable 
and necessary under §1862(a)(1)(A) of the Act unless it is to 
inform initial antitumor treatment strategy or to guide sub-
sequent antitumor treatment strategy after completion of 
initial treatment, and then only under CED. All other uses 
and clinical indications of NaF-18 PET are nationally non-
covered. 

D. Other

The only radiopharmaceutical diagnostic imaging agents 
covered by Medicare for PET cancer imaging are 2-[F-18] 
Fluoro-D-Glucose (FDG) and NaF-18 (sodium fluoride-18). 
All other PET radiopharmaceutical diagnostic imaging agents 
are non-covered for this indication. 

(This NCD was last reviewed in February 2010.)

220.7—Xenon Scan

(Rev. 1, 10-03-03)

CIM 50-27

Program payment may be made for this diagnostic procedure 
which involves perfusion lung imaging with 133 xenon. How-
ever, review for evidence of abuse which might include ab-
sence of reasonable indications, inappropriate sequence, or 
excessive number of kinds of procedures used in the care of 
individual patients. 

230.5—Gravlee Jet Washer

(Rev. 1, 10-03-03)

CIM 50-4

The Gravlee Jet Washer is a sterile, disposable, diagnostic 
device for detecting endometrial cancer. The use of this de-
vice is indicated where the patient exhibits clinical symptoms 
or signs suggestive of endometrial disease, such as irregular 
or heavy vaginal bleeding.

Program payment cannot be made for the washer or the re-
lated diagnostic services when furnished in connection with 
the examination of an asymptomatic patient. Payment for 
routine physical checkups is precluded under the statute. 
(See §1862(a)(7) of the Act.)

(See the Medicare Benefit Policy Manual, Chapter 16, “Gen-
eral Exclusions From Coverage,” §90).

230.7—Water Purification and Softening Systems Used in 
Conjunction With Home Dialysis

(Rev. 1, 10-03-03)

CIM 55-1

A—Water Purification Systems

Water used for home dialysis should be chemically free of 
heavy trace metals and/or organic contaminants that could 
be hazardous to the patient. It should also be as free of bac-
teria as possible but need not be biologically sterile. Since the 
characteristics of natural water supplies in most areas of the 
country are such that some type of water purification system 
is needed, such a system used in conjunction with a home 
dialysis (either peritoneal or hemodialysis) unit is covered 
under Medicare.

There are two types of water purification systems that will 
satisfy these requirements:

• Deionization—The removal of organic substances, mineral 
salts of magnesium and calcium (causing hardness), com-
pounds of fluoride and chloride from tap water using the 
process of filtration and ion exchange; or

• Reverse Osmosis—The process used to remove impurities 
from tap water utilizing pressure to force water through a 
porous membrane.

Use of both a deionization unit and reverse osmosis unit in 
series, theoretically to provide the advantages of both sys-
tems, has been determined medically unnecessary since ei-
ther system can provide water which is both chemically and 
bacteriologically pure enough for acceptable use in home 
dialysis. In addition, spare deionization tanks are not covered 
since they are essentially a precautionary supply rather than 
a current requirement for treatment of the patient.

Activated carbon filters used as a component of water 
purification systems to remove unsafe concentrations of 
chlorine and chloramines are covered when prescribed by a 
physician.

B—Water Softening System

Except as indicated below, a water softening system used in 
conjunction with home dialysis is excluded from coverage 
under Medicare as not being reasonable and necessary 
within the meaning of §1862(a)(1) of the Act. Such a system, 
in conjunction with a home dialysis unit, does not adequately 
remove the hazardous heavy metal contaminants (such as 
arsenic) which may be present in trace amounts.

A water softening system may be covered when used to pre-
treat water to be purified by a reverse osmosis (RO) unit for 
home dialysis where:

The manufacturer of the RO unit has set standards for the 
quality of water entering the RO (e.g., the water to be purified 
by the RO must be of a certain quality if the unit is to per-
form as intended);

The patient’s water is demonstrated to be of a lesser quality 
than required; and
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The softener is used only to soften water entering the RO 
unit, and thus, used only for dialysis. (The softener need not 
actually be built into the RO unit, but must be an integral 
part of the dialysis system.)

C. Developing Need When a Water Softening System is 
Re-placed with a Water Purification Unit in an Existing 
Home Dialysis System

The medical necessity of water purification units must be 
carefully developed when they replace water softening sys-
tems in existing home dialysis systems. A purification system 
may be ordered under these circumstances for a number of 
reasons. For example, changes in the medical community’s 
opinions regarding the quality of water necessary for safe 
dialysis may lead the physician to decide the quality of water 
previously used should be improved, or the water quality it-
self may have deteriorated. Patients may have dialyzed using 
only an existing water softener previous to Medicare ESRD 
coverage because of inability to pay for a purification system. 
On the other hand, in some cases, the installation of a 
purification system is not medically necessary. Thus, when 
such a case comes to the contractor’s attention, the contrac-
tor asks the physician to furnish the reason for the changes. 
Supporting documentation, such as the suppliers recommen-
dations or water analysis, may be required. All such cases 
should be reviewed by the contractor’s medical consultants.

Cross reference:

The Medicare Benefit Policy Manual, Chapter 15, “Covered 
Medical and Other Health Services,”§110.

230.8—Non-Implantable Pelvic Flood Electrical Stimulator

(Rev. 48, Issued: 03-17-06; Effective/Implementation Dates: 
06-19-06)

CIM 60-24

Non-implantable pelvic floor electrical stimulators provide 
neuromuscular electrical stimulation through the pelvic floor 
with the intent of strengthening and exercising pelvic floor 
musculature. Stimulation is generally delivered by vaginal or 
anal probes connected to an external pulse generator.

The methods of pelvic floor electrical stimulation vary in lo-
cation, stimulus frequency (Hz), stimulus intensity or ampli-
tude (mA), pulse duration (duty cycle), treatments per day, 
number of treatment days per week, length of time for each 
treatment session, overall time period for device use and be-
tween clinic and home settings. In general, the stimulus fre-
quency and other parameters are chosen based on the pa-
tient’s clinical diagnosis.

Pelvic floor electrical stimulation with a non-implantable stim-
ulator is covered for the treatment of stress and/or urge urinary 
incontinence in cognitively intact patients who have failed a 
documented trial of pelvic muscle exercise (PME) training.

A failed trial of PME training is defined as no clinically 
significant improvement in urinary continence after complet-
ing 4 weeks of an ordered plan of pelvic muscle exercises 
designed to increase peri urethral muscle strength.

230.12—Dimethyl Sulfoxide (DMSO)

(Rev. 1, 10-03-03)

CIM 45-23

DMSO is an industrial solvent produced as a chemical by-
product of paper production from wood pulp. The Food and 
Drug Administration has determined that the only purpose 
for which DMSO is safe and effective for humans is in the 
treatment of the bladder condition, interstitial cystitis. There-
fore, the use of DMSO for all other indications is not consid-
ered to be reasonable and necessary. Payment may be made 
for its use only when reasonable and necessary for a patient 
in the treatment of interstitial cystitis.

230.16—Bladder Stimulators (Pacemakers)

(Rev. 1, 10-03-03)

CIM 65-11

Not Covered

There are a number of devices available to induce emptying of 
the urinary bladder by using electrical current which forces 
the muscles of the bladder to contract. These devices (com-
monly known as bladder stimulators or pacemakers) are char-
acterized by the implantation of electrodes in the wall of the 
bladder, the rectal cones, or the spinal cord. While these treat-
ments may effectively empty the bladder, the issue of safety 
involving the initiation of infection, erosion, placement, and 
material selection has not been resolved. Further, some facili-
ties previously using electronic emptying have stopped using 
this method due to the pain experienced by the patient.

The use of spinal cord electrical stimulators, rectal electrical 
stimulators, and bladder wall stimulators is not considered 
reasonable and necessary. Therefore, no program payment 
may be made for these devices or for their implant.

230.17—Urinary Drainage Bags

(Rev. 1, 10-03-03)

CIM 65-17

Urinary collection and retention systems are covered as pros-
thetic devices that replace bladder function in the case of 
permanent urinary incontinence. Urinary drainage bags that 
can be used either as bedside or leg drainage bags may be 
either multi-use or single use systems. Both the multi-use and 
the single use bags have a system that prevents urine back-
flow. However, the single use system is non-drainable. There 
is insufficient evidence to support the medical necessity of a 
single use system bag rather than the multi-use bag. There-
fore, a single use drainage system is subject to the same 
coverage parameters as the multi-use drainage bags.
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240.2—Home Use of Oxygen

(Rev. 1, 10-03-03)

CIM 60-4

A. General

Medicare coverage of home oxygen and oxygen equipment 
under the durable medical equipment (DME) benefit (see 
§1861(s)(6)of the Act) is considered reasonable and necessary 
only for patients with significant hypoxemia who meet the 
medical documentation, laboratory evidence, and health con-
ditions specified in subsections B, C, and D. This section also 
includes special coverage criteria for portable oxygen sys-
tems. Finally, a statement on the absence of coverage of the 
professional services of a respiratory therapist under the 
DME benefit is included in subsection F.

B. Medical Documentation

Initial claims for oxygen services must include a completed 
Form CMS-484 (Certificate of Medical Necessity: Oxygen) to 
establish whether coverage criteria are met and to ensure 
that the oxygen services provided are consistent with the 
physician’s prescription or other medical documentation. 
The treating physician’s prescription or other medical docu-
mentation must indicate that other forms of treatment (e.g., 
medical and physical therapy directed at secretions, bron-
chospasm and infection) have been tried, have not been 
sufficiently successful, and oxygen therapy is still required. 
While there is no substitute for oxygen therapy, each patient 
must receive optimum therapy before long-term home oxy-
gen therapy is ordered. Use Form CMS-484 for recertifications. 
(See the Medicare Program Integrity Manual, Chapter 5, for 
completion of Form CMS-484.)

The medical and prescription information in section B of Form 
CMS-484 can be completed only by the treating physician, the 
physician’s employee, or another clinician (e.g., nurse, respira-
tory therapist, etc.) as long as that person is not the DME sup-
plier. Although hospital discharge coordinators and medical 
social workers may assist in arranging for physician-prescribed 
home oxygen, they do not have the authority to prescribe the 
services. Suppliers may not enter this information. While this 
section may be completed by non-physician clinician or a phy-
sician employee, it must be reviewed and the Form CMS-484 
signed by the attending physician.

A physician’s certification of medical necessity for oxygen 
equipment must include the results of specific testing before 
coverage can be determined.

Claims for oxygen must also be supported by medical docu-
mentation in the patient’s record. Separate documentation is 
used with electronic billing. This documentation may be in 
the form of a prescription written by the patient’s attending 
physician who has recently examined the patient (normally 
within a month of the start of therapy) and must specify:

• A diagnosis of the disease requiring home use of oxygen;
• The oxygen flow rate; and
• An estimate of the frequency, duration of use (e.g., 2 liters 

per minute, 10 minutes per hour, 12 hours per day), and 
duration of need (e.g., 6 months or lifetime).

NOTE:  A prescription for “Oxygen PRN” or “Oxygen as 
needed” does not meet this last requirement. Neither 
provides any basis for determining if the amount of 
oxygen is reasonable and necessary for the patient.

A member of the carrier’s medical staff should review all 
claims with oxygen flow rates of more than four liters per 
minute before payment can be made.

The attending physician specifies the type of oxygen delivery 
system to be used (i.e., gas, liquid, or concentrator) by sign-
ing the completed Form CMS-484. In addition, the supplier 
or physician may use the space in section C for written 
confirmation of additional details of the physician’s order. 
The additional order information contained in section C may 
include the means of oxygen delivery (mask, nasal, cannula, 
etc.), the specifics of varying flow rates, and/or the noncon-
tinuous use of oxygen as appropriate. The physician confirms 
this order information with their signature in section D.

New medical documentation written by the patient’s attend-
ing physician must be submitted to the carrier in support of 
revised oxygen requirements when there has been a change 
in the patient’s condition and need for oxygen therapy.

Carriers are required to conduct periodic, continuing medi-
cal necessity reviews on patients whose conditions warrant 
these reviews and on patients with indefinite or extended 
periods of necessity as described in the Medicare Program 
Integrity Manual, Chapter 5, “Items and Services Having 
Special DMERC Review Considerations.” When indicated, 
carriers may also request documentation of the results of a 
repeat arterial blood gas or oximetry study.

NOTE:  Section 4152 of OBRA 1990 requires earlier 
recertification and retesting of oxygen patients who 
begin coverage with an arterial blood gas result at or 
above a partial pressure of 55 or an arterial oxygen 
saturation percentage at or above 89. (See the 
Medicare Claims Processing Manual, Chapter 20, 
“Durable Medical Equipment, Prosthetics and 
Orthotics, and Supplies (DMEPOS),”§100.2.3, for 
certification and retesting schedules.)

C. Laboratory Evidence

Initial claims for oxygen therapy must also include the re-
sults of a blood gas study that has been ordered and evalu-
ated by the attending physician. This is usually in the form of 
a measurement of the partial pressure of oxygen (PO2) in ar-
terial blood. A measurement of arterial oxygen saturation 
obtained by ear or pulse oximetry, however, is also acceptable 
when ordered and evaluated by the attending and performed 
under his or her supervision or when performed by a 
qualified provider or supplier of laboratory services.

When the arterial blood gas and the oximetry studies are 
both used to document the need for home oxygen therapy 
and the results are conflicting, the arterial blood gas study is 
the preferred source of documenting medical need. A DME 
supplier is not considered a qualified provider or supplier of 
laboratory services for purposes of these guidelines.

io
m

 1
00

-0
3 

ch
ap

te
r 

1,
 p

a
r

t 
4

89

IOM-9781455745272.indd   89 11/14/12   8:21 AM

To protect the rights of the author(s) and publisher we inform you that this PDF is an uncorrected proof for internal business use only by the author(s), editor(s), reviewer(s), Elsevier and 
typesetter Graphic World. It is not allowed to publish this proof online or in print.  This proof copy is the copyright property of the publisher and is confidential until formal publication.



This prohibition does not extend to the results of blood gas 
test conducted by a hospital certified to do such tests. The 
conditions under which the laboratory tests are performed 
must be specified in writing and submitted with the initial 
claim, i.e., at rest, during exercise, or during sleep.

The preferred sources of laboratory evidence are existing 
physician and/or hospital records that reflect the patient’s 
medical condition. Since it is expected that virtually all pa-
tients who qualify for home oxygen coverage for the first 
time under these guidelines have recently been discharged 
from a hospital where they submitted to arterial blood gas 
tests, the carrier needs to request that such test results be 
submitted in support of their initial claims for home oxy-
gen. If more than one arterial blood gas test is performed 
during the patient’s hospital stay, the test result obtained 
closest to, but no earlier than two days prior to the hospital 
discharge date is required as evidence of the need for home 
oxygen therapy.

For those patients whose initial oxygen prescription did not 
originate during a hospital stay, blood gas studies should be 
done while the patient is in the chronic stable state, i.e., not 
during a period of an acute illness or an exacerbation of their 
underlying disease. 

Carriers may accept an attending physician’s statement of 
recent hospital test results for a particular patient, when ap-
propriate, in lieu of copies of actual hospital records.

A repeat arterial blood gas study is appropriate when evi-
dence indicates that an oxygen recipient has undergone a 
major change in their condition relevant to home use of oxy-
gen. If the carrier has reason to believe that there has been a 
major change in the patient’s physical condition, it may ask 
for documentation of the results of another blood gas or ox-
imetry study.

D. Health Conditions

Coverage is available for patients with significant hypoxemia 
in the chronic stable state, i.e, not during a period of acute 
illness or an exacerbation of their underlying disease, if:

1. The attending physician has determined that the patient 
has a health condition outlined in subsection D.1,

2. The patient meets the blood gas evidence requirements 
specified in subsection D.3, and

3. The patient has appropriately tried other treatment with-
out complete success. (See subsection B.)

1. Conditions for Which Oxygen Therapy May Be  
Covered

• A severe lung disease, such as chronic obstructive pulmo-
nary disease, diffuse interstitial lung disease, cystic fibrosis, 
bronchiectasis, widespread pulmonary neoplasm, or

• Hypoxia-related symptoms or findings that might be ex-
pected to improve with oxygen therapy. Examples of these 
symptoms and findings are pulmonary hypertension, re-
curring congestive heart failure due to chronic cor pulmo-
nale, erythrocytosis, impairment of the cognitive process, 
nocturnal restlessness, and morning headache.

2. Conditions for Which Oxygen Therapy Is Not  
Covered

• Angina pectoris in the absence of hypoxemia. This condi-
tion is generally not the result of a low oxygen level in the 
blood, and there are other preferred treatments;

• Breathlessness without cor pulmonale or evidence of hy-
poxemia. Although intermittent oxygen use is sometimes 
prescribed to relieve this condition, it is potentially harm-
ful and psychologically addicting;

• Severe peripheral vascular disease resulting in clinically 
evident desaturation in one or more extremities. There is 
no evidence that increased PO2 improves the oxygenation 
of tissues with impaired circulation; or

• Terminal illnesses that do not affect the lungs.

3. Covered Blood Gas Values

If the patient has a condition specified in subsection D.1, the 
carrier must review the medical documentation and labora-
tory evidence that has been submitted for a particular patient 
(see subsections B and C) and determine if coverage is avail-
able under one of the three group categories outlined below.

(a)—Group I—Except as modified in subsection d, coverage 
is provided for patients with significant hypoxemia evidenced 
by any of the following:

• An arterial PO2 at or below 55 mm Hg, or an arterial oxy-
gen saturation at or below 88 percent, taken at rest, breath-
ing room air.

• An arterial PO2 at or below 55 mm Hg, or an arterial oxy-
gen saturation at or below 88 percent, taken during sleep 
for a patient who demonstrates an arterial PO2 at or above 
56 mm Hg, or an arterial oxygen saturation at or above 89 
percent, while awake; or a greater than normal fall in oxy-
gen level during sleep (a decrease in arterial PO2 more than 
10 mm Hg, or decrease in arterial oxygen saturation more 
than 5 percent) associated with symptoms or signs reason-
ably attributable to hypoxemia (e.g., impairment of cogni-
tive processes and nocturnal restlessness or insomnia). In 
either of these cases, coverage is provided only for use of 
oxygen during sleep, and then only one type of unit will be 
covered. Portable oxygen, therefore, would not be covered 
in this situation.

• An arterial PO2 at or below 55 mm Hg or an arterial oxygen 
saturation at or below 88 percent, taken during exercise for 
a patient who demonstrates an arterial PO2 at or above 
56 mm Hg, or an arterial oxygen saturation at or above  
89 percent, during the day while at rest. In this case, sup-
plemental oxygen is provided for during exercise if there is 
evidence the use of oxygen improves the hypoxemia that 
was demonstrated during exercise when the patient was 
breathing room air.

(b)—Group II—Except as modified in subsection d, coverage 
is available for patients whose arterial PO2 is 56-59 mm Hg 
or whose arterial blood oxygen saturation is 89 percent, if 
there is evidence of:

• Dependent edema suggesting congestive heart failure;
• Pulmonary hypertension or cor pulmonale, determined by 

measurement of pulmonary artery pressure, gated blood pool 
scan, echocardiogram, or “P” pulmonale on EKG (P wave 
greater than 3 mm in standard leads II, III, or AVF); or

• Erythrocythemia with a hematocrit greater than 56 per-
cent.
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(c)—Group III—Except as modified in subsection d, carriers 
must apply a rebuttable presumption that a home program of 
oxygen use is not medically necessary for patients with arte-
rial PO2 levels at or above 60 mm Hg, or arterial blood oxy-
gen saturation at or above 90 percent. In order for claims in 
this category to be reimbursed, the carrier’s reviewing physi-
cian needs to review any documentation submitted in rebut-
tal of this presumption and grant specific approval of the 
claims.

The CMS expects few claims to be approved for coverage in 
this category.

(d)—Variable Factors That May Affect Blood Gas Values—In 
reviewing the arterial PO2 levels and the arterial oxygen satu-
ration percentages specified in subsections D. 3.a, b and c, 
the carrier’s medical staff must take into account variations 
in oxygen measurements that may result from such factors as 
the patient’s age, the altitude level, or the patient’s decreased 
oxygen carrying capacity.

E. Portable Oxygen Systems

A patient meeting the requirements specified below may 
qualify for coverage of a portable oxygen system either (1) by 
itself or (2) to use in addition to a stationary oxygen system. 
Portable oxygen is not covered when it is provided only as a 
backup to a stationary oxygen system. A portable oxygen 
system is covered for a particular pa tient if:

• The claim meets the requirements specified in subsections 
A-D, as appropriate; and

• The medical documentation indicates that the patient is 
mobile in the home and would benefit from the use of a 
portable oxygen system in the home. Portable oxygen sys-
tems are not covered for patients who qualify for oxygen 
solely based on blood gas studies obtained during sleep

F. Respiratory Therapists

Respiratory therapists’ services are not covered under the 
provisions for coverage of oxygen services under the Part B 
durable medical equipment benefit as outlined above. This 
benefit provides for coverage of home use of oxygen and oxy-
gen equipment, but does not include a professional compo-
nent in the delivery of such services.

(See §280.1, and the Medicare Benefit Policy Manual, Chap-
ter 15, “Covered Medical and Other Health Services,”§110)

240.2.1—Home Use of Oxygen in Approved Clinical Trials 
(Effective March 20, 2006)

(Rev. 57, Issued: 05-26-06; Effective: 03-20-06; Implementa-
tion: 10-03-06)

A. General

Oxygen is a colorless, odorless gas that comprises 21 percent 
of the atmospheric gases at sea level. Historically, long term 
supplemental oxygen has been administered in higher than 
atmospheric concentrations to patients with chronic hypox-
emia, generally resulting from cardiac and/or pulmonary 
disease. The need for supplemental oxygen is assessed by di-
rect or indirect measurement of the partial pressure of oxy-
gen (conventionally expressed in millimeters of mercury, 
mmHg) and the oxygen saturation of hemoglobin in arterial 
blood (expressed as a percent). Chronic oxygen therapy is 
generally administered via nasal cannulae, face mask, or tra-

cheostomy, from a stationary or portable oxygen tank or an 
oxygen concentrator.

The medical literature documents health benefits as well as 
serious adverse events associated with supplemental oxygen 
use. In this light, it is clear that the decision to initiate, con-
tinue, or discontinue the use of supplemental oxygen should 
be guided by high quality scientific evidence.

B. Nationally Covered Indications

Effective for services performed on or after March 20, 2006 
the home use of oxygen is covered for those beneficiaries 
with arterial oxygen partial pressure measurements from 56 
to 65 mmHg or oxygen saturation at or above 89% who are 
enrolled subjects in clinical trials approved by the Centers for 
Medicare & Medicaid Services and sponsored by the Na-
tional Heart, Lung & Blood Institute (NHLBI).

C. Nationally Non-Covered Indications

N/A

D. Other

This policy does not alter Medicare coverage for items and 
service that may be covered or non-covered according to the 
existing national coverage determination for the home use of 
oxygen provided outside the context of approved clinical tri-
als (National Coverage Determination Manual, section 240.2 
and 310.1). 

(This NCD was last reviewed April 2006) 

250.1—Treatment of Psoriasis

(Rev. 1, 10-03-03)

CIM 35-66

Psoriasis is a chronic skin disease, for which several conven-
tional methods of treatment have been recognized as covered. 
These include topical application of steroids or other drugs; 
ultraviolet light (actinotherapy); and coal tar alone or in com-
bination with ultraviolet B light (Goeckerman treatment).

A newer treatment for psoriasis uses a psoralen derivative 
drug in combination with ultraviolet A light, known as PUVA. 
PUVA therapy is covered for treatment of intractable, dis-
abling psoriasis, but only after the psoriasis has not re-
sponded to more conventional treatment. The contractor 
should document this before paying for PUVA therapy.

In addition, reimbursement for PUVA therapy should be lim-
ited to amounts paid for other types of photochemotherapy; 
ordinarily, payment should not be allowed for more than 30 
days of treatment, unless improvement is documented.

260.3—Pancreas Transplants (Effective April 26, 2006)

(Rev. 56, Issued: 05-19-06, Effective: 04-26-06, Implementa-
tion: 07-03-06 Carriers/10-02-06 FIs)

A. General

Pancreas transplantation is performed to induce an insulin- 
independent, euglycemic state in diabetic patients. The proce-
dure is generally limited to those patients with severe second-
ary complications of diabetes, including kidney failure. io

m
 1

00
-0

3 
ch

ap
te

r 
1,

 p
a

r
t 

4

IOM-9781455745272.indd   91 11/14/12   8:21 AM

To protect the rights of the author(s) and publisher we inform you that this PDF is an uncorrected proof for internal business use only by the author(s), editor(s), reviewer(s), Elsevier and 
typesetter Graphic World. It is not allowed to publish this proof online or in print.  This proof copy is the copyright property of the publisher and is confidential until formal publication.



92

However, pancreas transplantation is sometimes performed on 
patients with labile diabetes and hypoglycemic unawareness.

B. Nationally Covered Indications

Effective for services performed on or after July 1, 1999, 
whole organ pancreas transplantation is nationally covered 
by Medicare when performed simultaneous with or after a 
kidney transplant. If the pancreas transplant occurs after the 
kidney transplant, immunosuppressive therapy begins with 
the date of discharge from the inpatient stay for the pancreas 
transplant.

Effective for services performed on or after April 26, 2006, 
pancreas transplants alone (PA) are reasonable and necessary 
for Medicare beneficiaries in the following limited circum-
stances:

1. PA will be limited to those facilities that are Medicare- 
approved for kidney transplantation. (Approved centers 
can be found at http://www.cms.hhs.gov/ESRDGeneralIn-
formation/02_Data.asp#TopOfPage.)

2. Patients must have a diagnosis of type I diabetes:
• Patient with diabetes must be beta cell autoantibody 

positive; or
• Patient must demonstrate insulinopenia defined as a 

fasting C-peptide level that is less than or equal to 110% 
of the lower limit of normal of the laboratory’s measure-
ment method. Fasting C-peptide levels will only be con-
sidered valid with a concurrently obtained fasting glu-
cose ,225 mg/dL.

3. Patients must have a history of medically-uncontrollable 
labile (brittle) insulin-dependent diabetes mellitus with 
documented recurrent, severe, acutely life threatening 
metabolic complications that require hospitalization. 
Aforementioned complications include frequent hypogly-
cemia unawareness or recurring severe ketoacidosis, or 
recurring severe hypoglycemic attacks;

4. Patients must have been optimally and intensively man-
aged by an endocrinologist for at least 12 months with the 
most medically-recognized advanced insulin formulations 
and delivery systems;

5. Patients must have the emotional and mental capacity to 
understand the significant risks associated with surgery 
and to effectively manage the lifelong need for immuno-
suppression; and,

6. Patients must otherwise be a suitable candidate for trans-
plantation.

C. Nationally Non-Covered Indications

The following procedure is not considered reasonable and 
necessary within the meaning of section 1862(a)(1)(A) of the 
Social Security Act:

1. Transplantation of partial pancreatic tissue or islet cells 
(except in the context of a clinical trial (see section 260.3.1 
of the National Coverage Determinations Manual).

D. Other

Not applicable.

(This NCD last reviewed April 2006.)

260.3.1—Islet Cell Transplantation in the Context of A Clinical 
Trial (Effective October 1, 2004)

(Rev. 18, Issued 07-30-04, Effective: 10-01-04, Implementa-
tion: 10-04-04)

A. General

As a result of section 733 of the Medicare Prescription Drug 
Improvement and Modernization Act of 2003 (P.L. 108-173), 
The Secretary of the Department of Health and Human Ser-
vices, acting through the National Institute of Diabetes and 
Digestive and Kidney Disorders, shall conduct a clinical in-
vestigation of pancreatic islet cell transplantation that in-
cludes Medicare beneficiaries.

The transplant is performed on patients with Type I diabe-
tes. A typical islet cell transplant requires over 500,000 islet 
cells, but varies depending on the recipient’s weight. One of 
the desired patient outcomes is insulin independence. 
Elimination of clinically significant hypoglycemia episodes 
and improved glucose control are other important patient 
outcomes.

One or more pancreata are obtained from donor(s). The islets 
must be removed within hours after the recovery of the donor 
pancreas to ensure viability. The islet cells are transplanted 
by injection into the portal vein of the recipient either using 
direct visualization, guided ultrasound or percutaneously. 
The islet cell transplant may be performed alone, in combina-
tion with a kidney transplant, or after a kidney transplant. 
Islet recipients require immunosuppressant therapy to pre-
vent rejection of the transplanted islet cells. Routine follow-
up care is necessary for each trial participant.

B. Nationally Covered Indications

Medicare will pay for the routine costs, as well as transplan-
tation and appropriate related items and services, for Medi-
care beneficiaries participating in a National Institutes of 
Health (NIH)-sponsored clinical trial(s). The term ‘routine 
costs’ means reasonable and necessary routine patient care 
costs, including immunosuppressive drugs and other follow-
up care, as defined in section 310.1 of the NCD Manual.

Specifically, Medicare will cover transplantation of pancre-
atic islet cells, the insulin producing cells of the pancreas. 
Coverage will include the costs of acquisition and delivery of 
the pancreatic islet cells, as well as clinically necessary inpa-
tient and outpatient medical care and immunosuppressants.

C. Nationally Noncovered Indications

Partial pancreatic tissue transplantation or islet cell trans-
plantation performed outside the context of a clinical trial 
continues to be noncovered.

D. Other

Not applicable.

(This NCD last reviewed July 2004.)

260.6—Dental Examination Prior to Kidney Transplantation

(Rev. 1, 10-03-03)
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CIM 50-26

Despite the “dental services exclusion” in §1862(a)(12) of the 
Act (see the Medicare Benefit Policy Manual, Chapter 16, 
“General Exclusions From Coverage,” §140;), an oral or den-
tal examination performed on an inpatient basis as part of a 
comprehensive workup prior to renal transplant surgery is a 
covered service. This is because the purpose of the examina-
tion is not for the care of the teeth or structures directly sup-
porting the teeth. Rather, the examination is for the identifi-
cation, prior to a complex surgical procedure, of existing 
medical problems where the increased possibility of infection 
would not only reduce the chances for successful surgery but 
would also expose the patient to additional risks in undergo-
ing such surgery.

Such a dental or oral examination would be covered under 
Part A of the program if performed by a dentist on the hospi-
tal’s staff, or under Part B if performed by a physician. (When 
performing a dental or oral examination, a dentist is not rec-
ognized as a physician under §1861(r) of the Act.) (See the 
Medicare General Information, Eligibility, and Entitlement 
Manual, Chapter 5, “Definitions,” §70.2, and the Medicare 
Benefit Policy Manual, Chapter 15, “Covered Medical and 
Other Health Services,” §150.)

270.1—Electrical Stimulation (ES) and Electromagnetic Therapy 
for the Treatment of Wounds – (Effective July 1, 2004)

(Rev 7, 03-19-04)

Electrical stimulation (ES) and electromagnetic therapy have 
been used or studied for many different applications, one of 
which is accelerating wound healing. ES for the treatment of 
wounds is the application of electrical current through elec-
trodes placed directly on the skin in close proximity to the 
wound. Electromagnetic therapy uses a pulsed magnetic field 
to induce current. CMS was asked to reconsider its national 
noncoverage determination for electromagnetic therapy. Af-
ter thorough review, CMS determined that the results from 
the use of electromagnetic therapy for the treatment of 
wounds were similar to the results from the use of ES. There-
fore, effective July 1, 2004, Medicare will cover electromag-
netic therapy for the same settings and conditions for which 
ES is covered. This means Medicare will allow either one 
covered ES therapy or one covered electromagnetic therapy 
for the treatment of wounds.

A. Nationally Covered Indications

The use of ES and electromagnetic therapy for the treatment 
of wounds are considered adjunctive therapies, and will only 
be covered for chronic Stage III or Stage IV pressure ulcers, 
arterial ulcers, diabetic ulcers, and venous stasis ulcers. 
Chronic ulcers are defined as ulcers that have not healed 
within 30 days of occurrence. ES or electromagnetic therapy 
will be covered only after appropriate standard wound ther-
apy has been tried for at least 30 days and there are no mea-
surable signs of improved healing. This 30-day period may 
begin while the wound is acute.

Standard wound care includes: optimization of nutritional 
status, debridement by any means to remove devitalized tis-
sue, maintenance of a clean, moist bed of granulation tissue 
with appropriate moist dressings, and necessary treatment to 
resolve any infection that may be present. Standard wound 

care based on the specific type of wound includes: frequent 
repositioning of a patient with pressure ulcers (usually every 
2 hours), offloading of pressure and good glucose control for 
diabetic ulcers, establishment of adequate circulation for ar-
terial ulcers, and the use of a compression system for patients 
with venous ulcers.

Measurable signs of improved healing include: a decrease in 
wound size (either surface area or volume), decrease in amount 
of exudates, and decrease in amount of necrotic tissue. ES or 
electromagnetic therapy must be discontinued when the wound 
demonstrates 100% epitheliliazed wound bed.

The ES and electromagnetic therapy services can only be 
covered when performed by a physician, physical therapist, 
or incident to a physician service. Evaluation of the wound is 
an integral part of wound therapy. When a physician, physi-
cal therapist, or a clinician incident to a physician, performs 
ES or electromagnetic therapy, the practitioner must evalu-
ate the wound and contact the treating physician if the 
wound worsens. If ES or electromagnetic therapy is being 
used, wounds must be evaluated at least monthly by the 
treating physician.

B. Nationally Noncovered Indications

1. ES and electromagnetic therapy will not be covered as an 
initial treatment modality.

2. Continued treatment with ES or electromagnetic therapy 
is not covered if measurable signs of healing have not 
been demonstrated within any 30-day period of treat-
ment.

3. Unsupervised use of ES or electromagnetic therapy for 
wound therapy will not be covered, as this use has not 
been found to be medically reasonable and necessary.

C. Other

All other uses of ES and electromagnetic therapy not other-
wise specified for the treatment of wounds remain at local 
contractor discretion.

280.1—Durable Medical Equipment Reference List (Effective 
May 5, 2005)

(Rev. 37, Issued: 06-03-05; Effective: 05-05-05; Implementa-
tion: 07-05-05)

The durable medical equipment (DME) list that follows is 
designed to facilitate the contractor’s processing of DME 
claims. This section is designed as a quick reference tool for 
determining the coverage status of certain pieces of DME and 
especially for those items commonly referred to by both 
brand and generic names. The information contained herein 
is applicable (where appropriate) to all DME national cover-
age determinations (NCDs) discussed in the DME portion of 
this manual. The list is organized into two columns. The first 
column lists alphabetically various generic categories of 
equipment on which NCDs have been made by the Centers 
for Medicare & Medicaid Services (CMS); the second column 
notes the coverage status.

In the case of equipment categories that have been determined 
by CMS to be covered under the DME benefit, the list outlines 
the conditions of coverage that must be met if payment is to 
be allowed for the rental or purchase of the DME by a particu-
lar patient, or cross-refers to another section of the manual 
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where the applicable coverage criteria are described in more 
detail. With respect to equipment categories that cannot be 
covered as DME, the list includes a brief explanation of why 
the equipment is not covered. This DME list will be updated 
periodically to reflect any additional NDC that CMS may make 
with regard to other categories of equipment.

When the contractor receives a claim for an item of equip-
ment which does not appear to fall logically into any of the 
generic categories listed, the contractor has the authority and 
responsibility for deciding whether those items are covered 
under the DME benefit.

These decisions must be made by each contractor based on 
the advice of its medical consultants, taking into account:

• The Medicare Claims Processing Manual, Chapter 20, “Du-
rable Medical Equipment, Prosthetics and Orthotics, and 
Supplies (DMEPOS).”

• Whether the item has been approved for marketing by the 
Food and Drug Administration (FDA) and is otherwise 
generally considered to be safe and effective for the pur-
pose intended; and

• Whether the item is reasonable and necessary for the indi-
vidual patient.

The term durable medical equipment (DME) is defined as 
equipment which:

• Can withstand repeated use; i.e., could normally be rented, 
and used by successive patients;

• Is primarily and customarily used to serve a medical pur-
pose;

• Generally is not useful to a person in the absence of illness 
or injury; and

• Is appropriate for use in a patient’s home.

Durable Medical Equipment Reference List

Item Coverage

Air Cleaners Deny—environmental control equipment; not 
primarily medical in nature (§1861(n) of the 
Act).

Air Conditioners Deny—environmental control equipment; not 
primarily medical in nature (§1861 (n) of the 
Act).

Air-Fluidized Beds (See Air-Fluidized Beds §280.8 of this manual.)
Alternating Pressure Pads, 

Mattresses and Lambs 
Wool Pads

Covered if patient has, or is highly susceptible to, 
decubitus ulcers and the patient’s physician 
specifies that he/she will be supervising the 
course of treatment.

Audible/Visible Signal/
Pacemaker Monitor

(See Self-Contained Pacemaker Monitors.)

Augmentative Communi-
cation Device

(See Speech Generating Devices, §50.1 of this 
manual.)

Bathtub Lifts Deny—convenience item; not primarily medical in 
nature (§1861(n) of the Act).

Bathtub Seats Deny—comfort or convenience item; hygienic 
equipment; not primarily medical in nature 
(§1861(n) of the Act).

Bead Beds (See §280.8.)
Bed Baths (home type) Deny—hygienic equipment; not primarily medical 

in nature ((§1861(n) of the Act).
Bed Lifters (bed elevators) Deny—not primarily medical in nature (§1861(n) 

of the Act).
Bedboards Deny—not primarily medical in nature (§1861(n) 

of the Act).
Bed Pans (autoclavable 

hospital type)
Covered if patient is bed confined.

Item Coverage

Bed Side Rails (See Hospital Beds, §280.7 of this manual.)
Beds-Lounges (power or 

manual)
Deny—not a hospital bed; comfort or conve-

nience item; not primarily medical in nature 
(§1861(n) of the Act).

Beds—Oscillating Deny—institutional equipment; inappropriate for 
home use.

Bidet Toilet Seat (See Toilet Seats.)
Blood Glucose Analyz-

ers—Reflectance 
Colorimeter

Deny—unsuitable for home use (see §40.2 of this 
manual).

Blood Glucose Monitors Covered if patient meets certain conditions (see 
§40.2 of this manual).

Braille Teaching Texts Deny—educational equipment; not primarily 
medical in nature (§1861(n) of the Act).

Canes Covered if patient meets Mobility Assistive 
Equipment clinical criteria (see §280.3 of this 
manual).

Carafes Deny—convenience item; not primarily medical in 
nature (§1861(n) of the Act)

Catheters Deny—nonreusable disposable supply (§1861(n) 
of the Act). (See The Medicare Claims 
Processing Manual, Chapter 20, DMEPOS)

Commodes Covered if patient is confined to bed or room.
NOTE: The term “room confined” means that the 

patient’s condition is such that leaving the room 
is medically contraindicated. The accessibility of 
bathroom facilities generally would not be a fac-
tor in this determination. However, confinement 
of a patient to his home in a case where there 
are no toilet facilities in the home may be 
equated to room confinement. Moreover, pay-
ment may also be made if a patient’s medical 
condition confines him to a floor of his home and 
there is no bathroom located on that floor.

Communicator (See §50.1 of this manual, “Speech Generating 
Devices.”)

Continuous Passive 
Motion Devices

Continuous passive motion devices are devices 
Covered for patients who have received a total 
knee replacement. To qualify for coverage, use 
of the device must commence within 2 days 
following surgery. In addition, coverage is 
limited to that portion of the 3-week period 
following surgery during which the device is 
used in the patient’s home. There is insufficient 
evidence to justify coverage of these devices 
for longer periods of time or for other 
applications.

Continuous Positive 
Airway Pressure (CPAP) 
Devices

(See §240.4 of this manual.)

Crutches Covered if patient meets Mobility Assistive 
Equipment clinical criteria (see section 280.3 of 
this manual).

Cushion Lift Power Seats (See Seat Lifts.)
Dehumidifiers (room or 

central heating system 
type)

Deny—environmental control equipment; not 
primarily medical in nature (§1861(n) of the 
Act.)

Diathermy Machines 
(standard pulses wave 
types)

Deny—inappropriate for home use (see §150.5 of 
this manual).

Digital Electronic 
Pacemaker Monitors

(See Self-Contained Pacemaker Monitors.)

Disposable Sheets and 
Bags

Deny—nonreusable disposable supplies 
(§1861(n) of the Act)

Elastic Stockings Deny—nonreusable supply; not rental-type items 
(§1861(n) of the Act) (See §270.5 of this 
manual)

Electric Air Cleaners Deny—(See Air Cleaners.) (§1861(n) of the Act).
Electric Hospital Beds (See Hospital Beds §280.7 of this manual.)
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Item Coverage

Electrical Stimulation for 
Wounds

Deny—inappropriate for home use. (See §270.1 
of this manual)

Electrostatic  
Machines

Deny—(See Air Cleaners and Air Conditioners.) 
(§1861(n) of the Act). 

Elevators Deny—convenience item; not prima- 
rily medical in nature (§1861(n) of the Act).

Emesis Basins Deny—convenience item; not prima- 
rily medical in nature (§1861(n) of the Act).

Esophageal Dilators Deny—physician instrument; inappropriate for 
patient use.

Exercise Equipment Deny—not primarily medical in nature (§1861(n) 
of the Act).

Fabric Supports Deny—nonreusable supplies; not rental-type 
items (§1861(n) of the Act).

Face Masks (oxygen) Covered if oxygen is Covered. (See §240.2 of this 
manual.)

Face Masks (surgical) Deny—nonreusable disposable items  (§1861(n) 
of the Act)

Flowmeters (See Medical Oxygen Regulators.) (See §240.2 of 
this manual.)

Fluidic Breathing Assisters (See Intermittent Positive Pressure  Breathing 
Machines.)

Fomentation Device (See Heating Pads.)
Gel Flotation Pads and 

Mattresses
(See Alternating Pressure Pads and Mattresses.)

Grab Bars Deny—self-help device; not primarily medical in 
nature (§1861(n) of the Act).

Heat and Massage Foam 
Cushion Pads

Deny—not primarily medical in nature; personal 
comfort item (§1861(n) and 1862(a)(6) of the 
Act).

Heating and Cooling 
Plants

Deny—environmental control equipment not 
primarily; medical in nature (§1861(n) of the 
Act).

Heating Pads Covered if the contractor’s medical staff 
determines patient’s medical condition is one 
for which the application of heat in the form of 
a heating pad is therapeutically effective.

Heat Lamps Covered if the contractor’s medical staff 
determines patient’s medical condition is one 
for which the application of heat in the form of 
a heat lamp is therapeutically effective.

Hospital Beds (See §280.7 of this manual.)
Hot Packs (See Heating Pads.)
Humidifiers (oxygen) (See Oxygen Humidifiers.)
Humidifiers (room or 

central heating system 
types)

Deny—environmental control equipment; not 
medical in nature (§1861(n) of the Act).

Hydraulic Lifts (See Patient Lifts.)
Incontinent Pads Deny—nonreusable supply; hygienic item 

(§1861(n) of the Act).
Infusion Pumps For external and implantable pumps,  

see §40.2 of this manual. If the pump  
is used with an enteral or parenteral  
nutritional therapy system, see §180.2 of this 
manual for special coverage rules.

Injectors (hypodermic jet) Deny—not covered self-administered drug supply 
pressure powered devices (§1861(s)(2)(A) of 
the Act) for injection of insulin.

Intermittent Positive 
Pressure Breathing 
Machines 

Covered if patient’s ability to breathe is severely 
impaired.

Iron Lungs (See Ventilators.)
Irrigating Kits Deny—nonreusable supply; hygienic equipment 

(§1861(n) of the Act).
Lambs Wool Pads (See Alternating Pressure Pads, Mattresses, and 

Lambs Wool Pads)
Leotards Deny—(See Pressure Leotards.) (§1861(n) of the 

Act).
Lymphedema Pumps Covered (See Pneumatic Compression Devices, 

§280.6 of this manual.)

Item Coverage

Massage Devices Deny—personal comfort items; not primarily 
medical in nature (§1861(n) and 1862(a)(6) of 
the Act).

Mattresses Covered only where hospital bed is medically 
necessary. (Separate Charge for replacement 
mattress should not be allowed where 
hospital bed with mattress is rented.) (See 
§280.7 of this manual.)

Medical Oxygen 
Regulators

Covered if patient’s ability to breathe is severely 
impaired. (See §240.2 of this manual.)

Mobile Geriatric Chairs Covered if patient meets Mobility Assistive 
Equipment clinical criteria (see §280.3 of this 
manual). (See Rolling Chairs)

Motorized Wheelchairs Covered if patient meets Mobility Assistive 
Equipment clinical criteria (see §280.3 of this 
manual).

Muscle Stimulators Covered for certain conditions. (See §250.4 of this 
manual.)

Nebulizers Covered if patient’s ability to breathe is severely 
impaired.

Oscillating Beds Deny—institutional equipment—inappropriate for 
home use.

Overbed Tables Deny—convenience item; not primarily medical in 
nature (§1861(n) of the Act).

Oxygen Covered if the oxygen has been prescribed for use 
in connection with medically necessary DME. 
(See §240.2 of this manual.)

Oxygen Humidifiers Covered if the oxygen has been prescribed for 
use in connection with medically necessary 
DME for purposes of moisturizing oxygen. 
(See §240.2 of this manual.)

Oxygen Regulators 
(Medical)

(See Medical Oxygen Regulators.)

Oxygen Tents (See §240.2 of this manual.)
Paraffin Bath Units 

(Portable)
(See Portable Paraffin Bath Units.)

Paraffin Bath Units 
(Standard)

Deny—institutional equipment; inappropriate for 
home use.

Parallel Bars Deny—support exercise equipment; primarily for 
institutional use; in the home setting other 
devices (e.g., walkers) satisfy the patient’s 
need.

Patient Lifts Covered if contractor’s medical staff determines 
patient’s condition is such that periodic 
movement is necessary to effect improvement 
or to arrest or retard deterioration in his 
condition.

Percussors Covered for mobilizing respiratory tract 
secretions in patients with chronic obstructive 
lung disease, chronic bronchitis, or 
emphysema, when patient or operator of 
powered percussor has receives appropriate 
training by a physician or therapist, and no 
one competent to administer manual therapy 
is available.

Portable Oxygen Systems 1. Regulated covered (adjustable covered under 
conditions specified in a flow rate). Refer all 
claims to medical staff for this determination.

2. Preset Deny (flow rate deny emergency, first-
aid, or not adjustable) precautionary equip-
ment; essentially not therapeutic in nature.

Portable Paraffin Bath 
Units

Covered when the patient has undergone a 
successful trial period of paraffin therapy 
ordered by a physician and the patient’s 
condition is expected to be relieved by long 
term use of this modality.

Portable Room Heaters Deny—environmental control equipment; not 
primarily medical in nature (§1861(n) of the 
Act).
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Item Coverage

Portable Whirlpool Pumps Deny—not primarily medical in nature; personal 
comfort items (§§1861(n) and 1862(a)(6) of the 
Act).

Postural Drainage Boards Covered if patient has a chronic pulmonary 
condition.

Preset Portable Oxygen 
Units

Deny—emergency, first-aid, or precautionary 
equipment; essentially not therapeutic in 
nature.

Pressure Leotards Deny—non-reusable supply, not rental-type item 
(§1861(n) of the Act).

Pulse Tachometers Deny—not reasonable or necessary for 
monitoring pulse of homebound patient with or 
without a cardiac pacemaker.

Quad-Canes Covered if patient meets Mobility Assistive 
Equipment clinical criteria (see §280.3 of this 
manual).

Raised Toilet Seats Deny—convenience item; hygienic equipment; 
not primarily medical in nature (§1861(n) of the 
Act).

Reflectance Colorimeters (See Blood Glucose Analyzers.)
Respirators (See Ventilators.)
Rolling Chairs Covered if patient meets Mobility Assistive 

Equipment clinical criteria (see §280.3 of this 
manual). Coverage is limited to those roll-about 
chairs having casters of at least 5 inches in 
diameter and specifically designed to meet the 
needs of ill, injured, or otherwise impaired 
individuals. Coverage is denied for the wide 
range of chairs with smaller casters as are 
found in general use in homes, offices, and 
institutions for many purposes not related to 
the care/treatment of ill/injured persons. This 
type is not primarily medical in nature. 
(§1861(n) of the Act.)

Safety Rollers Covered if patient meets Mobility Assistive 
Equipment clinical criteria (see §280.3 of this 
manual).

Sauna Baths Deny—not primarily medical in nature; personal 
comfort items (§§1861(n) and (1862(a)(6) of 
the Act).

Seat Lifts Covered under the conditions specified in §280.4 
of this manual. Refer all to medical staff for this 
determination.

Self Contained Pacemaker 
Monitors

Covered when prescribed by a physician for a 
patient with a cardiac pacemaker. (See 
§§20.8.1 and 280.2 of this manual.)

Sitz Baths Covered if the contractor’s medical staff 
determines patient has an infection  
or injury of the perineal area and the item 
has been prescribed by the patient’s 
physician as a part of his planned regimen of 
treatment in the patient’s home.

Spare Tanks of Oxygen Deny—convenience or precautionary supply.
Speech Teaching 

Machines
Deny—education equipment; not primarily 

medical in nature (§1861(n) of the Act).
Stairway Elevators Deny—(See Elevators.) (§1861(n) of the Act).
Standing Tables Deny—convenience item; not primarily medical in 

nature (§1861(n) of the Act).
Steam Packs These packs are Covered under the same 

conditions as a heating pads. (See Heating 
Pads.)

Suction Machines Covered if the contractor’s medical  
staff determines that the machine specified in 
the claim is medically required and appropri-
ate for home use without technical or 
professional supervision.

Support Hose Deny (See Fabric Supports.) (§1861(n) of the Act).
Surgical Leggings Deny—non-reusable supply; not rental-type item 

(§1861(n) of the Act).

Item Coverage

Telephone Alert Systems Deny—these are emergency communications 
systems and do not serve a diagnostic or 
therapeutic purpose.

Toilet Seats Deny—not medical equipment (§1861(n) of the 
Act).

Traction Equipment Covered if patient has orthopedic impairment 
requiring traction equipment that prevents 
ambulation during the period of use (Consider 
covering devices usable during ambulation; e.g., 
cervical traction collar, under the brace provision).

Trapeze Bars Covered if patient is bed confined and the patient 
needs a trapeze bar to sit up because of 
respiratory condition, to change body position 
for other medical reasons, or to get in and out 
of bed.

Treadmill Exercisers Deny—exercise equipment; not primarily medical 
in nature (§1861(n) of the Act).

Ultraviolet Cabinets Covered for selected patients with generalized 
intractable psoriasis. Using appropriate 
consultation, the contractor should determine 
whether medical and other factors justify 
treatment at home rather than at alternative  
sites, e.g., outpatient department of a hospital.

Urinals autoclavable Covered if patient is bed confined hospital type.
Vaporizers Covered if patient has a respiratory illness.
Ventilators Covered for treatment of neuromuscular diseases, 

thoracic restrictive diseases, and chronic 
respiratory failure consequent to chronic 
obstructive pulmonary disease. Includes both 
positive and negative pressure types. (See also 
§240.5 of this manual.)

Walkers Covered if patient meets Mobility Assistive 
Equipment clinical criteria (see §280.3 of this 
manual).

Water and Pressure Pads 
and Mattresses

(See Alternating Pressure Pads, Mattresses and 
Lamb Wool Pads.)

Wheelchairs (manual) Covered if patient meets Mobility Assistive 
Equipment clinical criteria (see §280.3 of this 
manual).

Wheelchairs (power 
operated)

Covered if patient meets Mobility Assistive 
Equipment clinical criteria (see §280.3 of this 
manual).

Wheelchairs (scooter/ 
POV)

Covered if patient meets Mobility Assistive 
Equipment clinical criteria (see §280.3 of this 
manual).

Wheelchairs (specially-
sized)

Covered if patient meets Mobility Assis-tive 
Equipment clinical criteria (see §280.3 of this 
manual).

Whirlpool Bath Equipment Covered if patient is homebound and has a 
(standard) condition for which the whirlpool 
bath can be expected to provide substantial 
therapeutic benefit justifying its cost. Where 
patient is not homebound but has such a 
condition, payment is restricted to the cost of 
providing the services elsewhere; e.g., an 
outpatient department of a participating 
hospital, if that alternative is less costly. In all 
cases, refer claim to medical staff for a 
determination.

Whirlpool Pumps Deny—(See Portable Whirlpool Pumps.) (§1861(n) 
of the Act).

White Canes Deny—(See §280.2 of this manual.) (Not 
considered Mobility Assistive Equipment)

Cross-reference:

Medicare Benefit Policy Manual, Chapters 13, “Rural Health 
Clinic (RHC) and Federally Qualified Health Center (FQHC) 
Services,” 15, “Covered Medical and Other Health Services.”

Medicare Claims Processing Manual, Chapters 12, “Physi-

io
m

 100-03 chapter 1, pa
r

t 4

IOM-9781455745272.indd   96 11/14/12   8:21 AM

To protect the rights of the author(s) and publisher we inform you that this PDF is an uncorrected proof for internal business use only by the author(s), editor(s), reviewer(s), Elsevier and 
typesetter Graphic World. It is not allowed to publish this proof online or in print.  This proof copy is the copyright property of the publisher and is confidential until formal publication.



97

cian/Practitioner Billing,” 20, “Durable Medical Equipment, 
Prosthetics and Orthotics, and Supplies (DMEPOS),” 23, 
“Fee Schedule Administration and Coding Requirements.”

280.2—White Cane for Use by a Blind Person

(Rev. 1, 10-03-03)

CIM 60-3

Not Covered

A white cane for use by a blind person is more an identifying 
and self-help device than an item which makes a meaningful 
contribution in the treatment of an illness or injury.

280.3—Mobility Assistive Equipment (MAE) (Effective May 5, 
2005)

(Rev. 37, Issued: 06-03-05; Effective: 05-05-05; Implementa-
tion: 07-05-05)

A. General

The Centers for Medicare & Medicaid Services (CMS) ad-
dresses numerous items that it terms “mobility assistive 
equipment” (MAE) and includes within that category canes, 
crutches, walkers, manual wheelchairs, power wheelchairs, 
and scooters. This list, however, is not exhaustive.

Medicare beneficiaries may require mobility assistance for a 
variety of reasons and for varying durations because the eti-
ology of the disability may be due to a congenital cause, in-
jury, or disease. Thus, some beneficiaries experiencing tem-
porary disability may need mobility assistance on a short-term 
basis, while in contrast, those living with chronic conditions 
or enduring disabilities will require mobility assistance on a 
permanent basis.

Medicare beneficiaries who depend upon mobility assistance 
are found in varied living situations. Some may live alone 
and independently while others may live with a caregiver or 
in a custodial care facility. The beneficiary’s environment is 
relevant to the determination of the appropriate form of mo-
bility assistance that should be employed. For many patients, 
a device of some sort is compensation for the mobility deficit. 
Many beneficiaries experience co-morbid conditions that can 
impact their ability to safely utilize MAE independently or to 
successfully regain independent function even with mobility 
assistance.

The functional limitation as experienced by a beneficiary 
depends on the beneficiary’s physical and psychological func-
tion, the availability of other support, and the beneficiary’s 
living environment. A few examples include muscular spas-
ticity, cognitive deficits, the availability of a caregiver, and the 
physical layout, surfaces, and obstacles that exist in the 
beneficiary’s living environment.

B. Nationally Covered Indications

Effective May 5, 2005, CMS finds that the evidence is ade-
quate to determine that MAE is reasonable and necessary for 
beneficiaries who have a personal mobility deficit sufficient 
to impair their participation in mobility-related activities of 
daily living (MRADLs) such as toileting, feeding, dressing, 

grooming, and bathing in customary locations within the 
home. Determination of the presence of a mobility deficit will 
be made by an algorithmic process, Clinical Criteria for MAE 
Coverage, to provide the appropriate MAE to correct the mo-
bility deficit.

Clinical Criteria for MAE Coverage

The beneficiary, the beneficiary’s family or other caregiver, or 
a clinician, will usually initiate the discussion and consider-
ation of MAE use. Sequential consideration of the questions 
below provides clinical guidance for the coverage of equip-
ment of appropriate type and complexity to restore the 
beneficiary’s ability to participate in MRADLs such as toilet-
ing, feeding, dressing, grooming, and bathing in customary 
locations in the home. These questions correspond to the 
numbered decision points on the accompanying flow chart. 
In individual cases where the beneficiary’s condition clearly 
and unambiguously precludes the reasonable use of a device, 
it is not necessary to undertake a trial of that device for that 
beneficiary.

1. Does the beneficiary have a mobility limitation that 
significantly impairs his/her ability to participate in one or 
more MRADLs in the home? A mobility limitation is one 
that:
a. Prevents the beneficiary from accomplishing the MRA-

DLs entirely, or,
b. Places the beneficiary at reasonably determined height-

ened risk of morbidity or mortality secondary to the 
attempts to participate in MRADLs, or,

c. Prevents the beneficiary from completing the MRADLs 
within a reasonable time frame.

2. Are there other conditions that limit the beneficiary’s abil-
ity to participate in MRADLs at home?
a. Some examples are significant impairment of cognition 

or judgment and/or vision.
b. For these beneficiaries, the provision of MAE might not 

enable them to participate in MRADLs if the comorbid-
ity prevents effective use of the wheelchair or reason-
able completion of the tasks even with MAE.

3. If these other limitations exist, can they be ameliorated or 
compensated sufficiently such that the additional provi-
sion of MAE will be reasonably expected to significantly 
improve the beneficiary’s ability to perform or obtain as-
sistance to participate in MRADLs in the home?
a. A caregiver, for example a family member, may be 

compensatory, if consistently available in the 
beneficiary’s home and willing and able to safely op-
erate and transfer the beneficiary to and from the 
wheelchair and to transport the beneficiary using the 
wheelchair. The caregiver’s need to use a wheelchair 
to assist the beneficiary in the MRADLs is to be con-
sidered in this determination.

b. If the amelioration or compensation requires the 
beneficiary’s compliance with treatment, for example 
medications or therapy, substantive non-compliance, 
whether willing or involuntary, can be grounds for de-
nial of MAE coverage if it results in the beneficiary 
continuing to have a significant limitation. It may be 
determined that partial compliance results in adequate 
amelioration or compensation for the appropriate use 
of MAE.
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4. Does the beneficiary or caregiver demonstrate the capabil-
ity and the willingness to consistently operate the MAE 
safely?
a. Safety considerations include personal risk to the 

beneficiary as well as risk to others. The determina-
tion of safety may need to occur several times during 
the process as the consideration focuses on a specific 
device.

b. A history of unsafe behavior in other venues may be 
considered.

5. Can the functional mobility deficit be sufficiently resolved 
by the prescription of a cane or walker?
a. The cane or walker should be appropriately fitted to the 

beneficiary for this evaluation.
b. Assess the beneficiary’s ability to safely use a cane or 

walker.
6. Does the beneficiary’s typical environment support the use 

of wheelchairs including scooters/power-operated vehicles 
(POVs)?
a. Determine whether the beneficiary’s environment will 

support the use of these types of MAE.
b. Keep in mind such factors as physical layout, surfaces, 

and obstacles, which may render MAE unusable in the 
beneficiary’s home.

7. Does the beneficiary have sufficient upper extremity func-
tion to propel a manual wheelchair in the home to par-
ticipate in MRADLs during a typical day? The manual 
wheelchair should be optimally configured (seating op-
tions, wheelbase, device weight, and other appropriate 
accessories) for this determination.
a. Limitations of strength, endurance, range of motion, 

coordination, and absence or deformity in one or both 
upper extremities are relevant.

b. A beneficiary with sufficient upper extremity function 
may qualify for a manual wheelchair. The appropriate 
type of manual wheelchair, i.e. light weight, etc., should 
be determined based on the beneficiary’s physical char-
acteristics and anticipated intensity of use.

c. The beneficiary’s home should provide adequate access, 
maneuvering space and surfaces for the operation of a 
manual wheelchair.

d. Assess the beneficiary’s ability to safely use a manual 
wheelchair.

NOTE:  If the beneficiary is unable to self-propel a manual 
wheelchair, and if there is a caregiver who is available, 
willing, and able to provide assistance, a manual 
wheelchair may be appropriate.

8. Does the beneficiary have sufficient strength and postural 
stability to operate a POV/scooter?
a. A POV is a 3- or 4-wheeled device with tiller steering 

and limited seat modification capabilities. The 
beneficiary must be able to maintain stability and posi-
tion for adequate operation.

b. The beneficiary’s home should provide adequate access, 
maneuvering space and surfaces for the operation of a 
POV.

c. Assess the beneficiary’s ability to safely use a POV/ 
scooter.

9. Are the additional features provided by a power wheel-
chair needed to allow the beneficiary to participate in one 
or more MRADLs?
a. The pertinent features of a power wheelchair compared 

to a POV are typically control by a joystick or alterna-
tive input device, lower seat height for slide transfers, 
and the ability to accommodate a variety of seating 
needs.

b. The type of wheelchair and options provided should be 
appropriate for the degree of the beneficiary’s func-
tional impairments.

c. The beneficiary’s home should provide adequate access, 
maneuvering space and surfaces for the operation of a 
power wheelchair.

d. Assess the beneficiary’s ability to safely use a power 
wheelchair.

NOTE:  If the beneficiary is unable to use a power wheelchair, 
and if there is a caregiver who is available, willing, 
and able to provide assistance, a manual wheelchair 
is appropriate. A caregiver’s inability to operate a 
manual wheelchair can be considered in covering a 
power wheelchair so that the caregiver can assist the 
beneficiary.

C. Nationally Non-Covered Indications

Medicare beneficiaries not meeting the clinical criteria for 
prescribing MAE as outlined above, and as documented by 
the beneficiary’s physician, would not be eligible for Medi-
care coverage of the MAE.

D. Other

All other durable medical equipment (DME) not meeting the 
definition of MAE as described in this instruction will con-
tinue to be covered, or noncovered, as is currently described 
in the NCD Manual, in Section 280, Medical and Surgical 
Supplies. Also, all other sections not altered here and the cor-
responding policies regarding MAEs which have not been 
discussed here remain unchanged.

(This NCD last reviewed May 2005).

Cross-references: section 280.1 of the NCD Manual.

280.4—Seat Lift

(Rev. 1, 10-03-03)

CIM 60-8

Reimbursement may be made for the rental or purchase of a 
medically necessary seat lift when prescribed by a physician 
for a patient with severe arthritis of the hip or knee and pa-
tients with muscular dystrophy or other neuromuscular dis-
ease when it has been determined the patient can benefit 
therapeutically from use of the device. In establishing medi-
cal necessity for the seat lift, the evidence must show that the 
item is included in the physician’s course of treatment, that it 
is likely to effect improvement, or arrest or retard deteriora-
tion in the patient’s condition, and that the severity of the 
condition is such that the alternative would be chair or bed 
confinement.
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Coverage of seat lifts is limited to those types which operate 
smoothly, can be controlled by the patient, and effectively 
assist a patient in standing up and sitting down without other 
assistance. Excluded from coverage is the type of lift which 
operates by a spring release mechanism with a sudden, cata-
pult-like motion and jolts the patient from a seated to a 
standing position. Limit the payment for units which incor-

porate a recliner feature along with the seat lift to the amount 
payable for a seat lift without this feature.

Cross Reference:

The Medicare Claims Processing Manual, Chapter 20, “Du-
rable Medical Equipment, Prosthetics and Orthotics, and 
Supplies (DMEPOS),” §90.
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280.7—Hospital Beds

(Rev. 1, 10-03-03)

CIM 60-18

A. General Requirements for Coverage of Hospital Beds

A physician’s prescription, and such additional documenta-
tion as the contractors’ medical staffs may consider neces-
sary, including medical records and physicians’ reports, must 
establish the medical necessity for a hospital bed due to one 
of the following reasons:

• The patient’s condition requires positioning of the body; 
e.g., to alleviate pain, promote good body alignment, pre-
vent contractures, avoid respiratory infections, in ways not 
feasible in an ordinary bed; or

• The patient’s condition requires special attachments that 
cannot be fixed and used on an ordinary bed.

B. Physician’s Prescription

The physician’s prescription which must accompany the ini-
tial claim, and supplementing documentation when required, 
must establish that a hospital bed is medically necessary. If 
the stated reason for the need for a hospital bed is the pa-
tient’s condition requires positioning, the prescription or 
other documentation must describe the medical condition, 
e.g., cardiac disease, chronic obstructive pulmonary disease, 
quadriplegia or paraplegia, and also the severity and fre-
quency of the symptoms of the condition, that necessitates a 
hospital bed for positioning.

If the stated reason for requiring a hospital bed is the pa-
tient’s condition requires special attachments, the prescrip-
tion must describe the patient’s condition and specify the at-
tachments that require a hospital bed.

C. Variable Height Feature

In well documented cases, the contractors’ medical staffs 
may determine that a variable height feature of a hospital 
bed, approved for coverage under subsection A above, is 
medically necessary and, therefore, covered, for one of the 
following conditions:

• Severe arthritis and other injuries to lower extremities; 
e.g., fractured hip—The condition requires the variable 
height feature to assist the patient to ambulate by en-
abling the patient to place his or her feet on the floor 
while sitting on the edge of the bed;

• Severe cardiac conditions—For those cardiac patients who 
are able to leave bed, but who must avoid the strain of 
“jumping” up or down;

• Spinal cord injuries, including quadriplegic and paraplegic 
patients, multiple limb amputee and stroke patients. For 
those patients who are able to transfer from bed to a 
wheelchair, with or without help; or

• Other severely debilitating diseases and conditions, if the 
variable height feature is required to assist the patient to 
ambulate.

D. Electric Powered Hospital Bed Adjustments

Electric powered adjustments to lower and raise head and 
foot may be covered when the contractor’s medical staff de-
termines that the patient’s condition requires frequent change 
in body position and/or there may be an immediate need for 

a change in body position (i.e., no delay can be tolerated) and 
the patient can operate the controls and cause the adjust-
ments. Exceptions may be made to this last requirement in 
cases of spinal cord injury and brain damaged patients.

E. Side Rails

If the patient’s condition requires bed side rails, they can be 
covered when an integral part of, or an accessory to, a hospi-
tal bed.

280.11—Corset Used as Hernia Support

(Rev. 1, 10-03-03)

CIM 70-1

A hernia support (whether in the form of a corset or truss) 
which meets the definition of a brace is covered under Part B 
under §1861(s)(9) of the Act. See the Medicare Benefit Policy 
Manual, Chapter 15, “Covered Medical and Other Ser-
vices,”§130.

280.12—Sykes Hernia Control

(Rev. 1, 10-03-03)

CIM 70-2

Based on professional advice, it has been determined that the 
sykes hernia control (a spring-type, U-shaped, strapless truss) 
is not functionally more beneficial than a conventional truss. 
Make program reimbursement for this device only when an 
ordinary truss would be covered. (Like all trusses, it is only of 
benefit when dealing with a reducible hernia.) Thus, when a 
charge for this item is substantially in excess of that which 
would be reasonable for a conventional truss used for the 
same condition, base reimbursement on the reasonable 
charges for the conventional truss. See the Medicare Benefit 
Policy Manual, Chapter 15, “Covered Medical and Other Ser-
vices,”§130.

280.14—Infusion Pumps

(Rev. 27, Issued: 02-04-05, Effective: 12-17-04, Implementa-
tion: 02-18-05)

A. General

Infusion pumps are medical devices used to deliver solu-
tions containing parenteral drugs under pressure at a 
regulated flow rate.

B. Nationally Covered Indications

The following indications for treatment using infusion pumps 
are covered under Medicare:

1. External Infusion Pumps

a. Iron Poisoning (Effective for Services Performed 
On or After September 26, 1984)

When used in the administration of deferoxamine for the 
treatment of acute iron poisoning and iron overload, only 
external infusion pumps are covered.

b. Thromboembolic Disease (Effective for Services 
Performed On or After September 26, 1984)
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When used in the administration of heparin for the treatment 
of thromboembolic disease and/or pulmonary embolism, 
only external infusion pumps used in an institutional setting 
are covered.

c. Chemotherapy for Liver Cancer (Effective for Ser-
vices Performed On or After January 29, 1985)

The external chemotherapy infusion pump is covered when 
used in the treatment of primary hepatocellular carcinoma or 
colorectal cancer where this disease is unresectable or where 
the patient refuses surgical excision of the tumor.

d. Morphine for Intractable Cancer Pain (Effective for 
Services Performed On or After April 22, 1985)

Morphine infusion via an external infusion pump is covered 
when used in the treatment of intractable pain caused by 
cancer (in either an inpatient or outpatient setting, including 
a hospice).

e. Continuous Subcutaneous Insulin Infusion (CSII) 
Pumps (Effective for Services Performed On or af-
ter December 17, 2004)

Continuous subcutaneous insulin infusion (CSII) and related 
drugs/supplies are covered as medically reasonable and nec-
essary in the home setting for the treatment of diabetic pa-
tients who: (1) either meet the updated fasting C-Peptide 
testing requirement, or, are beta cell autoantibody positive; 
and, (2) satisfy the remaining criteria for insulin pump ther-
apy as described below. Patients must meet either Criterion A 
or B as follows:

Criterion A: The patient has completed a comprehensive dia-
betes education program, and has been on a program of mul-
tiple daily injections of insulin (i.e. at least 3 injections per 
day), with frequent self-adjustments of insulin dose for at least 
6 months prior to initiation of the insulin pump, and has 
documented frequency of glucose self-testing an average of at 
least 4 times per day during the 2 months prior to initiation of 
the insulin pump, and meets one or more of the following 
criteria while on the multiple daily injection regimen:

• Glycosylated hemoglobin level (HbAlc) > 7.0 percent
• History of recurring hypoglycemia
• Wide fluctuations in blood glucose before mealtime
• Dawn phenomenon with fasting blood sugars frequently 

exceeding 200 mg/dl
• History of severe glycemic excursions

Criterion B: The patient with diabetes has been on a pump 
prior to enrollment in Medicare and has documented fre-
quency of glucose self-testing an average of at least 4 times 
per day during the month prior to Medicare enrollment.

General CSII Criteria

In addition to meeting Criterion A or B above, the following 
general requirements must be met:

The patient with diabetes must be insulinopenic per the up-
dated fasting C-peptide testing requirement, or, as an alterna-
tive, must be beta cell autoantibody positive.

Updated fasting C-peptide testing requirement:

• Insulinopenia is defined as a fasting C-peptide level that is 
less than or equal to 110% of the lower limit of normal of 
the laboratory’s measurement method.

• For patients with renal insufficiency and creatinine clear-
ance (actual or calculated from age, gender, weight, and 
serum creatinine) 50 ml/minute, insulinopenia is defined 
as a fasting C-peptide level that is less than or equal to 
200% of the lower limit of normal of the laboratory’s mea-
surement method.

• Fasting C-peptide levels will only be considered valid with 
a concurrently obtained fasting glucose 225 mg/dL.

• Levels only need to be documented once in the medical  
records.

Continued coverage of the insulin pump would require that 
the patient has been seen and evaluated by the treating physi-
cian at least every three months.

The pump must be ordered by and follow-up care of the pa-
tient must be managed by a physician who manages multiple 
patients with CSII and who works closely with a team includ-
ing nurses, diabetes educators, and dietitians who are knowl-
edgeable in the use of CSII.

Other Uses of CSII

The CMS will continue to allow coverage of all other uses 
of CSII in accordance with the Category B investigational 
device exemption (IDE) clinical trials regulation (42 CFR 
405.201) or as a routine cost under the clinical trials policy 
(Medicare National Coverage Determinations (NCD) Man-
ual 310.1).

f. Other Uses

Other uses of external infusion pumps are covered if the con-
tractor’s medical staff verifies the appropriateness of the ther-
apy and of the prescribed pump for the individual patient.

NOTE:  Payment may also be made for drugs necessary for 
the effective use of a covered external infusion pump 
as long as the drug being used with the pump is itself 
reasonable and necessary for the patient’s 
treatment.

2. Implantable Infusion Pumps

a. Chemotherapy for Liver Cancer (Effective for Ser-
vices Performed On or After September 26, 1984.)

The implantable infusion pump is covered for intra-arterial 
infusion of 5-FUdR for the treatment of liver cancer for 
patients with primary hepatocellular carcinoma or Duke’s 
Class D colorectal cancer, in whom the metastases are lim-
ited to the liver, and where (1) the disease is unresectable 
or (2) where the patient refuses surgical excision of the  
tumor.

b. Anti-Spasmodic Drugs for Severe Spasticity

An implantable infusion pump is covered when used to ad-
minister anti-spasmodic drugs intrathecally (e.g., baclofen) 
to treat chronic intractable spasticity in patients who have 
proven unresponsive to less invasive medical therapy as de-
termined by the following criteria:

As indicated by at least a 6-week trial, the patient cannot be 
maintained on noninvasive methods of spasm control, such 
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as oral anti-spasmodic drugs, either because these methods 
fail to control adequately the spasticity or produce intolera-
ble side effects, and prior to pump implantation, the patient 
must have responded favorably to a trial intrathecal dose of 
the anti-spasmodic drug.

c. Opioid Drugs for Treatment of Chronic Intractable 
Pain

An implantable infusion pump is covered when used to ad-
minister opioid drugs (e.g., morphine) intrathecally or epidu-
rally for treatment of severe chronic intractable pain of ma-
lignant or non-malignant origin in patients who have a life 
expectancy of at least three months and who have proven 
unresponsive to less invasive medical therapy as determined 
by the following criteria:

The patient’s history must indicate that he/she would not re-
spond adequately to noninvasive methods of pain control, 
such as systemic opioids (including attempts to eliminate 
physical and behavioral abnormalities which may cause an 
exaggerated reaction to pain); and a preliminary trial of in-
traspinal opioid drug administration must be undertaken 
with a temporary intrathecal/epidural catheter to substanti-
ate adequately acceptable pain relief and degree of side ef-
fects (including effects on the activities of daily living) and 
patient acceptance.

d. Coverage of Other Uses of Implanted Infusion 
Pumps

Determinations may be made on coverage of other uses of 
implanted infusion pumps if the contractor’s medical staff 
verifies that:

• The drug is reasonable and necessary for the treatment of 
the individual patient;

• It is medically necessary that the drug be administered by 
an implanted infusion pump; and

• The Food and Drug Administration (FDA) approved label-
ing for the pump must specify that the drug being admin-
istered and the purpose for which it is administered is an 
indicated use for the pump.

e. Implantation of Infusion Pump Is Contraindicated

The implantation of an infusion pump is contraindicated in 
the following patients:

• With a known allergy or hypersensitivity to the drug being 
used (e.g., oral baclofen, morphine, etc.);

• Who have an infection;
• Whose body size is insufficient to support the weight and 

bulk of the device; and
• With other implanted programmable devices since 

crosstalk between devices may inadvertently change the 
prescription.

NOTE:  Payment may also be made for drugs necessary for 
the effective use of an implantable infusion pump  
as long as the drug being used with the pump is it- 
self reasonable and necessary for the patient’s 
treatment.

C. Nationally Noncovered Indications

The following indications for treatment using infusion pumps 
are not covered under Medicare:

1. External Infusion Pumps

a. Vancomycin (Effective for Services Beginning On or 
After September 1, 1996)

Medicare coverage of vancomycin as a durable medical 
equipment infusion pump benefit is not covered. There is 
insufficient evidence to support the necessity of using an ex-
ternal infusion pump, instead of a disposable elastomeric 
pump or the gravity drip method, to administer vancomycin 
in a safe and appropriate manner.

2. Implantable Infusion Pump

a. Thromboembolic Disease (Effective for Services 
Performed On or After September 26, 1984.)

According to the Public Health Service, there is insufficient 
published clinical data to support the safety and effectiveness 
of the heparin implantable pump. Therefore, the use of an 
implantable infusion pump for infusion of heparin in the treat-
ment of recurrent thromboembolic disease is not covered.

b. Diabetes

An implanted infusion pump for the infusion of insulin to 
treat diabetes is not covered. The data does not demonstrate 
that the pump provides effective administration of insulin.

D. Other

Not applicable.

(This NCD last reviewed January 2005.)

300.1—Obsolete or Unreliable Diagnostic Tests

(Rev. 48, Issued: 03-17-06; Effective/Implementation Dates: 
06-19-06)

CIM 50-34

A. Diagnostic Tests

Do not routinely pay for the following diagnostic tests be-
cause they are obsolete and have been replaced by more ad-
vanced procedures. The listed tests may be paid for only if the 
medical need for the procedure is satisfactorily justified by 
the physician who performs it. When the services are subject 
to the Quality Improvement Organization (QIO) review, the 
QIO is responsible for determining that satisfactory medical 
justification exists.

When the services are not subject to QIO review, the interme-
diary or carrier is responsible for determining that satisfac-
tory medical justification exists. This includes:

• Amylase, blood isoenzymes, electrophoretic,
• Chromium, blood,
• Guanase, blood,
• Zinc sulphate turbidity, blood,
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• Skin test, cat scratch fever,
• Skin test, lymphopathia venereum,
• Circulation time, one test,
• Cephalin flocculation,
• Congo red, blood,
• Hormones, adrenocorticotropin quantitative animal tests,
• Hormones, adrenocorticotropin quantitative bioassay,
• Thymol turbidity, blood,
• Skin test, actinomycosis,
• Skin test, brucellosis,
• Skin test, psittacosis,
• Skin test, trichinosis,
• Calcium, feces, 24-hour quantitative,
• Starch, feces, screening,
• Chymotrypsin, duodenal contents,
• Gastric analysis, pepsin,
• Gastric analysis, tubeless,
• Calcium saturation clotting time,
• Capillary fragility test (Rumpel-Leede),
• Colloidal gold,
• Bendien’s test for cancer and tuberculosis,
• Bolen’s test for cancer,
• Rehfuss test for gastric acidity, and
• Serum seromucoid assay for cancer and other diseases.

B. Cardiovascular Tests

Do not pay for the following phonocardiography and vec-
torcardiography diagnostic tests because they have been 
determined to be outmoded and of little clinical value. They 
include:

• Phonocardiogram with or without ECG lead; with supervi-
sion during recording with interpretation and report (when 
equipment is supplied by the physician),

• Phonocardiogram; tracing only, without interpretation and 
report (e.g., when equipment is supplied by the hospital, 
clinic),

• Phonocardiogram; interpretation and report,
• Phonocardiogram with ECG lead, with indirect carotid 

artery and/or jugular vein tracing, and/or apex cardiogram; 
with interpretation and report,

• Phonocardiogram; without interpretation and report,
• Phonocardiogram; interpretation and report only,
• Intracardiac,
• Vectorcardiogram (VCG), with or without ECG; with inter-

pretation and report,
• Vectorcardiogram; tracing only, without interpretation and 

report, and
• Vectorcardiogram; interpretation and report only.

100-04 Chapter 1 

30.2.10—Payment Under Reciprocal Billing Arrangements— 
Claims Submitted to Carriers 

(Rev. 1486, Issued: 04-04-08, Effective: 01-01-08, Implementa-
tion: 05-05-08)

The patient’s regular physician may submit the claim, and (if 
assignment is accepted) receive the Part B payment, for cov-
ered visit services (including emergency visits and related ser-
vices) which the regular physician arranges to be provided by 
a substitute physician on an occasional reciprocal basis, if: 

• The regular physician is unavailable to provide the visit 
services; 

• The Medicare patient has arranged or seeks to receive the 
visit services from the regular physician; 

• The substitute physician does not provide the visit services 
to Medicare patients over a continuous period of longer 
than 60 days subject to the exception noted  below; and 

• The regular physician identifies the services as substitute 
physician services meeting the requirements of this section 
by entering in item 24d of Form CMS-1500 HCPCS code 
Q5 modifier (service furnished by a substitute physician 
under a reciprocal billing arrangement) after the proce-
dure code. When Form CMS-1500 is next revised, provi-
sion will be made to identify the substitute physician by 
entering the unique physician identification number 
(UPIN) or NPI when required on the form and cross- 
referring the entry to the appropriate service line item(s) 
by number(s). Until further notice, the regular physician 
must keep on file a record of each service provided by the 
substitute physician, associated with the substitute physi-
cian’s UPIN or NPI when required, and make this record 
available to the carrier upon request. 

EXCEPTION: In accordance with section 116 of the “Medi-
care, Medicaid, and SCHIP Extension Act of 2007” (MMSE), 
enacted on December 29, 2007, the exception to the 60-day 
limit on substitute physician billing for physicians called to 
active duty in the Armed Forces has been extended for ser-
vices furnished from January 1, 2008 through June 30, 2008. 
Thus, under this law, a physician called to active duty may 
bill for substitute physician services furnished from January 
1, 2008 through June 30, 2008 for longer than the 60-day 
limit.

If the only substitution services a physician performs in con-
nection with an operation are post-operative services fur-
nished during the period covered by the global fee, these 
services need not be identified on the claim as substitution 
services. 

A physician may have reciprocal arrangements with more 
than one physician. The arrangements need not be in  
writing. 

The term “covered visit service” includes not only those 
services ordinarily characterized as a covered physician visit, 
but also any other covered items and services furnished by 
the substitute physician or by others as incident to the physi-
cian’s services. 

“Incident to” services furnished by staff of a substitute physi-
cian or regular physician are covered if furnished under the 
supervision of each. 

A “continuous period of covered visit services” begins 
with the first day on which the substitute physician provides 
covered visit services to Medicare Part B patients of the 
regular physician, and ends with the last day the substitute 
physician provides services to these patients before the 
regular physician returns to work. This period continues 
without interruption on days on which no covered visit ser-
vices are provided to patients on behalf of the regular physi-
cian or are furnished by some other substitute physician on 
behalf of the regular physician. A new period of covered 
visit services can begin after the regular physician has re-
turned to work. 
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EXAMPLE:

The regular physician goes on vacation on June 30, and re-
turns to work on September 4. A substitute physician pro-
vides services to Medicare Part B patients of the regular 
physician on July 2, and at various times thereafter, including 
August 30 and September 2. The continuous period of cov-
ered visit services begins on July 2 and runs through Septem-
ber 2, a period of 63 days. Since the September 2 services are 
furnished after the expiration of 60 days of the period, the 
regular physician is not entitled to bill and receive direct pay-
ment for them. The substitute physician must bill for these 
services in his/her own name. The regular physician may, 
however, bill and receive payment for the services that the 
substitute physician provides on his/her behalf in the period 
July 2 through August 30. 

The requirements for the submission of claims under recip-
rocal billing arrangements are the same for assigned and 
unassigned claims. 

A. Physician Medical Group Claims Under Reciprocal 
Billing Arrangements 

The requirements of this section generally do not apply to the 
substitution arrangements among physicians in the same 
medical group where claims are submitted in the name of the 
group. On claims submitted by the group, the group physi-
cian who actually performed the service must be identified in 
the manner described in §30.2.13 with one exception. When 
a group member provides services on behalf of another group 
member who is the designated attending physician for a hos-
pice patient, the Q5 modifier may be used by the desig-
nated attending physician to bill for services related to a 
hospice patient’s terminal illness that were performed by 
another group member. 

For a medical group to submit assigned and unassigned 
claims for the covered visit services of a substitute physician 
who is not a member of the group and for an independent 
physician to submit assigned and unassigned claims for the 
substitution services of a physician who is a member of a 
medical group, the following requirements must be met: 

• The regular physician is unavailable to provide the visit 
services; 

• The Medicare patient has arranged or seeks to receive the 
visit services from the regular physician; and 

• The substitute physician does not provide the visit services to 
Medicare patients over a continuous period of longer than 60 
days. 

Substitute billing services are billed for each entity as fol-
lows: 

• The medical group must enter in item 24d of Form CMS-
1500 the HCPCS code modifier Q5 after the procedure 
code. 

• The independent physician must enter in item 24 of Form 
CMS-1500 HCPCS code modifier Q5 after the procedure 
code. 

• The designated attending physician for a hospice patient 
(receiving services related to a terminal illness) bills the Q5 
modifier in item 24 of Form CMS-1500 when another 
group member covers for the attending physician. 

• A record of each service provided by the substitute physi-
cian must be kept on file and associated with the substitute 
physician’s UPIN  or NPI when required. This record must 
be made available to the carrier upon request. 

• In addition, the medical group physician for whom the 
substitution services are furnished must be identified by 
his/her provider identification number (PIN) or NPI when 
required in block 24J of the appropriate line item. 

Physicians who are members of a group but who bill in their 
own names are treated as independent physicians for pur-
poses of applying the requirements of this section. 

Carriers should inform physicians of the compliance require-
ments when billing for services of a substitute physician. The 
physician notification should state that, in entering the Q5 
modifier, the regular physician (or the medical group, where 
applicable) is certifying that the services are covered visit 
services furnished by the substitute physician identified in a 
record of the regular physician which is available for inspec-
tion, and are services for which the regular physician (or 
group) is entitled to submit the claim. Carriers should in-
clude in the notice that penalty for false certifications may be 
civil or criminal penalties for fraud. The physician’s right to 
receive payment or to submit claims or accept any assign-
ments may be revoked. The revocation procedures are set 
forth in §40. 

If a line item includes the code Q5 certification, carriers as-
sume that the claim meets the requirements of this section in 
the absence of evidence to the contrary. Carriers need not 
track the 60-day period or validate the billing arrangement 
on a prepayment basis, absent postpayment findings that in-
dicate that the certifications by a particular physician may 
not be valid. 

When carriers make Part B payment under this section, they 
determine the payment amount as though the regular physi-
cian provided the services. The identification of the substitute 
physician is primarily for purposes of providing an audit trail 
to verify that the services were furnished, not for purposes of 
the payment or the limiting charge. Also, notices of noncov-
erage are to be given in the name of the regular physician. 

30.2.11—Physician Payment Under Locum Tenens 
Arrangements—Claims Submitted to Carriers

(Rev. 1486, Issued: 04-04-08, Effective: 01-01-08, Implementa-
tion: 05-05-08)

A. Background 

It is a longstanding and widespread practice for physicians to 
retain substitute physicians to take over their professional 
practices when the regular physicians are absent for reasons 
such as illness, pregnancy, vacation, or continuing medical 
education, and for the regular physician to bill and receive 
payment for the substitute physician’s services as though he/
she performed them. The substitute physician generally has 
no practice of his/her own and moves from area to area as 
needed. The regular physician generally pays the substitute 
physician a fixed amount per diem, with the substitute physi-
cian having the status of an independent contractor rather 
than of an employee. These substitute physicians are gener-
ally called “locum tenens” physicians. 
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Section 125(b) of the Social Security Act Amendments of 
1994 makes this procedure available on a permanent basis. 
Thus, beginning January 1, 1995, a regular physician may bill 
for the services of a locum tenens physicians. A regular physi-
cian is the physician that is normally scheduled to see a pa-
tient. Thus, a regular physician may include physician spe-
cialists (such as a cardiologist, oncologist, urologist, etc.). 

B. Payment Procedure

A patient’s regular physician may submit the claim, and (if 
assignment is accepted) receive the Part B payment, for cov-
ered visit services (including emergency visits and related 
services) of a locum tenens physician who is not an employee 
of the regular physician and whose services for patients of 
the regular physician are not restricted to the regular physi-
cian’s offices, if: 

• The regular physician is unavailable to provide the visit 
services; 

• The Medicare beneficiary has arranged or seeks to receive 
the visit services from the regular physician; 

• The regular physician pays the locum tenens for his/her 
services on a per diem or similar fee-for-time basis; 

• The substitute physician does not provide the visit services 
to Medicare patients over a continuous period of longer 
than 60 days subject to the exception noted below; and 

• The regular physician identifies the services as substitute 
physician services meeting the requirements of this section 
by entering HCPCS code modifier Q6 (service furnished by 
a locum tenens physician) after the procedure code. When 
Form CMS-1500 is next revised, provision will be made to 
identify the substitute physician by entering his/her unique 
physician identification number (UPIN) or NPI when re-
quired to the carrier upon request. 

EXCEPTION: In accordance with section 116 of the “Medi-
care, Medicaid, and SCHIP Extension Act of 2007” (MMSE), 
enacted on December 29, 2007, the exception to the 60-day 
limit on substitute physician billing for physicians called to 
active duty in the Armed Forces has been extended for ser-
vices furnished from January 1, 2008 through June 30, 2008. 
Thus, under this law, a physician called to active duty may 
bill for substitute physician services furnished from January 
1, 2008 through June 30, 2008 for longer than the 60-day 
limit.

If the only substitution services a physician performs in con-
nection with an operation are post-operative services fur-
nished during the period covered by the global fee, these 
services need not be identified on the claim as substitution 
services. 

The requirements for the submission of claims under recip-
rocal billing arrangements are the same for assigned and 
unassigned claims. 

C. Medical Group Claims Under Locum Tenens 
Arrangements 

For a medical group to submit assigned and unassigned 
claims for the services a locum tenens physician provides for 
patients of the regular physician who is a member of the 
group, the requirements of subsection B must be met. For 

purposes of these requirements, per diem or similar fee-for-
time compensation which the group pays the locum tenens 
physician is considered paid by the regular physician. Also, a 
physician who has left the group and for whom the group has 
engaged a locum tenens physician as a temporary replace-
ment may bill for the temporary physician for up to 60 days. 
The group must enter in item 24d of Form CMS-1500 the 
HCPCS modifier Q6 after the procedure code. Until further 
notice, the group must keep on file a record of each service 
provided by the substitute physician, associated with the 
substitute physician’s UPIN or NPI when required, and make 
this record available to the carrier upon request. In addition, 
the medical group physician for whom the substitution ser-
vices are furnished must be identified by his/her provider 
identification number (PIN) or NPI when required on block 
24J of the appropriate line item. 

Physicians who are members of a group but who bill in their 
own names are generally treated as independent physicians 
for purposes of applying the requirements of subsection A for 
payment for locum tenens physician services. Compensation 
paid by the group to the locum tenens physician is consid-
ered paid by the regular physician for purposes of those re-
quirements. The term “regular physician” includes a physi-
cian who has left the group and for whom the group has 
hired the locum tenens physician as a replacement. 

30.3.5—Effect of Assignment Upon Purchase of Cataract 
Glasses From Participating Physician or Supplier on Claims 
Submitted to Carriers

(Rev. 1, 10-01-03)

B3-3045.4

A pair of cataract glasses is comprised of two distinct prod-
ucts: a professional product (the prescribed lenses) and a 
retail commercial product (the frames). The frames serve 
not only as a holder of lenses but also as an article of per-
sonal apparel. As such, they are usually selected on the basis 
of personal taste and style. Although Medicare will pay only 
for standard frames, most patients want deluxe frames. Par-
ticipating physicians and suppliers cannot profitably fur-
nish such deluxe frames unless they can make an extra 
(noncovered) charge for the frames even though they accept 
assignment.

Therefore, a participating physician or supplier (whether an 
ophthalmologist, optometrist, or optician) who accepts as-
signment on cataract glasses with deluxe frames may charge 
the Medicare patient the difference between his/her usual 
charge to private pay patients for glasses with standard 
frames and his/her usual charge to such patients for glasses 
with deluxe frames, in addition to the applicable deductible 
and coinsurance on glasses with standard frames, if all of the 
following requirements are met:

A.  The participating physician or supplier has standard 
frames available, offers them for sale to the patient, and 
issues and ABN to the patient that explains the price and 
other differences between standard and deluxe frames. 
Refer to Chapter 30.

B.  The participating physician or supplier obtains from the 
patient (or his/her representative) and keeps on file the 
following signed and dated statement:
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Name of Patient  Medicare Claim Number

Having been informed that an extra charge is being made by 
the physician or supplier for deluxe frames, that this extra 
charge is not covered by Medicare, and that standard frames 
are available for purchase from the physician or supplier at 
no extra charge, I have chosen to purchase deluxe frames.

Signature  Date

C.  The participating physician or supplier itemizes on his/
her claim his/her actual charge for the lenses, his/her ac-
tual charge for the standard frames, and his/her actual 
extra charge for the deluxe frames (charge differential).

Once the assigned claim for deluxe frames has been pro-
cessed, the carrier will follow the ABN instructions as de-
scribed in §60.

100-04 Chapter 3

10.4—Payment of Nonphysician Services for Inpatients

(Rev. 1, 10-01-03)

HO-407

All items and nonphysician services furnished to inpatients 
must be furnished directly by the hospital or billed through 
the hospital under arrangements. This provision applies to all 
hospitals, regardless of whether they are subject to PPS.

A. Other Medical Items, Supplies, and Services

The following medical items, supplies, and services furnished 
to inpatients are covered under Part A. Consequently, they 
are covered by the prospective payment rate or reimbursed  
as reasonable costs under Part A to hospitals excluded  
from PPS.

• Laboratory services (excluding anatomic pathology ser-
vices and certain clinical pathology services);

• Pacemakers and other prosthetic devices including lenses, 
and artificial limbs, knees, and hips;

• Radiology services including computed tomography (CT) 
scans furnished to inpatients by a physician’s office, other 
hospital, or radiology clinic;

• Total parenteral nutrition (TPN) services; and
• Transportation, including transportation by ambulance, to 

and from another hospital or freestanding facility to re-
ceive specialized diagnostic or therapeutic services not 
available at the facility where the patient is an inpatient.

The hospital must include the cost of these services in the 
appropriate ancillary service cost center, i.e., in the cost of 
the diagnostic or therapeutic service. It must not show them 
separately under revenue code 0540.

EXCEPTIONS:

• Pneumococcal Vaccine - is payable under Part B only and 
is billed by the hospital on the Form CMS-1450.

• Ambulance Service - For purposes of this section “hospi-
tal inpatient” means a beneficiary who has been formally 
admitted it does not include a beneficiary who is in the 
process of being transferred from one hospital to another. 

Where the patient is transferred from one hospital to an-
other, and is admitted as an inpatient to the second, the 
ambulance service is payable under only Part B. If trans-
portation is by a hospital owned and operated ambulance, 
the hospital bills separately on Form CMS-1450 as appro-
priate. Similarly, if the hospital arranges for the ambulance 
transportation with an ambulance operator, including pay-
ing the ambulance operator, it bills separately. However, if 
the hospital does not assume any financial responsibility, 
the billing is to the carrier by the ambulance operator or 
beneficiary, as appropriate, if an ambulance is used for the 
transportation of a hospital inpatient to another facility for 
diagnostic tests or special treatment the ambulance trip is 
considered part of the DRG, and not separately billable, if 
the resident hospital is under PPS.

• Part B Inpatient Services - Where Part A benefits are not 
payable, payment may be made to the hospital under Part 
B for certain medical and other health services. See Chap-
ter 4 for a description of Part B inpatient services.

• Anesthetist Services “Incident to” Physician Services - 
If a physician’s practice was to employ anesthetists and to 
bill on a reasonable charge basis for these services and that 
practice was in effect as of the last day of the hospital’s 
most recent 12-month cost reporting period ending before 
September 30, 1983, the physician may continue that prac-
tice through cost reporting periods beginning October 1, 
1984. However, if the physician chooses to continue this 
practice, the hospital may not add costs of the anesthetist’s 
service to its base period costs for purposes of its transition 
payment rates. If it is the existing or new practice of the 
physician to employ certified registered nurse anesthetists 
(CRNAs) and other qualified anesthetists and include 
charges for their services in the physician bills for anesthe-
siology services for the hospital’s cost report periods begin-
ning on or after October 1, 1984, and before October 1, 
1987, the physician may continue to do so.

B. Exceptions/Waivers

These provisions were waived before cost reporting periods 
beginning on or after October 1, 1986, under certain circum-
stances. The basic criteria for waiver was that services fur-
nished by outside suppliers are so extensive that a sudden 
change in billing practices would threaten the stability of 
patient care. Specific criteria for waiver and processing pro-
cedures are in §2804 of the Provider Reimbursement Manual 
(CMS Pub. 15-1).

40.3—Outpatient Services Treated as Inpatient Services

(Rev. 1816; Issued: 09-17-09; Effective Date: Discharges on or 
after October 1, 2009; Implementation Date: 10-05-09)

A. Outpatient Services Followed by Admission Before 
Midnight of the Following Day

(Effective For Services Furnished Before October 1, 1991)

When a beneficiary receives outpatient hospital services dur-
ing the day immediately preceding the hospital admission, 
the outpatient hospital services are treated as inpatient ser-
vices if the beneficiary has Part A coverage. Hospitals and FIs 
apply this provision only when the beneficiary is admitted to 
the hospital before midnight of the day following receipt of 
outpatient services. The day on which the patient is formally 
admitted as an inpatient is counted as the first inpa- 
tient day.
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When this provision applies, services are included in the ap-
plicable PPS payment and not billed separately. When this 
provision applies to hospitals and units excluded from the 
hospital PPS, services are shown on the bill and included in 
the Part A payment. See Chapter 1 for FI requirements for 
detecting duplicate claims in such cases.

B. Preadmission Diagnostic Services (Effective for 
Services Furnished On or After January 1, 1991)

Diagnostic services (including clinical diagnostic laboratory 
tests) provided to a beneficiary by the admitting hospital, or 
by an entity wholly owned or wholly operated by the admit-
ting hospital (or by another entity under arrangements with 
the admitting hospital), within 3 days prior to and including 
the date of the beneficiary’s admission are deemed to be in-
patient services and included in the inpatient payment, un-
less there is no Part A coverage. For example, if a patient is 
admitted on a Wednesday, outpatient services provided by 
the hospital on Sunday, Monday, Tuesday, or Wednesday are 
included in the inpatient Part A payment.

This provision does not apply to ambulance services and 
maintenance renal dialysis services (see the Medicare Benefit 
Policy Manual, Chapters 10 and 11, respectively). Addition-
ally, Part A services furnished by skilled nursing facilities, 
home health agencies, and hospices are excluded from the 
payment window provisions.

For services provided before October 31, 1994, this provision 
applies to both hospitals subject to the hospital inpatient 
prospective payment system (IPPS) as well as those hospitals 
and units excluded from IPPS.

For services provided on or after October 31, 1994, for hospi-
tals and units excluded from IPPS, this provision applies only 
to services furnished within one day prior to and including 
the date of the beneficiary’s admission. The hospitals and 
units that are excluded from IPPS are: psychiatric hospitals 
and units; inpatient rehabilitation facilities (IRF) and units; 
long-term care hospitals (LTCH); children’s hospitals; and 
cancer hospitals.

Critical access hospitals (CAHs) are not subject to the 3-day 
(nor 1-day) DRG payment window.

An entity is considered to be “wholly owned or operated” by 
the hospital if the hospital is the sole owner or operator. A 
hospital need not exercise administrative control over a facil-
ity in order to operate it. A hospital is considered the sole 
operator of the facility if the hospital has exclusive responsi-
bility for implementing facility policies (i.e., conducting or 
overseeing the facility’s routine operations), regardless of 
whether it also has the authority to make the policies.

For this provision, diagnostic services are defined by the 
presence on the bill of the following revenue and/or HCPCS 
codes:

0254- Drugs incident to other diagnostic services

0255- Drugs incident to radiology

030X- Laboratory

031X- Laboratory pathological

032X- Radiology diagnostic

0341, 
0343- 

Nuclear medicine, diagnostic/Diagnostic Radiopharmaceuticals

035X- CT scan

0371- Anesthesia incident to Radiology

0372- Anesthesia incident to other diagnostic services

040X- Other imaging services

046X- Pulmonary function

0471- Audiology diagnostic

0481, 
0489- 

Cardiology, Cardiac Catheter Lab/Other Cardiology with CPT 
codes 93501, 96503, 93505, 93508, 93510, 93526, 93541, 
93542, 93543, 93544, 93556, 93561, or 93562 diagnostic

0482- Cardiology, Stress Test

0483- Cardiology, Echocardiology

053X- Osteopathic services

061X- MRT

062X- Medical/surgical supplies, incident to radiology or other diag-
nostic services

073X- EKG/ECG

074X- EEG

0918- Testing- Behavioral Health

092X- Other diagnostic services

The CWF rejects services furnished January 1, 1991, or later 
when outpatient bills for diagnostic services with through 
dates or last date of service (occurrence span code 72) fall on 
the day of admission or any of the 3 days immediately prior 
to admission to an IPPS or IPPS-excluded hospital. This re-
ject applies to the bill in process, regardless of whether the 
outpatient or inpatient bill is processed first. Hospitals must 
analyze the two bills and report appropriate corrections. For 
services on or after October 31, 1994, for hospitals and units 
excluded from IPPS, CWF will reject outpatient diagnostic 
bills that occur on the day of or one day before admission. 
For IPPS hospitals, CWF will continue to reject outpatient 
diagnostic bills for services that occur on the day of or any of 
the 3 days prior to admission.

Hospitals in Maryland that are under the jurisdiction of the 
Health Services Cost Review Commission are subject to the 
3-day payment window.

C. Other Preadmission Services (Effective for Services 
Furnished On or After October 1, 1991)

Nondiagnostic outpatient services that are related to a pa-
tient’s hospital admission and that are provided by the hos-
pital, or by an entity wholly owned or wholly operated by 
the admitting hospital (or by another entity under arrange-
ments with the admitting hospital), to the patient during the 
3 days immediately preceding and including the date of the 
patient’s admission are deemed to be inpatient services and 
are included in the inpatient payment. Effective March 13, 
1998, we defined nondiagnostic preadmission services as 
being related to the admission only when there is an exact 
match (for all digits) between the ICD-9-CM principal diag-
nosis code assigned for both the preadmission services and 
the inpatient stay. Thus, whenever Part A covers an admis-
sion, the hospital may bill nondiagnostic preadmission ser-
vices to Part B as outpatient services only if they are not 
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related to the admission. The FI shall assume, in the ab-
sence of evidence to the contrary, that such bills are not 
admission related and, therefore, are not deemed to be in-
patient (Part A) services. If there are both diagnostic and 
nondiagnostic preadmission services and the nondiagnostic 
services are unrelated to the admission, the hospital may 
separately bill the nondiagnostic preadmission services to 
Part B. This provision applies only when the patient has 
Part A coverage. This provision does not apply to ambu-
lance services and maintenance renal dialysis. Additionally, 
Part A services furnished by skilled nursing facilities, home 
health agencies, and hospices are excluded from the pay-
ment window provisions.

For services provided before October 31, 1994, this provision 
applies to both hospitals subject to IPPS as well as those 
hospitals and units excluded from IPPS (see section B 
above).

For services provided on or after October 31, 1994, for hospi-
tals and units excluded from IPPS, this provision applies only 
to services furnished within one day prior to and including 
the date of the beneficiary’s admission.

Critical access hospitals (CAHs) are not subject to the 3-day 
(nor 1-day) DRG payment window.

Hospitals in Maryland that are under the jurisdiction of the 
Health Services Cost Review Commission are subject to the 
3-day payment window.

Effective for dates of service on or after July 1, 2008, CWF 
will reject nondiagnostic services when the following is met:

1) There is an exact match (for all digits) between the ICD-9-
CM principal diagnosis code assigned for both the preadmis-
sion services and the inpatient stay, and 

2) The line item date of service (LIDOS) falls on the day of 
admission or any of the 3 days immediately prior to an admis-
sion to an IPPS hospital (or on the day of admission or one day 
prior to admission for hospitals excluded from IPPS).

40.3.1—Billing Procedures to Avoid Duplicate Payments

(Rev. 1, 10-01-03)

HO-400H

The hospital must install adequate billing procedures to 
avoid submission of duplicate claims. This includes duplicate 
claims for the same service and outpatient bills for nonphysi-
cian services considered included in the DRG for a related 
inpatient admission in the facility or in another hospital.

Where the hospital bills separately for nonphysician services 
provided to a patient either on the day before admission to a 
PPS hospital or during a patient’s inpatient stay, the claim 
will be rejected by the FI as a duplicate and the hospital may 
be subject to sanction penalties per §1128A of the Act.

100-04 Chapter 4

20—Reporting Hospital Outpatient Services Using Healthcare 
Common Procedure Coding System (HCPCS)

(Rev. 1, 10-03-03)

A3-3626.4, HO-442.6

20.1—General

(Rev. 1657, Issued: 12-31-08, Effective: 01-01-09, Implementa-
tion: 01-05-09)

Reporting of HCPCS codes is required of acute care hospitals 
including those paid under alternate payment systems, e.g., 
Maryland, long-term care hospitals. HCPCS codes are also 
required of rehabilitation hospitals, psychiatric hospitals, 
hospital-based RHCs, hospital-based FQHCs, and CAHs re-
imbursed under Method II (HCPCS required to be billed for 
fee reimbursed services). This also includes all-inclusive rate 
hospitals.

HCPCS includes the American Medical Association’s “Cur-
rent Procedural Terminology,” 4th Edition, (CPT-4) for physi-
cian services and CMS developed codes for certain nonphysi-
cian services. All of the CPT-4 is contained within HCPCS, 
and is identified as Level I CPT codes consist of five numeric 
characters. The CMS developed codes are known as Level II. 
Level II codes are five-character codes that begin with an al-
pha character that is followed by either numeric or alpha 
characters.

Hospital-based and independent ESRD facilities must use 
HCPCS to bill for blood and blood products, and to bill for 
drugs and clinical laboratory services paid outside the com-
posite rate. In addition, the hospital is required to report 
modifiers as applicable and as described in §20.6.

The CAHs are required to report HCPCS only for Part B ser-
vices not paid to them on a reasonable cost basis, e.g., screen-
ing mammographies and bone mass measurements. 

The HCPCS codes are required for all outpatient hospital 
services unless specifically excepted in manual instructions. 
This means that codes are required on surgery, radiology, 
other diagnostic procedures, clinical diagnostic laboratory, 
durable medical equipment, orthotic-prosthetic devices, take-
home surgical dressings, therapies, preventative services, 
immunosuppressive drugs, other covered drugs, and most 
other services.

When medical and surgical supplies (other than prosthetic 
and orthotic devices as described in the Medicare Claims 
Processing Manual, Chapter 20, §10.1) described by HCPCS 
codes with status indicators other than “H” or “N” are pro-
vided incident to a physician’s service by a hospital outpa-
tient department, the HCPCS codes for these items should 
not be reported because these items represent supplies. 
Claims containing charges for medical and surgical supplies 
used in providing hospital outpatient services are submitted 
to the Medicare contractor providing OPPS payment for the 
services in which they are used. The hospital should include 
charges associated with these medical and surgical supplies 
on claims so their costs are incorporated in ratesetting, and 
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payment for the supplies is packaged into payment for the 
associated procedures under the OPPS in accordance with 42 
CFR 419.2(b)(4).

For example, if the hospital staff in the emergency depart-
ment initiate the intravenous administration of a drug 
through an infusion pump described by HCPCS code E0781 
(Ambulatory infusion pump, single or multiple channels, 
electric or battery operated, with administrative equipment, 
worn by patient), complete the drug infusion, and discon-
tinue use of the infusion pump before the patient leaves the 
hospital outpatient department, HCPCS code E0781 should 
not be reported because the infusion pump was used as a 
supply and would be paid through OPPS payment for the 
drug administration service. The hospital should include the 
charge associated with the infusion pump on the claim. 

In another example, if hospital outpatient staff perform a 
surgical procedure on a patient in which temporary bladder 
catheterization is necessary and use a catheter described by 
HCPCS code A4338 (Indwelling catheter; Foley type, two-way 
latex with coating (Teflon, silicone, silicone elastomer, or hy-
drophilic, etc.), each), the hospital should not report A4338 
because the catheter was used as a supply and would be paid 
through OPPS payment for the surgical procedure. The hos-
pital should include the charge associated with the urinary 
catheter on the claim.

When hospital outpatient staff provide a prosthetic or or-
thotic device, and the HCPCS code that describes that device 
includes the fitting, adjustment, or other services necessary 
for the patient’s use of the item, the hospital should not bill a 
visit or procedure HCPCS code to report the charges associ-
ated with the fitting, adjustment, or other related services. 
Instead, the HCPCS code for the device already includes the 
fitting, adjustment or other similar services. For example, if 
the hospital outpatient staff provides the orthotic device de-
scribed by HCPCS code L1830 (KO, immobilizer, canvas 
longitudinal, prefabricated, includes fitting and adjustment), 
the hospital should only bill HCPCS code L1830 and should 
not bill a visit or procedure HCPCS code to describe the fit-
ting and adjustment.

Claims with required HCPCS coding missing will be returned 
to the hospital for correction.

Future updates will be issued in a Recurring Update Notifica-
tion.

20.1.1 – Elimination of 90-day Grace Period for HCPCS (Level I 
and Level II)

(Rev. 89, 02-06-04)

The CMS had permitted a 90-day grace period for the use of 
discontinued codes for dates of service January through 
March 31 that were submitted to Medicare contractors by 
April 1 of the current year.

The Health Insurance Portability and Accountability Act 
(HIPAA) requires that medical code sets must be date of ser-
vice compliant. Since HCPCS is a medical code set, effective 
January 1, 2005, CMS will no longer provide a 90-day grace 
period for discontinued HCPCS. The elimination of the grace 
period applies to the annual HCPCS update and to any mid-
year coding changes. Any codes discontinued mid-year will 
no longer have a 90-day grace period.

The FIs must eliminate the 90-day grace period from their 
system effective with the January 1, 2005 HCPCS update. FIs 
will no longer accept discontinued HCPCS codes for dates of 
service January 1 through March 31 submitted prior to April 
1. Hospitals can purchase the American Medical Association’s 
CPT-4 coding book that is published each October that con-
tains new, revised, and discontinued CPT-4 codes for the up-
coming year. CMS posts on its Web site the annual alpha- 
numeric HCPCS file for the upcoming year at the end of each 
October. Hospitals are encouraged to access CMS Web site to 
see the new, revised, and discontinued alpha-numeric codes 
for the upcoming year. The CMS web site to view the annual 
HCPCS update is http://www.cms.hhs.gov/providers/pufdown-
load/anhcpcdl.asp

The FIs must continue to return to the provider (RTP) claims 
containing deleted codes.

20.2—Applicability of OPPS to Specific HCPCS Codes

(Rev. 1536, Issued: 06-19-08; Effective: 07-01-08; Implementa-
tion: 07-07-08)

The CPT codes generally are created to describe and report 
physician services, but are also used by other providers/suppli-
ers to describe and report services that they provide. There-
fore, the CPT code descriptors do not necessarily reflect the 
facility component of a service furnished by the hospital. 
Some CPT code descriptors include reference to a physician 
performing a service. For OPPS purposes, unless indicated 
otherwise, the usage of the term “physician” does not restrict 
the reporting of the code or application of related policies to 
physicians only, but applies to all practitioners, hospitals, pro-
viders, or suppliers eligible to bill the relevant CPT codes pur-
suant to applicable portions of the Social Security Act (SSA) of 
1965, the Code of Federal Regulations (CFR), and Medicare 
rules. In cases where there are separate codes for the technical 
component, professional component, and/or complete proce-
dure, hospitals should report the code that represents the 
technical component for their facility services. If there is no 
separate technical component code for the service, hospitals 
should report the code that represents the complete proce-
dure. Tables describing the treatment of HCPCS codes for 
OPPS are published in the Federal Register annually.

20.3—Line Item Dates of Service

(Rev. 1, 10-03-03)

Where HCPCS is required a line item date of service is also 
required. (FL 45 on Form CMS-1450).

The FI will return claims to hospitals where a line item date 
of service is not entered for each HCPCS code reported or  
if the line item dates of service reported are outside of the  
statement-covers period.

20.4—Reporting of Service Units

(Rev. 1, 10-03-03)

The definition of service units (FL 46 on the Form CMS-1450) 
where HCPCS code reporting is required is the number of 
times the service or procedure being reported was per-
formed.
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EXAMPLES:

If the following codes are performed once on a specific date 
of service, the entry in the service units field is as follows:

HCPCS Code Service Units

90849 - Multiple-family group psy-
chotherapy 

Units . 1

92265 - Needle oculoelectromyog-
raphy, one or more extraocular 
muscles, one or both eyes, with 
interpretation and report 

Units . 1

95004 - Percutaneous tests 
(scratch, puncture, prick) with al-
lergenic extracts, immediate type 
reaction, specify number of 
tests. 

Units 5 no. of tests performed

95861 - Needle electromyography 
two extremities with or without 
related paraspinal areas 

Units . 1

6 Units . 83 min. to , 98 min.

7 Units . 98 min. to , 113 min.

8 Units . 113 min. to , 128 min.

HCPCS Code Service Units

min.

The pattern remains the same for treatment times in excess 
of two hours. Hospitals should not bill for services performed 
for less than eight minutes. The expectation (based on the 
work values for these codes) is that a provider’s time for each 
unit will average 15 minutes in length. If hospitals have a 
practice of billing less than 15 minutes for a unit, their FI will 
highlight these situations for review.

The above schedule of times is intended to provide assistance 
in rounding time into 15-minute increments. It does not im-
ply that any minute until the eighth should be excluded from 
the total count as the timing of active treatment counted in-
cludes time.

The beginning and ending time of the treatment should be 
recorded in the patient’s medical record along with the note 
describing the treatment. (The total length of the treatment 
to the minute could be recorded instead.) If more than one 
CPT code is billed during a calendar day, then the total num-
ber of units that can be billed is constrained by the total treat-
ment time. For example, if 24 minutes of code 97112 and 23 
minutes of code 97110 were furnished, then the total treat-
ment time was 47 minutes; so only 3 units can be billed for 
the treatment. The correct coding is two units of code 97112 
and one unit of code 97110, assigning more units to the ser-
vice that took more time.

20.5—Clarification of HCPCS Code to Revenue Code Reporting

(Rev. 1487,  Issued: 04-08-08, Effective: 04-01-08, Implemen-
tation: 04-07-08)

Generally, CMS does not instruct hospitals on the assignment 
of HCPCS codes to revenue codes for services provided under 

OPPS since hospitals’ assignment of cost vary. Where explicit 
instructions are not provided, providers should report their 
charges under the revenue code that will result in the charges 
being assigned to the same cost center to which the cost of 
those services are assigned in the cost report.

20.6—Use of Modifiers

(Rev. 1487, Issued: 04-08-08, Effective: 04-01-08, Implementa-
tion: 04-07-08)

The Integrated Outpatient Code Editor (I/OCE) accepts all 
valid CPT and HCPCS modifiers on OPPS claims. Definitions 
for the following modifiers may be found in the CPT and 
HCPCS guides:

Level I (CPT) Modifiers

-25, -27, -50, -52, -58, -59, -73, -74, -76, -77, -78, -79, -91

Level II (HCPCS) Modifiers

-CA, -E1, -E2, -E3, -E4, -FA, -FB, -FC, -F1, -F2, -F3, -F4, -F5, 
-F6, -F7, -F8, -F9, -GA, -GG, -GH, -GY, -GZ, -LC, -LD, -LT, -QL, 
-QM, -RC, -RT, -TA, -T1, -T2, -T3, -T4, -T5, -T6, -T7, -T8, -T9

As indicated in §20.6.2, modifier -50, while it may be used 
with diagnostic and radiology procedures as well as with 
surgical procedures, should be used to report bilateral proce-
dures that are performed at the same operative session as a 
single line item. Modifiers RT and LT are not used when 
modifier -50 applies. A bilateral procedure is reported on one 
line using modifier -50. Modifier -50 applies to any bilateral 
procedure performed on both sides at the same session.

NOTE: Use of modifiers applies to services/procedures 
performed on the same calendar day.

Other valid modifiers that are used under other payment 
methods are still valid and should continue to be reported, 
e.g., those that are used to report outpatient rehabilitation 
and ambulance services. Modifiers may be applied to surgi-
cal, radiology, and other diagnostic procedures. Providers 
must use any applicable modifier where appropriate. Provid-
ers do not use a modifier if the narrative definition of a code 
indicates multiple occurrences.

EXAMPLES:

The code definition indicates two to four lesions. The code 
indicates multiple extremities.

Providers do not use a modifier if the narrative definition of 
a code indicates that the procedure applies to different body 
parts.

EXAMPLES:

Code 11600 (Excision malignant lesion, trunks, arms, or legs; 
lesion diameter 0.5 cm. or less)

Code 11640 (Excision malignant lesion, face, ears, eyelids, 
nose, lips; lesion diameter 0.5 cm. or less)

Modifiers -GN, -GO, and -GP must be used to identify the 
therapist performing speech language therapy, occupational 
therapy, and physical therapy respectively.

Modifier -50 (bilateral) applies to diagnostic, radiological, 
and surgical procedures. 
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Modifier -52 applies to radiological procedures.

Modifiers -73, and -74 apply only to certain diagnostic and 
surgical procedures that require anesthesia.

Following are some general guidelines for using modifiers. 
They are in the form of questions to be considered. If the 
answer to any of the following questions is yes, it is appropri-
ate to use the applicable modifier.

1.  Will the modifier add more information regarding the 
anatomic site of the procedure?

EXAMPLE: Cataract surgery on the right or left eye.

2.  Will the modifier help to eliminate the appearance of 
duplicate billing?

EXAMPLES: Use modifier 77 to report the same procedure 
performed more than once on the same date of service but at 
different encounters.

Use modifier 25 to report significant, separately identifiable 
evaluation and management service by the same physician 
on the same day of the procedure or other service.

Use modifier 58 to report staged or related procedure or 
service by the same physician during the postoperative  
period.

Use modifier 78 to report a return to the operating room for 
a related procedure during the postoperative period.

Use modifier 79 to report an unrelated procedure or service 
by the same physician during the postoperative period.

3.  Would a modifier help to eliminate the appearance of 
unbundling?

EXAMPLE: CPT codes 90765 (Intravenous infusion, for 
therapy, prophylaxis, or diagnosis (specify substance or drug); 
intital, up to 1 hour) and 36000 (Introduction of needle or 
intra catheter, vein): If procedure 36000 was performed for a 
reason other than as part of the IV infusion, modifier -59 
would be appropriate.

20.6.1—Where to Report Modifiers on the UB-92 (Form CMS-
1450) and ANSI X12N Formats

(Rev. 1472, Issued: 03-06-08, Effecive: 05-23-07, Implementa-
tion: 04-07-08)

Modifiers are reported on the hardcopy CMS-1450 and the 
HIPAA X12N 837 corresponding to the HCPCS code. There is 
space for four modifiers on the hardcopy form.

The dash that is often seen preceding a modifier should never 
be reported.

When it is appropriate to use a modifier, the most specific 
modifier should be used first. That is, when modifiers E1 
through E4, FA through F9, LC, LD, RC, and TA through T9 
apply, they should be used before modifiers LT, RT, or -59.

Note: Information regarding the claim form locators that 
correspond with these fields and a table to crosswalk the 
CMS-1450 form locators to the 837 transaction is found in 
Chapter 25.

20.6.2—Use of Modifiers -50, -LT, and -RT

(Rev. 1, 10-03-03)

Modifier -50 is used to report bilateral procedures that are 
performed at the same operative session as a single line item. 
Do not use modifiers RT and LT when modifier -50 applies. 
Do not submit two line items to report a bilateral procedure 
using modifier -50.

Modifier -50 applies to any bilateral procedure performed on 
both sides at the same operative session.

The bilateral modifier -50 is restricted to operative sessions 
only.

Modifier -50 may not be used:

• To report surgical procedures identified by their terminol-
ogy as “bilateral,” or

• To report surgical procedures identified by their terminol-
ogy as “unilateral or bilateral”.

The unit entry to use when modifier -50 is reported is one.
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Modifiers Used for Outpatient Prospective Payment System

Level I (CPT) Modifiers Level II (HCPCS) Modifiers

-25 -50 -73 -91 -CA -E1 -FA -GA -LC -QL -RC -TA

-27 -52 -74 -E2 -F1 -GG -LD -QM -RT -T1

-58 -76 -E3 -F2 -GH -LT -T2

-59 -77 -E4 -F3 -GY -T3

-78 -F4 -GZ -T4

-79 -F5 -T5

-F6 -T6

-F7 -T7

-F8 -T8

-F9 -T9
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20.6.3—Modifiers -LT and -RT

(Rev. 1, 10-03-03)

Modifiers -LT or -RT apply to codes, which identify proce-
dures, which can be performed on paired organs, e.g., ears, 
eyes, nostrils, kidneys, lungs, and ovaries.

Modifiers -LT and -RT should be used whenever a procedure 
is performed on only one side. Hospitals use the appropriate 
-RT or -LT modifier to identify which of the paired organs 
was operated upon.

These modifiers are required whenever they are appropriate.

20.6.4—Use of Modifiers for Discontinued Services

(Rev. 2386, Issued: 01-13-12, Effective: 01-01-12, Implementa-
tion: 01-03-12)

A. General

Modifiers provide a way for hospitals to report and be paid 
for expenses incurred in preparing a patient for a procedure 
and scheduling a room for performing the procedure where 
the service is subsequently discontinued. This instruction is 
applicable to both outpatient hospital departments and to 
ambulatory surgical centers.

Modifier -73 is used by the facility to indicate that a proce-
dure requiring anesthesia was terminated due to extenuating 
circumstances or to circumstances that threatened the well 
being of the patient after the patient had been prepared for 
the procedure (including procedural pre-medication when 
provided), and been taken to the room where the procedure 
was to be performed, but prior to administration of anesthe-
sia. For purposes of billing for services furnished in the hos-
pital outpatient department, anesthesia is defined to include 
local, regional block(s), moderate sedation/analgesia (“con-
scious sedation”), deep sedation/analgesia, or general anes-
thesia. This modifier code was created so that the costs in-
curred by the hospital to prepare the patient for the procedure 
and the resources expended in the procedure room and re-
covery room (if needed) could be recognized for payment 
even though the procedure was discontinued.

Modifier -74 is used by the facility to indicate that a surgical 
or diagnostic procedure requiring anesthesia was terminated 
after the induction of anesthesia or after the procedure was 
started (e.g., incision made, intubation started, scope in-
serted) due to extenuating circumstances or circumstances 
that threatened the well being of the patient. This modifier 
may also be used to indicate that a planned surgical or diag-
nostic procedure was discontinued, partially reduced or can-
celled at the physician’s discretion after the administration of 
anesthesia. For purposes of billing for services furnished in 
the hospital outpatient department, anesthesia is defined to 
include local, regional block(s), moderate sedation/analgesia 
(“conscious sedation”), deep sedation/analgesia, and general 
anesthesia. This modifier code was created so that the costs 
incurred by the hospital to initiate the procedure (prepara-
tion of the patient, procedure room, recovery room) could be 
recognized for payment even though the procedure was dis-
continued prior to completion.

Coinciding with the addition of the modifiers -73 and -74, 
modifiers -52 and -53 were revised. Modifier -52 is used to 

indicate partial reduction or discontinuation of services for 
which anesthesia is not planned. The modifier provides a 
means for reporting reduced services without disturbing the 
identification of the basic service. Modifier -53 is used to in-
dicate discontinuation of physician services and is not ap-
proved for use for outpatient hospital services.

The elective cancellation of a procedure should not be re-
ported.

Modifiers -73 and -74 are used to indicate discontinued pro-
cedures for which anesthesia is planned or provided.

B. Effect on Payment

Procedures that are discontinued after the patient has been 
prepared for the procedure and taken to the procedure room 
but before anesthesia is provided will be paid at 50 percent of 
the full OPPS payment amount. Modifier -73 is used for these 
procedures.

Procedures that are discontinued, partially reduced or can-
celled after the procedure has been initiated and/or the patient 
has received anesthesia will be paid at the full OPPS payment 
amount. Modifier -74 is used for these procedures.

Procedures for which anesthesia is not planned that are dis-
continued, partially reduced or cancelled after the patient is 
prepared and taken to the room where the procedure is to be 
performed will be paid at 50 percent of the full OPPS pay-
ment amount. Modifier -52 is used for these procedures.

C. Termination Where Multiple Procedures Planned

When one or more of the procedures planned is completed, 
the completed procedures are reported as usual. The other(s) 
that were planned, and not started, are not reported. When 
none of the procedures that were planned are completed, and 
the patient has been prepared and taken to the procedure 
room, the first procedure that was planned, but not ompleted 
is reported with modifier -73. If the first procedure has been 
started (scope inserted, intubation started, incision made, 
etc.) and/or the patient has received anesthesia, modifier -74 
is used. The other procedures are not reported.

If the first procedure is terminated prior to the induction of 
anesthesia and before the patient is wheeled into the proce-
dure room, the procedure should not be reported. The pa-
tient has to be taken to the room where the procedure is to 
be performed in order to report modifier -73 or -74.

20.6.5—Modifiers for Repeat Procedures

(Rev. 1, 10-03-03)

Two repeat procedure modifiers are applicable for hospital 
use:

• Modifier -76 is used to indicate that the same physician 
repeated a procedure or service in a separate operative ses-
sion on the same day.

• Modifier -77 is used to indicate that another physician re-
peated a procedure or service in a separate operative ses-
sion on the same day.

If there is a question regarding who the ordering physician 
was and whether or not the same physician ordered the sec-
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ond procedure, the code selected is based on whether or not 
the physician performing the procedure is the same. 

The procedure must be the same procedure. It is listed once 
and then listed again with the appropriate modifier.

20.6.6—Modifiers for Radiology Services

(Rev. 1599, Issued: 09-19-08, Effective: 10-01-08, Implementa-
tion: 10-06-08)

Modifiers -52 (Reduced Services), -59, -76, and -77, and the 
Level II modifiers apply to radiology services.

When a radiology procedure is reduced, the correct reporting 
is to code to the extent of the procedure performed. If no 
HCPCS code exists for the service that has been completed, 
report the intended HCPCS code with modifier -52 ap-
pended.

EXAMPLE: CPT code 71020 (Radiologic examination, chest, 
two views, frontal and lateral) is ordered. Only one frontal 
view is performed. CPT code 71010 (Radiologic examination, 
chest: single view, frontal) is reported. The service is not re-
ported as CPT code 71020-52.

20.6.7—CA Modifier

(Rev. 1, 10-03-03)

Definition:

Procedure payable only in the inpatient setting when per-
formed emergently on an outpatient who expires prior to 
admission.

20.6.8—HCPCS Level II Modifiers

(Rev. 1, 10-03-03)

Generally, these codes are required to add specificity to the 
reporting of procedures performed on eyelids, fingers, toes, 
and arteries.

They may be appended to CPT codes.

If more than one level II modifier applies, the HCPCS code is 
repeated on another line with the appropriate level II modi-
fier:

EXAMPLE: Code 26010 (drainage of finger abscess; simple) 
done on the left thumb and second finger would be coded:

26010FA

26010F1

The Level II modifiers apply whether Medicare is the primary 
or secondary payer.

20.6.9—Use of HCPCS Modifier -FB

(Rev. 1657, Issued: 12-31-08, Effective: 01-01-09, Implementa-
tion: 01-05-09)

Effective January 1, 2007, the definition of modifier -FB is 
“Item Provided Without Cost to Provider, Supplier or 
Practitioner, or Credit Received for Replacement Device 
(Examples, but not Limited to: Covered Under Warranty, 
Replaced Due to Defect, Free Samples)”. See the Medicare 

Claims Processing Manual, Pub 100-04, Chapter 4, §61.3 for 
instructions regarding charges for items billed with the -FB 
modifier.

The OPPS hospitals must report modifier -FB on the same 
line as the procedure code (not the device code) for a service 
that requires a device for which neither the hospital, nor the 
beneficiary, is liable to the manufacturer. Hospitals must re-
port modifier -FB on the same line as the procedure code for 
a service that requires a device when the manufacturer gives 
credit for a device being replaced with a more costly device.

20.6.10—Use of HCPCS Modifier -FC

(Rev. 1657, Issued: 12-31-08, Effective: 01-01-09, Implementa-
tion: 01-05-09)

Effective January 1, 2008, the definition of modifier -FC is 
“Partial credit received for replaced device.” See the 
Medicare Claims Processing Manual, Pub 100-04, Chapter 4, 
§61.3 for instructions regarding charges for items billed with 
the -FC modifier.

OPPS hospitals must report the -FC modifier for cases in 
which the hospital receives a partial credit of 50 percent or 
more of the cost of a new replacement device under warranty, 
recall, or field action. The hospital must append the -FC 
modifier to the procedure code (not the device code) that re-
ports the services provided to replace the device.

20.7 – Billing of ‘C’ HCPCS Codes by Non-OPPS Providers

(Rev. 976, Issued: 06-09-06, Effective: 10-01-06, Implementa-
tion: 10-02-06)

Prior to October 1, 2006, the “C” series of HCPCS codes were 
used exclusively by hospitals subject to OPPS to identify items 
that may have qualified for transitional pass through payment 
under OPPS or items or services for which an appropriate 
HCPCS code did not exist for the purposes of implementing 
the OPPS. The C-codes could not be used to bill services pay-
able under other payment systems. CMS realized that these 
C-codes evolved and also target services that are uniquely hos-
pital services that may be provided by an OPPS provider, other 
providers, or be paid under other payment systems.

Effective October 1, 2006, the following non-OPPS providers 
may elect to bill using the C-codes or an appropriate CPT 
code on Types of Bill (TOBs) 12X, 13X, or 85X:

• Critical Access Hospitals (CAHs);
• Indian Health Service Hospitals (IHS);
• Hospitals located in American Samoa, Guam, Saipan or 

the Virgin Islands; and
• Maryland waiver hospitals.

The OPPS providers shall continue to receive pass-through 
payment on items or services that qualify for pass through 
payment. Non-OPPS providers are not eligible for pass 
through payments.

The C-codes shall be replaced with permanent codes. When-
ever a permanent code is established to replace a temporary 
code, the temporary code is deleted and crossreferenced to 
the new permanent code. Upon deletion of a temporary code, 
providers shall bill using the new permanent code.

Providers are encouraged to access the CMS Web site to view 
the quarterly HCPCS Code updates. The URL to view the io
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quarterly updates is http://www.cms.hhs.gov/HCPCSRe-
leaseCodeSets/.

The billing of C-codes by Method I and Method II Critical 
Access Hospitals (CAHs) is limited to the billing for facility 
(technical) services. The C-codes shall not be billed by 
Method II CAHs for professional services with revenue codes 
96X, 97X, or 98X.

230.1—Coding and Payment for Drugs and Biologicals, and 
Radiopharmaceuticals

(Rev. 1445, Issued: 02-08-08; Effective: 01-01-08; Implementa-
tion: 03-10-08) 

This section provides hospitals with coding instructions and 
payment information for drugs paid under OPPS. For addi-
tional information on coding and payment for drugs and bio-
logicals under the OPPS, see the Medicare Claims Processing 
Manual, Chapter 17 “Drugs and Biologicals.”

230.2 —Coding and Payment for Drug Administration

(Rev. 2141, Issued: 01-24-11, Effective: 01-01-11, Implementa-
tion: 01-03-11)

A. Overview

Drug administration services furnished under the Hospital 
Outpatient Prospective Payment System (OPPS) during CY 
2005 were reported using CPT codes 90780, 90781, and 
96400-96459.

Effective January 1, 2006, some of these CPT codes were re-
placed with more detailed CPT codes incorporating specific 
procedural concepts, as defined and described by the CPT 
manual, such as initial, concurrent, and sequential.

Hospitals are instructed to use the full set of CPT codes, in-
cluding those codes referencing concepts of initial, concur-
rent, and sequential, to bill for drug administration services 
furnished in the hospital outpatient department beginning 
January 1, 2007. In addition, hospitals are instructed to con-
tinue billing the HCPCS codes that most accurately describe 
the service(s) provided.

Hospitals are reminded to bill a separate Evaluation and 
Management code (with modifier 25) only if a significant, 
separately identifiable E/M service is performed in the same 
encounter with OPPS drug administration services.

B. Billing for Infusions and Injections

Beginning in CY 2007, hospitals were instructed to use the 
full set of drug administration CPT codes (90760-90779; 
96401-96549), (96413-96523 beginning in CY 2008) (96360-
96549 beginning in CY 2009) when billing for drug adminis-
tration services provided in the hospital outpatient depart-
ment. In addition, hospitals are to continue to bill HCPCS 
code C8957 (Intravenous infusion for therapy/diagnosis; 
initiation of prolonged infusion (more than 8 hours), requir-
ing use of portable or implantable pump) when appropriate. 
Hospitals are expected to report all drug administration CPT 
codes in a manner consistent with their descriptors, CPT 
instructions, and correct coding principles. Hospitals should 
note the conceptual changes between CY 2006 drug admin-
istration codes effective under the OPPS and the CPT codes 
in effect  beginning January 1, 2007, in order to ensure ac-
curate billing under the OPPS. Hospitals should report all 

HCPCS codes that describe the drug administration services 
provided, regardless of whether or not those services are 
separately paid or their payment is packaged.

Medicare’s general policy regarding physician supervision 
within hospital outpatient department meets the physician 
supervision requirements for use of CPT codes 90760-90779, 
96401-96549, (96413-96523 beginning in CY 2008) (Refer-
ence: Pub. 100-02, Medicare Benefit Policy Manual, Chapter 
6, §20.4).

Drug administration services are to be reported with a line 
item date of service on the day they are provided. In addition, 
only one initial drug administration service is to be reported 
per vascular access site per encounter, including during an 
encounter where observation services span more 1 calendar 
day.

C. Payments For Drug Administration Services

For CY 2007, OPPS drug administration APCs were restruc-
tured, resulting in a six-level hierarchy where active HCPCS 
codes have been assigned according to their clinical coher-
ence and resource use. Contrary to the CY 2006 payment 
structure that bundled payment for several instances of a 
type of service (non-chemotherapy, chemotherapy by infu-
sion, non-infusion chemotherapy) into a per-encounter APC 
payment, structure introduced in CY 2007 provides a sepa-
rate APC payment for each reported unit of a separately pay-
able HCPCS code.

Hospitals should note that the transition to the full set of CPT 
drug administration codes provides for conceptual differ-
ences when reporting, such as those noted below.

• In CY 2006, hospitals were instructed to bill for the first 
hour (and any additional hours) by each type of infusion 
service (non-chemotherapy, chemotherapy by infusion, 
non-infusion chemotherapy). Beginning in CY 2007, the 
first hour concept no longer exists. CPT codes in CY 
2007 and beyond allow for only one initial service per 
encounter, for each vascular access site, no matter how 
many types of infusion services are provided; however, 
hospitals will receive an APC payment for the initial ser-
vice and separate APC payment(s) for additional hours 
of infusion or other drug administration services pro-
vided they are separately payable.

• In CY 2006, hospitals providing infusion services of dif-
ferent types (non-chemotherapy, chemotherapy by infu-
sion, non-infusion  chemotherapy) received payment for 
the associated per-encounter infusion APC even if these 
infusions occurred during the same time period. Begin-
ning in CY 2007, CPT hospitals should report only one 
initial drug administration service, including infusion 
services, per encounter for each distinct vascular access 
site, with other services through the same vascular ac-
cess site being reported via the sequential, concurrent or 
additional hour codes. Although new CPT guidance has 
been issued for reporting initial drug administration 
services, Medicare contractors shall continue to follow 
the guidance given in this manual.

(NOTE: This list above provides a brief overview of a limited 
number of the conceptual changes between CY 2006 OPPS 
drug administration codes and CY 2007 OPPS drug adminis-
tration codes - this list is not comprehensive and does not 
include all items hospitals will need to consider during this 
transition).
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For APC payment rates, refer to the most current quarterly 
version of Addendum B on the CMS Web site at http://www.
cms.hhs.gov/HospitalOutpatientPPS/.

D. Infusions Started Outside the Hospital

Hospitals may receive Medicare beneficiaries for outpatient 
services who are in the process of receiving an infusion at 
their time of arrival at the hospital (e.g., a patient who arrives 
via ambulance with an ongoing intravenous infusion initi-
ated by paramedics during transport). Hospitals are re-
minded to bill for all services provided using the HCPCS 
code(s) that most accurately describe the service(s) they pro-
vided. This includes hospitals reporting an initial hour of in-
fusion, even if the hospital did not initiate the infusion, and 
additional HCPCS codes for additional or sequential infusion 
services if needed.

240—Inpatient Part B Hospital Services

(Rev. 1628, Issued: 11-03-08, Effective: 01-01-09, Implemen-
tation: 01-05-09)

Inpatient Part B services which are paid under OPPS in-
clude:

• Diagnostic x-ray tests, and other diagnostic tests (exclud-
ing clinical diagnostic laboratory tests);

• X-ray, radium, and radioactive isotope therapy, including 
materials and services of technicians;

• Surgical dressings applied during an encounter at the hos-
pital and splints, casts, and other devices used for reduc-
tion of fractures and dislocations (splints and casts, etc., 
include dental splints);

• Implantable prosthetic devices;
• Hepatitis B vaccine and its administration, and certain 

preventive screening services (pelvic exams, screening sig-
moidoscopies, screening colonoscopies, bone mass mea-
surements, and prostate screening.)

• Bone Mass measurements;
• Prostate screening;
• Immunosuppressive drugs;
• Oral anti-cancer drugs;
• Oral drug prescribed for use as an acute anti-emetic used 

as part of an anti-cancer chemotherapeutic regimen; and
• Epoetin Alfa (EPO)

When a hospital that is not paid under the OPPS furnishes an 
implantable prosthetic device that meets the criteria for cov-
erage in Medicare Benefits Policy Manual, Pub.10002, Chap-
ter 6, §10 to an inpatient who has coverage under Part B, 
payment for the implantable prosthetic device is made under 
the payment mechanism that applies to other hospital outpa-
tient services (e.g., reasonable cost, all inclusive rate, 
waiver). 

When a hospital that is paid under the OPPS furnishes an 
implantable prosthetic device to an inpatient who has cover-
age under Part B, but who does not have coverage of inpa-
tient services on the date that the implanted prosthetic device 
is furnished, the hospital should report new HCPCS code, 
C9899, Implanted Prosthetic Device, Payable Only for Inpa-
tients who do not Have Inpatient Coverage, that will be effec-
tive for services furnished on or after January 1, 2009. This 
code may be reported only on claims with TOB 12X when the 
prosthetic device is implanted on a day on which the benefi-
ciary does not have coverage of the hospital inpatient services 

he or she is receiving. The line containing this new code will 
be rejected if it is reported on a claim that is not a TOB 12X 
or if it is reported with a line item date of service on which 
the beneficiary has coverage of inpatient hospital services. By 
reporting C9899, the hospital is reporting that all of the crite-
ria for payment under Part B are met as specified in the 
Medicare Benefits Policy Manual, Pub.100-02, Chapter 6, 
§10, and that the item meets all Medicare criteria for cover-
age as an implantable prosthetic device as defined in that 
section. 

Medicare contractors shall first determine that the item fur-
nished meets the Medicare criteria for coverage as an im-
plantable prosthetic device as specified in the Medicare 
Benefits Policy Manual, Pub. 100-02, Chapter 6, §10. If the 
item does not meet the criteria for coverage as an implant-
able prosthetic device, the contractor shall deny payment on 
the basis that the item is outside the scope of the benefits for 
which there is coverage for Part B inpatients. The beneficiary 
is liable for the charges for the noncovered item when the 
item does not meet the criteria for coverage as an implanted 
prosthetic device as specified in the Medicare Benefits Policy 
Manual, Pub.100-02, Chapter 6, §10. 

If the contractor determines that the device is covered, the 
contractor shall determine if the device has pass through 
status under the OPPS. If so, the contractor shall establish 
the payment amount for the device at the product of the 
charge for the device and the hospital specific cost to charge 
ratio. Where the device does not have pass through status 
under the OPPS, the contractor shall establish the payment 
amount for the device at the amount for a comparable device 
in the DMEPOS fee schedule where there is such an amount. 
Payment under the DMEPOS fee schedule is made at the 
lesser of charges or the fee schedule amount and therefore if 
there is a fee for the specific item on the DMEPOS fee sched-
ule, the payment amount for the item will be set at the lesser 
of the actual charges or the DMEPOS fee schedule amount. 
Where the item does not have pass through payment status 
and where there is no amount for a comparable device in the 
DMEPOS fee schedule, the contractor shall establish a pay-
ment amount that is specific to the particular implanted 
prosthetic device for the applicable calendar year. This 
amount (less applicable unpaid deductible and coinsurance) 
will be paid for that specific device for services furnished in 
the applicable calendar year unless the actual charge for the 
item is less than the established amount). Where the actual 
charge is less than the established amount, the contractor 
will pay the actual charge for the item (less applicable unpaid 
deductible and coinsurance). 

In setting a contractor established payment rate for the spe-
cific device, the contractor takes into account the cost infor-
mation available at the time the payment rate is established. 
This information may include, but is not limited to, the 
amount of device cost that would be removed from an ap-
plicable APC payment for implantation of the device if the 
provider received a device without cost or a full credit for the 
cost of the device. 

If the contractor chooses to use this amount, see www.cms.
hhs.gov/HospitalOutpatientPPS/ for the amount of reduction 
to the APC payment that would apply in these cases. From 
the OPPS webpage, select “Device, Radiolabeled Product, 
and Procedure Edits” from the list on the left side of the page. 
Open the file “Procedure to Device edits” to determine the 
HCPCS code that best describes the procedure in which the 
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device would be used. Then identify the APC to which that 
procedure code maps from the most recent Addenda B on the 
OPPS webpage and open the file “FB/FC Modifier Procedures 
and Devices”. Select the applicable year’s file of APCs subject 
to full and partial credit reductions (for example: CY 2008 
APCs Subject to Full and Partial Credit Reduction Policy”). 
Select the “Full offset reduction amount” that pertains to the 
APC that is most applicable to the device described by C9899. 
It would be reasonable to set this amount as a payment for a 
device furnished to a Part B inpatient. 

For example, if C9899 is reporting insertion of a single cham-
ber pacemaker (C1786 or equivalent narrative description on 
the claim in “remarks”) the file of procedure to device edits 
shows that a single chamber pacemaker is the dominant de-
vice for APC 0090 (APC 0089 is for insertion of both pace-
maker and electrodes and therefore would not apply if elec-
trodes are not also billed). The table of offset reduction 
amounts for CY 2008 shows that the estimated cost of a sin-
gle chamber pacemaker for APC 0090 is $4881.77. It would 
therefore be reasonable for the contractor/MAC to set the 
payment rate for a single chamber pacemaker furnished to a 
Part B inpatient to $4881.77. In this case the coinsurance 
would be $936.75 (20 percent of $4881.77, which is less than 
the inpatient deductible). 

The beneficiary coinsurance is 20 percent of the payment 
amount for the device (i.e. the pass through payment amount, 
the DMEPOS fee schedule amount, the contractor estab-
lished amount, or the actual charge if less than the DMEPOS 
fee schedule amount or the contractor established amount 
for the specific device), not to exceed the Medicare inpatient 
deductible that is applicable to the year in which the im-
planted prosthetic device is furnished.

Inpatient Part B services paid under other payment methods 
include:

• Clinical diagnostic laboratory tests, prosthetic devices 
other than implantable ones and other than dental which 
replace all or part of an internal body organ (including 
contiguous tissue), or all or part of the function of a per-
manently inoperative or malfunctioning internal body or-
gan, including replacement or repairs of such devices;

• Leg, arm, back and neck braces; trusses and artificial legs; 
arms and eyes including adjustments, repairs, and replace-
ments required because of breakage, wear, loss, or a 
change in the patient’s physical condition; take home surgi-
cal dressings; outpatient physical therapy; outpatient oc-
cupational therapy; and outpatient speech-language pa-
thology services;

• Ambulance services;
• Screening pap smears, screening colorectal tests, and 

screening mammography;
• Influenza virus vaccine and its administration, pneumo-

coccal vaccine and its administration;
• Diabetes self-management;
• Hemophilia clotting factors for hemophilia patients com-

petent to use these factors without supervision.

See Chapter 6 of the Medicare Benefit Policy Manual for a 
discussion of the circumstances under which the above ser-
vices may be covered as Part B Inpatient services.

240.1 – Editing Of Hospital Part B Inpatient Services

(Rev. 1924, Issued: 02-26-10, Effective: 04-01-10, Implementa-
tion: 04-05-10)

Medicare pays under Part B for physician services and for 
non-physician medical and other health services listed in 
Section 240 above when furnished by a participating hospital 
to an inpatient of the hospital when patients are not eligible 
or entitled to Part A benefits or the patient has exhausted 
their Part A benefits.

The contractor shall set revenue code edits to prevent pay-
ment on Type of Bill 12x for claims containing the revenue 
codes listed in the table below (see table on page 117).

When denying lines containing the above revenue codes on 
TOB 12x, the A/B MAC or FI shall use MSN message 21.21– 
This service was denied because Medicare only covers this 
service under certain circumstances.

The A/B MAC or FI shall place reason code M28 on the remit-
tance advice when denying services on the specified revenue 
codes.

240.2 – Indian Health Service/Tribal Hospital Inpatient Social 
Admits

(Rev. 1446, Issued: 02-08-08; Effective: 07-01-08; Implementa-
tion: 07-07-08)

There may be situations when an American Indian/Alaskan 
Native (AI/AN) beneficiary is admitted to an IHS/Tribal facil-
ity for social reasons. These social admissions are for patient 
and family convenience and are not billable to Medicare. 
There are also occasions where IHS/Tribal hospitals elect to 
admit patients prior to a scheduled day of surgery, or place a 
patient in a room after an inpatient discharge. These services 
are also considered to be social admissions as well.

For patients in a social admission status requiring out patient 
services at another facility, Medicare disallows payment for 
inpatient Part B ancillary services. Type of Bill (TOB) 12X 
during a social admission stay when there is another bill 
from a different facility for an outpatient service, TOB 13X or 
72X. The Common Working File (CWF) returns an A/B cross-
over edit and creates an unsolicited response (IUR) in this 
situation.

The CWF also creates an IUR when a line item date of service 
on TOB 12X is equal to or one day following the discharge 
date on TOB 11X for the same provider.

The CWF bypasses both of these edits when the beneficiary is 
not entitled to Medicare Part A at the time the services on 
TOB 12X are rendered.

250 – Special Rules for Critical Access Hospital Outpatient 
Billing

(Rev. 1111, Issued: 11-09-06, Effective: 04-01-07, Implementa-
tion: 04-02-07)

For cost reporting periods beginning before October 1, 
2000, a CAH will be paid for outpatient services under the 
method in §250.1. The BIPA legislation on payment for 
professional services at 115 percent of what would other-
wise be paid under the fee schedule is effective for services 
furnished on or after July 1, 2001. This provision was im-
plemented with respect to cost reporting periods starting 
on or after October 1, 2001.
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For cost reporting period beginning on or after October 1, 
2001, the CAH will be paid under the method in item 1 below 
unless it elects to be paid under the method in §250.1. 

If a CAH elects payment under the elective method (cost-
based facility payment plus fee schedule for professional 
services) for a cost reporting period, that election is effec-
tive for the entire cost reporting period to which it applies. 
If the CAH wishes to make a new election or change a previ-
ous election, that election should be made in writing, made 
on an annual basis and delivered to the appropriate FI, at 
least 30 days in advance of the beginning of the affected cost 
reporting period.

All outpatient CAH services, other than pneumococcal pneu-
monia vaccines, influenza vaccines, administration of the 
vaccines, screening mammograms, and clinical diagnostic 
laboratory tests are subject to Part B deductible and coinsur-
ance. Regardless of the payment method applicable for a 
period, payment for outpatient CAH services is not subject to 
the following payment principles:

• Lesser of cost or charges,
• Reasonable compensation equivalent (RCE) limits,
• Any type of reduction to operating or capital costs under 

42 CFR 413.124 or 413.30(j)(7), or
• Blended payment rates for ASC-type, radiology, and other 

diagnostic services.

See §250.4 below regarding payment for screening mammog-
raphy services.

250.1—Standard Method - Cost-Based Facility Services, With 
Billing of Carrier for Professional Services

(Rev. 976, Issued: 06-09-06, Effective: 10-01-06, Implementa-
tion: 10-02-06)

Effective for cost reporting periods beginning on or after 
January 1, 2004, payment for outpatient CAH services under 
this method will be made for the lesser of: 1) 80 percent of 
101 percent of the reasonable cost of the CAH in furnishing 
those services, or 2) 101 percent of the reasonable cost of the 
CAH in furnishing those services, less applicable Part B de-
ductible and coinsurance amounts.

Payment for professional medical services furnished in a 
CAH to CAH outpatients is made by the carrier on a fee 
schedule, charge, or other fee basis, as would apply if the 
services had been furnished in a hospital outpatient depart-
ment. For purposes of CAH payment, professional medical 
services are defined as services provided by a physician or 
other practitioner, e.g., a physician assistant that could be 
billed directly to a carrier under Part B of Medicare or a 
nurse practitioner that could be billed directly to a carrier 
under Part B of Medicare.

In general, payment for professional medical services, under 
the cost-based CAH payment plus professional services billed 
to the carrier method should be made on the same basis as 
would apply if the services had been furnished in the outpa-
tient department of a hospital.

Bill type 85X is used for all outpatient services including 
services approved as ASC services. Non-patient laboratory 
specimens (those not meeting the criteria for reasonable cost 
payment in §250.6) will be billed on a 14X type of bill.

(See Section 260.6 – Clinical Diagnostic Laboratory Tests 
Furnished by CAHs.)

100-04 Chapter 8 

60.4.2—Epoetin Alfa (EPO) Supplier Billing Requirements 
(Method II) on the Form CMS-1500

(Rev 118, 03-05-04) 

A. Claims with dates of service prior to January 1, 2004: 

For claims with dates of service prior to January 1, 2004, the 
correct EPO code to use is the one that indicates the patient’s 
most recent hematocrit (HCT) (rounded to the nearest whole 
percent) or hemoglobin (Hgb) (rounded to the nearest g/dl) 
prior to the date of service of the EPO. For example, if the 
patient’s most recent hematocrit was 20.5 percent, bill Q9921; 
if it was 28.4 percent, bill Q9928. 
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To convert actual hemoglobin to corresponding hematocrit 
for Q code reporting, multiply the Hgb value by 3 and round 
to the nearest whole number. For example, if Hgb 5  8.4, re-
port as Q9925 (8.4  3 3 5  25.2, rounded down to 25). 

One unit of service of EPO is reported for each 1000 units 
dispensed. For example if 20,000 units are dispensed, bill 20 
units. If the dose dispensed is not an even multiple of 1,000, 
rounded down for 1–499 units (e.g. 20,400 units dispensed 5  
20 units billed), round up for 500–999 units (e.g. 20,500 units 
dispensed 5  21 units billed). 

Q9920 Injection of EPO, per 1,000 units, at patient HCT of 20 or less

Q9921 Injection of EPO, per 1,000 units, at patient HCT of 21 

Q9922 Injection of EPO, per 1,000 units, at patient HCT of 22 

Q9923 Injection of EPO, per 1,000 units, at patient HCT of 23 

Q9924 Injection of EPO, per 1,000 units, at patient HCT of 24

Q9925 Injection of EPO, per 1,000 units, at patient HCT of 25 

Q9926 Injection of EPO, per 1,000 units, at patient HCT of 26 

Q9927 Injection of EPO, per 1,000 units, at patient HCT of 27 

Q9928 Injection of EPO, per 1,000 units, at patient HCT of 28 

Q9929 Injection of EPO, per 1,000 units, at patient HCT of 29 

Q9930 Injection of EPO, per 1,000 units, at patient HCT of 30 

Q9931 Injection of EPO, per 1,000 units, at patient HCT of 31 

Q9932 Injection of EPO, per 1,000 units, at patient HCT of 32 

Q9933 Injection of EPO, per 1,000 units, at patient HCT of 33 

Q9934 Injection of EPO, per 1,000 units, at patient HCT of 34 

Q9935 Injection of EPO, per 1,000 units, at patient HCT of 35 

Q9936 Injection of EPO, per 1,000 units, at patient HCT of 36 

Q9937 Injection of EPO, per 1,000 units, at patient HCT of 37 

Q9938 Injection of EPO, per 1,000 units, at patient HCT of 38 

Q9939 Injection of EPO, per 1,000 units, at patient HCT of 39 

Q9940 Injection of EPO, per 1,000 units, at patient HCT of 40 or 
above.

B. Claims with Dates of Service January 1, 2004 and after 

The above codes were replaced effective January 1, 2004 by 
Q4055. This Q code is for the injection of EPO furnished to 
ESRD Beneficiaries on Dialysis. The new code does not in-
clude the hematocrit. See §60.7. 

Q4055—Injection, Epoetin alfa, 1,000 units (for ESRD on 
Dialysis). 

The DMERC shall return to provider (RTP) assigned claims 
for EPO, Q4055, that do not contain a HCT value. For unas-
signed claims, the DMERC shall deny claims for EPO, Q4055 
that do not contain a HCT value. 

DMERCs must use the following messages when payment for  
the injection (Q4055) does not meet the coverage criteria and 
is denied:

MSN Message 6.5—English: Medicare cannot pay for this 
injection because one or more requirements for coverage 
were not met 

MSN Message 6.5—Spanish: Medicare no puede pagar por 
esta inyeccion porque uno o mas requisitos para la cubierta 
no fueron cumplidos. (MSN Message 6.5 in Spanish). 

Adjustment Reason Code B:5 Payment adjusted because 
coverage/program guidelines were not met or were exceeded. 

The DMERCs shall use the following messages when returning 
as unprocessable assigned claims without a HCT value: 

The ANSI Reason Code 16—Claim/service lacks information, 
which is needed for adjudication. 

Additional information is supplied using remittance advice 
remarks codes whenever appropriate.

Remark Code M58—Missing/incomplete/invalid claim 
information. Resubmit claim after corrections. 

Deductibles and coinsurance apply. 

60.4.2.1—Other Information Required on the Form CMS-1500 
for Epoetin Alfa (EPO)

(Rev 118, 03-05-04) 

The following information is required for EPO. Incomplete 
assigned claims are returned to providers for completion. 
Incomplete unassigned claims are rejected. The rejection will 
be due to a lack of a HCT value. Note that when a claim is 
submitted on paper Form CMS-1500, these items are submit-
ted on a separate document. It is not necessary to enter them 
into the claims processing system. This information is used 
in utilization review. 

A. Diagnoses—The diagnoses must be submitted according 
to ICD-9-CM and correlated to the procedure. This infor-
mation is in Item 21, of the Form CMS-1500. 

B. Hematocrit (HCT)/Hemoglobin (Hgb)—There are spe-
cial HCPCS codes for reporting the injection of EPO for 
claims with dates of service prior to January 1, 2004. 
These allow the simultaneous reporting of the patient’s 
latest HCT or Hgb reading before administration of EPO. 

The physician and/or staff are instructed to enter a separate 
line item for injections of EPO at different HCT/Hgb levels. 
The Q code for each line items is entered in Item 24D. 

1. Code Q9920—Injection of EPO, per 1,000 units, at pa-
tient HCT of 20 or less/Hgb of 6.8 or less. 

2. Codes Q9921 through Q9939—Injection of EPO, per 
1,000 units, at patient HCT of 21 to 39/Hgb of 6.9 to 
13.1. For HCT levels of 21 or more, up to a HCT of 39/
Hgb of 6.9 to 13.1, a Q code that includes the actual 
HCT levels is used. To convert actual Hgb to corre-
sponding HCT values for Q code reporting, multiply the 
Hgb value by 3 and round to the nearest whole number. 
Use the whole number to determine the appropriate Q 
code. 

EXAMPLES: If the patient’s HCT is 25/Hgb is 8.2-8.4, Q9925 
must be entered on the claim. If the patient’s HCT is 39/Hgb 
is 12.9-13.1, Q9939 is entered. 

3. Code Q9940—Injection of EPO, per 1,000 units at pa-
tient HCT of 40 or above. 

A single line item may include multiple doses of EPO admin-
istered while the patient’s HCT level remained the same. 
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Codes Q9920-Q9940 will no longer be recognized by the sys-
tem if submitted after March 31, 2004. If claims for dates of 
service prior to January 1, 2004 are submitted after March 
31, 2004, then code Q4055 must be used. 

C. Units Administered—The standard unit of EPO is 1,000. 
The number of 1,000 units administered per line item is 
included on the claim. The physician’s office enters 1 in 
the units field for each multiple of 1,000 units. For exam-
ple, if 12,000 units are administered, 12 is entered. This 
information is shown in Item 24G (Days/Units) on Form 
CMS-1500. 

In some cases, the dosage for a single line item does not total 
an even multiple of 1,000. If this occurs, the physician’s office 
rounds down supplemental dosages of 0 to 499 units to the 
prior 1,000 units. Supplemental dosages of 500 to 999 are 
rounded up to the next 1,000 units. 

EXAMPLES 

A patient’s HCT reading on August 6 was 22/Hgb was 7.3. The 
patient received 5,000 units of EPO on August 7, August 9, 
and August 11, for a total of 15,000 units. The first line of 
Item 24 of Form CMS-1500 shows: 

 Dates of Procedure Days or
 Service Code Units
 8/7–8/11 Q9922 15

On September 13, the patient’s HCT reading increased to 
27/Hgb increased to 9. The patient received 5,100 units of 
EPO on September 13, September 15, and September 17, for 
a total of 15,300 units. Since less than 15,500 units were 
given, the figure is rounded down to 15,000. This line on the 
claim form shows: 

 Dates of Procedure Days or
 Service Code Units
 9/13–9/17 Q9927 15

On October 16, the HCT level increased to 33/Hgb increased 
to 11. The patient received doses of 4,850 units on October 
16, October 18, and October 20 for a total of 14,550 units. 
Since more than 14,500 units were administered, the figure is 
rounded up to 15,000. Form CMS-1500 shows: 

 Dates of Procedure Days or
 Service Code Units
 10/16–10/20 Q9933 15

NOTE:  Creatinine and weight identified below are required 
on EPO claims as applicable. 

D. Date of the Patient’s most recent HCT or Hgb. 
E. Most recent HCT or Hgb level—(prior to initiation of EPO 

therapy). 
F. Date of most recent HCT or Hgb level—(prior to initiation 

of EPO therapy). 
G. Patient’s most recent serum creatinine—(within the last 

month, prior to initiation of EPO therapy). 
H. Date of most recent serum creatinine—(prior to initiation 

of EPO therapy). 
I. Patient’s weight in kilograms 
J. Patient’s starting dose per kilogram—(The usual starting 

dose is 50-100 units per kilogram.) 

60.4.2.2—Completion of Subsequent Form CMS-1500 Claims 
for Epoetin Alfa (EPO) 

(Rev 118, 03-05-04) 

Subsequent claims are completed as initial claims in §60.4.2, 
except the following fields: 

A. Diagnoses. 
B. Hematocrit or Hemoglobin—For dates of service prior 

to January 1, 2004, this is indicated by the appropriate Q 
code. For dates of service January 1, 2004, and after, sup-
pliers must indicate the beneficiary’s hematocrit on the 
claim. (See 60.4.2.) Claims include an EJ modifier to the 
Q code. This allows the contractor to identify subsequent 
claims, which do not require as much information as ini-
tial claims and prevent unnecessary development. 

Number of Units Administered—Subsequent claims may 
be submitted electronically. 

90.1—DMERC Denials for Beneficiary Submitted Claims Under 
Method II

(Rev. 1, 10-01-03)

A3-3170.6, A3-3644.3, A3-3644.3.A - E, HO-238.2.C, HO-
238.3, HO-238.3.A, B3-2231.3.A AND B, B3-2231, B3-
4270.1, PRM-1-2709.2.A

Under Method II, beneficiaries may not submit any claims 
and cannot receive payment for any benefits for home dialy-
sis equipment and supplies. DMERCs must deny unassigned 
and beneficiary submitted claims with the following MSN 
messages.

MSN # 16.6: “This item or service cannot be paid unless the 
provider accepts assignment.”

Spanish: “Este articulo o servicio no se pagará a menos de 
que el proveedor acepte asignación.”

MSN # 16.7: “Your provider must complete and submit your 
claim.”

Spanish: “Su proveedor debe completar y someter su rec-
lamación.” 

MSN # 16.36: “If you have already paid it, you are entitled to 
a refund from this provider.”

Spanish: “Si usted ya lo ha pagado, tiene derecho a un ree-
bolso de su proveedor.”

100-04 Chapter 12

30.4—Cardiovascular System (Codes 92950-93799)

(Rev. 979, Issued: 06-09-06, Effective: 07-10-06, Implementa-
tion: 07-10-06)

A. Echocardiography Contrast Agents

Effective October 1, 2000, physicians may separately bill for 
contrast agents used in echocardiography. Physicians should 
use HCPCS Code A9700 (Supply of Injectable Contrast Mate-
rial for Use in Echocardiography, per study). The type of 
service code is 9. This code will be carrier-priced.
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B. Electronic Analyses of Implantable Cardioverter- 
defibrillators and Pacemakers

The CPT codes 93731, 93734, 93741 and 93743 are used to 
report electronic analyses of single or dual chamber pace-
makers and single or dual chamber implantable cardioverter-
defibrillators. In the office, a physician uses a device called a 
programmer to obtain information about the status and per-
formance of the device and to evaluate the patient’s cardiac 
rhythm and response to the implanted device.

Advances in information technology now enable physicians 
to evaluate patients with implanted cardiac devices without 
requiring the patient to be present in the physician’s office. 
Using a manufacturer’s specific monitor/transmitter, a pa-
tient can send complete device data and specific cardiac data 
to a distant receiving station or secure Internet server. The 
electronic analysis of cardiac device data that is remotely 
obtained provides immediate and long-term data on the de-
vice and clinical data on the patient’s cardiac functioning 
equivalent to that obtained during an in-office evaluation. 
Physicians should report the electronic analysis of an im-
planted cardiac device using remotely obtained data as de-
scribed above with CPT code 93731, 93734, 93741 or 93743, 
depending on the type of cardiac device implanted in the 
patient.

30.6—Evaluation and Management Service Codes - General 
(Codes 99201 - 99499)

(Rev. 178, 05-14-04)

B3-15501-15501.1

30.6.1—Selection of Level of Evaluation and Management 
Service

(Rev. 1875, Issued: 12-14-09, Effective: 01-01-10, Implementa-
tion: 01-04-10)

A. Use of CPT Codes

Advise physicians to use CPT codes (level 1 of HCPCS) to 
code physician services, including evaluation and manage-
ment services. Medicare will pay for E/M services for specific 
non-physician practitioners (i.e., nurse practitioner (NP), 
clinical nurse specialist (CNS) and certified nurse midwife 
(CNM)) whose Medicare benefit permits them to bill these 
services. A physician assistant (PA) may also provide a physi-
cian service, however, the physician collaboration and gen-
eral supervision rules as well as all billing rules apply to all 
the above non-physician practitioners. The service provided 
must be medically necessary and the service must be within 
the scope of practice for a nonphysician practitioner in the 
State in which he/she practices. Do not pay for CPT evalua-
tion and management codes billed by physical therapists in 
independent practice or by occupational therapists in inde-
pendent practice. 

Medical necessity of a service is the overarching criterion for 
payment in addition to the individual requirements of a CPT 
code. It would not be medically necessary or appropriate to 
bill a higher level of evaluation and management service when 
a lower level of service is warranted. The volume of documen-
tation should not be the primary influence upon which a spe-
cific level of service is billed. Documentation should support 

the level of service reported. The service should be docu-
mented during, or as soon as practicable after it is provided in 
order to maintain an accurate medical record. 

B. Selection of Level Of Evaluation and Management 
Service

Instruct physicians to select the code for the service based 
upon the content of the service. The duration of the visit is an 
ancillary factor and does not control the level of the service 
to be billed unless more than 50 percent of the face-to-face 
time (for non-inpatient services) or more than 50 percent of 
the floor time (for inpatient services) is spent providing coun-
seling or coordination of care as described in subsection C. 

Any physician or non-physician practitioner (NPP) autho-
rized to bill Medicare services will be paid by the carrier at 
the appropriate physician fee schedule amount based on the 
rendering UPIN/PIN. “Incident to” Medicare Part B payment 
policy is applicable for office visits when the requirements for 
“incident to” are met (refer to sections 60.1, 60.2, and 60.3, 
chapter 15 in IOM 100-02). 

SPLIT/SHARED E/M SERVICE

Office/Clinic Setting

In the office/clinic setting when the physician performs the 
E/M service the service must be reported using the physician’s 
UPIN/PIN. When an E/M service is a shared/split encounter 
between a physician and a non-physician practitioner (NP, 
PA, CNS or CNM), the service is considered to have been 
performed “incident to” if the requirements for “incident to” 
are met and the patient is an established patient. If “incident 
to” requirements are not met for the shared/split E/M service, 
the service must be billed under the NPP’s UPIN/PIN, and 
payment will be made at the appropriate physician fee sched-
ule payment. 

Hospital Inpatient/Outpatient/Emergency Department 
Setting

When a hospital inpatient/hospital outpatient or emergency 
department E/M is shared between a physician and an NPP 
from the same group practice and the physician provides any 
face-to-face portion of the E/M encounter with the patient, 
the service may be billed under either the physician’s or the 
NPP’s UPIN/PIN number. However, if there was no face-to-
face encounter between the patient and the physician (e.g., 
even if the physician participated in the service by only re-
viewing the patient’s medical record) then the service may 
only be billed under the NPP’s UPIN/PIN. Payment will be 
made at the appropriate physician fee schedule rate based on 
the UPIN/PIN entered on the claim. 

EXAMPLES OF SHARED VISITS

1. If the NPP sees a hospital inpatient in the morning and the 
physician follows with a later face-to-face visit with the 
patient on the same day, the physician or the NPP may 
report the service. 

2. In an office setting the NPP performs a portion of an E/M 
encounter and the physician completes the E/M service. 
If the “incident to” requirements are met, the physician 
reports the service. If the “incident to” requirements are 
not met, the service must be reported using the NPP’s 
UPIN/PIN. 

io
m

 100-04 ch
a

pter
 12

120

IOM-9781455745272.indd   120 11/14/12   8:21 AM

To protect the rights of the author(s) and publisher we inform you that this PDF is an uncorrected proof for internal business use only by the author(s), editor(s), reviewer(s), Elsevier and 
typesetter Graphic World. It is not allowed to publish this proof online or in print.  This proof copy is the copyright property of the publisher and is confidential until formal publication.



121

In the rare circumstance when a physician (or NPP) pro-
vides a service that does not reflect a CPT code description, 
the service must be reported as an unlisted service with CPT 
code 99499. A description of the service provided must ac-
company the claim. The carrier has the discretion to value 
the service when the service does not meet the full terms of 
a CPT code description (e.g., only a history is performed). 
The carrier also determines the payment based on the ap-
plicable percentage of the physician fee schedule depending 
on whether the claim is paid at the physician rate or the 
non-physician practitioner rate. CPT modifier -52 (reduced 
services) must not be used with an evaluation and manage-
ment service. Medicare does not recognize modifier -52 for 
this purpose. 

C. Selection Of Level Of Evaluation and Management 
Service Based On Duration Of Coordination Of Care 
and/or Counseling

Advise physicians that when counseling and/or coordination of 
care dominates (more than 50 percent) the face-to-face physi-
cian/patient encounter or the floor time (in the case of inpatient 
services), time is the key or controlling factor in selecting the 
level of service. In general, to bill an E/M code, the physician 
must complete at least 2 out of 3 criteria applicable to the type/
level of service provided. However, the physician may docu-
ment time spent with the patient in conjunction with the 
medical decision-making involved and a description of the co-
ordination of care or counseling provided. Documentation 
must be in sufficient detail to support the claim. 

EXAMPLE: A cancer patient has had all preliminary studies 
completed and a medical decision to implement chemother-
apy. At an office visit the physician discusses the treatment 
options and subsequent lifestyle effects of treatment the pa-
tient may encounter or is experiencing. The physician need 
not complete a history and physical examination in order to 
select the level of service. The time spent in counseling/coor-
dination of care and medical decision-making will determine 
the level of service billed. 

The code selection is based on the total time of the face-to-
face encounter or floor time, not just the counseling time. 
The medical record must be documented in sufficient detail 
to justify the selection of the specific code if time is the basis 
for selection of the code. 

In the office and other outpatient setting, counseling and/or 
coordination of care must be provided in the presence of the 
patient if the time spent providing those services is used to 
determine the level of service reported. Face-to-face time re-
fers to the time with the physician only. Counseling by other 
staff is not considered to be part of the face-to-face physi-
cian/patient encounter time. Therefore, the time spent by the 
other staff is not considered in selecting the appropriate level 
of service. The code used depends upon the physician service 
provided. 

In an inpatient setting, the counseling and/or coordination of 
care must be provided at the bedside or on the patient’s hos-
pital floor or unit that is associated with an individual pa-
tient. Time spent counseling the patient or coordinating the 
patient’s care after the patient has left the office or the physi-
cian has left the patient’s floor or begun to care for another 
patient on the floor is not considered when selecting the level 
of service to be reported. 

The duration of counseling or coordination of care that is 
provided face-to-face or on the floor may be estimated but 
that estimate, along with the total duration of the visit, must 
be recorded when time is used for the selection of the level of 
a service that involves predominantly coordination of care or 
counseling. 

D. Use of Highest Levels of Evaluation and Management 
Codes

Carriers must advise physicians that to bill the highest levels 
of visit and consultation codes, the services furnished must 
meet the definition of the code (e.g., to bill a Level 5 new 
patient visit, the history must meet CPT’s definition of a com-
prehensive history). 

The comprehensive history must include a review of all the 
systems and a complete past (medical and surgical) family 
and social history obtained at that visit. In the case of an es-
tablished patient, it is acceptable for a physician to review 
the existing record and update it to reflect only changes in the 
patient’s medical, family, and social history from the last en-
counter, but the physician must review the entire history for 
it to be considered a comprehensive history. 

The comprehensive examination may be a complete single 
system exam such as cardiac, respiratory, psychiatric, or a 
complete multi-system examination. 

30.6.1.1 – Initial Preventive Physical Examination (IPPE) and 
Annual Wellness Visit (AWV)

(Rev. 2159, Issued: 02-15-11, Effective: 01-01-11, Implementa-
tion: 04-04-11)

A. Definition

1. Initial Preventive Physical Examination (IPPE) 

The initial preventive physical examination (IPPE), or “Wel-
come to Medicare Visit” (WMV) is a preventive evaluation 
and management service (E/M), allowed by Section 611 of 
the Medicare Prescription Drug Improvement and Modern-
ization Act (MMA) of 2003, that includes: 

(1) review of the individual’s medical and social history 
with attention to modifiable risk factors for disease 
detection, 

(2) review of the individual’s potential (risk factors) for 
depression or other mood disorders, 

(3) review of the individual’s functional ability and level of 
safety, 

(4) a physical examination to include measurement of the 
individual’s height, weight, blood pressure, a visual 
acuity screen, and other factors as deemed appropri-
ate by the examining physician or qualified nonphysi-
cian practitioner (NPP), 

(5) performance and interpretation of an electrocardio-
gram (EKG), 

(6) education, counseling, and referral, as deemed appro-
priate, based on the results of the review and evalua-
tion services described in the previous 5 elements, 
and, 

(7) education, counseling, and referral including a brief 
written plan (e.g., a checklist or alternative) provided 
to the individual for obtaining the appropriate screen-
ing and other preventive services. 
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Effective January 1, 2007, Section 5112 of the Deficit Reduc-
tion Act of 2005 allows for one ultrasound screening for Ab-
dominal Aortic Aneurysm (AAA), HCPCS code G0389, as a 
result of a referral from an IPPE. This service is not subject 
to the Part B annual deductible. For AAA physician/practitio-
ner billing, correct coding, and payment policy, refer to Chap-
ter 18, §110, of this manual. 

Effective January 1, 2009, Section 101 (b) of the Medicare 
Improvement for Patients and Providers Act (MIPPA) of 2008 
requires the addition of the measurement of an individual’s 
body mass index and, upon an individual’s consent, end-of-
life planning, to the IPPE. Also, effective January 1, 2009, 
MIPPA removes the screening electrocardiogram (EKG) as a 
mandatory service of the IPPE. MIPPA requires that there be 
education, counseling, and referral for an EKG, as appropri-
ate. This is a once-in-a-lifetime screening EKG as a result of 
a referral from an IPPE. 

The MIPPA of 2008 allows for possible future payment for 
additional preventive services not otherwise described in Ti-
tle XVIII of the Social Security Act (the Act) that identify 
medical conditions or risk factors for eligible individuals if 
the Secretary determines through the national coverage de-
termination (NCD) process (as defined in Section 1869(f)(1)(B) 
of the Act) that they are: (1) reasonable and necessary for the 
prevention or early detection of illness or disability, (2) rec-
ommended with a grade of A or B by the United States Pre-
ventive Services Task Force, and, (3) appropriate for individ-
uals entitled to benefits under Part A or enrolled under Part 
B, or both. MIPPA requires that there be education, counsel-
ing, referral for additional preventive services, as appropri-
ate, under the IPPE, if the Secretary determines in the future 
that such services are covered. 

2. Annual Wellness Visit (AWV) 

Effective January 1, 2011, Section 4103 of the Affordable 
Care Act (ACA), allows for a preventive physical examination, 
called the annual wellness visit (AWV), and includes personal 
prevention plan services (PPPS). The AWV is a new annual 
Medicare preventive physical examination, available for eli-
gible beneficiaries, and identified by new HCPCS codes 
G0438 (Annual wellness visit, including PPPS, first visit) and 
G0439 (Annual wellness visit, including PPPS, subsequent 
visit). Definitions relative to the AWV are included at Pub. 
100-02, Medicare Benefit Policy Manual, chapter 15, section 
280.5. 

First AWV services providing PPPS (HCPCS G0438) are a 
‘one time’ allowed Medicare benefit and include the following 
key elements furnished to an eligible beneficiary by a health 
professional: 

• Establishment of the individual’s medical/family history, 
• Measurement of the individual’s height, weight, body mass 

index (or waist circumference, if appropriate), blood pres-
sure (BP), and other routine measurements as deemed 
appropriate, based on the individual’s medical and family 
history, 

• Establishment of a list of current providers and suppliers 
that are regularly involved in providing medical care to the 
individual, 

• Detection of any cognitive impairment that the individual 
may have, 

• Review of an individual’s potential risk factors for depres-
sion, including current or past experiences with depression 
or other mood disorders, based on the use of an appropri-

ate screening instrument for persons without a current 
diagnosis of depression, which the health professional may 
select from various available standardized screening tests 
designed for this purpose and recognized by national pro-
fessional medical organizations,

• Review of the individual’s functional ability and level of 
safety, based on direct observation of the individual, or the 
use of appropriate screening questions or a screening ques-
tionnaire, which the health professional may select from 
various available screening questions or standardized 
questionnaires designed for this purpose and recognized 
by national professional medical organizations, 

• Establishment of a written screening schedule for the indi-
vidual, such as a checklist for the next 5 to 10 years, as 
appropriate, based on recommendations of the USPSTF 
and Advisory Committee of Immunizations Practices 
(ACIP), the individual’s health status, screening history, 
and age-appropriate preventive services covered by Medi-
care, 

• Establishment of a list of risk factors and conditions of 
which primary, secondary, or tertiary interventions are 
recommended or underway for the individual, including 
any mental health conditions or any such risk factors or 
conditions that have been identified through an IPPE, and 
a list of treatment options and their associated risks and 
benefits, 

• Provision of personalized health advice to the individual 
and a referral, as appropriate, to health education or pre-
ventive counseling services or programs aimed at reducing 
identified risk factors and improving self-management or 
community-based lifestyle interventions to reduce health 
risks and promote self-management and wellness, includ-
ing weight loss, physical activity, smoking cessation, fall 
prevention, and nutrition, and, 

• Any other element(s) determined appropriate by the Secre-
tary through the NCD process. 

Subsequent AWV services providing PPPS (HCPCS G0439) 
include the following key elements furnished to an eligible 
beneficiary by a health professional: 

• Update to the individual’s medical /family history, 
• Measurements of an individual’s weight (or waist circum-

ference), BP, and other routine measurements as deemed 
appropriate, based on the individual’s medical and family 
history, 

• Update to the list of the individual’s current medical pro-
viders and suppliers that are regularly involved in provid-
ing medical care to the individual as that list was devel-
oped for the first AWV providing PPPS, 

• Detection of any cognitive impairment that the individual 
may have, 

• Update to the individual’s written screening schedule as 
developed at the first AWV providing PPPS,

• Update to the individual’s list of risk factors and conditions 
for which primary, secondary, or tertiary interventions are 
recommended or are underway for the individual, as that 
list was developed at the first AWV providing PPPS, 

• Furnish appropriate personalized health advice to the indi-
vidual and a referral, as appropriate, to health education or 
preventive counseling services or programs, and, 

• Any other element determined appropriate by the Secre-
tary through the NCD process.

Preventive services are separately covered under Medicare 
Part B benefits. 
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(For billing requirements, refer to Chapter 18, §80, of this 
manual.)

B. Who May Perform

The IPPE and the AWV may be performed by a doctor of 
medicine or osteopathy as defined in section 1861 (r)(1) of 
the Act, or by a qualified NPP (nurse practitioner, physician 
assistant and clinical nurse specialist), or for the AWV, by a 
health professional (a medical professional including a health 
educator, registered dietitian, nutrition professional, or other 
licensed practitioner) or a team of such medical profession-
als who are working under the direct supervision of a physi-
cian. The contractor pays the appropriate physician fee 
schedule amount based on the rendering National Provider 
Identification (NPI) number. 

C. Eligibility

1. IPPE

As a result of the MMA 2003, Medicare will pay for one IPPE 
per beneficiary per lifetime. A beneficiary is eligible when 
he/she first enrolls in Medicare Part B. For beneficiaries en-
rolled on or after January 1, 2005, beneficiaries must have 
received their IPPE within the first 6 months of Medicare 
coverage. The MIPPA extends the eligibility period for an 
IPPE to 12 months effective January 1, 2009.

Beneficiaries in their first 12 months of Part B coverage will 
continue to be eligible for only the IPPE. Medicare continues 
to pay for only one IPPE per beneficiary per lifetime. 

2. AWV 

As a result of the ACA, effective January 1, 2011, Medicare 
will pay for an AWV for a beneficiary who is no longer within 
12 months after the effective date of his/her first Medicare 
Part B coverage period, and he/she has not received either an 
IPPE or an AWV providing PPPS within the past 12 months. 
Medicare pays for only one first AWV (HCPCS G0438), per 
beneficiary per lifetime, and all subsequent wellness visits 
must be billed as a subsequent AWV (HCPCS G0439). 

Beneficiaries in their first 12 months of Part B coverage will 
continue to be eligible for only the IPPE (see 30.6.1.1.A.1). 

D. Deductible and Coinsurance 

1. IPPE 

The Medicare deductible and coinsurance apply for the IPPE 
provided before January 1, 2009. 

The Medicare deductible is waived effective for the IPPE 
provided on or after January 1, 2009. However, the applicable 
coinsurance continues to apply for the IPPE provided on or 
after January 1, 2009. 

As a result of the ACA, effective for the IPPE provided on or 
after January 1, 2011, the Medicare deductible and coinsur-
ance (for HCPCS code G0402 only) are waived. 

2. AWV 

As a result of the ACA, effective January 1, 2011, the Medi-
care deductible and coinsurance for the AWV (HCPCS G0438 
and G0439) are waived. 

E. The EKG Component of the IPPE 

Under the MMA of 2003, if the physician or qualified NPP is 
not able to perform both the examination and the screening 
EKG, an arrangement may be made to ensure that another 
physician or entity performs the screening EKG and reports 
the EKG separately using the appropriate HCPCS G code(s) 
identified in F.1. of this section. When the screening EKG is 
performed, the primary physician or qualified NPP shall doc-
ument the results of the screening EKG into the beneficiary’s 
medical record to complete and bill for the IPPE benefit. 

NOTE: Both components of the IPPE (the examination and 
the screening EKG) must be performed before the claims can 
be submitted by the physician, qualified NPP, and/or entity. 
MIPPA 2008 changes the once-in-a-lifetime screening EKG 
from a mandated service to a service that may be performed, 
as appropriate, with a referral from an IPPE. When an EKG 
is furnished with the IPPE, the deductible and coinsurance 
will continue to apply for EKG services only. 

F. HCPCS Codes Used to Bill the IPPE or AWV

1. HCPCS Codes Used to Bill the IPPE 

For IPPE and EKG services provided prior to January 1, 
2009, the physician or qualified NPP shall bill HCPCS code 
G0344 for the physical examination performed face-to-face, 
and HCPCS code G0366 for performing a screening EKG that 
includes both the interpretation and report. If the primary 
physician or qualified NPP performs only the examination, 
he/she shall bill HCPCS code G0344 only. The physician or 
entity that performs the screening EKG that includes both 
the interpretation and report shall bill HCPCS code G0366. 
The physician or entity that performs the screening EKG 
tracing only (without interpretation and report) shall bill 
HCPCS code G0367. The physician or entity that performs 
the interpretation and report only (without the EKG tracing) 
shall bill HCPCS code G0368. Medicare will pay for a screen-
ing EKG only as part of the IPPE. HCPCS codes G0344, 
G0366, G0367 and G0368 will not be billable codes effective 
on or after January 1, 2009. 

Effective for a beneficiary who has the IPPE on or after Janu-
ary 1, 2009, and within his/her 12-month enrollment period 
of Medicare Part B, the IPPE and screening EKG services are 
billable with the appropriate HCPCS G code(s). 

The physician or qualified NPP shall bill HCPCS code G0402 
for the physical examination performed face-to-face with the 
patient. 

The physician or entity shall bill HCPCS code G0403 for per-
forming the complete screening EKG that includes the trac-
ing, interpretation and report. 

The physician or entity that performs the screening EKG 
tracing only (without interpretation and report) shall bill 
HCPCS code G0404. 

The physician or entity that performs the screening EKG in-
terpretation and report only, (without the EKG tracing) shall 
bill HCPCS code G0405. 

2. HCPCS Codes Used to Bill the AWV 

For the first AWV provided on or after January 1, 2011, the 
health professional shall bill HCPCS G0438 (Annual wellness 
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visit, including PPPS, first visit). This is a once per benefi-
ciary per lifetime allowable Medicare benefit. 

All subsequent AWVs shall be billed with HCPCS G0439 (An-
nual Wellness Visit, including PPPS, subsequent visit). In the 
event that a beneficiary selects a new health professional to 
complete a subsequent AWV, the new health professional will 
continue to bill the subsequent AWV with HCPCS G0439. 

NOTE: For an IPPE or AWV performed during the global 
period of surgery refer to chapter 12, §30.6.6 of this manual 
for reporting instructions. 

G. Documentation for the IPPE or AWV

The physician and qualified NPP, or for AWV the health pro-
fessional, shall use the appropriate screening tools typically 
used in routine physician practice. Physicians, qualified 
NPPs, and medical professionals are required to use the 1995 
and 1997 E/M documentation guidelines to document the 
medical record with the appropriate clinical information. 
(http://www.cms.hhs.gov/MLNEdWebGuide/25_EMDOC.
asp). All referrals and a written medical plan must be in-
cluded in this documentation. 

H. Reporting a Medically Necessary E/M Service Fur-
nished During the Same Encounter as an IPPE or 
AWV 

When the physician or qualified NPP, or for AWV the health 
professional, provides a significant, separately identifiable 
medically necessary E/M service in addition to the IPPE or an 
AWV, CPT codes 99201 – 99215 may be reported depending 
on the clinical appropriateness of the circumstances. CPT 
Modifier –25 shall be appended to the medically necessary 
E/M service identifying this service as a significant, sepa-
rately identifiable service from the IPPE or AWV code re-
ported (HCPCS code G0344 or G0402, whichever applies 
based on the date the IPPE is performed, or HCPCS code 
G0438 or G0439 whichever AWV code applies). 

NOTE: Some of the components of a medically necessary E/
M service (e.g., a portion of history or physical exam portion) 
may have been part of the IPPE or AWV and should not be 
included when determining the most appropriate level of E/
M service to be billed for the medically necessary, separately 
identifiable, E/M service.

30.6.2—Billing for Medically Necessary Visit on Same Occasion 
as Preventive Medicine Service

(Rev. 1, 10-01-03)

See Chapter 18 for payment for covered preventive services. 

When a physician furnishes a Medicare beneficiary a covered 
visit at the same place and on the same occasion as a noncov-
ered preventive medicine service (CPT codes 99381- 99397), 
consider the covered visit to be provided in lieu of a part of 
the preventive medicine service of equal value to the visit. A 
preventive medicine service (CPT codes 99381-99397) is a 
noncovered service. The physician may charge the benefi-
ciary, as a charge for the noncovered remainder of the ser-
vice, the amount by which the physician’s current established 
charge for the preventive medicine service exceeds his/her 
current established charge for the covered visit. Pay for the 
covered visit based on the lesser of the fee schedule amount 
or the physician’s actual charge for the visit. The physician is 

not required to give the beneficiary written advance notice of 
noncoverage of the part of the visit that constitutes a routine 
preventive visit. However, the physician is responsible for 
notifying the patient in advance of his/her liability for the 
charges for services that are not medically necessary to treat 
the illness or injury. 

There could be covered and noncovered procedures per-
formed during this encounter (e.g., screening x-ray, EKG, lab 
tests.). These are considered individually. Those procedures 
which are for screening for asymptomatic conditions are 
considered noncovered and, therefore, no payment is made. 
Those procedures ordered to diagnose or monitor a symp-
tom, medical condition, or treatment are evaluated for medi-
cal necessity and, if covered, are paid. 

30.6.3—Payment for Immunosuppressive Therapy Management

(Rev. 1, 10-01-03)

B3-4820-4824

Physicians bill for management of immunosuppressive ther-
apy using the office or subsequent hospital visit codes that 
describe the services furnished. If the physician who is man-
aging the immunotherapy is also the transplant surgeon, he 
or she bills these visits with modifier “-24” indicating that the 
visit during the global period is not related to the original 
procedure if the physician also performed the transplant 
surgery and submits documentation that shows that the visit 
is for immunosuppressive therapy. 

30.6.4—Evaluation and Management (E/M) Services Furnished 
Incident to Physician’s Service by Nonphysician Practitioners

(Rev. 1, 10-01-03)

When evaluation and management services are furnished 
incident to a physician’s service by a nonphysician practitio-
ner, the physician may bill the CPT code that describes the 
evaluation and management service furnished. 

When evaluation and management services are furnished 
incident to a physician’s service by a nonphysician employee 
of the physician, not as part of a physician service, the physi-
cian bills code 99211 for the service. 

A physician is not precluded from billing under the “incident 
to” provision for services provided by employees whose ser-
vices cannot be paid for directly under the Medicare pro-
gram. Employees of the physician may provide services inci-
dent to the physician’s service, but the physician alone is 
permitted to bill Medicare. 

Services provided by employees as “incident to” are cov-
ered when they meet all the requirements for incident to 
and are medically necessary for the individual needs of the 
patient. 

30.6.5—Physicians in Group Practice

(Rev. 1, 10-01-03)

Physicians in the same group practice who are in the same 
specialty must bill and be paid as though they were a single 
physician. If more than one evaluation and management 
(face-to-face) service is provided on the same day to the same 
patient by the same physician or more than one physician in 
the same specialty in the same group, only one evaluation 
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and management service may be reported unless the evalua-
tion and management services are for unrelated problems. 
Instead of billing separately, the physicians should select a 
level of service representative of the combined visits and sub-
mit the appropriate code for that level. 

Physicians in the same group practice but who are in differ-
ent specialties may bill and be paid without regard to their 
membership in the same group. 

30.6.6—Payment for Evaluation and Management Services 
Provided During Global Period of Surgery

(Rev. 954, Issued: 05-19-06, Effective: 06-01-06, Implementa-
tion: 08-20-06)

A. CPT Modifier “-24” - Unrelated Evaluation and Man-
agement Service by Same Physician During Postoper-
ative Period

Carriers pay for an evaluation and management service other 
than inpatient hospital care before discharge from the hospi-
tal following surgery (CPT codes 99221-99238) if it was pro-
vided during the postoperative period of a surgical proce-
dure, furnished by the same physician who performed the 
procedure, billed with CPT modifier “-24,” and accompanied 
by documentation that supports that the service is not related 
to the postoperative care of the procedure. They do not pay 
for inpatient hospital care that is furnished during the hospi-
tal stay in which the surgery occurred unless the doctor is 
also treating another medical condition that is unrelated to 
the surgery. All care provided during the inpatient stay in 
which the surgery occurred is compensated through the 
global surgical payment. 

B. CPT Modifier “-25” - Significant Evaluation and Man-
agement Service by Same Physician on Date of Global 
Procedure

Medicare requires that Current Procedural Terminology 
(CPT) modifier -25 should only be used on claims for evalu-
ation and management (E/M) services, and only when these 
services are provided by the same physician (or same quali-
fied nonphysician practitioner) to the same patient on the 
same day as another procedure or other service. Carriers 
pay for an E/M service provided on the day of a procedure 
with a global fee period if the physician indicates that the 
service is for a significant, separately identifiable E/M ser-
vice that is above and beyond the usual pre- and post-opera-
tive work of the procedure. Different diagnoses are not re-
quired for reporting the E/M service on the same date as the 
procedure or other service. Modifier -25 is added to the E/M 
code on the claim. 

Both the medically necessary E/M service and the procedure 
must be appropriately and sufficiently documented by the 
physician or qualified nonphysician practitioner in the pa-
tient’s medical record to support the claim for these services, 
even though the documentation is not required to be submit-
ted with the claim. 

If the physician bills the service with the CPT modifier “-25,” 
carriers pay for the service in addition to the global fee with-
out any other requirement for documentation unless one of 
the following conditions is met: 

• When inpatient dialysis services are billed (CPT codes 
90935, 90945, 90947, and 93937), the physician must docu-
ment that the service was unrelated to the dialysis and 
could not be performed during the dialysis procedure; 

• When preoperative critical care codes are being billed on 
the date of the procedure, the diagnosis must support that 
the service is unrelated to the performance of the proce-
dure; or 

• When a carrier has conducted a specific medical review 
process and determined, after reviewing the data, that an 
individual or a group has high use of modifier “-25” com-
pared to other physicians, has done a case-by-case review 
of the records to verify that the use of modifier was inap-
propriate, and has educated the individual or group, the 
carrier may impose prepayment screens or documentation 
requirements for that provider or group. When a carrier 
has completed a review and determined that a high usage 
rate of modifier “-57,” the carrier must complete a case-by-
case review of the records. Based upon this review, the 
carrier will educate providers regarding the appropriate 
use of modifier “-57.” If high usage rates continue, the car-
rier may impose prepayment screens or documentation 
requirements for that provider or group. 

Carriers may not permit the use of CPT modifier “-25” to 
generate payment for multiple evaluation and management 
services on the same day by the same physician, notwith-
standing the CPT definition of the modifier. 

C. CPT Modifier “-57” - Decision for Surgery Made Within 
Global Surgical Period

Carriers pay for an evaluation and management service on 
the day of or on the day before a procedure with a 90-day 
global surgical period if the physician uses CPT modifier 
“-57” to indicate that the service resulted in the decision to 
perform the procedure. Carriers may no pay for an evalua-
tion and management service billed with the CPT modifier 
“-57” if it was provided on the day of or the day before a pro-
cedure with a 0 or 10-day global surgical period. 

30.6.7—Payment for Office or Other Outpatient Evaluation and 
Management (E/M) Visits (Codes 99201 - 99215)

(Rev. 731, Issued: 10-28-05, Effective: 01-01-04 Chemotherapy 
and Non-Chemotherapy drug infusion codes/01-01-05 Thera-
peutic and Diagnostic injection codes, Implementation: 01-
03-06)

A. Definition of New Patient for Selection of E/M Visit 
Code

Interpret the phrase “new patient” to mean a patient who has 
not received any professional services, i.e., E/M service or 
other face-to-face service (e.g., surgical procedure) from the 
physician or physician group practice (same physician spe-
cialty) within the previous 3 years. For example, if a profes-
sional component of a previous procedure is billed in a 3 year 
time period, e.g., a lab interpretation is billed and no E/M 
service or other face-to-face service with the patient is per-
formed, then this patient remains a new patient for the initial 
visit. An interpretation of a diagnostic test, reading an x-ray 
or EKG etc., in the absence of an E/M service or other face-
to-face service with the patient does not affect the designa-
tion of a new patient. 
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B. Office/Outpatient E/M Visits Provided on Same Day 
for Unrelated Problems

As for all other E/M services except where specifically 
noted, carriers may not pay two E/M office visits billed by 
a physician (or physician of the same specialty from the 
same group practice) for the same beneficiary on the same 
day unless the physician documents that the visits were for 
unrelated problems in the office or outpatient setting which 
could not be provided during the same encounter (e.g., of-
fice visit for blood pressure medication evaluation, fol-
lowed five hours later by a visit for evaluation of leg pain 
following an accident). 

C. Office/Outpatient or Emergency Department E/M Visit 
on Day of Admission to  Nursing Facility

Carriers may not pay a physician for an emergency depart-
ment visit or an office visit and a comprehensive nursing fa-
cility assessment on the same day. Bundle E/M visits on the 
same date provided in sites other than the nursing facility 
into the initial nursing facility care code when performed on 
the same date as the nursing facility admission by the same 
physician. 

D. Drug Administration Services and E/M Visits Billed on 
Same Day of Service

Carriers must advise physicians that CPT code 99211 can-
not be paid if it is billed with a drug administration service 
such as a chemotherapy or nonchemotherapy drug infusion 
code (effective January 1, 2004). This drug administration 
policy was expanded in the Physician Fee Schedule Final 
Rule, November 15, 2004, to also include a therapeutic or 
diagnostic injection code (effective January 1, 2005). There-
fore, when a medically necessary, significant and separately 
identifiable E/M service (which meets a higher complexity 
level than CPT code 99211) is performed, in addition to one 
of these drug administration services, the appropriate E/M 
CPT code should be reported with modifier -25. Documenta-
tion should support the level of E/M service billed. For an 
E/M service provided on the same day, a different diagnosis 
is not required. 

30.6.8—Payment for Hospital Observation Services and 
Observation or Inpatient Care Services (Including Admission 
and Discharge Services)

(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementa-
tion: 11-28-11)

A. Who May Bill Initial Observation Care

Observation care is a well-defined set of specific, clinically 
appropriate services, which include ongoing short term treat-
ment, assessment, and reassessment, that are furnished 
while a decision is being made regarding whether patients 
will require further treatment as hospital inpatients or if they 
are able to be discharged from the hospital. Observation ser-
vices are commonly ordered for patients who present to the 
emergency department and who then require a significant 
period of treatment or monitoring in order to make a deci-
sion concerning their admission or discharge. 

In only rare and exceptional cases do reasonable and neces-
sary outpatient observation services span more than 48 
hours. In the majority of cases, the decision whether to dis-
charge a patient from the hospital following resolution of the 

reason for the observation care or to admit the patient as an 
inpatient can be made in less than 48 hours, usually in less 
than 24 hours

Contractors pay for initial observation care billed by only the 
physician who ordered hospital outpatient observation ser-
vices and was responsible for the patient during his/her care. 
A physician who does not have inpatient admitting privileges 
but who is authorized to furnish hospital outpatient observa-
tion services may bill these codes. 

For a physician to bill the initial observation care codes, 
there must be a medical observation record for the patient 
which contains dated and timed physician’s orders regard-
ing the observation service the patient is to receive, observa-
tion, nursing notes, and progress notes prepared by the 
physician while the patient received observation services. 
This record must be in addition to any record prepared as a 
result of an emergency department or outpatient clinic en-
counter. 

Payment for an initial observation care code is for all the care 
rendered by the ordering physician on the date the patient’s 
observation services began. All other physicians who furnish 
consultations or additional evaluations or services while the 
patient is receiving hospital outpatient observation services 
must bill the appropriate outpatient service codes.

For example, if an internist orders observation services and 
asks another physician to additionally evaluate the patient, 
only the internist may bill the initial observation care code. 
The other physician who evaluates the patient must bill the 
new or established office or other outpatient visit codes as 
appropriate. 

For information regarding hospital billing of observation 
services, see Chapter 4, §290.

B. Physician Billing for Observation Care Following  
Initiation of Observation Services

Similar to initial observation codes, payment for a subse-
quent observation care code is for all the care rendered by the 
treating physician on the day(s) other than the initial or dis-
charge date. All other physicians who furnish consultations 
or additional evaluations or services while the patient is re-
ceiving hospital outpatient observation services must bill the 
appropriate outpatient service codes. 

When a patient receives observation care for less than 8 
hours on the same calendar date, the Initial Observation 
Care, from CPT code range 99218 – 99220, shall be reported 
by the physician. The Observation Care Discharge Service, 
CPT code 99217, shall not be reported for this scenario.

When a patient is admitted for observation care and then is 
discharged on a different calendar date, the physician shall 
report Initial Observation Care, from CPT code range 99218 
– 99220, and CPT observation care discharge CPT code 
99217. On the rare occasion when a patient remains in obser-
vation care for 3 days, the physician shall report an initial 
observation care code (99218-99220) for the first day of ob-
servation care, a subsequent observation care code (99224-
99226) for the second day of observation care, and an obser-
vation care discharge CPT code 99217 for the observation 
care on the discharge date. When observation care continues 
beyond 3 days, the physician shall report a subsequent obser-
vation care code (99224-99226) for each day between the first 
day of observation care and the discharge date.
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When a patient receives observation care for a minimum of 8 
hours, but less than 24 hours, and is discharged on the same 
calendar date, Observation or Inpatient Care Services (In-
cluding Admission and Discharge Services) from CPT code 
range 99234 – 99236, shall be reported. The observation dis-
charge, CPT code 99217, cannot also be reported for this 
scenario.

C. Documentation Requirements for Billing Observation 
or Inpatient Care Services (Including Admission and Dis-
charge Services)

The physician shall satisfy the E/M documentation guidelines 
for furnishing observation care or inpatient hospital care. In 
addition to meeting the documentation requirements for his-
tory, examination, and medical decision making documenta-
tion in the medical record shall include:

• Documentation stating the stay for observation care or 
inpatient hospital care involves 8 hours, but less than  
24 hours;

• Documentation identifying the billing physician was 
present and personally performed the services; and

• Documentation identifying the order for observation 
services, progress notes, and discharge notes were writ-
ten by the billing physician.

In the rare circumstance when a patient receives observation 
services for more than 2 calendar dates, the physician shall 
bill observation services furnished on day(s) other than the 
initial or discharge date using subsequent observation care 
codes. The physician may not use the subsequent hospital 
care codes since the patient is not an inpatient of the hospi-
tal.

D. Admission to Inpatient Status Following Observation 
Care

If the same physician who ordered hospital outpatient ob-
servation services also admits the patient to inpatient status 
before the end of the date on which the patient began re-
ceiving hospital outpatient observation services, pay only an 
initial hospital visit for the evaluation and management 
services provided on that date. Medicare payment for the 
initial hospital visit includes all services provided to the 
patient on the date of admission by that physician, regard-
less of the site of service. The physician may not bill an 
initial observation care code for services on the date that he 
or she admits the patient to inpatient status. If the patient 
is admitted to inpatient status from hospital outpatient ob-
servation care subsequent to the date of initiation of obser-
vation services, the physician must bill an initial hospital 
visit for the services provided on that date. The physician 
may not bill the hospital observation discharge manage-
ment code (code 99217) or an outpatient/office visit for the 
care provided in observation on the date of admission to 
inpatient status. 

E. Hospital Observation During Global Surgical Period

The global surgical fee includes payment for hospital observa-
tion (codes 99217, 99218, 99219, 99220, 99224, 99225, 99226, 
99234, 99235, and 99236) services unless the criteria for use 
of CPT modifiers “-24,” “-25,” or “-57” are met. Contractors 
must pay for these services in addition to the global surgical 
fee only if both of the following requirements are met: 

• The hospital observation service meets the criteria needed 
to justify billing it with CPT modifiers “-24,” “-25,” or “-57” 
(decision for major surgery); and 

• The hospital observation service furnished by the surgeon 
meets all of the criteria for the hospital observation code 
billed. 

Examples of the decision for surgery during a hospital obser-
vation period are: 

• An emergency department physician orders hospital out-
patient observation services for a patient with a head in-
jury. A neurosurgeon is called in to evaluate the need for 
surgery while the patient is receiving observation services 
and decides that the patient requires surgery. The surgeon 
would bill a new or established office or other outpatient 
visit code as appropriate with the “-57” modifier to indicate 
that the decision for surgery was made during the evalua-
tion. The surgeon must bill the office or other outpatient 
visit code because the patient receiving hospital outpatient 
observation services is not an inpatient of the hospital. 
Only the physician who ordered hospital outpatient obser-
vation services may bill for observation care. 

• A neurosurgeon orders hospital outpatient observation 
services for a patient with a head injury. During the obser-
vation period, the surgeon makes the decision for surgery. 
The surgeon would bill the appropriate level of hospital 
observation code with the “-57” modifier to indicate that 
the decision for surgery was made while the surgeon was 
providing hospital observation care. 

Examples of hospital observation services during the postop-
erative period of a surgery are: 

• A surgeon orders hospital outpatient observation services 
for a patient with abdominal pain from a kidney stone on 
the 80th day following a TURP (performed by that sur-
geon). The surgeon decides that the patient does not re-
quire surgery. The surgeon would bill the observation code 
with CPT modifier “-24” and documentation to support 
that the observation services are unrelated to the surgery. 

• A surgeon orders hospital outpatient observation services 
for a patient with abdominal pain from a kidney stone on 
the 80th day following a TURP (performed by that sur-
geon). While the patient is in hospital observation, the 
surgeon decides that the patient requires kidney surgery. 
The surgeon would bill the observation code with HCPCS 
modifier “-57” to indicate that the decision for surgery was 
made while the patient was receiving hospital outpatient 
observation services. The subsequent surgical procedure 
would be reported with modifier “-79.” 

• A surgeon orders hospital outpatient observation services 
for a patient with abdominal pain on the 20th day follow-
ing a resection of the colon (performed by that surgeon).  
The surgeon determines that the patient requires no fur-
ther colon surgery and discharges the patient. The surgeon 
may not bill for the observation services furnished during 
the global period because they were related to the previous 
surgery. 

An example of a billable hospital observation service on the 
same day as a procedure is when a physician repairs a lac-
eration of the scalp in the emergency department for a pa-
tient with a head injury and then subsequently orders hos-
pital outpatient observation services for that patient. The 
physician would bill the observation code with a CPT modi-
fier 25 and the procedure code. 
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30.6.9—Payment for Inpatient Hospital Visits - General

(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementa-
tion: 11-28-11)

A. Hospital Visit and Critical Care on Same Day

When a hospital inpatient or office/outpatient evaluation and 
management service (E/M) are furnished on a calendar date 
at which time the patient does not require critical care and 
the patient subsequently requires critical care, both the criti-
cal Care Services (CPT codes 99291 and 99292) and the previ-
ous E/M service may be paid on the same date of service. 
Hospital emergency department services are not paid for the 
same date as critical care services when provided by the same 
physician to the same patient. 

During critical care management of a patient those services 
that do not meet the level of critical care shall be reported 
using an inpatient hospital care service with CPT Subsequent 
Hospital Care using a code from CPT code range 99231 – 
99233.

Both Initial Hospital Care (CPT codes 99221 – 99223) and 
Subsequent Hospital Care codes are “per diem” services and 
may be reported only once per day by the same physician or 
physicians of the same specialty from the same group prac-
tice.

Physicians and qualified nonphysician practitioners (NPPs) 
are advised to retain documentation for discretionary con-
tractor review should claims be questioned for both hospital 
care and critical care claims. The retained documentation 
shall support claims for critical care when the same physi-
cian or physicians of the same specialty in a group practice 
report critical care services for the same patient on the same 
calendar date as other E/M services.

B. Two Hospital Visits Same Day

Contractors pay a physician for only one hospital visit per 
day for the same patient, whether the problems seen during 
the encounters are related or not. The inpatient hospital visit 
descriptors contain the phrase “per day” which means that 
the code and the payment established for the code represent 
all services provided on that date. The physician should select 
a code that reflects all services provided during the date of 
the service. 

C.  Hospital Visits Same Day But by Different Physicians

In a hospital inpatient situation involving one physician cov-
ering for another, if physician A sees the patient in the morn-
ing and physician B, who is covering for A, sees the same 
patient in the evening, carriers do not pay physician B for the 
second visit. The hospital visit descriptors include the phrase 
“per day” meaning care for the day. 

If the physicians are each responsible for a different aspect of 
the patient’s care, pay both visits if the physicians are in dif-
ferent specialties and the visits are billed with different diag-
noses. There are circumstances where concurrent care may 
be billed by physicians of the same specialty. 

D. Visits to Patients in Swing Beds

If the inpatient care is being billed by the hospital as inpa-
tient hospital care, the hospital care codes apply. If the in-

patient care is being billed by the hospital as nursing facil-
ity care, then the nursing facility codes apply. 

30.6.9.1—Payment for Initial Hospital Care Services and 
Observation or Inpatient Care Services (Including Admission 
and Discharge Services)

(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementa-
tion: 11-28-11)

A. Initial Hospital Care From Emergency Room

Contractors pay for an initial hospital care service if a physi-
cian sees a patient in the emergency room and decides to 
admit the person to the hospital. They do not pay for both 
E/M services. Also, they do not pay for an emergency depart-
ment visit by the same physician on the same date of service. 
When the patient is admitted to the hospital via another site 
of service (e.g., hospital emergency department, physician’s 
office, nursing facility), all services provided by the physician 
in conjunction with that admission are considered part of the 
initial hospital care when performed on the same date as the 
admission. 

B. Initial Hospital Care on Day Following Visit

Contractors pay both visits if a patient is seen in the office on 
one date and admitted to the hospital on the next date, even 
if fewer than 24 hours has elapsed between the visit and the 
admission. 

C. Initial Hospital Care and Discharge on Same Day

When the patient is admitted to inpatient hospital care for less 
than 8 hours on the same date, then Initial Hospital Care, from 
CPT code range 99221 – 99223, shall be reported by the physi-
cian. The Hospital Discharge Day Management service, CPT 
codes 99238 or 99239, shall not be reported for this scenario.

When a patient is admitted to inpatient initial hospital care 
and then discharged on a different calendar date, the physi-
cian shall report an Initial Hospital Care from CPT code 
range 99221 – 99223 and a Hospital Discharge Day Manage-
ment service, CPT code 99238 or 99239.

When a patient has been admitted to inpatient hospital care 
for a minimum of 8 hours but less than 24 hours and dis-
charged on the same calendar date, Observation or Inpatient 
Hospital Care Services (Including Admission and Discharge 
Services), from CPT code range 99234 – 99236, shall be re-
ported.

D. Documentation Requirements for Billing Observation 
or Inpatient Care Services (Including Admission and Dis-
charge Services)

The physician shall satisfy the E/M documentation guidelines 
for admission to and discharge from inpatient observation or 
hospital care. In addition to meeting the documentation re-
quirements for history, examination and medical decision 
making documentation in the medical record shall include:

• Documentation stating the stay for hospital treatment or 
observation care status involves 8 hours but less than  
24 hours;

• Documentation identifying the billing physician was 
present and personally performed the services; and

• Documentation identifying the admission and discharge 
notes were written by the billing physician.
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E. Physician Services Involving Transfer From One Hos-
pital to Another; Transfer Within Facility to Prospec-
tive Payment System (PPS) Exempt Unit of Hospital; 
Transfer From One Facility to Another Separate Entity 
Under Same Ownership and/or Part of Same Complex; 
or Transfer From One Department to Another Within 
Single Facility

Physicians may bill both the hospital discharge management 
code and an initial hospital care code when the discharge and 
admission do not occur on the same day if the transfer is 
between: 

• Different hospitals; 
• Different facilities under common ownership which do 

not have merged records; or 
• Between the acute care hospital and a PPS exempt unit 

within the same hospital when there are no merged re-
cords. 

In all other transfer circumstances, the physician should bill 
only the appropriate level of subsequent hospital care for the 
date of transfer. 

F. Initial Hospital Care Service History and Physical 
That Is Less Than Comprehensive

When a physician performs a visit that meets the definition 
of a Level 5 office visit several days prior to an admission and 
on the day of admission performs less than a comprehensive 
history and physical, he or she should report the office visit 
that reflects the services furnished and also report the lowest 
level initial hospital care code (i.e., code 99221) for the initial 
hospital admission. Contractors pay the office visit as billed 
and the Level 1 initial hospital care code.

Physicians who provide an initial visit to a patient during 
inpatient hospital care that meets the minimum key compo-
nent work and/or medical necessity requirements shall report 
an initial hospital care code (99221-99223). The principal 
physician of record shall append modifier “-AI” (Principal 
Physician of Record) to the claim with the initial hospital 
care code. This modifier will identify the physician who over-
sees the patient’s care from all other physicians who may be 
furnishing specialty care.

Physicians may bill initial hospital care service codes (99221-
99223), for services that were reported with CPT consultation 
codes (99241 – 99255) prior to January 1, 2010, when the 
furnished service and documentation meet the minimum key 
component work and/or medical necessity requirements. 
Physicians must meet all the requirements of the initial hos-
pital care codes, including “a detailed or comprehensive his-
tory” and “a detailed or comprehensive examination” to re-
port CPT code 99221, which are greater than the requirements 
for consultation codes 99251 and 99252.

Subsequent hospital care CPT codes 99231 and 99232, re-
spectively, require “a problem focused interval history” and 
“an expanded problem focused interval history.” An E/M ser-
vice that could be described by CPT consultation code 99251 
or 99252 could potentially meet the component work and 
medical necessity requirements to report 99231 or 99232. 
Physicians may report a subsequent hospital care CPT code 
for services that were reported as CPT consultation codes 
(99241 – 99255) prior to January 1, 2010, where the medical 
record appropriately demonstrates that the work and medi-
cal necessity requirements are met for reporting a subse-

quent hospital care code (under the level selected), even 
though the reported code is for the provider’s first E/M ser-
vice to the inpatient during the hospital stay. 

Reporting CPT code 99499 (Unlisted evaluation and manage-
ment service) should be limited to cases where there is no 
other specific E/M code payable by Medicare that describes 
that service. Reporting CPT code 99499 requires submission 
of medical records and contractor manual medical review of 
the service prior to payment. Contractors shall expect report-
ing under these circumstances to be unusual.

G. Initial Hospital Care Visits by Two Different M.D.s or 
D.O.s When They Are Involved in Same Admission

In the inpatient hospital setting all physicians (and qualified 
nonphysician practitioners where permitted) who perform 
an initial evaluation may bill the initial hospital care codes 
(99221 – 99223) or nursing facility care codes (99304 – 
99306). Contractors consider only one M.D. or D.O. to be the 
principal physician of record (sometimes referred to as the 
admitting physician.) The principal physician of record is 
identified in Medicare as the physician who oversees the pa-
tient’s care from other physicians who may be furnishing 
specialty care. Only the principal physician of record shall 
append modifier “-AI” (Principal Physician of Record) in ad-
dition to the E/M code. Follow-up visits in the facility setting 
shall be billed as subsequent hospital care visits and subse-
quent nursing facility care visits. 

30.6.9.2—Subsequent Hospital Visit and Hospital Discharge 
Day Management (Codes 99231 - 99239)

(Rev. 1460, Issued: 02-22-08, Effective: 04-01-08, Implementa-
tion: 04-07-08)

A. Subsequent Hospital Visits During the Global Surgery 
Period

(Refer to §§40-40.4 on global surgery)

The Medicare physician fee schedule payment amount for 
surgical procedures includes all services (e.g., evaluation and 
management visits) that are part of the global surgery pay-
ment; therefore, contractors shall not pay more than that 
amount when a bill is fragmented for staged procedures.

B. Hospital Discharge Day Management Service

Hospital Discharge Day Management Services, CPT code 
99238 or 99239 is a face-to-face evaluation and management 
(E/M) service between the attending physician and the pa-
tient. The E/M discharge day management visit shall be re-
ported for the date of the actual visit by the physician or 
qualified nonphysician practitioner even if the patient is dis-
charged from the facility on a different calendar date. Only 
one hospital discharge day management service is payable 
per patient per hospital stay.

Only the attending physician of record reports the discharge 
day management service. Physicians or qualified nonphysi-
cian practitioners, other than the attending physician, who 
have been managing concurrent health care problems not 
primarily managed by the attending physician, and who are 
not acting on behalf of the attending physician, shall use 
Subsequent Hospital Care (CPT code range 99231 – 99233) 
for a final visit.
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Medicare pays for the paperwork of patient discharge day 
management through the pre- and post-service work of an 
E/M service.

C. Subsequent Hospital Visit and Discharge Manage-
ment on Same Day

Pay only the hospital discharge management code on the day 
of discharge (unless it is also the day of admission), in which 
case, refer to §30.6.9.1 C for the policy on Observation or 
Inpatient Care Services (Including Admission and Discharge 
Services CPT Codes 99234 - 99236). Contractors do not pay 
both a subsequent hospital visit in addition to hospital dis-
charge day management service on the same day by the same 
physician. Instruct physicians that they may not bill for both 
a hospital visit and hospital discharge management for the 
same date of service. 

D. Hospital Discharge Management (CPT Codes 99238 
and 99239) and Nursing Facility Admission Code 
When Patient Is Discharged From Hospital and Ad-
mitted to Nursing Facility on Same Day

Contractors pay the hospital discharge code (codes 99238 or 
99239) in addition to a nursing facility admission code when 
they are billed by the same physician with the same date of 
service. 

If a surgeon is admitting the patient to the nursing facility 
due to a condition that is not as a result of the surgery during 
the postoperative period of a service with the global surgical 
period, he/she bills for the nursing facility admission and 
care with a modifier “-24” and provides documentation that 
the service is unrelated to the surgery (e.g., return of an el-
derly patient to the nursing facility in which he/she has re-
sided for five years following discharge from the hospital for 
cholecystectomy). 

Contractors do not pay for a nursing facility admission by a 
surgeon in the postoperative period of a procedure with a 
global surgical period if the patient’s admission to the nurs-
ing facility is to receive post operative care related to the 
surgery (e.g., admission to a nursing facility to receive physi-
cal therapy following a hip replacement). Payment for the 
nursing facility admission and subsequent nursing facility 
services are included in the global fee and cannot be paid 
separately. 

E. Hospital Discharge Management and Death Pro-
nouncement

Only the physician who personally performs the pronounce-
ment of death shall bill for the face-to-face Hospital Dis-
charge Day Management Service, CPT code 99238 or 99239. 
The date of the pronouncement shall reflect the calendar date 
of service on the day it was performed even if the paperwork 
is delayed to a subsequent date.

30.6.10—Consultation Services

(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementa-
tion: 11-28-11)

A. Consultation Services versus Other Evaluation and 
Management (E/M) Visits

Effective January 1, 2010, the consultation codes are no lon-
ger recognized for Medicare part B payment. Physicians shall 

code patient evaluation and management visits with E/M 
codes that represent where the visit occurs and that identify 
the complexity of the visit performed. 

In the inpatient hospital setting and the nursing facility set-
ting, physicians (and qualified nonphysician practitioners 
where permitted) may bill the most appropriate initial hospi-
tal care code (99221-99223), subsequent hospital care code 
(99231 and 99232), initial nursing facility care code (99304-
99306), or subsequent nursing facility care code (99307-
99310) that reflects the services the physician or practitioner 
furnished. Subsequent hospital care codes could potentially 
meet the component work and medical necessity require-
ments to be reported for an E/M service that could be de-
scribed by CPT consultation code 99251 or 99252. Contrac-
tors shall not find fault in cases where the medical record 
appropriately demonstrates that the work and medical neces-
sity requirements are met for reporting a subsequent hospital 
care code (under the level selected), even though the reported 
code is for the provider’s first E/M service to the inpatient 
during the hospital stay. Unlisted evaluation and manage-
ment service (code 99499) shall only be reported for consul-
tation services when an E/M service that could be described 
by codes 99251 or 99252 is furnished, and there is no other 
specific E/M code payable by Medicare that describes that 
service. Reporting code 99499 requires submission of medi-
cal records and contractor manual medical review of the 
service prior to payment. CMS expects reporting under these 
circumstances to be unusual. The principal physician of rec-
ord is identified in Medicare as the physician who oversees 
the patients care from other physicians who may be furnish-
ing specialty care. The principal physician of record shall 
append modifier “-AI” (Principal Physician of Record), in ad-
dition to the E/M code. Follow-up visits in the facility setting 
shall be billed as subsequent hospital care visits and subse-
quent nursing facility care visits. 

In the CAH setting, those CAHs that use method II shall bill 
the appropriate new or established visit code for those physi-
cian and non-physician practitioners who have reassigned 
their billing rights, depending on the relationship status be-
tween the physician and patient.

In the office or other outpatient setting where an evaluation 
is performed, physicians and qualified nonphysician practi-
tioners shall use the CPT codes (99201 – 99215) depending on 
the complexity of the visit and whether the patient is a new 
or established patient to that physician. All physicians and 
qualified nonphysician practitioners shall follow the E/M 
documentation guidelines for all E/M services. These rules 
are applicable for Medicare secondary payer claims as well as 
for claims in which Medicare is the primary payer.

30.6.11—Emergency Department Visits (Codes 99281 - 99288)

(Rev. 1875, Issued: 12-14-09, Effective: 01-01-10, Implementa-
tion: 01-04-10)

A. Use of Emergency Department Codes by Physicians 
Not Assigned to Emergency Department

Any physician seeing a patient registered in the emergency 
department may use emergency department visit codes (for 
services matching the code description). It is not required 
that the physician be assigned to the emergency depart-
ment. 

io
m

 100-04 ch
a

pter
 12

IOM-9781455745272.indd   130 11/14/12   8:21 AM

To protect the rights of the author(s) and publisher we inform you that this PDF is an uncorrected proof for internal business use only by the author(s), editor(s), reviewer(s), Elsevier and 
typesetter Graphic World. It is not allowed to publish this proof online or in print.  This proof copy is the copyright property of the publisher and is confidential until formal publication.



131

B. Use of Emergency Department Codes In Office

Emergency department coding is not appropriate if the site 
of service is an office or outpatient setting or any sight of 
service other than an emergency department. The emergency 
department codes should only be used if the patient is seen 
in the emergency department and the services described by 
the HCPCS code definition are provided. The emergency de-
partment is defined as an organized hospital-based facility 
for the provision of unscheduled or episodic services to pa-
tients who present for immediate medical attention. 

C. Use of Emergency Department Codes to Bill Nonemer-
gency Services

Services in the emergency department may not be emergen-
cies. However the codes (99281 - 99288) are payable if the 
described services are provided. 

However, if the physician asks the patient to meet him or her 
in the emergency department as an alternative to the physi-
cian’s office and the patient is not registered as a patient in 
the emergency department, the physician should bill the ap-
propriate office/outpatient visit codes. Normally a lower level 
emergency department code would be reported for a non-
emergency condition. 

D. Emergency Department or Office/Outpatient Visits on 
Same Day As Nursing Facility Admission

Emergency department visit provided on the same day as a 
comprehensive nursing facility assessment are not paid. 
Payment for evaluation and management services on the 
same date provided in sites other than the nursing facility 
are included in the payment for initial nursing facility care 
when performed on the same date as the nursing facility 
admission. 

E. Physician Billing for Emergency Department Services 
Provided to Patient by Both Patient’s Personal Physi-
cian and Emergency Department Physician

If a physician advises his/her own patient to go to an emer-
gency department (ED) of a hospital for care and the physician 
subsequently is asked by the ED physician to come to the hos-
pital to evaluate the patient and to advise the ED physician as 
to whether the patient should be admitted to the hospital or be 
sent home, the physicians should bill as follows: 

• If the patient is admitted to the hospital by the patient’s 
personal physician, then the patient’s regular physician 
should bill only the appropriate level of the initial hospital 
care (codes 99221 - 99223) because all evaluation and man-
agement services provided by that physician in conjunc-
tion with that admission are considered part of the initial 
hospital care when performed on the same date as the ad-
mission. The ED physician who saw the patient in the 
emergency department should bill the appropriate level of 
the ED codes. 

• If the ED physician, based on the advice of the patient’s 
personal physician who came to the emergency department 
to see the patient, sends the patient home, then the ED phy-
sician should bill the appropriate level of emergency depart-
ment service. The patient’s personal physician should also 
bill the level of emergency department code that describes 
the service he or she provided in the emergency department. 
If the patient’s personal physician does not come to the hos-
pital to see the patient, but only advises the emergency de-

partment physician by telephone, then the patient’s personal 
physician may not bill. 

F. Emergency Department Physician Requests Another 
Physician to See the Patient in Emergency Depart-
ment or Office/Outpatient Setting

If the emergency department physician requests that another 
physician evaluate a given patient, the other physician should 
bill an emergency department visit code. If the patient is ad-
mitted to the hospital by the second physician performing 
the evaluation, he or she should bill an initial hospital care 
code and not an emergency department visit code.

30.6.12—Critical Care Visits and Neonatal Intensive Care 
(Codes 99291 - 99292)

(Rev. 1548, Issued: 07-08-08; Effective Date: 07-01-08; Imple-
mentation Date: 07-07-08) 

CRITICAL CARE SERVICES (CODES 99291-99292) 

A. Use of Critical Care Codes

Pay for services reported with CPT codes 99291 and 99292 
when all the criteria for critical care and critical care services 
are met. Critical care is defined as the direct delivery by a 
physician(s) medical care for a critically ill or critically in-
jured patient. A critical illness or injury acutely impairs one 
or more vital organ systems such that there is a high proba-
bility of imminent or life threatening deterioration in the 
patient’s condition. 

Critical care involves high complexity decision making to as-
sess, manipulate, and support vital system functions(s) to 
treat single or multiple vital organ system failure and/or to 
prevent further life threatening deterioration of the patient’s 
condition. 

Examples of vital organ system failure include, but are not 
limited to: central nervous system failure, circulatory failure, 
shock, renal, hepatic, metabolic, and/or respiratory failure. 
Although critical care typically requires interpretation of 
multiple physiologic parameters and/or application of ad-
vanced technology(s), critical care may be provided in life 
threatening situations when these elements are not present. 

Providing medical care to a critically ill, injured, or post-op-
erative patient qualifies as a critical care service only if both 
the illness or injury and the treatment being provided meet 
the above requirements. 

Critical care is usually, but not always, given in a critical care 
area such as a coronary care unit, intensive care unit, respira-
tory care unit, or the emergency department. However, pay-
ment may be made for critical care services provided in any 
location as long as the care provided meets the definition of 
critical care. 

Consult the American Medical Association (AMA) CPT Man-
ual for the applicable codes and guidance for critical care 
services provided to neonates, infants and children. 

B. Critical Care Services and Medical Necessity 

Critical care services must be medically necessary and rea-
sonable. Services provided that do not meet critical care ser-
vices or services provided for a patient who is not critically ill 
or injured in accordance with the above definitions and crite-io
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ria but who happens to be in a critical care, intensive care, or 
other specialized care unit should be reported using another 
appropriate E/M code (e.g., subsequent hospital care, CPT 
codes 99231 - 99233). 

As described in Section A, critical care services encompass 
both treatment of “vital organ failure” and “prevention of 
further life threatening deterioration of the patient’s condi-
tion.” Therefore, although critical care may be delivered in a 
moment of crisis or upon being called to the patient’s bedside 
emergently, this is not a requirement for providing critical 
care service. The treatment and management of the patient’s 
condition, while not necessarily emergent, shall be required, 
based on the threat of imminent deterioration (i.e., the pa-
tient shall be critically ill or injured at the time of the physi-
cian’s visit). 

Chronic Illness and Critical Care: 

Examples of patients whose medical condition may not war-
rant critical care services: 

1. Daily management of a patient on chronic ventilator 
therapy does not meet the criteria for critical care unless 
the critical care is separately identifiable from the chronic 
long term management of the ventilator dependence. 

2. Management of dialysis or care related to dialysis for a 
patient receiving ESRD hemodialysis does not meet the 
criteria for critical care unless the critical care is sepa-
rately identifiable from the chronic long term manage-
ment of the dialysis dependence (refer to Chapter 8, 
§160.4). When a separately identifiable condition (e.g., 
management of seizures or pericardial tamponade related 
to renal failure) is being managed, it may be billed as 
critical care if critical care requirements are met. Modifier 
–25 should be appended to the critical care code when ap-
plicable in this situation. 

Examples of patients whose medical condition may warrant 
critical care services: 

1. An 81 year old male patient is admitted to the intensive 
care unit following abdominal aortic aneurysm resection. 
Two days after surgery he requires fluids and pressors to 
maintain adequate perfusion and arterial pressures. He 
remains ventilator dependent. 

2. A 67 year old female patient is 3 days status post mitral 
valve repair. She develops petechiae, hypotension and  
hypoxia requiring respiratory and circulatory support. 

3. A 70 year old admitted for right lower lobe pneumococcal 
pneumonia with a history of COPD becomes hypoxic and 
hypotensive 2 days after admission. 

4. A 68 year old admitted for an acute anterior wall myocar-
dial infarction continues to have symptomatic ventricular 
tachycardia that is marginally responsive to antiarrhyth-
mic therapy. 

Examples of patients who may not satisfy Medicare medical 
necessity criteria, or do not meet critical care criteria or who 
do not have a critical care illness or injury and therefore not 
eligible for critical care payment: 

1. Patients admitted to a critical care unit because no other 
hospital beds were available; 

2. Patients admitted to a critical care unit for close nursing 
observation and/or frequent monitoring of vital signs (e.g., 
drug toxicity or overdose); and 

3. Patients admitted to a critical care unit because hospital 
rules require certain treatments (e.g., insulin infusions) to 
be administered in the critical care unit. 

Providing medical care to a critically ill patient should not be 
automatically deemed to be a critical care service for the sole 
reason that the patient is critically ill or injured. While more 
than one physician may provide critical care services to a 
patient during the critical care episode of an illness or injury 
each physician must be managing one or more critical 
illness(es) or injury(ies) in whole or in part. 

EXAMPLE: A dermatologist evaluates and treats a rash on 
an ICU patient who is maintained on a ventilator and nitro-
glycerine infusion that are being managed by an intensivist. 
The dermatologist should not report a service for critical 
care. 

C. Critical Care Services and Full Attention of the Physi-
cian 

The duration of critical care services to be reported is the 
time the physician spent evaluating, providing care and man-
aging the critically ill or injured patient’s care. That time 
must be spent at the immediate bedside or elsewhere on the 
floor or unit so long as the physician is immediately available 
to the patient. 

For example, time spent reviewing laboratory test results or 
discussing the critically ill patient’s care with other medical 
staff in the unit or at the nursing station on the floor may be 
reported as critical care, even when it does not occur at the 
bedside, if this time represents the physician’s full attention 
to the management of the critically ill/injured patient. 

For any given period of time spent providing critical care 
services, the physician must devote his or her full attention to 
the patient and, therefore, cannot provide services to any 
other patient during the same period of time. 

D. Critical Care Services and Qualified Non-Physician 
Practitioners (NPP) 

Critical care services may be provided by qualified NPPs and 
reported for payment under the NPP’s National Provider 
Identifier (NPI) when the services meet the definition and 
requirements of critical care services in Sections A and B. 
The provision of critical care services must be within the 
scope of practice and licensure requirements for the State in 
which the qualified NPP practices and provides the service(s). 
Collaboration, physician supervision and billing require-
ments must also be met. A physician assistant shall meet the 
general physician supervision requirements. 

E. Critical Care Services and Physician Time 

Critical care is a time-based service, and for each date and 
encounter entry, the physician’s progress note(s) shall docu-
ment the total time that critical care services were provided. 
More than one physician can provide critical care at another 
time and be paid if the service meets critical care, is medi-
cally necessary and is not duplicative care. Concurrent care 
by more than one physician (generally representing different 
physician specialties) is payable if these requirements are 
met (refer to the Medicare Benefit Policy Manual, Pub. 100-
02, Chapter 15, §30 for concurrent care policy discussion). 
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The CPT critical care codes 99291 and 99292 are used to re-
port the total duration of time spent by a physician providing 
critical care services to a critically ill or critically injured pa-
tient, even if the time spent by the physician on that date is 
not continuous. Non-continuous time for medically neces-
sary critical care services may be aggregated. Reporting CPT 
code 99291 is a prerequisite to reporting CPT code 99292. 
Physicians of the same specialty within the same group prac-
tice bill and are paid as though they were a single physician 
(§30.6.5). 

1. Off the Unit/Floor 

 Time spent in activities (excluding those identified previ-
ously in Section C) that occur outside of the unit or off the 
floor (i.e., telephone calls, whether taken at home, in the 
office, or elsewhere in the hospital) may not be reported as 
critical care because the physician is not immediately 
available to the patient. This time is regarded as pre- and 
post service work bundled in evaluation and management 
services. 

2. Split/Shared Service 

 A split/shared E/M service performed by a physician and a 
qualified NPP of the same group practice (or employed by 
the same employer) cannot be reported as a critical care 
service. Critical care services are reflective of the care and 
management of a critically ill or critically injured patient 
by an individual physician or qualified non-physician 
practitioner for the specified reportable period of time. 

 Unlike other E/M services where a split/shared service is 
allowed the critical care service reported shall reflect the 
evaluation, treatment and management of a patient by an 
individual physician or qualified non-physician practitio-
ner and shall not be representative of a combined service 
between a physician and a qualified NPP. 

 When CPT code time requirements for both 99291 and 
99292 and critical care criteria are met for a medically 
necessary visit by a qualified NPP the service shall be 
billed using the appropriate individual NPI number. Med-
ically necessary visit(s) that do not meet these require-
ments shall be reported as subsequent hospital care ser-
vices. 

3. Unbundled Procedures 

 Time involved performing procedures that are not bun-
dled into critical care (i.e., billed and paid separately) may 
not be included and counted toward critical care time. 
The physician’s progress note(s) in the medical record 
should document that time involved in the performance of 
separately billable procedures was not counted toward 
critical care time. 

4. Family Counseling/Discussions 

 Critical care CPT codes 99291 and 99292 include pre and 
post service work. Routine daily updates or reports to 
family members and or surrogates are considered part of 
this service. However, time involved with family members 
or other surrogate decision makers, whether to obtain a 
history or to discuss treatment options (as described in 
CPT), may be counted toward critical care time when 
these specific criteria are met: 

a) The patient is unable or incompetent to participate in 
giving a history and/or making treatment decisions, 
and 

b) The discussion is necessary for determining treatment 
decisions. 

For family discussions, the physician should document: 

a. The patient is unable or incompetent to participate in 
giving history and/or making treatment decisions 

b. The necessity to have the discussion (e.g., “no other 
source was available to obtain a history” or “because 
the patient was deteriorating so rapidly I needed to im-
mediately discuss treatment options with the family”), 

c. Medically necessary treatment decisions for which the 
discussion was needed, and 

d. A summary in the medical record that supports the 
medical necessity of the discussion 

All other family discussions, no matter how lengthy, may not 
be additionally counted towards critical care. Telephone calls 
to family members and or surrogate decision-makers may be 
counted towards critical care time, but only if they meet the 
same criteria as described in the aforementioned paragraph. 

5. Inappropriate Use of Time for Payment of Critical Care 
Services. 

Time involved in activities that do not directly contribute to 
the treatment of the critically ill or injured patient may not 
be counted towards the critical care time, even when they are 
performed in the critical care unit at a patient’s bedside (e.g., 
review of literature, and teaching sessions with physician 
residents whether conducted on hospital rounds or in other 
venues). 

F. Hours and Days of Critical Care that May Be Billed 

Critical care service is a time-based service provided on an 
hourly or fraction of an hour basis. Payment should not be 
restricted to a fixed number of hours, a fixed number of phy-
sicians, or a fixed number of days, on a per patient basis, for 
medically necessary critical care services. Time counted to-
wards critical care services may be continuous or intermit-
tent and aggregated in time increments (e.g., 50 minutes of 
continuous clock time or (5) 10 minute blocks of time spread 
over a given calendar date). Only one physician may bill for 
critical care services during any one single period of time 
even if more than one physician is providing care to a criti-
cally ill patient. 

For Medicare Part B physician services paid under the physi-
cian fee schedule, critical care is not a service that is paid on 
a “shift” basis or a “per day” basis. Documentation may be 
requested for any claim to determine medical necessity. Ex-
amples of critical care billing that may require further review 
could include: claims from several physicians submitting 
multiple units of critical care for a single patient, and submit-
ting claims for more than 12 hours of critical care time by a 
physician for one or more patients on the same given calen-
dar date. Physicians assigned to a critical care unit (e.g., 
hospitalist, intensivist, etc.) may not report critical care for 
patients based on a ‘per shift” basis. 

The CPT code 99291 is used to report the first 30 - 74 minutes 
of critical care on a given calendar date of service. It should 
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only be used once per calendar date per patient by the same 
physician or physician group of the same specialty. CPT code 
99292 is used to report additional block(s) of time, of up to 
30 minutes each beyond the first 74 minutes of critical care 
(See table below). Critical care of less than 30 minutes total 
duration on a given calendar date is not reported separately 
using the critical care codes. This service should be reported 
using another appropriate E/M code such as subsequent hos-
pital care. 

Clinical Example of Correct Billing of Time: 

A patient arrives in the emergency department in cardiac ar-
rest. The emergency department physician provides 40 min-
utes of critical care services. A cardiologist is called to the ED 
and assumes responsibility for the patient, providing 35 min-
utes of critical care services. The patient stabilizes and is 
transferred to the CCU. In this instance, the ED physician 
provided 40 minutes of critical care services and reports only 
the critical care code (CPT code 99291) and not also emer-
gency department services. The cardiologist may report the 
35 minutes of critical care services (also CPT code 99291) 
provided in the ED. Additional critical care services by the 
cardiologist in the CCU may be reported on the same calen-
dar date using 99292 or another appropriate E/M code de-
pending on the clock time involved. 

G. Counting of Units of Critical Care Services 

The CPT code 99291 (critical care, first hour) is used to report 
the services of a physician providing full attention to a criti-
cally ill or critically injured patient from 30-74 minutes on a 
given date. Only one unit of CPT code 99291 may be billed by 
a physician for a patient on a given date. Physicians of the 
same specialty within the same group practice bill and are 
paid as though they were a single physician and would not 
each report CPT 99291on the same date of service. 

The following illustrates the correct reporting of critical care 
services: 

TOTAL DURATION OF CRITICAL CARE CODES 

Less than 30 minutes 99232 or 99233 or other appropriate  
E/M code 

30 - 74 minutes 99291 x 1 

75 - 104 minutes 99291 x 1 and 99292 x 1 

105 - 134 minutes 99291 x 1 and 99292 x 2 

135 - 164 minutes 99291 x 1 and 99292 x 3 

165 - 194 minutes 99291 x 1 and 99292 x 4 

194 minutes or longer 99291 – 99292 as appropriate (per the 
above illustrations) 

H. Critical Care Services and Other Evaluation and Man-
agement Services Provided on Same Day 

When critical care services are required upon the patient’s 
presentation to the hospital emergency department, only 
critical care codes 99291 - 99292 may be reported. An emer-
gency department visit code may not also be reported. 

When critical care services are provided on a date where an 
inpatient hospital or office/outpatient evaluation and man-
agement service was furnished earlier on the same date at 
which time the patient did not require critical care, both the 
critical care and the previous evaluation and management 
service may be paid. Hospital emergency department services 
are not payable for the same calendar date as critical care 
services when provided by the same physician to the same 
patient. 

Physicians are advised to submit documentation to support a 
claim when critical care is additionally reported on the same 
calendar date as when other evaluation and management 
services are provided to a patient by the same physician or 
physicians of the same specialty in a group practice. 

I.  Critical Care Services Provided by Physicians in Group 
Practice(s) 

Medically necessary critical care services provided on the 
same calendar date to the same patient by physicians repre-
senting different medical specialties that are not duplicative 
services are payable. The medical specialists may be from the 
same group practice or from different group practices. 

Critically ill or critically injured patients may require the care 
of more than one physician medical specialty. Concurrent 
critical care services provided by each physician must be 
medically necessary and not provided during the same in-
stance of time. Medical record documentation must support 
the medical necessity of critical care services provided by 
each physician (or qualified NPP). Each physician must ac-
curately report the service(s) he/she provided to the patient in 
accordance with any applicable global surgery rules or con-
current care rules. (Refer to Medicare Claims Processing 
Manual, Pub. 100-04, Chapter 12, §40, and the Medicare Ben-
efit Policy Manual, Pub. 100-02, Chapter 15, §30.) 

CPT Code 99291 

The initial critical care time, billed as CPT code 99291, 
must be met by a single physician or qualified NPP. This 
may be performed in a single period of time or be cumula-
tive by the same physician on the same calendar date. A 
history or physical exam performed by one group partner 
for another group partner in order for the second group 
partner to make a medical decision would not represent 
critical care services. 

CPT Code 99292 

Subsequent critical care visits performed on the same calen-
dar date are reported using CPT code 99292. The service may 
represent aggregate time met by a single physician or physi-
cians in the same group practice with the same medical spe-
cialty in order to meet the duration of minutes required for 
CPT code 99292. The aggregated critical care visits must be 
medically necessary and each aggregated visit must meet the 
definition of critical care in order to combine the times. 
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Physicians in the same group practice who have the same 
specialty may not each report CPT initial critical care code 
99291 for critical care services to the same patient on the 
same calendar date. Medicare payment policy states that 
physicians in the same group practice who are in the same 
specialty must bill and be paid as though each were the single 
physician. (Refer to the Medicare Claims Processing Manual, 
Pub. 100-04, Chapter 12, §30.6.) 

Physician specialty means the self-designated primary spe-
cialty by which the physician bills Medicare and is known to 
the contractor that adjudicates the claims. Physicians in the 
same group practice who have different medical specialties 
may bill and be paid without regard to their membership in 
the same group. For example, if a cardiologist and an endo-
crinologist are group partners and the critical care services of 
each are medically necessary and not duplicative, the critical 
care services may be reported by each regardless of their 
group practice relationship. 

Two or more physicians in the same group practice who have 
different specialties and who provide critical care to a criti-
cally ill or critically injured patient may not in all cases each 
report the initial critical care code (CPT 99291) on the same 
date. When the group physicians are providing care that is 
unique to his/her individual medical specialty and managing 
at least one of the patient’s critical illness(es) or critical 
injury(ies) then the initial critical care service may be payable 
to each. 

However, if a physician or qualified NPP within a group pro-
vides “staff coverage” or “follow-up” for each other after the 
first hour of critical care services was provided on the same 
calendar date by the previous group clinician (physician or 
qualified NPP), the subsequent visits by the “covering” physi-
cian or qualified NPP in the group shall be billed using CPT 
critical care add-on code 99292. The appropriate individual 
NPI number shall be reported on the claim. The services will 
be paid at the specific physician fee schedule rate for the in-
dividual clinician (physician or qualified NPP) billing the 
service. 

Clinical Examples of Critical Care Services 

1. Drs. Smith and Jones, pulmonary specialists, share a 
group practice. On Tuesday Dr. Smith provides critical 
care services to Mrs. Benson who is comatose and has 
been in the intensive care unit for 4 days following a mo-
tor vehicle accident. She has multiple organ dysfunction 
including cerebral hematoma, flail chest and pulmonary 
contusion. Later on the same calendar date Dr. Jones cov-
ers for Dr. Smith and provides critical care services. 
Medically necessary critical care services provided at the 
different time periods may be reported by both Drs. Smith 
and Jones. Dr. Smith would report CPT code 99291 for the 
initial visit and Dr. Jones, as part of the same group prac-
tice would report CPT code 99292 on the same calendar 
date if the appropriate time requirements are met. 

2. Mr. Marks, a 79 year old comes to the emergency room 
with vague joint pains and lethargy. The ED physician 
evaluates Mr. Marks and phones his primary care physi-
cian to discuss his medical evaluation. His primary care 
physician visits the ER and admits Mr. Marks to the ob-

servation unit for monitoring, and diagnostic and labora-
tory tests. In observation Mr. Marks has a cardiac arrest. 
His primary care physician provides 50 minutes of criti-
cal care services. Mr. Marks’ is admitted to the intensive 
care unit. On the same calendar day Mr. Marks’ condi-
tion deteriorates and he requires intermittent critical 
care services. In this scenario the ED physician should 
report an emergency department visit and the primary 
care physician should report both an initial hospital visit 
and critical care services. 

J. Critical Care Services and Other Procedures Provided 
on the Same Day by the Same Physician as Critical 
Care Codes 99291 – 99292

The following services when performed on the day a physi-
cian bills for critical care are included in the critical care 
service and should not be reported separately: 

• The interpretation of cardiac output measurements (CPT 
93561, 93562); 

• Chest x-rays, professional component (CPT 71010, 71015, 
71020); 

• Blood draw for specimen (CPT 36415); 
• Blood gases, and information data stored in computers 

(e.g., ECGs, blood pressures, hematologic data-CPT 
99090); 

• Gastric intubation (CPT 43752, 91105); 
• Pulse oximetry (CPT 94760, 94761, 94762); 
• Temporary transcutaneous pacing (CPT 92953); 
• Ventilator management (CPT 94002 – 94004, 94660, 94662); 

and 
• Vascular access procedures (CPT 36000, 36410, 36415, 

36591, 36600). 

No other procedure codes are bundled into the critical care 
services. Therefore, other medically necessary procedure 
codes may be billed separately. 

K. Global Surgery 

Critical care services shall not be paid on the same calendar 
date the physician also reports a procedure code with a 
global surgical period unless the critical care is billed with 
CPT modifier -25 to indicate that the critical care is a signifi-
cant, separately identifiable evaluation and management 
service that is above and beyond the usual pre and post op-
erative care associated with the procedure that is per-
formed. 

Services such as endotracheal intubation (CPT code 31500) 
and the insertion and placement of a flow directed catheter 
e.g., Swan-Ganz (CPT code 93503) are not bundled into the 
critical care codes. Therefore, separate payment may be 
made for critical care in addition to these services if the 
critical care was a significant, separately identifiable service 
and it was reported with modifier -25. The time spent per-
forming the pre, intra, and post procedure work of these 
unbundled services, e.g., endotracheal intubation, shall be 
excluded from the determination of the time spent providing 
critical care. 
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This policy applies to any procedure with a 0, 10 or 90 day 
global period including cardiopulmonary resuscitation (CPT 
code 92950). CPR has a global period of 0 days and is not 
bundled into critical care codes. Therefore, critical care may 
be billed in addition to CPR if critical care was a significant, 
separately identifiable service and it was reported with modi-
fier -25. The time spent performing CPR shall be excluded 
from the determination of the time spent providing critical 
care. In this instance it must be the physician who performs 
the resuscitation who bills for this service. Members of a code 
team must not each bill Medicare Part B for this service. 

When postoperative critical care services (for procedures 
with a global surgical period) are provided by a physician 
other than the surgeon, no modifier is required unless all 
surgical postoperative care has been officially transferred 
from the surgeon to the physician performing the critical 
care services. In this situation, CPT modifiers “-54” (surgical 
care only) and “-55”(postoperative management only) must 
be used by the surgeon and intensivist who are submitting 
claims. Medical record documentation by the surgeon and 
the physician who assumes a transfer (e.g., intensivist) is re-
quired to support claims for services when CPT modifiers -54 
and -55 are used indicating the transfer of care from the sur-
geon to the intensivist. Critical care services must meet all the 
conditions previously described in this manual section. 

L. Critical Care Services Provided During Preoperative 
Portion and Postoperative Portion of Global Period of 
Procedure with 90 Day Global Period in Trauma and 
Burn Cases 

Preoperative 

Preoperative critical care may be paid in addition to a global 
fee if the patient is critically ill and requires the full attention 
of the physician, and the critical care is unrelated to the spe-
cific anatomic injury or general surgical procedure per-
formed. Such patients may meet the definition of being criti-
cally ill and criteria for conditions where there is a high 
probability of imminent or life threatening deterioration in 
the patient’s condition. 

Preoperatively, in order for these services to be paid, two 
reporting requirements must be met. Codes 99291 - 99292 
and modifier -25 (significant, separately identifiable evalua-
tion and management services by the same physician on the 
day of the procedure) must be used, and documentation 
identifying that the critical care was unrelated to the spe-
cific anatomic injury or general surgical procedure per-
formed shall be submitted. An ICD-9-CM code in the range 
800.0 through 959.9 (except 930.0 – 939.9), which clearly 
indicates that the critical care was unrelated to the surgery, 
is acceptable documentation. 

Postoperative 

Postoperatively, in order for critical care services to be paid, 
two reporting requirements must be met. Codes 99291 - 
99292 and modifier -24 (unrelated evaluation and manage-
ment service by the same physician during a postoperative 
period) must be used, and documentation that the critical 
care was unrelated to the specific anatomic injury or general 

surgical procedure performed must be submitted. An ICD-9-
CM code in the range 800.0 through 959.9 (except 930.0 – 
939.9), which clearly indicates that the critical care was un-
related to the surgery, is acceptable documentation. 

Medicare policy allows separate payment to the surgeon for 
postoperative critical care services during the surgical global 
period when the patient has suffered trauma or burns. When 
the surgeon provides critical care services during the global 
period, for reasons unrelated to the surgery, these are sepa-
rately payable as well. 

M. Teaching Physician Criteria 

In order for the teaching physician to bill for critical care 
services the teaching physician must meet the requirements 
for critical care described in the preceding sections. For CPT 
codes determined on the basis of time, such as critical care, 
the teaching physician must be present for the entire period 
of time for which the claim is submitted. For example, pay-
ment will be made for 35 minutes of critical care services 
only if the teaching physician is present for the full 35 min-
utes. (See IOM, Pub 100-04, Chapter12, § 100.1.4) 

1. Teaching 

Time spent teaching may not be counted towards critical care 
time. Time spent by the resident, in the absence of the teach-
ing physician, cannot be billed by the teaching physician as 
critical care or other time-based services. Only time spent by 
the resident and teaching physician together with the patient 
or the teaching physician alone with the patient can be 
counted toward critical care time. 

2. Documentation 

A combination of the teaching physician’s documentation 
and the resident’s documentation may support critical care 
services. Provided that all requirements for critical care ser-
vices are met, the teaching physician documentation may tie 
into the resident’s documentation. The teaching physician 
may refer to the resident’s documentation for specific patient 
history, physical findings and medical assessment. However, 
the teaching physician medical record documentation must 
provide substantive information including: (1) the time the 
teaching physician spent providing critical care, (2) that the 
patient was critically ill during the time the teaching physi-
cian saw the patient, (3) what made the patient critically ill, 
and (4) the nature of the treatment and management pro-
vided by the teaching physician. The medical review criteria 
are the same for the teaching physician as for all physicians. 
(See the Medicare Claims Processing, Pub. 100-04, Chapter 
12, §100.1.1 for teaching physician documentation guid-
ance.) 

Unacceptable Example of Documentation: 

 “I came and saw (the patient) and agree with (the resi-
dent)”. 

Acceptable Example of Documentation: 

 “Patient developed hypotension and hypoxia; I spent 45 
minutes while the patient was in this condition, provid-
ing fluids, pressor drugs, and oxygen. I reviewed the 
resident’s documentation and I agree with the resident’s 
assessment and plan of care.” 
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N. Ventilator Management 

Medicare recognizes the ventilator codes (CPT codes 94002 -  
94004, 94660 and 94662) as physician services payable under 
the physician fee schedule. Medicare Part B under the physi-
cian fee schedule does not pay for ventilator management 
services in addition to an evaluation and management service 
(e.g., critical care services, CPT codes 99291 - 99292) on the 
same day for the patient even when the evaluation and man-
agement service is billed with CPT modifier -25.

30.6.13—Nursing Facility Services

(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementa-
tion: 11-28-11)

A. Visits to Perform the Initial Comprehensive Assess-
ment and Annual Assessments

The distinction made between the delegation of physician 
visits and tasks in a skilled nursing facility (SNF) and in a 
nursing facility (NF) is based on the Medicare Statute. Sec-
tion 1819 (b) (6) (A) of the Social Security Act (the Act) 
governs SNFs while section 1919 (b) (6) (A) of the Act gov-
erns NFs. For further information refer to Medlearn Mat-
ters article number SE0418 at www.cms.hhs.gov/medlearn/
matters 

The federally mandated visit in a SNF and NF must be per-
formed by the physician except as otherwise permitted (42 
CFR 483.40 (c) (4)). The principal physician of record must 
append the modifier “-AI”, Principal Physician of Record, to 
the initial nursing facility care code. This modifier will iden-
tify the physician who oversees the patient’s care from other 
physicians who may be furnishing specialty care. All other 
physicians who perform an initial evaluation in the nursing 
facility may bill the initial nursing facility care code. The 
initial visit is defined in S&C-04-08 (see www.cms.hhs.gov/
medlearn/matters) as the initial comprehensive assessment 
visit during which the physician completes a thorough as-
sessment, develops a plan of care and writes or verifies admit-
ting orders for the nursing facility resident. For Survey and 
Certification requirements, a visit must occur no later than 
30 days after admission. 

Further, per the Long Term Care regulations at 42 CFR 
483.40 (c)(4) and (e) (2), in a SNF the physician may not 
delegate a task that the physician must personally perform. 
Therefore, as stated in S&C-04-08 the physician may not del-
egate the initial visit in a SNF.

The only exception, as to who performs the initial visit, relates 
to the NF setting. In the NF setting, a qualified NPP (i.e., a 
nurse practitioner (NP), physician assistant (PA), or a clinical 
nurse specialist (CNS)), who is not employed by the facility, 
may perform the initial visit when the State law permits this.) 
The evaluation and management (E/M) visit shall be within 
the State scope of practice and licensure requirements where 
the E/M visit is performed and the requirements for physician 
collaboration and physician supervision shall be met. 

Under Medicare Part B payment policy, other medically nec-
essary E/M visits may be performed and reported prior to 
and after the initial visit, if the medical needs of the patient 
require an E/M visit. A qualified NPP may perform medically 
necessary E/M visits prior to and after the initial visit if all the 
requirements for collaboration, general physician supervi-
sion, licensure and billing are met. 

The CPT Nursing Facility Services codes shall be used with 
place of service (POS) 31 (SNF) if the patient is in a Part A 
SNF stay. They shall be used with POS 32 (nursing facility) if 
the patient does not have Part A SNF benefits or if the patient 
is in a NF or in a non-covered SNF stay (e.g., there was no 
preceding 3-day hospital stay). The CPT Nursing Facility 
code definition also includes POS 54 (Intermediate Care Fa-
cility/Mentally Retarded) and POS 56 (Psychiatric Residen-
tial Treatment Center). For further guidance on POS codes 
and associated CPT codes refer to §30.6.14. 

Effective January 1, 2006, the Initial Nursing Facility Care 
codes 99301– 99303 are deleted. 

Beginning January 1, 2006, the new CPT codes, Initial Nurs-
ing Facility Care, per day, (99304 – 99306) shall be used to 
report the initial visit. Only a physician may report these 
codes for an initial visit performed in a SNF or NF (with the 
exception of the qualified NPP in the NF setting who is not 
employed by the facility and when State law permits, as ex-
plained above). 

A readmission to a SNF or NF shall have the same payment 
policy requirements as an initial admission in both the SNF 
and NF settings. 

A physician who is employed by the SNF/NF may perform 
the E/M visits and bill independently to Medicare Part B for 
payment. An NPP who is employed by the SNF or NF may 
perform and bill Medicare Part B directly for those services 
where it is permitted as discussed above. The employer of the 
PA shall always report the visits performed by the PA. A phy-
sician, NP or CNS has the option to bill Medicare directly or 
to reassign payment for his/her professional service to the 
facility. 

As with all E/M visits for Medicare Part B payment policy, the 
E/M documentation guidelines apply.

Medically Necessary Visits 

Qualified NPPs may perform medically necessary E/M visits 
prior to and after the physician’s initial federally mandated 
visit in both the SNF and NF. Medically necessary E/M visits 
for the diagnosis or treatment of an illness or injury or to 
improve the functioning of a malformed body member are 
payable under the physician fee schedule under Medicare 
Part B. A physician or NPP may bill the most appropriate 
initial nursing facility care code (CPT codes 99304-99306) or 
subsequent nursing facility care code (CPT codes 99307-
99310), even if the E/M service is provided prior to the initial 
federally mandated visit.

SNF Setting—Place of Service Code 31 

Following the initial visit by the physician, the physician may 
delegate alternate federally mandated physician visits to a 
qualified NPP who meets collaboration and physician super-
vision requirements and is licensed as such by the State and 
performing within the scope of practice in that State.

NF Setting—Place of Service Code 32 

Per the regulations at 42 CFR 483.40 (f), a qualified NPP, who 
meets the collaboration and physician supervision require-
ments, the State scope of practice and licensure require-
ments, and who is not employed by the NF, may at the option 
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of the State, perform the initial visit in a NF, and may per-
form any other federally mandated physician visit in a NF in 
addition to performing other medically necessary E/M visits.

Questions pertaining to writing orders or certification and 
recertification issues in the SNF and NF settings shall be ad-
dressed to the appropriate State Survey and Certification 
Agency departments for clarification.

B. Visits to Comply With Federal Regulations (42 CFR 
483.40 (c) (1)) in the SNF and NF

Payment is made under the physician fee schedule by Medi-
care Part B for federally mandated visits. Following the ini-
tial federally mandated visit by the physician or qualified 
NPP where permitted, payment shall be made for federally 
mandated visits that monitor and evaluate residents at least 
once every 30 days for the first 90 days after admission and 
at least once every 60 days thereafter. 

Effective January 1, 2006, the Subsequent Nursing Facility 
Care, per day, codes 99311– 99313 are deleted.

Beginning January 1, 2006, the new CPT codes, Subsequent 
Nursing Facility Care, per day, (99307 – 99310) shall be used 
to report federally mandated physician E/M visits and medi-
cally necessary E/M visits. 

Carriers shall not pay for more than one E/M visit performed 
by the physician or qualified NPP for the same patient on the 
same date of service. The Nursing Facility Services codes 
represent a “per day” service. 

The federally mandated E/M visit may serve also as a medi-
cally necessary E/M visit if the situation arises (i.e., the pa-
tient has health problems that need attention on the day the 
scheduled mandated physician E/M visit occurs). The physi-
cian/qualified NPP shall bill only one E/M visit. 

Beginning January 1, 2006, the new CPT code, Other Nursing 
Facility Service (99318), may be used to report an annual 
nursing facility assessment visit on the required schedule of 
visits on an annual basis. For Medicare Part B payment pol-
icy, an annual nursing facility assessment visit code may 
substitute as meeting one of the federally mandated physi-
cian visits if the code requirements for CPT code 99318 are 
fully met and in lieu of reporting a Subsequent Nursing Facil-
ity Care, per day, service (codes 99307 – 99310). It shall not 
be performed in addition to the required number of federally 
mandated physician visits. The new CPT annual assessment 
code does not represent a new benefit service for Medicare 
Part B physician services. 

Qualified NPPs, whether employed or not by the SNF, may 
perform alternating federally mandated physician visits, at 
the option of the physician, after the initial federally man-
dated visit by the physician in a SNF. 

Qualified NPPs in the NF setting, who are not employed by the 
NF and who are working in collaboration with a physician, 
may perform federally mandated physician visits, at the option 
of the State.

Medicare Part B payment policy does not pay for additional 
E/M visits that may be required by State law for a facility 
admission or for other additional visits to satisfy facility or 
other administrative purposes. E/M visits, prior to and after 

the initial federally mandated physician visit, that are reason-
able and medically necessary to meet the medical needs of 
the individual patient (unrelated to any State requirement or 
administrative purpose) are payable under Medicare Part B. 

C. Visits by Qualified Nonphysician Practitioners

All E/M visits shall be within the State scope of practice and 
licensure requirements where the visit is performed and all 
the requirements for physician collaboration and physician 
supervision shall be met when performed and reported by 
qualified NPPs. General physician supervision and employer 
billing requirements shall be met for PA services in addition 
to the PA meeting the State scope of practice and licensure 
requirements where the E/M visit is performed. 

Medically Necessary Visits

Qualified NPPs may perform medically necessary E/M visits 
prior to and after the physician’s initial visit in both the SNF 
and NF. Medically necessary E/M visits for the diagnosis or 
treatment of an illness or injury or to improve the function-
ing of a malformed body member are payable under the 
physician fee schedule under Medicare Part B. A physician or 
NPP may bill the most appropriate initial nursing facility 
care code (CPT codes 99304-99306) or subsequent nursing 
facility care code (CPT codes 99307-99310), even if the E/M 
service is provided prior to the initial federally mandated 
visit.

SNF Setting--Place of Service Code 31 

Following the initial visit by the physician, the physician may 
delegate alternate federally mandated physician visits to a 
qualified NPP who meets collaboration and physician super-
vision requirements and is licensed as such by the State and 
performing within the scope of practice in that State. 

NF Setting--Place of Service Code 32 

Per the regulations at 42 CFR 483.40 (f), a qualified NPP, who 
meets the collaboration and physician supervision require-
ments, the State scope of practice and licensure require-
ments, and who is not employed by the NF, may at the option 
of the State, perform the initial visit in a NF, and may per-
form any other federally mandated physician visit in a NF in 
addition to performing other medically necessary E/M visits. 

Questions pertaining to writing orders or certification and 
recertification issues in the SNF and NF settings shall be ad-
dressed to the appropriate State Survey and Certification 
Agency departments for clarification. 

D. Medically Complex Care

Payment is made for E/M visits to patients in a SNF who are 
receiving services for medically complex care upon discharge 
from an acute care facility when the visits are reasonable and 
medically necessary and documented in the medical record. 
Physicians and qualified NPPs shall report initial nursing fa-
cility care codes for their first visit with the patient. The 
principal physician of record must append the modifier “-AI” 
(Principal Physician of Record), to the initial nursing facility 
care code when billed to identify the physician who oversees 
the patient’s care from other physicians who may be furnish-
ing specialty care. Follow-up visits shall be billed subsequent 
nursing facility care visits.
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E. Incident to Services

Where a physician establishes an office in a SNF/NF, the “in-
cident to” services and requirements are confined to this 
discrete part of the facility designated as his/her office. “Inci-
dent to” E/M visits, provided in a facility setting, are not pay-
able under the Physician Fee Schedule for Medicare Part B. 
Thus, visits performed outside the designated “office” area in 
the SNF/NF would be subject to the coverage and payment 
rules applicable to SNF/NF setting and shall not be reported 
using the CPT codes for office or other outpatient visits or use 
place of service code 11. 

F. Use of the Prolonged Services Codes and Other Time-
Related Services

Beginning January 1, 2008, typical/average time units for  
E/M visits in the SNF/NF settings are reestablished. Medi-
cally necessary prolonged services for E/M visits (codes 
99356 and 99357) in a SNF or NF may be billed with the 
Nursing Facility Services in the code ranges (99304 – 99306, 
99307 – 99310 and 99318). 

Counseling and Coordination of Care Visits 

With the reestablishment of typical/average time units, medi-
cally necessary E/M visits for counseling and coordination of 
care, for Nursing Facility Services in the code ranges (99304 
– 99306, 99307 – 99310 and 99318) that are time-based ser-
vices, may be billed with the appropriate prolonged services 
codes (99356 and 99357).

G. Multiple Visits

The complexity level of an E/M visit and the CPT code billed 
must be a covered and medically necessary visit for each pa-
tient (refer to §§1862 (a)(1)(A) of the Act). Claims for an un-
reasonable number of daily E/M visits by the same physician 
to multiple patients at a facility within a 24-hour period may 
result in medical review to determine medical necessity for 
the visits. The E/M visit (Nursing Facility Services) represents 
a “per day” service per patient as defined by the CPT code. 
The medical record must be personally documented by the 
physician or qualified NPP who performed the E/M visit and 
the documentation shall support the specific level of E/M 
visit to each individual patient. 

H. Split/Shared E/M Visit

A split/shared E/M visit cannot be reported in the SNF/NF 
setting. A split/shared E/M visit is defined by Medicare Part B 
payment policy as a medically necessary encounter with a 
patient where the physician and a qualified NPP each person-
ally perform a substantive portion of an E/M visit face-to-face 
with the same patient on the same date of service. A substan-
tive portion of an E/M visit involves all or some portion of the 
history, exam or medical decision making key components of 
an E/M service. The physician and the qualified NPP must be 
in the same group practice or be employed by the same em-
ployer. The split/shared E/M visit applies only to selected E/M 
visits and settings (i.e., hospital inpatient, hospital outpa-
tient, hospital observation, emergency department, hospital 
discharge, office and non facility clinic visits, and prolonged 
visits associated with these E/M visit codes). The split/shared 
E/M policy does not apply to consultation services, critical 
care services or procedures. 

I. SNF/NF Discharge Day Management Service

Medicare Part B payment policy requires a face-to-face visit 
with the patient provided by the physician or the qualified NPP 
to meet the SNF/NF discharge day management service as de-
fined by the CPT code. The E/M discharge day management 
visit shall be reported for the date of the actual visit by the 
physician or qualified NPP even if the patient is discharged 
from the facility on a different calendar date. The CPT codes 
99315 – 99316 shall be reported for this visit. The Discharge 
Day Management Service may be reported using CPT code 
99315 or 99316, depending on the code requirement, for a pa-
tient who has expired, but only if the physician or qualified 
NPP personally performed the death pronouncement. 

30.6.14—Home Care and Domiciliary Care Visits (Codes 99324- 
99350)

(Rev. 775, Issued: 12-02-05, Effective: 01-01-06, Implementa-
tion: 01-03-06)

Physician Visits to Patients Residing in Various Places 
of Service

The American Medical Association’s Current Procedural 
Terminology (CPT) 2006 new patient codes 99324 – 99328 
and established patient codes 99334 - 99337 (new codes 
beginning January 2006), for Domiciliary, Rest Home (e.g., 
Boarding Home), or Custodial Care Services, are used to 
report evaluation and management (E/M) services to resi-
dents residing in a facility which provides room, board, and 
other personal assistance services, generally on a long-term 
basis. These CPT codes are used to report E/M services in 
facilities assigned places of service (POS) codes 13 (As-
sisted Living Facility), 14 (Group Home), 33 (Custodial 
Care Facility) and 55 (Residential Substance Abuse Facil-
ity). Assisted living facilities may also be known as adult 
living facilities. 

Physicians and qualified nonphysician practitioners (NPPs) 
furnishing E/M services to residents in a living arrange-
ment described by one of the POS listed above must use the 
level of service code in the CPT code range 99324 – 99337 
to report the service they provide. The CPT codes 99321 – 
99333 for Domiciliary, Rest Home (e.g., Boarding Home), 
or Custodial Care Services are deleted beginning January, 
2006. 

Beginning in 2006, reasonable and medically necessary, face-
to-face, prolonged services, represented by CPT codes 99354 
– 99355, may be reported with the appropriate companion 
E/M codes when a physician or qualified NPP, provides a 
prolonged service involving direct (face-to-face) patient con-
tact that is beyond the usual E/M visit service for a Domicili-
ary, Rest Home (e.g., Boarding Home) or Custodial Care 
Service. All the requirements for prolonged services at 
§30.6.15.1 must be met. 

The CPT codes 99341 through 99350, Home Services codes, 
are used to report E/M services furnished to a patient resid-
ing in his or her own private residence (e.g., private home, 
apartment, town home) and not residing in any type of con-
gregate/shared facility living arrangement including assisted 
living facilities and group homes. The Home Services codes 
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apply only to the specific 2-digit POS 12 (Home). Home Ser-
vices codes may not be used for billing E/M services provided 
in settings other than in the private residence of an individual 
as described above. 

Beginning in 2006, E/M services provided to patients residing 
in a Skilled Nursing Facility (SNF) or a Nursing Facility (NF) 
must be reported using the appropriate CPT level of service 
code within the range identified for Initial Nursing Facility 
Care (new CPT codes 99304 – 99306) and Subsequent Nurs-
ing Facility Care (new CPT codes 99307 – 99310). Use the 
CPT code, Other Nursing Facility Services (new CPT code 
99318), for an annual nursing facility assessment. Use CPT 
codes 99315 – 99316 for SNF/NF discharge services. The CPT 
codes 99301 – 99303 and 99311 – 99313 are deleted begin-
ning January, 2006. The Home Services codes should not be 
used for these places of service. 

The CPT SNF/NF code definition includes intermediate care 
facilities (ICFs) and long term care facilities (LTCFs). These 
codes are limited to the specific 2-digit POS 31 (SNF), 32 
(Nursing Facility), 54 (Intermediate Care Facility/Mentally 
Retarded) and 56 (Psychiatric Residential Treatment  
Center). 

The CPT nursing facility codes should be used with POS 31 
(SNF) if the patient is in a Part A SNF stay and POS 32 (nurs-
ing facility) if the patient does not have Part A SNF benefits. 
There is no longer a different payment amount for a Part A 
or Part B benefit period in these POS settings. 

30.6.14.1—Home Services (Codes 99341 - 99350)

(Rev. 1, 10-01-03)

B3-15515, B3-15066

A. Requirement for Physician Presence

Home services codes 99341-99350 are paid when they are 
billed to report evaluation and management services pro-
vided in a private residence. A home visit cannot be billed by 
a physician unless the physician was actually present in the 
beneficiary’s home. 

B. Homebound Status

Under the home health benefit the beneficiary must be con-
fined to the home for services to be covered. For home ser-
vices provided by a physician using these codes, the benefi-
ciary does not need to be confined to the home. The medical 
record must document the medical necessity of the home 
visit made in lieu of an office or outpatient visit. 

C. Fee Schedule Payment for Services to Homebound 
Patients under General Supervision

Payment may be made in some medically underserved areas 
where there is a lack of medical personnel and home health 
services for injections, EKGs, and venipunctures that are 
performed for homebound patients under general physician 
supervision by nurses and paramedical employees of physi-
cians or physician-directed clinics. Section 10 provides ad-
ditional information on the provision of services to home-
bound Medicare patients.

30.6.15—Prolonged Services and Standby Services (Codes 
99354 - 99360)

(Rev. 1, 10-01-03)

B3-15511-15511.3

30.6.15.1—Prolonged Services With Direct Face-to-Face Patient 
Contact Service (ZZZ codes)

(Rev. 2282, Issued: 08-26-11, Effective: 01-01-11, Implementa-
tion: 11-28-11)

A. Definition 

Prolonged physician services (CPT code 99354) in the office 
or other outpatient setting with direct face-to-face patient 
contact which require 1 hour beyond the usual service are 
payable when billed on the same day by the same physician 
or qualified nonphysician practitioner (NPP) as the compan-
ion evaluation and management codes. The time for usual 
service refers to the typical/average time units associated 
with the companion evaluation and management service as 
noted in the CPT code. Each additional 30 minutes of direct 
face-to-face patient contact following the first hour of pro-
longed services may be reported by CPT code 99355. 

Prolonged physician services (code 99356) in the inpatient 
setting, with direct face-to-face patient contact which require 
1 hour beyond the usual service are payable when they are 
billed on the same day by the same physician or qualified 
NPP as the companion evaluation and management codes. 
Each additional 30 minutes of direct face-to-face patient con-
tact following the first hour of prolonged services may be 
reported by CPT code 99357. 

Prolonged service of less than 30 minutes total duration on a 
given date is not separately reported because the work in-
volved is included in the total work of the evaluation and 
management codes. 

Code 99355 or 99357 may be used to report each additional 
30 minutes beyond the first hour of prolonged services, based 
on the place of service. These codes may be used to report the 
final 15 – 30 minutes of prolonged service on a given date, if 
not otherwise billed. Prolonged service of less than 15 min-
utes beyond the first hour or less than 15 minutes beyond the 
final 30 minutes is not reported separately. 

B. Required Companion Codes 

• The companion evaluation and management codes for 
99354 are the Office or Other Outpatient visit codes (99201 
- 99205, 99212 – 99215), the Domiciliary, Rest Home, or 
Custodial Care Services codes (99324 – 99328, 99334 – 
99337), the Home Services codes (99341 - 99345, 99347 – 
99350); 

• The companion codes for 99355 are 99354 and one of the 
evaluation and management codes required for 99354 to 
be used;

• The companion evaluation and management codes for 
99356 are the Initial Hospital Care codes and Subsequent 
Hospital Care codes (99221 - 99223, 99231 – 99233), Nurs-
ing Facility Services codes (99304 -99318) or 
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• The companion codes for 99357 are 99356 and one of the 
evaluation and management codes required for 99356 to 
be used. 

Prolonged services codes 99354 – 99357 are not paid unless 
they are accompanied by the companion codes as indicated.

C. Requirement for Physician Presence 

Physicians may count only the duration of direct face-to-face 
contact between the physician and the patient (whether the 
service was continuous or not) beyond the typical/average 
time of the visit code billed to determine whether prolonged 
services can be billed and to determine the prolonged ser-
vices codes that are allowable. In the case of prolonged office 
services, time spent by office staff with the patient, or time 
the patient remains unaccompanied in the office cannot be 
billed. In the case of prolonged hospital services, time spent 
reviewing charts or discussion of a patient with house medi-
cal staff and not with direct face-to-face contact with the 
patient, or waiting for test results, for changes in the patient’s 
condition, for end of a therapy, or for use of facilities cannot 
be billed as prolonged services. 

D. Documentation 

Documentation is not required to accompany the bill for 
prolonged services unless the physician has been selected for 
medical review. Documentation is required in the medical 
record about the duration and content of the medically nec-
essary evaluation and management service and prolonged 
services billed. The medical record must be appropriately 
and sufficiently documented by the physician or qualified 
NPP to show that the physician or qualified NPP personally 
furnished the direct face-to-face time with the patient speci-
fied in the CPT code definitions. The start and end times of 
the visit shall be documented in the medical record along 
with the date of service. 

E. Use of the Codes 

Prolonged services codes can be billed only if the total dura-
tion of all physician or qualified NPP direct face-to-face ser-
vice (including the visit) equals or exceeds the threshold time 
for the evaluation and management service the physician or 
qualified NPP provided (typical/average time associated with 
the CPT E/M code plus 30 minutes). If the total duration of 
direct face-to-face time does not equal or exceed the thresh-
old time for the level of evaluation and management service 
the physician or qualified NPP provided, the physician or 
qualified NPP may not bill for prolonged services. 

F. Threshold Times for Codes 99354 and 99355 (Office or 
Other Outpatient Setting) 

If the total direct face-to-face time equals or exceeds the 
threshold time for code 99354, but is less than the threshold 
time for code 99355, the physician should bill the evaluation 
and management visit code and code 99354. No more than 
one unit of 99354 is acceptable. If the total direct face-to-face 
time equals or exceeds the threshold time for code 99355 by 
no more than 29 minutes, the physician should bill the visit 
code 99354 and one unit of code 99355. One additional unit 

of code 99355 is billed for each additional increment of 30 
minutes extended duration. Contractors use the following 
threshold times to determine if the prolonged services codes 
99354 and/or 99355 can be billed with the office or other 
outpatient settings including domiciliary, rest home, or cus-
todial care services and home services codes.

Threshold Time for Prolonged Visit Codes 99354 and/or 99355

Billed with Office/Outpatient and Consultation Codes

Code Typical Time for 
Code

Threshold Time 
to Bill Code 

99354

Threshold Time 
to Bill Codes 
99354 and 

99355

99201 10  40  85

99202 20  50  95

99203 30  60 105

99204 45  75 120

99205 60  90 135

99212 10  40  85

99213 15  45  90

99214 25  55 100

99215 40  70 115

99324 20  50  95 

99325 30  60 105 

99326 45  75 120 

99327 60  90 135 

99328 75 105 150 

99334 15  45  90 

99335 25  55 100 

99336 40  70 115 

99337 60  90 135 

99341 20  50  95

99342 30  60 105

99343 45  75 120

99344 60  90 135

99345 75 105 150

99347 15  45  90

99348 25  55 100 

99349 40  70 115

99350 60  90 135

Add 30 minutes to the threshold time for billing codes 99354 
and 99355 to get the threshold time for billing code 99354 and 
2 units of code 99355. For example, to bill code 99354 and 2 
units of code 99355 when billing a code 99205, the threshold 
time is 150 minutes. 
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G. Threshold Times for Codes 99356 and 99357 (Inpa-
tient Setting)

(Inpatient Setting) If the total direct face-to-face time equals 
or exceeds the threshold time for code 99356, but is less than 
the threshold time for code 99357, the physician should bill 
the visit and code 99356. Contractors do not accept more 
than 1 unit of code 99356. If the total direct face-to-face time 
equals or exceeds the threshold time for code 99356 by no 
more than 29 minutes, the physician bills the visit code 
99356 and one unit of code 99357. One additional unit of 
code 99357 is billed for each additional increment of 30 min-
utes extended duration. Contractors use the following thresh-
old times to determine if the prolonged services codes 99356 
and/or 99357 can be billed with the office/outpatient visit and 
consultation codes. 

Threshold Time for Prolonged Visit Codes 99356 and/or 99357

Billed with Office/Outpatient and Consultation Codes

Code Typical Time for 
Code

Threshold Time 
to Bill Code 

99356

Threshold Time 
to Bill Codes 
99356 and 

99357

99221  30  60 105

92222  50  80  125

99223  70 100  145

99231  15  45   90

99232  25  55  100

Add 30 minutes to the threshold time for billing codes 99356 
and 99357 to get the threshold time for billing code 99356 
and two units of 99357. 

H. Prolonged Services Associated With Evaluation and 
Management Services Based on Counseling and/or 
Coordination of Care (Time-Based) 

When an evaluation and management service is dominated 
by counseling and/or coordination of care (the counseling 
and/or coordination of care represents more than 50% of the 
total time with the patient) in a face-to-face encounter be-
tween the physician or qualified NPP and the patient in the 
office/clinic or the floor time (in the scenario of an inpatient 
service), then the evaluation and management code is se-
lected based on the typical/average time associated with the 
code levels. The time approximation must meet or exceed the 
specific CPT code billed (determined by the typical/average 
time associated with the evaluation and management code) 
and should not be “rounded” to the next higher level. 

In those evaluation and management services in which the 
code level is selected based on time, prolonged services may 
only be reported with the highest code level in that family of 
codes as the companion code.

I. Examples of Billable Prolonged Services

EXAMPLE 1

A physician performed a visit that met the definition of visit 
code 99213 and the total duration of the direct face-to-face 
services (including the visit) was 65 minutes. The physician 
bills code 99213 and 1 unit of code 99354. 

EXAMPLE 2

A physician performed a visit that met the definition of a 
domiciliary, rest home care visit code 99327 and the total 
duration of the direct face-to-face contact (including the 
visit) was 140 minutes. The physician bills codes 99327, 
99354, and one unit of code 99355.

EXAMPLE 3 

A physician performed an office visit to an established pa-
tient that was predominantly counseling, spending 75 min-
utes (direct face-to-face) with the patient. The physician 
should report CPT code 99215 and one unit of code 99354.

J. Examples of Nonbillable Prolonged Services

EXAMPLE 1

A physician performed a visit that met the definition of visit 
code 99212 and the total duration of the direct face-to-face 
contact (including the visit) was 35 minutes. The physician 
cannot bill prolonged services because the total duration of 
direct face-to-face service did not meet the threshold time for 
billing prolonged services.

EXAMPLE 2

A physician performed a visit that met the definition of code 
99213 and, while the patient was in the office receiving treat-
ment for 4 hours, the total duration of the direct face-to-face 
service of the physician was 40 minutes. The physician can-
not bill prolonged services because the total duration of di-
rect face-to-face service did not meet the threshold time for 
billing prolonged services.

EXAMPLE 3 

A physician provided a subsequent office visit that was pre-
dominantly counseling, spending 60 minutes (face-to-face) 
with the patient. The physician cannot code 99214, which 
has a typical time of 25 minutes, and one unit of code 99354. 
The physician must bill the highest level code in the code 
family (99215 which has 40 minutes typical/average time 
units associated with it). The additional time spent beyond 
this code is 20 minutes and does not meet the threshold time 
for billing prolonged services. io
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30.6.15.2—Prolonged Services Without Direct Face-to-Face 
Patient Contact Service (Codes 99358 - 99359)

(Rev. 1490, Issued: 04-11-08, Effective: 07-01-08, Implementa-
tion: 07-07-08) 

Contractors may not pay prolonged services codes 99358 and 
99359, which do not require any direct patient face-to-face 
contact (e.g., telephone calls). Payment for these services is 
included in the payment for direct face-to-face services that 
physicians bill. The physician cannot bill the patient for these 
services since they are Medicare covered services and pay-
ment is included in the payment for other billable services.

30.6.15.3—Physician Standby Service (Code 99360)  
(Rev. 1, 10-01-03)

Standby services are not payable to physicians. Physicians may 
not bill Medicare or beneficiaries for standby services. Payment 
for standby services is included in the Part A payment to the 
facility. Such services are a part of hospital costs to provide 
quality care. If hospitals pay physicians for standby services, 
such services are part of hospital costs to provide quality care. 

30.6.15.4 – Power Mobility Devices (PMDs) (Code G0372)

(Rev. 748, Issued: 11-04-05; Effective/Implementation Dates: 
10-25-05)

Section 302(a)(2)(E)(iv) of the Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003 (MMA) sets 
forth revised conditions for Medicare payment of Power Mo-
bility Devices (PMDs). This section of the MMA states that 
payment for motorized or power wheelchairs may not be 
made unless a physician (as defined in §1861(r)(1) of the Act), 
a physician assistant, nurse practitioner, or a clinical nurse 
specialist (as those terms are defined in §1861(aa)(5)) has 
conducted a face-to-face examination of the beneficiary and 
written a prescription for the PMD. 

Payment for the history and physical examination will be 
made through the appropriate evaluation and management 
(E&M) code corresponding to the history and physical ex-
amination of the patient. Due to the MMA requirement that 
the physician or treating practitioner create a written pre-
scription and a regulatory requirement that the physician or 
treating practitioner prepare pertinent parts of the medical 
record for submission to the durable medical equipment sup-
plier, code G0372 (physician service required to establish and 
document the need for a power mobility device) has been 
established to recognize additional physician services and 
resources required to establish and document the need for 
the PMD. 

The G code indicates that all of the information necessary to 
document the PMD prescription is included in the medical 
record, and the prescription and supporting documentation 
is delivered to the PMD supplier within 30 days after the face-
to-face examination. 

Effective October 25, 2005, G0372 will be used to recognize 
additional physician services and resources required to es-
tablish and document the need for the PMD and will be 
added to the Medicare physician fee schedule. 

30.6.16—Case Management Services (Codes 99362  
and 99371 - 99373)

(Rev. 1, 10-01-03)

B3-15512

A. Team Conferences

Team conferences (codes 99361-99362) may not be paid 
separately. Payment for these services is included in the pay-
ment for the services to which they relate. 

B. Telephone Calls

Telephone calls (codes 99371-99373) may not be paid separately. 
Payment for telephone calls is included in payment for billable 
services (e.g., visit, surgery, diagnostic procedure results).  

70—Payment Conditions for Radiology Services

(Rev. 1, 10-01-03)

B3-15022

See chapter 13, for claims processing instructions for radi-
ology.

90—Physicians Practicing in Special Settings

(Rev. 1, 10-01-03)

90.1—Physicians in Federal Hospitals

(Rev. 1, 10-01-03)

B3-2020.5

There are many physicians performing services in hospitals 
operated by the Federal Government, e.g., military, Veterans 
Administration, and Public Health Service hospitals. Nor-
mally Medicare does not pay for the services provided by a 
physician in a Federal hospital except when the hospital pro-
vides services to the public generally as a community institu-
tion. Such a physician working in the scope of his Federal 
employment may be considered as coming within the statu-
tory definition of physician even though he may not have a 
license to practice in the State in which he is employed. 

90.2—Physician Billing for End-Stage Renal Disease Services

(Rev. 1, 10-01-03)

See the Medicare Benefit Policy Manual, Chapter 11, for a 
description of ESRD policy. 

See chapter 8, for billing requirements for physicians and 
facilities. 

90.2.1—Inpatient Hospital Visits With Dialysis Patients

(Rev. 1, 10-01-03)

B3-15062-15062.1

Global billing practices that involve the submission of charges 
for each day that a patient is hospitalized are allowed. There-
fore, carriers may make payment for inpatient hospital visits 
that are specified relative to time, place, day, and services 

io
m

 1
00

-0
4 

 c
h

a
pt

er
 1

2

IOM-9781455745272.indd   143 11/14/12   8:21 AM

To protect the rights of the author(s) and publisher we inform you that this PDF is an uncorrected proof for internal business use only by the author(s), editor(s), reviewer(s), Elsevier and 
typesetter Graphic World. It is not allowed to publish this proof online or in print.  This proof copy is the copyright property of the publisher and is confidential until formal publication.



144

directly provided to inpatients. This guideline may, however, 
differ with respect to daily visit charges for inpatient hospital 
visits with dialysis inpatients. When an ESRD patient is hos-
pitalized, the hospitalization may or may not be due to a  
renal-related condition. In either case, the patient must con-
tinue to be dialyzed. 

Chapter 8 provides policy and payment instructions for 
physicians’ services furnished to dialysis inpatients. It also 
provides instructions for billing physicians’ renal-related 
medical services furnished on dialysis days and for dialysis 
and evaluation and management services performed on the 
same day. 

90.3—Physicians’ Services Performed in Ambulatory Surgical 
Centers (ASC)

(Rev. 1604, Issued: 09-26-08, Effective: 01-08-08, Implementa-
tion: 01-05-09)

See Chapter 14, for a description of services that may be 
billed by an ASC and services separately billed by physi-
cians. 

The ASC payment does not include the professional services 
of the physician. These are billed separately by the physician. 
Physicians’ services include the services of anesthesiologists 
administering or supervising the administration of anesthe-
sia to ASC patients and the patients’ recovery from the anes-
thesia. The term physicians’ services also includes any rou-
tine pre- or postoperative services, such as office visits, 
consultations, diagnostic tests, removal of stitches, changing 
of dressings, and other services which the individual physi-
cian usually performs. 

The physician must enter the place of service code (POS) 24 
on the claim to show that the procedure was performed in 
an ASC. 

The carrier pays the “facility” fee from the MPFSDB to the 
physician. The facility fee is for services done in a facility 
other than the physician’s office and is less then the nonfacil-
ity fee for services performed in the physician’s office. 

90.4—Billing and Payment in a Health Professional Shortage 
Area (HPSA)

(Rev. 1273; Issued: 06-29-07; Effective/Implementation Dates: 
10-01-07)

In accordance with §1833(m) of the Act, physicians who pro-
vide covered professional services in any rural or urban 
HPSA are entitled to an incentive payment. Beginning Janu-
ary 1, 1989, physicians providing services in certain classes of 
rural HPSAs were entitled to a 5-percent incentive payment. 
Effective January 1, 1991, physicians providing services in 
either rural or urban HPSAs are eligible for a 10-percent in-
centive payment. 

Eligibility for receiving the 10 percent bonus payment is 
based on whether the specific location at which the service is 
furnished is within an area that is designated (under section 
332(a)(1)(A) of the Public Health Services Act) as a HPSA. 
The Health Resources and Services Administration (HRSA), 
within the Department of Health & Human Services, is re-
sponsible for designating shortage areas. 

HRSA designates three types of HPSAs: geographic, popu-
lation, and facility-based. Geographic-based HPSAs are ar-
eas with shortages of primary care physicians, dentists or 
psychiatrists. Population-based HPSAs are designations 
based on underserved populations within an area. Facility-
based HPSAs are designations based on a public or non-
profit private facility that is providing services to an under-
served area or population and has an insufficient capacity 
to meet their needs. 

Section 1833(m) of the Social Security Act (the Act) pro-
vides incentive payments for physicians who furnish ser-
vices in areas designated as HPSAs under section 332 
(a)(1)(A) of the Public Health Service (PHS) Act. This sec-
tion of the PHS Act pertains to geographic-based HPSAs. 
Consequently, Medicare incentive payments are available 
only in geographic HPSAs. 

Although section 1833(m) of the Act provides the authority to 
recognize the three types of geographic-based HPSAs (pri-
mary medical care, dental and mental health), only physi-
cians, including psychiatrists, furnishing services in a pri-
mary medical care HPSA are eligible to receive bonus 
payments. In addition, effective for claims with dates of ser-
vice on or after July 1, 2004, psychiatrists furnishing services 
in mental health HPSAs are eligible to receive bonus pay-
ments. CMS does not recognize dental HPSAs for the bonus 
payment program. 

It is not enough for the physician merely to have his/her of-
fice or primary service location in a HPSA, nor must the 
beneficiary reside in a HPSA, although frequently this will be 
the case. The key to eligibility is where the service is actually 
provided (place of service). For example, a physician provid-
ing a service in his/her office, the patient’s home, or in a 
hospital qualifies for the incentive payment as long as the 
specific location of the service is within an area designated as 
a HPSA. On the other hand, a physician may have an office 
in a HPSA but go outside the office (and the designated HPSA 
area) to provide the service. In this case, the physician would 
not be eligible for the incentive payment. Carrier responsi-
bilities include: 

Informing the physician community of these provisions; 
Providing a link to the CMS Web site to access the HPSA automated ZIP 
code files; 
Providing a direct link to HRSA’s HPSA database 
Modifying the claims processing system to recognize and appropriately 
handle eligible claims; 
Paying physicians the incentive payments; and 
Performing post-payment reviews of samples of paid claims submitted 
using the AQ modifier. 

90.4.1 – Provider Education

(Rev. 1639, Issued: 11-21-08, Effective: 01-01-09, Implemen-
tation: 01-05-09)

ZIP Code files for the automated payment of the HPSA bonus 
payment will be developed and updated annually. Effective 
for claims with dates of service on or after January 1, 2009, 
only services provided in areas that are designated as of De-
cember 31 of the prior year are eligible for the HPSA bonus 
payment. Physicians providing services in areas that were 
designated as of December 31 of the prior year but not on the 
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automated file may use the AQ modifier. Only services pro-
vided in areas that were designated as of December 31 of the 
prior year but not on the automated file may use the modifier. 
Services provided in areas that are designated throughout the 
year will not be eligible for the HPSA bonus payment until 
the following year, provided they are still designated on De-
cember 31. Services provided in areas that are de-designated 
throughout the year will continue to be eligible for the HPSA 
bonus through the end of the calendar year.

CMS will post on its Web site ZIP codes that are eligible to 
automatically receive the bonus payment as well as infor-
mation on how to determine when the modifier is needed 
to receive the bonus payment. Through regularly scheduled 
bulletins and list servs, carriers must notify all physicians 
to verify their ZIP code eligibility via the CMS Web site or 
the HRSA Web site for the area where they provide physi-
cian services. 

90.4.1.1 – Carrier Web Pages

(Rev. 1273; Issued: 06-29-07; Effective/Implementation Dates: 
10-01-07)

Carrier Web pages shall direct the physician community to a 
direct link to the CMS Web site to access the automated 
HPSA bonus payment files, and a direct link to the HRSA/
HPSA designations database. 

90.4.2—HPSA Designations

(Rev. 1639, Issued: 11-21-08, Effective: 01-01-09, Implemen-
tation: 01-05-09)

HPSA designations are made by the Health Resources and 
Services Administration’s Division of Shortage Designation 
(DSD). An automated file of areas eligible for the HPSA 
bonus payment will be updated on an annual basis and will 
be effective for services rendered with dates of service on or 
after January 1 of each calendar year. Physicians may only 
use the AQ modifier for services furnished in an area that 
was designated as of December 31 of the prior year. This 
information can be downloaded from the HRSA Web site.

Carriers will be informed of the availability of the file and the 
file name via an email notice. Carriers will automatically pay 
bonuses for services rendered in ZIP Code areas that fully fall 
within a designated primary care or mental health full county 
HPSA; are considered to fully fall in the county based on a 
determination of dominance made by the United States 
Postal Service (USPS); or are fully within a partial county 
HPSA area. Should a ZIP Code fall within both a primary 
care and mental health HPSA, only one bonus will be paid on 
the service. Bonuses for mental health HPSAs will only be 
paid when performed by the provider specialty of 26 – psy-
chiatry. 

For services rendered in ZIP Code areas that do not fall 
within a designated full county HPSA; are not considered to 
fall within the county based on a determination of domi-
nance made by the USPS; or are partially within a partial 
county HPSA, physicians must still submit a AQ modifier to 
receive payment. 

To determine whether a modifier is needed, physicians must 
review the information provided on the CMS Web or the 
HRSA Web site for HPSA designations to determine if the 
location where they render services is, indeed, within a HPSA 
bonus area. Physicians may also base the determinations on 
letters of designations received from HRSA. They must be 
prepared to provide these letters as documentation upon the 
request of the carrier and should verify the eligibility of their 
area for a bonus with their carrier before submitting services 
with a HPSA modifier. 

For services rendered in ZIP Code areas that cannot auto-
matically receive the bonus, it will be necessary to know the 
census tract of the area to determine if a bonus should be 
paid and a modifier submitted. Census tract data can be re-
trieved by visiting the U.S. Census Bureau website at www.
Census.gov or the Federal Financial Institutions Examina-
tion Council (FFIEC) website at www.ffiec.gov/geocode/de-
fault.htm. Instructions on how to use these web sites can be 
found on the CMS web site at http://new.cms.hhs.gov/ 
HPSAPSAPhysicianBonuses. Neither CMS nor the Medicare 
carriers can provide information on the functionality of these 
Web sites. 

90.4.3—Claims Coding Requirements 

(Rev. 608, Issued: 07-22-05; Effective: 01-01-06; Implementa-
tion: 01-03-06)

For services with dates of service prior to January 1, 2005, 
physicians must indicate that their services were provided in 
an incentive-eligible rural or urban HPSA by using one of the 
following modifiers: 

QB—physician providing a service in a rural HPSA; or 
QU—physician providing a service in an urban HPSA. 

Effective for claims with dates of service on or after January 
1, 2006, the QB and QU modifiers will no longer be ac-
cepted. Claims with prior dates of service must still be sub-
mitted with those modifiers. The AQ modifier, Physician 
providing a service in a Health Professional Shortage Area 
(HPSA), will replace the QB and QU modifiers and will be 
effective for claims with dates of service on or after January 
1, 2006. 

For services with dates of service on or after January 1, 2005, 
the bonus will automatically be paid without the submission 
of a modifier for the following: 

• When services are provided in a zip code area that fully 
falls within a full county HPSA. 

• When services are provided in a zip code area that partially 
falls within a full county HPSA and has been determined to 
be dominant for the county by the USPS; and 

• When services are provided within a zip code that fully 
falls within a partial county HPSA. 

The submission of the QB or QU modifier, or the AQ modifier 
for claims with dates of service on or after January 1, 2006, 
will be required for the following: 

• When services are provided in zip code areas that do not 
fully fall within a designated full county HPSA bonus 
area. 
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• When services are provided in a zip code area that partially 
falls within a full county HPSA but is not considered to be 
in that county based on the dominance decision made by 
the USPS. 

• When services are provided in a zip code area that partially 
falls within a partial county HPSA. 

• When services are provided in a zip code area that was not 
included in the automated file based on the date of the data 
run used to create the file. 

In order to be considered for the bonus payment, the name, 
address, and zip code of where the service was rendered must 
be included on all electronic and paper claims submissions. 

90.4.4—Payment 

(Rev. 2040, Issued: 08-27-10, Effective: 01-01-11 and 04-04-11, 
Implementation: 01-03-11 for the claim identification of the 
incentive and 04-04-11 for full implementation)

B3-3350.4 

The incentive payment is 10 percent of the amount actually 
paid, not the approved amount. Contractors pay the incentive 
payment for services identified on either assigned or unas-
signed claims. 

They do not include the incentive payment with each claim 
payment. Contractors should: 

• Establish a quarterly schedule for issuing incentive pay-
ments. These payments are taxable and must be reported 
to the IRS; and

• Prepare a special incentive remittance to accompany each 
payment. Include a line item for each assigned claim repre-
sented in the incentive check and a “summary” item show-
ing the number of unassigned claims represented. Claims 
should be identified as HPSA physician, Scarcity, HSIP and/
or PCIP in the summary. The sum of the line items and the 
“summary” item should equal the amount of the check. 

90.4.5—Services Eligible for HPSA and Physician Scarcity 
Bonus Payments 

(Rev. 906, Issued: 04-14-06, Effective: 07-01-06, Implementa-
tion: 07-03-06) 

A. Information in the Professional Component/Technical 
Component (PC/TC) Indicator Field of the Medicare Phy-
sician Fee Schedule Database 

Carriers use the information in the Professional Compo-
nent/Technical Component (PC/TC) indicator field of the 
Medicare Physician Fee Schedule Database to identify pro-
fessional services eligible for HPSA and physician scarcity 
bonus payments. The following are the rules to apply in 
determining whether to pay the bonus on services furnished 
within a geographic HPSA or physician scarcity bonus 
area.

Should carriers receive notification from physicians that 
they have chosen to forego the bonus payments, the carriers 
shall make no bonus payments to that physician for any 
service.

PC/TC 
Indicator Bonus Payment Policy

0 Pay bonus

1 Globally billed. Only the professional component of this ser-
vice qualifies for the bonus payment. The bonus cannot be 
paid on the technical component of globally billed services. 

ACTION: Effective for claims received prior to October 1, 
2005, carriers return the service as unprocessable and notify 
the physician that the professional component must be re-
billed if it is performed within a qualifying bonus area. If the 
technical component is the only component of the service 
that was performed in the bonus area, there wouldn’t be a 
qualifying service. 

Effective for claims received on or after October 1, 2005, 
carriers shall accept claims with services with a PC/TC 
indicator of 1 that are eligible for the HPSA or PSA bonus. 
They shall pay the bonus only on the professional component 
of the service.

1  Professional Component (modifier 26). Carriers pay the bonus.

1 Technical Component (modifier TC). Carriers do not pay the 
bonus.

2 Professional Component only. Carriers pay the bonus. 

3 Technical Component only. Carriers do not pay the bonus. 

4 Global test only. Only the professional component of this 
service qualifies for the bonus payment. 

ACTION: Effective for claims received prior to July 1, 2006, 
carriers return the service as unprocessable. They instruct 
the provider to re-bill the service as separate professional 
and technical component procedure codes. 

Effective for claims received on or after July 1, 2006, except 
for 93015, carriers shall accept claims with services with a 
PC/TC indicator of 4 that are eligible for the HPSA or PSA 
bonus. They shall pay the bonus only on the associated 
professional component of the service. Since 93015 has two 
associated professional components, carriers will not be able 
to make a determination as to which would be the correct 
component to use to calculate the bonuses. Therefore, 
carriers shall continue to treat 93015 as unprocessable.

5 Incident to codes. Carriers do not pay the bonus. 

6 Laboratory physician interpretation codes. Carriers pay the 
bonus. 

7 Physical therapy service. Carriers do not pay the bonus.

8 Physician interpretation codes. Carriers pay the bonus. 

9 Concept of PC/TC does not apply. Carriers do not pay the 
bonus.

NOTE: Codes that have a status of “X” on the Medicare 
Physician Fee Schedule Database (MFSDB) have 
been assigned PC/TC indicator 9 and are not 
considered physician services for MFSDB payment 
purposes. Therefore, neither the HPSA bonus 
payment nor the physician scarcity area will be paid 
for these codes.
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B. Anesthesia Codes (CPT Codes 00100 Through 01999) 
That Do Not Appear on the MFSDB 

Anesthesia codes (CPT codes 00100 through 01999) do not 
appear on the MFSDB. However, when a medically necessary 
anesthesia service is furnished within a HPSA or physician 
scarcity area by a physician, a HPSA bonus and/or physician 
scarcity bonus is payable. 

To claim a bonus payment for anesthesia, physicians bill 
codes 00100 through 01999 with modifiers QY, QK, AD, AA, 
or GC to signify that the anesthesia service was performed by 
a physician along with the QB or QU modifier or the AQ 
modifier for claims with dates of service on or after January 
1, 2006, when required per §90.4.3 or the AR modifier as re-
quired per §90.5.3. 

C. Mental Health Services 

Physicians’ professional mental health services rendered by 
the provider specialty of 26—psychiatry, are eligible for a 
HPSA bonus when rendered in a mental health HPSA. The 
service must have a PC/TC designation per the chart above. 
Should a zip code fall within both a primary care and mental 
health HPSA, only one bonus must be paid on the service. 

90.4.6—Remittance Messages

(Rev. 280, Issued 08-13-04, Effective/Implementation: Octo-
ber 1, 2004 for the analysis and design phases for the MCS 
Maintainer and Contractors, January 1, 2005 for the coding, 
testing, and implementation phases for the MCS Maintainer 
and Contractors, January 1, 2005 for all phases for the VIPS 
Maintainers and Contractors)

B3-3350.6

Carriers use the following messages for services on which the 
HPSA/physician scarcity bonus is claimed.

A. Services Where the HPSA/Physician Scarcity Bonus 
Can Only Be Paid on a Portion of the Billed Service at the 
Service/Line Level

Claim adjustment reason code 16, “Claim/service lacks infor-
mation which is needed for adjudication. Additional infor-
mation is supplied using remittance advice remarks codes 
whenever appropriate.”

Line level remark code M73, “The HPSA/Physician Scarcity 
bonus can only be paid on the professional component of this 
service. Rebill as separate professional and technical compo-
nents.”

B. Services That Are Not Eligible for HPSA/Physician 
Scarcity Payments at the Service/Line Level

Line level remark code M74, “This service does not qualify 
for a HPSA/Physician Scarcity bonus payment.”

NOTE: This is an informational message only.

90.4.7 – Post-payment Review

(Rev. 608, Issued: 07-22-05; Effective: 01-01-06; Implementa-
tion: 01-03-06)

On a post-payment basis, services submitted with the QB or 
QU modifier, or the AQ modifier for claims with dates of ser-
vice on or after January 1, 2006, will be subject to validation.

90.4.8—Reporting

(Rev. 1, 10-01-03)

B3-3350.8, B3-13320, B3-13320.1, B3-13322.3

Reporting instructions are included in Chapter 6 of the Medi-
care Financial Management Manual.

90.4.9—HPSA Incentive Payments for Physician Services 
Rendered in a Critical Access Hospital (CAH)

(Rev. 608, Issued: 07-22-05; Effective: 01-01-06; Implementa-
tion: 01-03-06)

If a CAH electing the Optional Method (Method II) is located 
within a mental health HPSA, the psychiatrists providing 
(outpatient) professional services in the CAH are eligible for 
the Mental Health and Primary Care HPSA bonus payments. 
When billing for this service, the CAH must bill using Reve-
nue code 961 plus the applicable HCPCS. This Mental Health 
HPSA bonus will be paid to the CAH on a quarterly basis by 
the FI. If an area is designated as both a mental health HPSA 
and a primary medical HPSA, only one 10% bonus will be 
paid for the service.

Refer to §250.2 in the Claims Processing Manual, Chapter 4 
for additional information.

90.4.10 – Administrative and Judicial Review

(Rev. 280, Issued 08-13-04, Effective/Implementation: Octo-
ber 1, 2004 for the analysis and design phases for the MCS 
Maintainer and Contractors, January 1, 2005 for the coding, 
testing, and implementation phases for the MCS Maintainer 
and Contractors, January 1, 2005 for all phases for the VIPS 
Maintainers and Contractors)

Per Section 413(b)(1) of the Medicare Prescription Drug, 
Improvement, and Modernization Act of 2003, there 
shall be no administrative or judicial review respecting:

• The identification of a county or area;
• The assignment of a specialty of any physician;
• The assignment of a physician to a county; or
• The assignment of a postal zip code to a county or other 

area.

170—Clinical Psychologist Services 

(Rev. 1, 10-01-03) 

B3-2150 

See Medicare Benefit Policy Manual, Chapter 15, for general 
coverage requirements. 

Direct payment may be made under Part B for professional 
services. However, services furnished incident to the profes-
sional services of CPs to hospital patients remain bundled. 
Therefore, payment must continue to be made to the hospital 
(by the FI) for such “incident to” services. 

170.1—Payment 

(Rev. 1843, Issued: 10-30-09, Effective: 01-01-10, Implementa-
tion: 01-04-10)

All covered therapeutic services furnished by qualified CPs 
are subject to the outpatient mental health services limitation 
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(the limitation). Generally, the limitation does not apply to 
diagnostic services. Refer to §210 below for a discussion of 
the outpatient mental health limitation. 

Payment for the services of CPs is made on the basis of a fee 
schedule or the actual charge, whichever is less, and only on 
the basis of assignment. 

CPs are identified by specialty code 68 and provider type 27. 
Modifier “AH” is required on CP services. 

190—Medicare Payment for Telehealth Services

(Rev. 1, 10-01-03)

A3-3497, A3-3660.2, B3-4159, B3-15516

190.1—Background

(Rev. 1635, Issued: 11-14-08, Effective: 01-01-09, Implemen-
tation: 01-05-09)

Section 223 of the Medicare, Medicaid and SCHIP Benefits 
Improvement and Protection Act of 2000 (BIPA) - Revision of 
Medicare Reimbursement for Telehealth Services amended 
§1834 of the Act to provide for an expansion of Medicare pay-
ment for telehealth services. 

Effective October 1, 2001, coverage and payment for Medi-
care telehealth includes consultation, office visits, individual 
psychotherapy, and pharmacologic management delivered 
via a telecommunications system. Eligible geographic areas 
include rural health professional shortage areas (HPSA) and 
counties not classified as a metropolitan statistical area 
(MSA). Additionally, Federal telemedicine demonstration 
projects as of December 31, 2000, may serve as the originat-
ing site regardless of geographic location. 

An interactive telecommunications system is required as a 
condition of payment; however, BIPA does allow the use of 
asynchronous “store and forward” technology in delivering 
these services when the originating site is a Federal tele-
medicine demonstration program in Alaska or Hawaii. BIPA 
does not require that a practitioner present the patient for 
interactive telehealth services. 

With regard to payment amount, BIPA specified that pay-
ment for the professional service performed by the distant 
site practitioner (i.e., where the expert physician or practitio-
ner is physically located at time of telemedicine encounter) is 
equal to what would have been paid without the use of tele-
medicine. Distant site practitioners include only a physician 
as described in §1861(r) of the Act and a medical practitioner 
as described in §1842(b)(18)(C) of the Act. BIPA also ex-
panded payment under Medicare to include a $20 originating 
site facility fee (location of beneficiary). 

Previously, the Balanced Budget Act of 1997 (BBA) limited 
the scope of Medicare telehealth coverage to consultation 
services and the implementing regulation prohibited the use 
of an asynchronous, ‘store and forward’ telecommunications 
system. BBA 1997 also required the professional fee to be 
shared between the referring and consulting practitioners, 
and prohibited Medicare payment for facility fees and line 
charges associated with the telemedicine encounter. 

BIPA required that Medicare Part B (Supplementary Medical 
Insurance) pay for this expansion of telehealth services be-
ginning with services furnished on October 1, 2001. 

Section 149 of the Medicare Improvements for Patients and 
Providers Act of 2008 (MIPPA) amended §1834 of the Act to 
add certain entities as originating sites for payment of tele-
health services. Effective for services furnished on or after 
January 1, 2009, eligible originating sites include a hospital-
based or critical access hospital-based renal dialysis center 
(including satellites); a skilled nursing facility (as defined in 
§1819(a) of the Act); and a community mental health center 
(as defined in §1861(ff)(3)(B) of the Act). MIPPA also amended 
§1888(e)(2)(A)(ii) of the Act to exclude telehealth services 
furnished under §1834(m)(4)(C)(ii)(VII) from the consoli-
dated billing provisions of the skilled nursing facility pro-
spective payment system (SNF PPS). 

NOTE: MIPPA did not add independent renal dialysis facili-
ties as originating sites for payment of telehealth services.

The telehealth provisions authorized by §1834(m) of the Act 
are implemented in 42 CFR 410.78 and 414.65. 

190.2—Eligibility Criteria

(Rev. 1635, Issued: 11-14-08, Effective: 01-01-09, Implemen-
tation: 01-05-09)

1. Beneficiaries eligible for telehealth services 

Medicare beneficiaries are eligible for telehealth services only 
if they are presented from an originating site located in either 
a rural health professional shortage area (HPSA) as defined 
by §332(a)(1) (A) of the Public Health Services Act or in a 
county outside of a MSA as defined by §1886(d)(2)(D) of  
the Act. 

2. Exception to rural HPSA and non MSA geographic re-
quirements 

Entities participating in a Federal telemedicine demonstra-
tion project that were approved by or were receiving funding 
from the Secretary of Health and Human Services as of De-
cember 31, 2000, qualify as originating sites regardless of 
geographic location. Such entities are not required to be in a 
rural HPSA or non- MSA. 

3. Originating site defined 

The term originating site means the location of an eligible 
Medicare beneficiary at the time the service being furnished 
via a telecommunications system occurs. Originating sites 
authorized by law are listed below: 

The office of a physician or practitioner; 
A hospital (inpatient or outpatient); 
A critical access hospital (CAH); 
A rural health clinic (RHC); and 
A federally qualified health center (FQHC); 
A hospital-based or critical access hospital-based renal dialysis center 
(including satellites) (effective January 1, 2009); 
A skilled nursing facility (SNF) (effective January 1, 2009); and 
A community mental health center (CMHC) (effective January 1, 2009). 

NOTE: Independent renal dialysis facilities are not eligible 
originating sites.

For asynchronous, store and forward telecommunications 
technologies, an originating site is only a Federal telemedi-
cine demonstration program conducted in Alaska or Ha-
waii. 
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190.3—List of Medicare Telehealth Services

(Rev. 2354, Issued: 11-18-11, Effective: 01-01-12, Implementa-
tion: 01-03-12)

The use of a telecommunications system may substitute for 
an in-person encounter for professional consultations, office 
visits, office psychiatry services, and a limited number of 
other physician fee schedule (PFS) services. The various ser-
vices and corresponding current procedure terminology 
(CPT) or Healthcare Common Procedure Coding System 
(HCPCS) codes are listed below. 

• Consultations (CPT codes 99241 - 99275) - Effective Octo-
ber 1, 2001 – December 31, 2005;

• Consultations (CPT codes 99241 - 99255) - Effective Janu-
ary 1, 2006 – December 31, 2009;

• Telehealth consultations (HCPCS codes G0425 – G0427) - 
Effective January 1, 2010; 

• Follow-up inpatient telehealth consultations (HCPCS codes 
G0406, G0407, and G0408) - Effective January 1, 2009; 

• Office or other outpatient visits (CPT codes 99201 - 
99215); 

• Subsequent hospital care services, with the limitation of 
one telehealth visit every 3 days (CPT codes 99231, 99232, 
and 99233) – Effective January 1, 2011; 

• Subsequent nursing facility care services, with the limita-
tion of one telehealth visit every 30 days (CPT codes 99307, 
99308, 99309, and 99310) – Effective January 1, 2011; 

• Pharmacologic management (CPT code 90862); 
• Individual psychotherapy (CPT codes 90804 - 90809); Psy-

chiatric diagnostic interview examination (CPT code 
90801) – Effective March 1, 2003; 

• Neurobehavioral status exam (CPT code 96116) - Effective 
January 1, 2008;

• End Stage Renal Disease (ESRD) related services (HCPCS 
codes G0308, G0309, G0311, G0312, G0314, G0315, G0317, 
and G0318) – Effective January 1, 2005 – December 31, 
2008;

• End Stage Renal Disease (ESRD) related services (CPT 
codes 90951, 90952, 90954, 90955, 90957, 90958, 90960, 
and 90961) – Effective January 1, 2009;

• Individual and group medical nutrition therapy (HCPCS 
codes G0270, 97802, 97803, and 97804) – Individual effec-
tive January 1, 2006; group effective January 1, 2011; 

• Individual and group health and behavior assessment and 
intervention (CPT codes 96150–96154) – Individual effec-
tive January 1, 2010; group effective January 1, 2011. 

• Individual and group kidney disease education (KDE) ser-
vices (HCPCS codes G0420 and G0421) – Effective January 
1, 2011; and 

• Individual and group diabetes self-management training 
(DSMT) services, with a minimum of 1 hour of in-person 
instruction to be furnished in the initial year training pe-
riod to ensure effective injection training (HCPCS codes 
G0108 and G0109) - Effective January 1, 2011.

• Smoking Cessation Services (CPT codes 99406 and 
99407and HCPCS codes G0436 and G0437) – Effective 
January 1, 2012.

NOTE: Beginning January 1, 2010, CMS eliminated the use 
of all consultation codes, except for inpatient 
telehealth consultation G-codes. CMS will no longer 
recognize office/outpatient consultation CPT codes 
for payment of office/outpatient visits. Instead, 
physicians and practitioners are instructed to bill a 
new or established patient visit CPT code or 
appropriate to the particular patient, for all office/
outpatient or inpatient visits.

190.4—Conditions of Payment

(Rev. 1, 10-01-03)

1. Technology

For Medicare payment to occur, interactive audio and video 
telecommunications must be used, permitting real-time com-
munication between the distant site physician or practitioner 
and the Medicare beneficiary. As a condition of payment, the 
patient must be present and participating in the telehealth 
visit. 

2. Exception to the interactive telecommunications re-
quirement

In the case of Federal telemedicine demonstration programs 
conducted in Alaska or Hawaii, Medicare payment is permit-
ted for telemedicine when asynchronous “store and forward 
technology” in single or multimedia formats is used as a sub-
stitute for an interactive telecommunications system. The 
originating site and distant site practitioner must be included 
within the definition of the demonstration program. 

3. “Store and forward” defined

For purposes of this instruction, “store and forward” means 
the asynchronous transmission of medical information to be 
reviewed at a later time by physician or practitioner at the 
distant site. A patient’s medical information may include, but 
not limited to, video clips, still images, x-rays, MRIs, EKGs 
and EEGs, laboratory results, audio clips, and text. The phy-
sician or practitioner at the distant site reviews the case 
without the patient being present. Store and forward substi-
tutes for an interactive encounter with the patient present; 
the patient is not present in real-time. 

NOTE: Asynchronous telecommunications system in single 
media format does not include telephone calls, 
images transmitted via facsimile machines and text 
messages without visualization of the patient 
(electronic mail). Photographs must be specific to the 
patients’ condition and adequate for rendering or 
confirming a diagnosis and or treatment plan. 
Dermatological photographs, e.g., a photograph of a 
skin lesion, may be considered to meet the 
requirement of a single media format under this 
instruction. 

4. Telepresenters

A medical professional is not required to present the benefi-
ciary to physician or practitioner at the distant site unless 
medically necessary. The decision of medical necessity will be 
made by the physician or practitioner located at the distant 
site. 

190.5—Payment Methodology for Physician/Practitioner at the 
Distant Site

(Rev. 790, Issued: 12-23-05; Effective: 01-01-06; Implementa-
tion: 04-03-06)

1. Distant Site Defined

The term “distant site” means the site where the physician or 
practitioner, providing the professional service, is located at 
the time the service is provided via a telecommunications 
system. 
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2. Payment Amount (professional fee)

The payment amount for the professional service provided 
via a telecommunications system by the physician or practi-
tioner at the distant site is equal to the current fee schedule 
amount for the service provided. Payment for an office visit, 
consultation, individual psychotherapy or pharmacologic 
management via a telecommunications system should be 
made at the same amount as when these services are fur-
nished without the use of a telecommunications system. For 
Medicare payment to occur, the service must be within a 
practitioner’s scope of practice under State law. The benefi-
ciary is responsible for any unmet deductible amount and 
applicable coinsurance. 

3. Medicare Practitioners Who May Receive Payment at 
the Distant Site (i.e., at a site other than where benefi-
ciary is)

As a condition of Medicare Part B payment for telehealth 
services, the physician or practitioner at the distant site 
must be licensed to provide the service under State law. 
When the physician or practitioner at the distant site is li-
censed under State law to provide a covered telehealth ser-
vice (i.e., professional consultation, office and other outpa-
tient visits, individual psychotherapy, and pharmacologic 
management) then he or she may bill for and receive pay-
ment for this service when delivered via a telecommunica-
tions system. If the physician or practitioner at the distant 
site is located in a critical access hospital (CAH) that has 
elected Method II, and the physician or practitioner has re-
assigned his/her benefits to the CAH, the CAH bills its regu-
lar FI for the professional services provided at the distant 
site via a telecommunications system, in any of the revenue 
codes 096x, 097x or 098x. All requirements for billing dis-
tant site telehealth services apply. 

4. Medicare Practitioners Who May Bill for Covered Tele-
health Services are Listed Below (subject to State law)

Physician. 
Nurse practitioner.
Physician assistant. 
Nurse-midwife. 
Clinical nurse specialist. 
Clinical psychologist.* 
Clinical social worker.* 
Registered dietitian or nutrition professional. 

*Clinical psychologists and clinical social workers cannot bill 
for psychotherapy services that include medical evaluation 
and management services under Medicare. These practitio-
ners may not bill or receive payment for the following CPT 
codes: 90805, 90807, and 90809. 

190.6—Originating Site Facility Fee Payment Methodology

(Rev. 2354, Issued: 11-18-11, Effective: 01-01-12, Implementa-
tion: 01-03-12)

1. Originating site defined

The term originating site means the location of an eligible 
Medicare beneficiary at the time the service being furnished 
via a telecommunications system occurs. For asynchronous, 
store and forward telecommunications technologies, an orig-
inating site is only a Federal telemedicine demonstration 
program conducted in Alaska or Hawaii. 

2. Facility fee for originating site

The originating site facility fee is a separately billable Part B 
payment. The contractor pays it outside of other payment 
methodologies. This fee is subject to post payment verifica-
tion. 

For telehealth services furnished from October 1, 2001, 
through December 31, 2002, the originating site fee is the 
lesser of $20 or the actual charge. For services furnished on 
or after January 1 of each subsequent year, the originating 
site facility fee is updated by the Medicare Economic Index. 
The updated fee is included in the Medicare Physician Fee 
Schedule (MPFS) Final Rule, which is published by Novem-
ber 1 prior to the start of the calendar year for which it is 
effective. The updated fee for each calendar year is also is-
sued annually in a Recurring Update Notification instruction 
for January of each year.

3. Payment amount:

The originating site facility fee is a separately billable Part B 
payment. The payment amount to the originating site is the 
lesser of 80 percent of the actual charge or 80 percent of the 
originating site facility fee, except CAHs. The beneficiary is 
responsible for any unmet deductible amount and Medicare 
coinsurance. 

The originating site facility fee payment methodology for 
each type of facility is clarified below. 

Hospital outpatient department. When the originating site is a hospital 
outpatient department, payment for the originating site facility fee must 
be made as described above and not under the outpatient prospective 
payment system (OPPS). Payment is not based on the OPPS payment 
methodology.

Hospital inpatient. For hospital inpatients, payment for the originating site 
facility fee must be made outside the diagnostic related group (DRG) pay-
ment, since this is a Part B benefit, similar to other services paid sepa-
rately from the DRG payment, (e.g., hemophilia blood clotting factor). 

Critical access hospitals. When the originating site is a critical access 
hospital, make payment as described above, separately from the cost-
based reimbursement methodology. For CAHs, the payment amount is  
80 percent of the originating site facility fee.

Federally qualified health centers (FQHCs) and rural health clinics (RHCs). 
The originating site facility fee for telehealth services is not an FQHC or 
RHC service. When an FQHC or RHC serves as the originating site, the 
originating site facility fee must be paid separately from the center or 
clinic all-inclusive rate. 

Physicians’ and practitioners’ offices. When the originating site is a 
physician’s or practitioner’s office, the payment amount, in accordance 
with the law, is the lesser of 80 percent of the actual charge or 80 per-
cent of the originating site facility fee, regardless of geographic location. 
The carrier shall not apply the geographic practice cost index (GPCI) to 
the originating site facility fee. This fee is statutorily set and is not subject 
to the geographic payment adjustments authorized under the MPFS. 

Hospital-based or critical access-hospital based renal dialysis center (or 
their satellites). When a hospital-based or critical access hospital-based 
renal dialysis center (or their satellites) serves as the originating site, the 
originating site facility fee is covered in addition to any composite rate or 
MCP amount. 

Skilled nursing facility (SNF). The originating site facility fee is outside the 
SNF prospective payment system bundle and, as such, is not subject to 
SNF consolidated billing. The originating site facility fee is a separately 
billable Part B payment. 
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Community Mental Health Center (CMHC). The originating site facility fee 
is not a partial hospitalization service. The originating site facility fee does 
not count towards the number of services used to determine payment for 
partial hospitalization services. The originating site facility fee is not 
bundled in the per diem payment for partial hospitalization. The originat-
ing site facility fee is a separately billable Part B payment.

To receive the originating facility site fee, the provider sub-
mits claims with HCPCS code “Q3014, telehealth originating 
site facility fee”; short description “telehealth facility fee.” 
The type of service for the telehealth originating site facility 
fee is “9, other items and services.” For carrier-processed 
claims, the “office” place of service (code 11) is the only pay-
able setting for code Q3014. There is no participation pay-
ment differential for code Q3014 and it is not priced off of the 
MPFS Database file. Deductible and coinsurance rules apply 
to Q3014. By submitting Q3014 HCPCS code, the originating 
site authenticates they are located in either a rural HPSA or 
non-MSA county. 

This benefit may be billed on bill types 12X, 13X, 22X, 23X, 
71X, 72X, 73X, 76X, and 85X. Unless otherwise applicable, 
report the originating site facility fee under revenue code 
078X and include HCPCS code “Q3014, telehealth originat-
ing site facility fee.” 

Hospitals and critical access hospitals bill their intermediary 
for the originating site facility fee. Telehealth bills originating 
in inpatient hospitals must be submitted on a 12X TOB using 
the date of discharge as the line item date of service. 

Independent and provider-based RHCs and FQHCs bill the 
appropriate intermediary using the RHC or FQHC bill type 
and billing number. HCPCS code Q3014 is the only non-RHC/
FQHC service that is billed using the clinic/center bill type 
and provider number. All RHCs and FQHCs must use reve-
nue code 078x when billing for the originating site facility 
fee. For all other non-RHC/FQHC services, provider based 
RHCs and FQHCs must bill using the base provider’s bill type 
and billing number. Independent RHCs and FQHCs must bill 
the carrier for all other non-RHC/FQHC services. If an RHC/
FQHC visit occurs on the same day as a telehealth service, the 
RHC/FQHC serving as an originating site must bill for 
HCPCS code Q3014 telehealth originating site facility fee on 
a separate revenue line from the RHC/FQHC visit using rev-
enue code 078x. 

Hospital-based or CAH-based renal dialysis centers (includ-
ing satellites) bill their local FIs and/or Part A MACs for the 
originating site facility fee. Telehealth bills originating in re-
nal dialysis centers must be submitted on a 72X TOB. All 
hospital-based or CAH-based renal dialysis centers (includ-
ing satellites) must use revenue code 078X when billing for 
the originating site facility fee. The renal dialysis center serv-
ing as an originating site must bill for HCPCS code Q3014, 
telehealth originating site facility fee, on a separate revenue 
line from any other services provided to the beneficiary. 

Skilled nursing facilities (SNFs) bill their local FIs and/or 
Part A MACs for the originating site facility fee. Telehealth 
bills originating in SNFs must be submitted on TOB 22X or 
23X. For SNF inpatients in a covered Part A stay, the originat-
ing site facility fee must be submitted on a 22X TOB. All 
SNFs must use revenue code 078X when billing for the origi-
nating site facility fee. The SNF serving as an originating site 
must bill for HCPCS code Q3014, telehealth originating site 
facility fee, on a separate revenue line from any other services 
provided to the beneficiary. 

Community mental health centers (CMHCs) bill their local 
FIs and/or Part A MACs for the originating site facility fee. 
Telehealth bills originating in CMHCs must be submitted on 
a 76X TOB. All CMHCs must use revenue code 078X when 
billing for the originating site facility fee. The CMHC serving 
as an originating site must bill for HCPCS code Q3014, tele-
health originating site facility fee, on a separate revenue line 
from any other services provided to the beneficiary. Note that 
Q3014 does not count towards the number of services used to 
determine per diem payments for partial hospitalization ser-
vices.

The beneficiary is responsible for any unmet deductible 
amount and Medicare coinsurance. 

190.6.1—Submission of Telehealth Claims for Distant Site 
Practitioners

(Rev. 1716, Issued: 04-24-09; Effective: 01-01-09; Implementa-
tion: 05-26-09)

Claims for telehealth services are submitted to the contrac-
tors that process claims for the performing physician/practi-
tioner’s service area. Physicians/practitioners submit the ap-
propriate HCPCS procedure code for covered professional 
telehealth services along with the “GT” modifier (“via interac-
tive audio and video telecommunications system”). By cod-
ing and billing the “GT” modifier with a covered telehealth 
procedure code, the distant site physician/practitioner certi-
fies that the beneficiary was present at an eligible originating 
site when the telehealth service was furnished. By coding and 
billing the “GT” modifier with a covered ESRD-related ser-
vice telehealth code, the distant site physician/practitioner 
certifies that 1 visit per month was furnished face-to-face 
“hands on” to examine the vascular access site. Refer to Pub. 
100-02, Chapter 15, Section 270.4.1 for the conditions of 
telehealth payment for ESRD-related services. 

In situations where a CAH has elected payment Method II for 
CAH outpatients, and the practitioner has reassigned his/her 
benefits to the CAH, FIs should make payment for telehealth 
services provided by the physician or practitioner at 80 per-
cent of the MPFS amount for the distant site service. In all 
other cases, except for MNT services as discussed in Section 
190.7-Contractor Editing of Telehealth Claims, telehealth 
services provided by the physician or practitioner at the dis-
tant site are billed to the carrier. 

Physicians and practitioners at the distant site bill their local 
Medicare carrier for covered telehealth services, for example, 
“99245 GT.” Physicians’ and practitioners’ offices serving as a 
telehealth originating site bill their local Medicare carrier for 
the originating site facility fee. 

190.6.2—Exception for Store and Forward (Noninteractive) 
Telehealth

(Rev. 1, 10-01-03)

In the case of Federal telemedicine demonstration programs 
conducted in Alaska or Hawaii, store and forward technolo-
gies may be used as a substitute for an interactive telecom-
munications system. Covered store and forward telehealth 
services are billed with the “GQ” modifier, “via asynchronous 
telecommunications system.” By using the “GQ” modifier, the 
distant site physician/practitioner certifies that the asynchro-
nous medical file was collected and transmitted to them at 
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their distant site from a Federal telemedicine demonstration 
project conducted in Alaska or Hawaii. 

190.7—Contractor Editing of Telehealth Claims

(Rev. 997, Issued: 07-07-06; Effective: 01-01-06; Implementa-
tion: 08-07-06)

Medicare telehealth services (as listed in section 190.3) are 
billed with either the “GT” or “GQ” modifier. The contractor 
shall approve covered telehealth services if the physician or 
practitioner is licensed under State law to provide the ser-
vice. Contractors must familiarize themselves with licensure 
provisions of States for which they process claims and disal-
low telehealth services furnished by physicians or practitio-
ners who are not authorized to furnish the applicable tele-
health service under State law. For example, if a nurse 
practitioner is not licensed to provide individual psycho-
therapy under State law, he or she would not be permitted to 
receive payment for individual psychotherapy under Medi-
care. The contractor shall install edits to ensure that only 
properly licensed physicians and practitioners are paid for 
covered telehealth services. 

If a contractor receives claims for professional telehealth 
services coded with the “GQ” modifier (representing “via 
asynchronous telecommunications system”), it shall approve/
pay for these services only if the physician or practitioner is 
affiliated with a Federal telemedicine demonstration con-
ducted in Alaska or Hawaii. The contractor may require the 
physician or practitioner at the distant site to document his 
or her participation in a Federal telemedicine demonstration 
program conducted in Alaska or Hawaii prior to paying for 
telehealth services provided via asynchronous, store and for-
ward technologies. 

If a contractor denies telehealth services because the physi-
cian or practitioner may not bill for them, the contractor uses 
MSN message 21.18: “This item or service is not covered 
when performed or ordered by this practitioner.” The con-
tractor uses remittance advice message 52 when denying the 
claim based upon MSN message 21.18. 

If a service is billed with one of the telehealth modifiers and 
the procedure code is not designated as a covered telehealth 
service, the contractor denies the service using MSN message 
9.4: “This item or service was denied because information re-
quired to make payment was incorrect.” The remittance advice 
message depends on what is incorrect, e.g., B18 if procedure 
code or modifier is incorrect, 125 for submission billing errors, 
4-12 for difference inconsistencies. The contractor uses B18 as 
the explanation for the denial of the claim. 

The only claims from institutional facilities that FIs shall pay 
for telehealth services at the distant site, except for MNT 
services, are for physician or practitioner services when the 
distant site is located in a CAH that has elected Method II, 
and the physician or practitioner has reassigned his/her ben-
efits to the CAH. The CAH bills its regular FI for the profes-
sional services provided at the distant site via a telecommu-
nications system, in any of the revenue codes 096x, 097x or 
098x. All requirements for billing distant site telehealth ser-
vices apply. 

Claims from hospitals or CAHs for MNT services are submit-
ted to the hospital’s or CAH’s regular FI. Payment is based on 
the non-facility amount on the Medicare Physician Fee 
Schedule for the particular HCPCS codes. 

210.1—Application of Limitation

(Rev. 2166, Issued: 02-25-11, Effective: 03-25-11, Implementa-
tion: 03-25-11)

A. Status of Patient

The limitation is applicable to expenses incurred in connec-
tion with the treatment of an individual who is not an inpa-
tient of a hospital. Thus, the limitation applies to mental 
health services furnished to a person in a physician’s office, in 
the patient’s home, in a skilled nursing facility, as an outpa-
tient, and so forth. The term “hospital” in this context means 
an institution, which is primarily engaged in providing to in-
patients, by or under the supervision of physician(s): 

• Diagnostic and therapeutic services for medical diagnosis, 
treatment and care of injured, disabled, or sick persons; 

• Rehabilitation services for injured, disabled, or sick per-
sons; or 

• Psychiatric services for the diagnosis and treatment of 
mentally ill patients. 

B. Disorders Subject to Limitation

The term “mental, psychoneurotic, and personality disor-
ders” is defined as the specific psychiatric diagnoses de-
scribed in the International Classification of Diseases, 9th 
Revision (ICD-9), under the code range 290-319.

When the treatment services rendered are both for a psychi-
atric diagnosis as defined in the ICD-9 and one or more non-
psychiatric conditions, separate the expenses for the psychi-
atric aspects of treatment from the expenses for the 
nonpsychiatric aspects of treatment. However, in any case in 
which the psychiatric treatment component is not readily 
distinguishable from the nonpsychiatric treatment compo-
nent, all of the expenses are allocated to whichever compo-
nent constitutes the primary diagnosis. 

1. Diagnosis Clearly Meets Definition - If the primary di-
agnosis reported for a particular service is the same as 
or equivalent to a condition described in the ICD-9 
under the code range 290-319 that represents mental, 
psychoneurotic and personality disorders, the expense 
for the service is subject to the limitation except as de-
scribed in subsection D. 

2. Diagnosis Does Not Clearly Meet Definition - When it 
is not clear whether the primary diagnosis reported 
meets the definition of mental, psychoneurotic, and 
personality disorders, it may be necessary to contact 
the practitioner to clarify the diagnosis. In deciding 
whether contact is necessary in a given case, give 
consideration to such factors as the type of services 
rendered, the diagnosis, and the individual’s previous 
utilization history. 

C. Services Subject to Limitation

Medicare Contractors must apply the limitation to claims 
for professional services that represent mental health treat-
ment furnished to individuals who are not hospital inpa-
tients by physicians, clinical psychologists, clinical social 
workers, nurse practitioners, clinical nurse specialists and 
physician assistants. Items and supplies furnished by phy-
sicians or other mental health practitioners in connection 
with treatment are also subject to the limitation.
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Generally, Medicare Contractors must apply the limitation 
only to treatment services. However, diagnostic psychological 
and neuropsychological testing services performed to evalu-
ate a patient’s progress during treatment are considered part 
of treatment and are subject to the limitation. 

D. Services Not Subject to Limitation

1. Diagnosis of Alzheimer’s Disease or Related Disorder - 
When the primary diagnosis reported for a particular 
service is Alzheimer’s Disease or an Alzheimer’s related 
disorder, Medicare Contractors must look to the nature 
of the service that has been rendered in determining 
whether it is subject to the limitation. Alzheimer’s dis-
ease is coded 331.0 in the “International Classification 
of Diseases, 9th Revision”, which is outside the code 
range 290-319 that represents mental, psychoneurotic 
and personality disorders. Additionally, Alzheimer’s re-
lated disorders are identified by contractors under ICD-
9 codes that are within the 290-319 code range (290.XX 
or others as contractors determine appropriate) or out-
side the 290-319 code range as determined appropriate 
by contractors. When the primary treatment rendered 
to a patient with a diagnosis of Alzheimer’s disease or a 
related disorder is psychotherapy, it is subject to the 
limitation. However, typically, treatment provided to a 
patient with a diagnosis of Alzheimer’s Disease or a re-
lated disorder represents medical management of the 
patient’s condition (such as described under CPT code 
90862 or any successor code) and is not subject to the 
limitation. CPT code 90862 describes pharmacologic 
management, including prescription, use, and review 
of medication with no more than minimal medical psy-
chotherapy. 

2. Brief Office Visits for Monitoring or Changing Drug 
Prescriptions - Brief office visits for the sole purpose 
of monitoring or changing drug prescriptions used in 
the treatment of mental, psychoneurotic and person-
ality disorders are not subject to the limitation. These 
visits are reported using HCPCS code M0064 or any 
successor code (brief office visit for the sole purpose 
of monitoring or changing drug prescriptions used in 
the treatment of mental, psychoneurotic, and person-
ality disorders). Claims where the diagnosis reported 
is a mental, psychoneurotic, or personality disorder 
(other than a diagnosis specified in subsection A) are 
subject to the limitation except for the procedure 
identified by HCPCS code M0064 or any successor 
code.

3. Diagnostic Services–Medicare Contractors do not apply 
the limitation to psychiatric diagnostic evaluations and 
diagnostic psychological and neuropsychological tests 
performed to establish or confirm the patient’s diagno-
sis. Diagnostic services include psychiatric diagnostic 
evaluations billed under CPT codes 90801 or 90802 (or 
any successor codes) and, psychological and neuropsy-
chological tests billed under CPT code range 96101-
96118 (or any successor code range). 

An initial visit to a practitioner for professional services often 
combines diagnostic evaluation and the start of therapy. 
Such a visit is neither solely diagnostic nor solely therapeu-
tic. Therefore, contractors must deem the initial visit to be 
diagnostic so that the limitation does not apply. Separating 
diagnostic and therapeutic components of a visit is not ad-
ministratively feasible, unless the practitioner already has 
separately identified them on the bill. Determining the entire 

visit to be therapeutic is not justifiable since some diagnostic 
work must be done before even a tentative diagnosis can be 
made and certainly before therapy can be instituted. More-
over, the patient should not be disadvantaged because thera-
peutic as well as diagnostic services were provided in the 
initial visit. In the rare cases where a practitioner’s diagnostic 
services take more than one visit, Medicare contractors must 
not apply the limitation to the additional visits. However, it is 
expected such cases are few. Therefore, when a practitioner 
bills for more than one visit for professional diagnostic ser-
vices, Medicare contractors may find it necessary to request 
documentation to justify the reason for more than one diag-
nostic visit. 

4. Partial Hospitalization Services Not Directly Provided 
by Physician or a Practitioner - The limitation does not 
apply to partial hospitalization services that are not 
directly provided by a physician, clinical psychologist, 
nurse practitioner, clinical nurse specialist or a physi-
cian assistant. Partial hospitalization services are billed 
by hospital outpatient departments and community 
mental health centers (CMHCs) to Medicare Contrac-
tors. However, services furnished by physicians, clinical 
psychologists, nurse practitioners, clinical nurse spe-
cialists, and physician assistants to partial hospitaliza-
tion patients are billed separately from the partial hos-
pitalization program of services. Accordingly, these 
professional’s mental health services to partial hospital-
ization patients are paid under the physician fee sched-
ule by Medicare Contractors and may be subject to the 
limitation. (See chapter 4, section 260.1C).

E. Computation of Limitation

Carriers determine the Medicare allowed payment amount 
for services subject to the limitation. They: 

• Multiply this amount by the limitation percentage amount;
• Subtract any unsatisfied deductible; and, 
• Multiply the remainder by 0.8 to obtain the amount of 

Medicare payment. 

The beneficiary is responsible for the difference between the 
amount paid by Medicare and the full allowed amount. 

The following examples illustrate the application of the limita-
tion in various circumstances as it is gradually reduced under 
section 102 of the Medicare Improvements for Patients and 
Providers Act (MIPPA). Please note that although the calendar 
year 2009 Part B deductible of $135 is used under these ex-
amples, the actual deductible amount for calendar year 2010 
and future years is unknown and will be subject to change.

Example #1: In 2010, a clinical psychologist submits a claim 
for $200 for outpatient treatment of a patient’s mental disor-
der. The Medicare-approved amount is $180. Since clinical 
psychologists must accept assignment, the patient is not lia-
ble for the $20 in excess charges. The patient previously satis-
fied the $135 annual Part B deductible. The limitation re-
duces the amount of incurred expenses to 68 ¾ percent of the 
approved amount. Medicare pays 80 percent of the remain-
ing incurred expenses. The Medicare payment and patient 
liability are computed as follows:

1. Actual charges .......................................................... $200.00 
2. Medicare-approved amount .................................... $180.00 
3. Medicare incurred expenses (0.6875 x line 2) ........ $123.75 
4. Unmet deductible ......................................................... $0.00 
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5. Remainder after subtracting deductible (line 3 minus  
line 4) ........................................................................ $123.75 

6. Medicare payment (0.80 x line 5) ............................. $99.00 
7. Patient liability (line 2 minus line 6) ........................ $81.00 

Example #2: In 2012, a clinical social worker submits a claim 
for $135 for outpatient treatment of a patient’s mental disor-
der. The Medicare-approved amount is $120. Since clinical 
social workers must accept assignment, the patient is not li-
able for the $15 in excess charges. The limitation reduces the 
amount of incurred expenses to 75 percent of the approved 
amount. The patient previously satisfied $70 of the $135 an-
nual Part B deductible, leaving $65 unmet. The Medicare 
payment and patient liability are computed as follows:

1. Actual charges .......................................................... $135.00 
2. Medicare-approved amount .................................... $120.00 
3. Medicare incurred expenses (0.75 x line 2) .............. $90.00 
4. Unmet deductible ....................................................... $65.00 
5. Remainder after subtracting deductible (line 3 minus  

line 4) .......................................................................... $25.00 
6. Medicare payment (0.80 x line 5) ............................. $20.00 
7. Patient liability (line 2 minus line 6) ...................... $100.00 

Example #3: In calendar year 2013, a physician who does not 
accept assignment submits a claim for $780 for services in 
connection with the treatment of a mental disorder that did 
not require inpatient hospitalization. The Medicare-approved 
amount is $750. Because the physician does not accept as-
signment, the patient is liable for the $30 in excess charges. 
The patient has not satisfied any of the $135 Part B annual 
deductible. The Medicare payment and patient liability are 
computed as follows:

1. Actual charges .......................................................... $780.00 
2. Medicare-approved amount .................................... $750.00 
3. Medicare incurred expenses (0.8125 x line 2) ........ $609.38 
4. Unmet deductible ..................................................... $135.00 
5. Remainder after subtracting deductible (line 3 minus  

line 4) ........................................................................ $474.38 
6. Medicare payment (0.80 x line 5) ........................... $379.50 
7. Patient liability (line 1 minus line 6) ...................... $400.50 

Example #4: A patient’s Part B expenses during calendar year 
2014 are for a physician’s services in connection with the 
treatment of a mental disorder that initially required inpa-
tient hospitalization, with subsequent physician services fur-
nished on an outpatient basis. The patient has not satisfied 
any of the $135 Part B deductible. The physician accepts as-
signment and submits a claim for $780. The Medicare-ap-
proved amount is $750. Since the limitation will be com-
pletely phased out as of January 1, 2014, the entire $750 
Medicare-approved amount is recognized as the total in-
curred expenses because such expenses are no longer re-
duced. Also, there is no longer any distinction between men-
tal health services the patient receives as an inpatient or 
outpatient. The Medicare payment and patient liability are 
computed as follows: 

1. Actual charges .......................................................... $780.00 
2. Medicare-approved amount .................................... $750.00 
3. Medicare incurred expenses (1.00 x line 2) ............ $750.00 
4. Unmet deductible ..................................................... $135.00 
5. Remainder after subtracting deductible (line 3 minus  

line 4) ........................................................................ $615.00 
6. Medicare payment (0.80 x line 5) ............................ $492.00 
Beneficiary liability (line 2 minus line 6) .................... $258.00

100-04 Chapter 13

20—Payment Conditions for Radiology Services  

(Rev. 1, 10-01-03)  

B3-15022  

20.1—Professional Component (PC)  

(Rev. 1, 10-01-03)  

Carriers must pay for the PC of radiology services furnished by 
a physician to an individual patient in all settings under the fee 
schedule for physician services regardless of the specialty of 
the physician who performs the service. For services furnished 
to hospital patients, carriers pay only if the services meet the 
conditions for fee schedule payment and are identifiable, di-
rect, and discrete diagnostic or therapeutic services to an indi-
vidual patient, such as an interpretation of diagnostic proce-
dures and the PC of therapeutic procedures. The interpretation 
of a diagnostic procedure includes a written report.  

20.2—Technical Component (TC)  

(Rev. 1, 10-01-03) 

20.2.1—Hospital and Skilled Nursing Facility (SNF) Patients  

(Rev. 1782; Issued: 07-30-09; Effective Date: 07-01-09; Imple-
mentation Date: 07-06-09)

Carriers may not pay for the technical component (TC) of ra-
diology services furnished to hospital patients. Payment for 
physicians’ radiological services to the hospital, e.g., adminis-
trative or supervisory services, and for provider services needed 
to produce the radiology service, is made by the fiscal interme-
diary (FI)/AB MAC to the hospital as a provider service.

FIss/AB MACs include the TC of radiology services for hospi-
tal inpatients except Critical Access Hospitals (CAHs), in the 
prospective payment system (PPS) payment to hospitals.  

Hospital bundling rules exclude payment to suppliers of the 
TC of a radiology service for beneficiaries in a hospital inpa-
tient stay. CWF performs reject edits to incoming claims from 
suppliers of radiology services.  

Upon receipt of a hospital inpatient claim at the CWF, CWF 
searches paid claim history and compares the period between 
the hospital inpatient admission and discharge dates to the 
line item service date on a line item TC of a radiology service 
billed by a supplier. The CWF will generate an unsolicited re-
sponse when the line item service date falls within the admis-
sion and discharge dates of the hospital inpatient claim.  

Upon receipt of an unsolicited response, the carrier will ad-
just the TC of the radiology service and recoup the payment.  

For CAHs, payment to the CAH for inpatients is made at 101 
percent of reasonable cost.  

Radiology and other diagnostic services furnished to hospital 
outpatients are paid under the Outpatient Prospective Pay-
ment System (OPPS) to the hospital. This applies to bill types 
12X and 13X that are submitted to the FI/AB MAC. Effective 
4/1/06, type of bill 14X is for non-patient laboratory speci-
mens and is no longer applicable for radiology services.  
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As a result of SNF Consolidated Billing (Section 4432(b) of 
the Balanced Budget Act (BBA) of 1997), carriers may not 
pay for the TC of radiology services furnished to Skilled 
Nursing Facility (SNF) inpatients during a Part A covered 
stay. The SNF must bill radiology services furnished its inpa-
tients in a Part A covered stay and payment is included in the 
SNF Prospective Payment System (PPS).  

Radiology services furnished to outpatients of SNFs may be 
billed by the supplier performing the service or by the SNF 
under arrangements with the supplier. If billed by the SNF, 
Medicare pays according to the Medicare Physician Fee 
Schedule. SNFs submit claims to the FI/AB MAC with type of 
bill 22X or 23X.  

20.2.2—Services Not Furnished in Hospitals  

(Rev. 1, 10-01-03)  

Carriers must pay under the fee schedule for the TC of radiol-
ogy services furnished to beneficiaries who are not patients of 
any hospital, and who receive services in a physician’s office, 
a freestanding imaging or radiation oncology center, or other 
setting that is not part of a hospital.  

20.2.3—Services Furnished in Leased Departments 

(Rev. 1, 10-01-03)  

In the case of procedures furnished in a leased hospital radi-
ology department to a beneficiary who is neither an inpatient 
nor an outpatient of any hospital, e.g., the patient is referred 
by an outside physician and is not registered as a hospital 
outpatient, both the PC and the TC of the services are payable 
under the fee schedule by the carrier.  

90—Services of Portable X-Ray Suppliers 

(Rev. 1, 10-01-03) 

B3-2070.4, B3-15022.G, B3-4131, B3-4831 

Services furnished by portable x-ray suppliers may have as 
many as four components. Carriers must follow the following 
rules.

90.1—Professional Component 

(Rev. 1, 10-01-03) 

Pay the PC of radiologic services furnished by portable x-ray 
suppliers on the same basis as other physician fee schedule 
services.

90.2—Technical Component 

(Rev. 1, 10-01-03) 

Pay the TC of radiology services furnished by portable x-ray 
suppliers under the fee schedule on the same basis as TC 
services generally. 

90.3—Transportation Component (HCPCS Codes R0070 - 
R0076) 

(Rev. 343, Issued: 10-29-04, Effective: 04-01-05, Implementa-
tion: 04-04-05) 

This component represents the transportation of the equip-
ment to the patient. Establish local RVUs for the transporta-
tion R codes based on carrier knowledge of the nature of the 
service furnished. Carriers shall allow only a single transpor-
tation payment for each trip the portable x-ray supplier 
makes to a particular location. When more than one Medi-
care patient is x-rayed at the same location, e.g., a nursing 
home, prorate the single fee schedule transportation pay-
ment among all patients receiving the services. For example, 
if two patients at the same location receive x-rays, make one-
half of the transportation payment for each. 

R0075 must be billed in conjunction with the CPT radiology 
codes (7000 series) and only when the x-ray equipment used 
was actually transported to the location where the x-ray was 
taken. R0075 would not apply to the x-ray equipment stored 
in the location where the x-ray was done (e.g., a nursing 
home) for use as needed. 

Below are the definitions for each modifier that must be re-
ported with R0075. Only one of these five modifiers shall be 
reported with R0075. NOTE: If only one patient is served, 
R0070 should be reported with no modifier since the descrip-
tor for this code reflects only one patient seen. 

UN - Two patients served 
UP - Three patients served 
UQ - Four patients served 
UR - Five Patients served 
US - Six or more patients served 

Payment for the above modifiers must be consistent with the 
definition of the modifiers. Therefore, for R0075 reported 
with modifiers, -UN, -UP, -UQ, and –UR, the total payment 
for the service shall be divided by 2, 3, 4, and 5 respectively. 
For modifier –US, the total payment for the service shall be 
divided by 6 regardless of the number of patients served. For 
example, if 8 patients were served, R0075 would be reported 
with modifier –US and the total payment for this service 
would be divided by 6. 

The units field for R0075 shall always be reported as “1” ex-
cept in extremely unusual cases. The number in the units 
field should be completed in accordance with the provisions 
of 100-04, chapter 23, section 10.2 item 24 G which defines 
the units field as the number of times the patient has received 
the itemized service during the dates listed in the from/to 
field. The units field must never be used to report the number 
of patients served during a single trip. Specifically, the units 
field must reflect the number of services that the specific 
beneficiary received, not the number of services received by 
other beneficiaries. 

As a carrier priced service, carriers must initially determine a 
payment rate for portable x-ray transportation services that 
is associated with the cost of providing the service. In order 
to determine an appropriate cost, the carrier should, at a 
minimum, cost out the vehicle, vehicle modifications, gaso-
line and the staff time involved in only the transportation for 
a portable x-ray service. A review of the pricing of this service 
should be done every five years. 
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Direct costs related to the vehicle carrying the x-ray machine 
are fully allocable to determining the payment rate. This in-
cludes the cost of the vehicle using a recognized depreciation 
method, the salary and fringe benefits associated with the 
staff who drive the vehicle, the communication equipment 
used between the vehicle and the home office, the salary and 
fringe benefits of the staff who determine the vehicles route 
(this could be proportional of office staff), repairs and main-
tenance of the vehicle(s), insurance for the vehicle(s), operat-
ing expenses for the vehicles and any other reasonable costs 
associated with this service as determined by the carrier. The 
carrier will have discretion for allocating indirect costs (those 
costs that cannot be directly attributed to portable x-ray 
transportation) between the transportation service and the 
technical component of the x-ray tests. 

Suppliers may send carriers unsolicited cost information. 
The carrier may use this cost data as a comparison to its car-
rier priced determination. The data supplied should reflect a 
year’s worth (either calendar or corporate fiscal) of informa-
tion. Each provider who submits such data is to be informed 
that the data is subject to verification and will be used to 
supplement other information that is used to determine 
Medicare’s payment rate. 

Carriers are required to update the rate on an annual basis 
using independently determined measures of the cost of pro-
viding the service. A number of readily available measures 
(e.g., ambulance inflation factor, the Medicare economic in-
dex) that are used by the Medicare program to adjust pay-
ment rates for other types of services may be appropriate to 
use to update the rate for years that the carrier does not re-
calibrate the payment. Each carrier has the flexibility to 
identify the index it will use to update the rate. In addition, 
the carrier can consider locally identified factors that are 
measured independently of CMS as an adjunct to the annual 
adjustment. 

NOTE: No transportation charge is payable unless the 
portable x-ray equipment used was actually 
transported to the location where the x-ray was 
taken. For example, carriers do not allow a 
transportation charge when the x-ray equipment is 
stored in a nursing home for use as needed. However, 
a set-up payment (see §90.4, below) is payable in 
such situations. Further, for services furnished on or 
after January 1, 1997, carriers may not make separate 
payment under HCPCS code R0076 for the 
transportation of EKG equipment by portable x-ray 
suppliers or any other entity. 

90.4—Set-Up Component (HCPCS Code Q0092) 

(Rev. 1, 10-01-03) 

Carriers must pay a set-up component for each radiologic 
procedure (other than retakes of the same procedure) during 
both single patient and multiple patient trips under Level II 
HCPCS code Q0092. Carriers do not make the set-up payment 
for EKG services furnished by the portable x-ray supplier. 

90.5—Transportation of Equipment Billed by a SNF to an FI

(Rev. 716, Issued: 10-21-05; Effective Date: 04-01-06; Imple-
mentation Date: 04-03-06)

SNF 533.1.J

When a SNF bills for portable x-ray equipment transported 
to a site by van or other vehicle, the SNF should bill for the 
transportation costs using one of the following HCPCS codes 
along with the appropriate revenue code:

R0070 Transportation of Portable x-ray Equipment and Personnel to 
Home or Nursing Home, Per Trip to Facility or Location, One 
Patient Seen.

R0075 Transportation of Portable x-ray Equipment and Personnel to 
Home of Nursing Home, Per Trip to Facility or Location, More 
than One Patient Seen, Per Patient.

These HCPCS codes are subject to the fee schedule.

Effective April 1, 2006, SNFs are required to report the ap-
propriate modifiers to identify the number of patients served 
when billing for R0075. See section 90.3, of this chapter for 
the list of modifiers used to identify on the claim the number 
of patients served.

Fiscal intermediaries shall ensure that payment for R0075 is 
consistent with the definition of the modifiers.

100-04 Chapter 15

40 - Medical Conditions List and Instructions 

(Rev. 1942; Issued: 04-02-10; Effective/Implementation Date: 
05-03-10)

The following list is intended as primarily an educational 
guideline. This list was most recently updated by CMS 
Transmittal 1185, Change Request 5542 issued February 
23, 2007. It will help ambulance providers and suppliers to 
communicate the patient’s condition to Medicare contractors, 
as reported by the dispatch center and as observed by the 
ambulance crew. Use of the medical conditions list does not 
guarantee payment of the claim or payment for a certain 
level of service. Ambulance providers and suppliers must 
retain adequate documentation of dispatch instructions, 
patient’s condition, other on-scene information, and details 
of the transport (e.g., medications administered, changes in 
the patient’s condition, and miles traveled), all of which may 
be subject to medical review by the Medicare contractor or 
other oversight authority. Medicare contractors will rely 
on medical record documentation to justify coverage, not 
simply the HCPCS code or the condition code by themselves. 
All current Medicare ambulance policies remain in place.

The CMS issued the Medical Conditions List as guidance 
via a manual revision as a result of interest expressed in the 
ambulance industry for this tool. While the International 
Classification of Diseases, 9th Revision, Clinical Modification 
(ICD-9-CM) codes are not precluded from use on ambulance 
claims, they are currently not required (per Health Insurance 
Portability and Accountability Act (HIPAA)) on most 
ambulance claims, and these codes generally do not trigger 
a payment or a denial of a claim. Some carriers and fiscal 
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intermediaries have Local Coverage Determinations (LCD) in 
place that cite ICD-9-CM that can be added to the claim to 
assist in documenting that the services are reasonable and 
necessary, but this is not common. Since ICD-9-CM codes are 
not required and are not consistently used, not all carriers or 
fiscal intermediaries edit on this field, and it is not possible to 
edit on the narrative field. The ICD-9-CM codes are generally 
not part of the edit process, although the Medical Conditions 
List is available for those who do find it helpful in justifying 
that services are reasonable and necessary. 

The Medical Conditions List is set up with an initial column 
of primary ICD-9-CM codes, followed by an alternative 
column of ICD-9-CM codes. The primary ICD-9-CM code 
column contains general ICD-9-CM codes that fit the 
transport conditions as described in the subsequent columns. 
Ambulance crew or billing staff with limited knowledge of 
ICD-9-CM coding would be expected to choose the one or one 
of the two ICD-9-CM codes listed in this column to describe 
the appropriate ambulance transport and then place the ICD-
9-CM code in the space on the claim form designated for an 
ICD-9-CM code. The option to include other information in 
the narrative field always exists and can be used whenever an 
ambulance provider or supplier believes that the information 
may be useful for claims processing purposes. If an ambulance 
crew or billing staff member has more comprehensive clinical 
knowledge, then that person may select an ICD-9-CM code 
from the alternative ICD-9-CM code column. These ICD-9-
CM codes are more specific and detailed. An ICD-9-CM code 
does not need to be selected from both the primary column 
and the alternative column. However, in several instances in 
the alternative ICD-9-CM code column, there is a selection 
of codes and the word “PLUS.” In these instances, the 
ambulance provider or supplier would select an ICD-9-CM 
code from the first part of the alternative listing (before the 
word “PLUS”) and at least one other ICD-9-CM code from the 
second part of the alternative listing (after the word “PLUS”). 
The ambulance claim form does provide space for the use of 
multiple ICD-9-CM codes. Please see the example below: 

The ambulance arrives on the scene. A beneficiary is 
experiencing the specific abnormal vital sign of elevated blood 
pressure; however, the beneficiary does not normally suffer 
from hypertension (ICD-9-CM code 796.2 (from the alternative 
column on the Medical Conditions List)). In addition, the 
beneficiary is extremely dizzy (ICD-9-CM code 780.4 (fits the 
“PLUS any other code” requirement when using the alternative 
list for this condition (abnormal vital signs)). The ambulance 
crew can list these two ICD-9-CM codes on the claim form, or 
the general ICD-9-CM code for this condition (796.4 – Other 
Abnormal Clinical Findings) would work just as well. None of 
these ICD-9-CM codes will determine whether or not this claim 
will be paid; they will only assist the contractor in making a 
medical review determination provided all other Medicare 
ambulance coverage policies have been followed. 

While the medical conditions/ICD-9-CM code list is intended 
to be comprehensive, there may be unusual circumstances 
that warrant the need for ambulance services using ICD-9-
CM codes not on this list. During the medical review process 
contractors may accept other relevant information from the 
providers or suppliers that will build the appropriate case 
that justifies the need for ambulance transport for a patient 
condition not found on the list. 

Because it is critical to accurately communicate the condition 
of the patient during the ambulance transport, most claims 

will contain only the ICD-9-CM code that most closely 
informs the Medicare contractor why the patient required the 
ambulance transport. This code is intended to correspond to 
the description of the patient’s symptoms and condition once 
the ambulance personnel are at the patient’s side. For example, 
if an Advanced Life Support (ALS) ambulance responds to 
a condition on the medical conditions list that warrants an 
ALS-level response and the patient’s condition on-scene also 
corresponds to an ALS-level condition, the submitted claim 
need only include the code that most accurately reflects the 
on-scene condition of the patient as the reason for transport. 
(All claims are required to have HCPCS codes on them, and 
may have modifiers as well.) Similarly, if a Basic Life Support 
(BLS) ambulance responds to a condition on the medical 
conditions list that warrants a BLS-level response and the 
patient’s condition on-scene also corresponds to a BLS-level 
condition, the submitted claim need only include the code 
that most accurately reflects the on-scene condition of the 
patient as the reason for transport.

When a request for service is received by ambulance dispatch 
personnel for a condition that necessitates the skilled assessment 
of an advanced life support paramedic based upon the medical 
conditions list, an ALS-level ambulance would be appropriately 
sent to the scene. If upon arrival of the ambulance the actual 
condition encountered by the crew corresponds to a BLS-level 
situation, this claim would require two separate condition 
codes from the medical condition list to be processed correctly. 
The first code would correspond to the “reason for transport” or 
the on-scene condition of the patient. Because in this example, 
this code corresponds to a BLS condition, a second code that 
corresponds to the dispatch information would be necessary 
for inclusion on the claim in order to support payment at the 
ALS level. In these cases, when MR is performed, the Medicare 
contractor will analyze all claim information (including both 
codes) and other supplemental medical documentation to 
support the level of service billed on the claim.

Contractors may have (or may develop) individual local 
policies that indicate that some codes are not appropriate for 
payment in some circumstances. These continue to remain 
in effect. 

Information on appropriate use of transportation 
indicators: When a claim is submitted for payment, an 
ICD-9-CM code from the medical conditions list that best 
describes the patient’s condition and the medical necessity 
for the transport may be chosen. In addition to this code, 
one of the transportation indicators below may be included 
on the claim to indicate why it was necessary for the patient 
to be transported in a particular way or circumstance. The 
provider or supplier will place the transportation indicator 
in the “narrative” field on the claim. 

• Air and Ground
• Transportation Indicator “C1”: Transportation indicator 

“C1” indicates an interfacility transport (to a higher level of 
care) determined necessary by the originating facility 
based upon EMTALA regulations and guidelines. The  
patient’s condition should also be reported on the claim 
with a code selected from either the emergency or non-
emergency category on the list. 

• Transportation Indicator “C2”: Transportation indicator 
“C2” indicates a patient is being transported from one facility 
to another because a service or therapy required to treat  
the patient’s condition is not available at the originating facil-
ity. The patient’s condition should also be reported on the 
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claim with a code selected from either the emergency or non-
emergency category on the list. In addition, the information 
about what service the patient requires that was not available 
should be included in the narrative field of the claim. 

• Transportation Indicator “C3”: Transportation indicator 
“C3” may be included on claims as a secondary code where 
a response was made to a major incident or mechanism of 
injury. All such responses – regardless of the type of patient 
or patients found once on scene – are appropriately Ad-
vanced Level Service responses. A code that describes the 
patient’s condition found on scene should also be included 
on the claim, but use of this modifier is intended to indi-
cate that the highest level of service available response was 
medically justified. Some examples of these types of re-
sponses would include patient(s) trapped in machinery, 
explosions, a building fire with persons reported inside, 
major incidents involving aircraft, buses, subways, trains, 
watercraft and victims entrapped in vehicles. 

• Transportation Indicator “C4”: Transportation indicator 
“C4” indicates that an ambulance provided a medically 
necessary transport, but the number of miles on the claim 
form appear to be excessive. This should be used only if the 
facility is on divert status or a particular service is not 
available at the time of transport only. The provider or sup-
plier must have documentation on file clearly showing why 
the beneficiary was not transported to the nearest facility 
and may include this information in the narrative field.

• Ground Only 
• Transportation Indicator “C5”: Transportation indicator 

“C5” has been added for situations where a patient with an 

ALS-level condition is encountered, treated and trans-
ported by a BLS-level ambulance with no ALS level in-
volvement whatsoever. This situation would occur when 
ALS resources are not available to respond to the patient 
encounter for any number of reasons, but the ambulance 
service is informing you that although the patient trans-
ported had an ALS-level condition, the actual service ren-
dered was through a BLS-level ambulance in a situation 
where an ALS-level ambulance was not available. 

• For example, a BLS ambulance is dispatched at the emer-
gency level to pick up a 76-yearold beneficiary who has 
undergone cataract surgery at the Eye Surgery Center. 
The patient is weak and dizzy with a history of high blood 
pressure, myocardial infarction, and insulin-dependent 
diabetes melitus. Therefore, the on-scene ICD-9-CM 
equivalent of the medical condition is 780.02 (uncon-
scious, fainting, syncope, near syncope, weakness, or diz-
ziness – ALS Emergency). In this case, the ICD-9-CM code 
780.02 would be entered on the ambulance claim form as 
well as transportation indicator C5 to provide the further 
information that the BLS ambulance transported a pa-
tient with an ALS-level condition, but there was no inter-
vention by an ALS service. This claim would be paid at 
the BLS level.

• Transportation Indicator “C6”: Transportation indicator 
“C6” has been added for situations when an ALS-level am-
bulance would always be the appropriate resource chosen 
based upon medical dispatch protocols to respond to a re-
quest for service. If once on scene, the crew determines 
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Ambulance Fee Schedule - Medical Conditions List
(Rev. 1942; Issued:  04-02-10; Effective/Implementation Date:  05-03-10) 

ICD9 Primary 
Code

ICD9 Alternative Specific 
Code

Condition 
(General)  Condition (Specific) Service Level

Comments and Examples  
(not all-inclusive)

HCPCS 
Crosswalk

Emergency Conditions - Non-Traumatic
535.50 458.9, 780.2, 787.01, 787.02, 

787.03, 789.01, 789.02, 
789.03, 789.04, 789.05, 
789.06, 789.07, 789.09, 
789.60 through 789.69, or 
789.40 through 789.49 PLUS 
any other code  from 780 
through 799 except 793, 794, 
and 795. 

Severe 
abdominal pain 

With other signs or 
symptoms 

ALS Nausea, vomiting, fainting, 
pulsatile mass, distention, 
rigid, tenderness on exam, 
guarding. 

A0427/A0433 

789.00 726.2, 789.01, 789.02, 
789.03, 789.04, 789.05, 
789.06, 789.07, or 789.09 

Abdominal pain Without other signs or 
symptoms 

BLS A0429 

427.9 426.0, 426.3, 426.4, 426.6, 
426.11, 426.13, 426.50, 
426.53, 427.0, 427.1, 427.2, 
427.31, 427.32, 427.41, 
427.42, 427.5, 427.60, 
427.61, 427.69, 427.81, 
427.89, 785.0, 785.50, 
785.51, 785.52, or 785.59. 

Abnormal 
cardiac rhythm/
Cardiac 
dysrythmia. 

Potentially life-
threatening 

ALS Bradycardia, junctional and 
ventricular blocks, non-sinus 
tachycardias, PVC’s >6, bi- 
and trigeminy, ventricular 
tachycardia, ventricular 
fibrillation, atrial flutter, PEA, 
asystole, AICD/AED fired 

A0427/A0433 

158
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ICD9 Primary 
Code

ICD9 Alternative Specific 
Code

Condition 
(General)  Condition (Specific) Service Level

Comments and Examples  
(not all-inclusive)

HCPCS 
Crosswalk

Emergency Conditions - Non-Traumatic
780.8 782.5 or 782.6 Abnormal skin 

signs 
 ALS Diaphorhesis, cyanosis, 

delayed cap refill, poor 
turgor, mottled. 

A0427/A0433 

796.4 458.9, 780.6, 785.9,  796.2, 
or 796.3 PLUS any other code 
from 780 through 799 

Abnormal vital 
signs (includes 
abnormal pulse 
oximetry) 

With or without 
symptoms. 

ALS  A0427/A0433 

995.0 995.1, 995.2, 995.3, 995.4, 
995.60, 995.61, 995.62, 
995.63, 995.64, 995.65, 
995.66, 995.67, 995.68, 
995.69, or 995.7 

Allergic reaction Potentially life-
threatening 

ALS Other emergency conditions, 
rapid progression of 
symptoms, prior history of 
anaphylaxis, wheezing, 
difficulty swallowing. 

A0427/A0433 

692.9 692.0, 692.1, 692.2,  692.3, 
692.4, 692.5, 692.6, 692.70, 
692.71, 692.72, 692.73, 
692.74, 692.75, 692.76, 
692.77, 692.79, 692.81, 
692.82, 692.83, 692.89, 
692.9,  693.0, 693.1, 693.8, 
693.9, 695.9, 698.9, 708.9, 
782.1. 

Allergic reaction Other BLS Hives, itching, rash, slow 
onset, local swelling, 
redness, erythema. 

A0429 

790.21 790.22, 250.02, or 250.03. Blood glucose Abnormal <80 or 
>250, with  
symptoms. 

ALS Altered mental status, 
vomiting, signs of 
dehydration. 

A0427/A0433 

799.1 786.02, 786.03, 786.04, or 
786.09. 

Respiratory 
arrest 

 ALS Apnea, hypoventilation 
requiring ventilatory 
assistance and airway 
management. 

A0427/A0433 

786.05  Difficulty 
breathing 

 ALS  A0427/A0433 

427.5  Cardiac arrest – 
resuscitation in 
progress 

 ALS  A0427/A0433 

786.50 786.51, 786.52, or 786.59. Chest pain (non-
traumatic) 

 ALS Dull, severe, crushing, 
substernal, epigastric, left 
sided chest pain associated 
with pain of the jaw, left 
arm, neck, back, and 
nausea, vomiting, 
palpitations, pallor, 
diaphoresis, decreased LOC. 

A0427/A0433 

784.99 933.0 or 933.1. Chocking 
episode 

Airway obstructed or 
partially obstructed 

ALS  A0427/A0433 

991.6  Cold exposure Potentially life or limb 
threatening 

ALS Temperature < 95F, deep 
frost bite, other emergency 
conditions. 

A0427/A0433 

991.9 991.0, 991.1, 991.2, 991.3, 
or 991.4. 

Cold exposure With symptoms BLS Shivering, superficial frost 
bite, and other emergency 
conditions 

A0429 

159
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ICD9 Primary 
Code

ICD9 Alternative Specific 
Code

Condition 
(General)  Condition (Specific) Service Level

Comments and Examples  
(not all-inclusive)

HCPCS 
Crosswalk

Emergency Conditions - Non-Traumatic
780.97 780.02, 780.03, or 780.09. Altered level of 

consciousness 
(nontraumatic) 

 ALS Acute condition with 
Glascow Coma Scale < 15. 

A0427/A0433 

780.39 345.00, 345.01, 345.2, 
345.3, 345.10, 345.11, 
345.40, 345.41, 345.50, 
345.51, 345.60, 345.61, 
345.70 ,345.71, 345.80, 
345.81, 345.90, 345.91, or 
780.31. 

Convulsions, 
seizures 

Seizing, immediate 
post-seizure, postictal, 
or at risk of seizure 
and requires medical 
monitoring/
observation. 

ALS  A0427/A0433 

379.90 368.11, 368.12, or 379.91 Eye symptoms, 
non-traumatic 

Acute vision loss and/
or severe pain 

BLS  A0429 

437.9 784.0 PLUS 781.0, 781.1, 
781.2, 781.3, 781.4, or 
781.8. 

Non-traumatic 
headache 

With neurologic 
distress conditions or 
sudden severe onset 

ALS  A0427/A0433 

785.1  Cardiac 
symptoms other 
than chest pain. 

Palpitations, skipped 
beats 

ALS  A0472/A0433 

536.2 787.01, 787.02, 787.03, 
780.79, 786.8, or 786.52. 

Cardiac 
symptoms other 
than chest pain. 

Atypical pain or other 
symptoms 

ALS Persistent nausea and 
vomiting, weakness, 
hiccups, pleuritic pain, 
feeling of impending doom, 
and other emergency 
conditions. 

A0427/A0433 

992.5 992.0, 992.1, 992.3, 992.4, 
or 992.5 

Heat exposure Potentially life-
threatening 

ALS Hot and dry skin, 
Temp>105, neurologic 
distress, signs of heat stroke 
or heat exhaustion, 
orthostatic vitals, other 
emergency conditions. 

A0427/A0433 

992.2 992.6, 992.7, 992.8, or 
992.9. 

Heat exposure With symptoms BLS Muscle cramps, profuse 
sweating, fatigue. 

A0429 

459.0 569.3, 578.0, 578.1, 578.9, 
596.7, 596.8, 623.8, 626.9, 
637.1, 634.1, 666.00, 666.02, 
666.04, 666.10, 666.12, 
666.14, 666.20, 666.22, 
666.24, 674.30, 674.32, 
674.34, 786.3, 784.7, or 
998.11 

Hemorrhage Severe (quantity) and 
potentially life-
threatening 

ALS Uncontrolled or significant 
signs of shock or other 
emergency conditions. 
Severe, active vaginal, rectal 
bleeding, hematemesis, 
hemoptysis, epistaxis, active 
post- surgical bleeding. 

A0472/A0433 

038.9 136.9, any other condition in 
the 001 through 139 code 
range which would require 
isolation. 

Infectious 
diseases 
requiring 
isolation 
procedures / 
public health 
risk. 

 BLS  A0429 

160
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ICD9 Primary 
Code

ICD9 Alternative Specific 
Code

Condition 
(General)  Condition (Specific) Service Level

Comments and Examples  
(not all-inclusive)

HCPCS 
Crosswalk

Emergency Conditions - Non-Traumatic
987.9 981, 982.0, 982.1, 982.2, 

982.3, 982.4, 982.8, 983.0, 
983.1, 983.2, 983.9, 984.0, 
984.1, 984.8, 984.9, 985.0, 
985.1, 985.2, 985.3, 985.4, 
985.5, 985.6, 985.8, 985.9, 
986, 987.0, 987.1, 987.2, 
987.3, 987.4, 987.5, 987.6, 
987.7, 987.8, 989.1, 989.2, 
989.3, 989.4, 989.6, 989.7, 
989.9, or 990. 

Hazmat 
exposure 

 ALS Toxic fume or liquid 
exposure via inhalation, 
absorption, oral, radiation, 
smoke inhalation. 

A0472/A0433 

996.00 996.01, 996.02, 996.04, 
996.09, 996.1, or 996.2. 

Medical device 
failure 

Life or limb 
threatening 
malfunction, failure, or 
complication. 

 ALS Malfunction of ventilator, 
internal pacemaker, internal 
defibrillator, implanted drug 
delivery service. 

A0427/A0433 

996.30 996.31, 996.40, 996.41, 
996.42, 996.43, 996.44, 
996.45, 996.46, 996.47, 
996.49, or 996.59. 

Medical device 
failure 

Health maintenance 
device failures that 
cannot be resolved on 
location. 

BLS Oxygen system supply 
malfunction, orthopedic 
device failure. 

A0429 

436 291.3, 293.82, 298.9, 344.9, 
368.16, 369.9, 780.09, 
780.4, 781.0, 781.2, 781.94, 
781.99, 782.0, 784.3, 784.5, 
or 

787.2. 

Neurologic 
distress 

Facial drooping; loss 
of vision; aphasia; 
difficulty swallowing; 
numbness, tingling 
extremity; stupor, 
delirium, confusion, 
hallucinations; 
paralysis, paresis 
(focal weakness); 
abnormal movements; 
vertigo; unsteady gait/ 
balance; slurred 
speech, unable to 
speak 

ALS  A0427/A0433 

780.96  Pain, severe not 
otherwise 
specified in this 
list. 

Acute onset, unable to 
ambulate or sit due to 
intensity of pain. 

ALS Pain is the reason for the 
transport. Use severity scale 
(7-10 for severe pain) or 
patient receiving 
pharmalogic intervention. 

A0427/A0433 

724.5 724.2 or 785.9 Back pain – 
non-traumatic  
(T and/or LS). 

Suspect cardiac or 
vascular etiology 

ALS Other emergency conditions, 
absence of or decreased leg 
pulses, pulsatile abdominal 
mass, severe tearing 
abdominal pain. 

A0427/A0433 

724.9 724.2, 724.5, 847.1, or 
847.2. 

Back pain – 
non-traumatic  
(T and/or LS). 

Sudden onset of new 
neurologic symptoms. 

ALS Neurologic distress list. A0427/A0433 

977.9 Any code from 960 through 
979. 

Poisons, 
ingested, 
injected, inhaled, 
absorbed. 

Adverse drug reaction, 
poison exposure by 
inhalation, injection, 
or absorption. 

ALS  A0427/A0433 
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ICD9 Primary 
Code

ICD9 Alternative Specific 
Code

Condition 
(General)  Condition (Specific) Service Level

Comments and Examples  
(not all-inclusive)

HCPCS 
Crosswalk

Emergency Conditions - Non-Traumatic
305.0 303.00, 303.01, 303.02, 

303.03, or any code from 960 
through 979. 

Alcohol 
intoxication or 
drug overdose 
(suspected). 

Unable to care for self 
and unable to 
ambulate. No airway 
compromise.  

BLS  A0429 

977.3  Severe alcohol 
intoxication. 

Airway may or may 
not be at risk. 
Pharmacological 
intervention or cardiac 
monitoring may be 
needed. Decreased 
level of consciousness 
resulting or potentially 
resulting in airway 
compromise. 

ALS  A0427/A0433 

998.9 674.10, 674.12, 674.14, 
674.20, 674.22, 674.24, 
997.69, 998.31, 998.32, or 
998.83. 

Post-operative 
procedure 
complications. 

Major wound 
dehiscence, 
evisceration, or 
requires special 
handling for transport. 

BLS Non-life threatening A0429 

650 Any code from 630 through 
679. 

Pregnancy 
complication/
childbirth/labor 

 ALS  A0427/A0433 

292.9 291.0, 291.3, 291.81, 292.0, 
292.81, 292.82, 292.83, 
292.84, or 292.89. 

Psychiatric/
Behavioral 

Abnormal mental 
status; drug 
withdrawal. 

ALS Disoriented, DTs, withdrawal 
symptoms. 

A0427/A0433 

298.9 300.9 Psychiatric/
Behavioral 

Threat to self or 
others, acute episode 
or exacerbation of 
paranoia, or disruptive 
behavior. 

BLS Suicidal, homicidal, or 
violent. 

A0429 

036.9 780.6 PLUS either 784.0 or 
723.5. 

Sick person – 
fever 

Fever with associated 
symptoms (headache, 
stiff neck, etc.). 
Neurological changes. 

BLS Suspected spinal meningitis. A0429 

787.01 787.02, 787.03, or 787.91. Severe 
dehydration 

Nausea and vomiting, 
diarrhea, severe and 
incapacitating 
resulting in severe 
side effects of 
dehydration. 

ALS  A0427/A0433 

780.02 780.2 or 780.4 Unconscious, 
fainting, 
syncope, near 
syncope, 
weakness, or 
dizziness. 

Transient unconscious 
episode or found 
unconscious. Acute 
episode or 
exacerbation. 

ALS  A0427/A0433 

Continued
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ICD9 Primary 
Code

ICD9 Alternative Specific 
Code

Condition 
(General)  Condition (Specific) Service Level

Comments and Examples  
(not all-inclusive)

HCPCS 
Crosswalk

Emergency Conditions - Trauma
959.8 800.00 through 804.99, 

807.4, 807.6, 808.8, 808.9, 
812.00 through 812.59, 
813.00 through 813.93, 
813.93, 820.00 through 
821.39, 823.00 through 
823.92, 851.00 through 
866.13, 870.0 through 879.9, 
880.00 through 887.7, or 
890.0  through 897.7. 

Major trauma As defined by ACS 
Field Triage Decision 
Scheme. Trauma with 
one of the following: 
Glascow <14; systolic 
BP<90; RR<10 or 
>29; all penetrating 
injuries to head, neck, 
torso, extremities 
proximal to elbow or 
knee; flail chest; 
combination of 
trauma and burns; 
pelvic fracture; 2 or 
more long bone 
fractures; open or 
depressed skull 
fracture; paralysis; 
severe mechanism of 
injury including: 
ejection, death of 
another passenger in 
same patient 
compartment, falls 
>20’’, 20’’ deformity 
in vehicle or 12’’ 
deformity of patient 
compartment, auto 
pedestrian/bike, 
pedestrian thrown/run 
over, motorcycle 
accident at speeds 
>20 mph and rider 
separated from 
vehicle. 

ALS See “Condition (Specific)” 
column 

A0427/A0433 

518.5  Other trauma Need to monitor or 
maintain airway 

ALS Decreased LOC, bleeding 
into airway, trauma to head, 
face or neck. 

A0427/A0433 

958.2 870.0 through 879.9, 880.00 
through 887.7, 890.0 through 
897.7, or 900.00 through 
904.9. 

Other trauma Major bleeding ALS Uncontrolled or significant 
bleeding. 

A0427/A0433 

829.0 805.00, 810.00 through 
819.1, or 820.00 through 
829.1. 

Other trauma Suspected fracture/
dislocation requiring 
splinting/
immobilization for 
transport. 

BLS Spinal, long bones, and 
joints including shoulder 
elbow, wrist, hip, knee and 
ankle, deformity of bone or 
joint. 

 

A0429 

880.00 880.00 through 887.7 or 
890.0 through 897.7 

Other trauma Penetrating extremity 
injuries 

BLS Isolated bleeding stopped 
and good CSM. 

A0429 
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ICD9 Primary 
Code

ICD9 Alternative Specific 
Code

Condition 
(General)  Condition (Specific) Service Level

Comments and Examples  
(not all-inclusive)

HCPCS 
Crosswalk

Emergency Conditions - Trauma
886.0 or 
895.0 

886.1 or 895.1 Other trauma Amputation – digits BLS  A0429 

887.4 or 
897.4 

887.0, 887.1, 887.2, 887.3, 
887.6, 887.7, 897.0, 897.1, 
897.2, 897.3, 897.5, 897.6, 
or 897.7. 

 

Other trauma Amputation – all other ALS  A0427/A0433 

869.0 or 
869.1 

511.8, 512.8, 860.2, 860.3, 
860.4, 860.5, 873.8, 873.9, 
or 959.01. 

Other trauma Suspected internal, 
head, chest, or 
abdominal injuries. 

ALS Signs of closed head injury, 
open head injury, 
pneumothorax, hemothorax, 
abdominal bruising, positive 
abdominal signs on exam, 
internal bleeding criteria, 
evisceration. 

A0427/A0433 

949.3 941.30 through 941.39, 
942.30 through 942.39, 
943.30 through 943.39, 
944.30 through 944.38, 
945.30 through 945.39, or 
949.3. 

Burns Major – per American 
Burn Association 
(ABA) 

ALS Partial thickness burns > 
10% total body surface area 
(TBSA); involvement of face, 
hands, feet, genitalia, 
perineum, or major joints; 
third degree burns; 
electrical;  chemical; 
inhalation; burns with 
preexisting medical 
disorders; burns and trauma 

A0472/A0433 

949.2 941.20 through 941.29, 
942.20 through 942.29, 
943.20 through 943.29, 
944.20 through 944.28, 

945.20 through 945.29, or 
949.2. 

Burns Minor – per ABA BLS Other burns than listed 
above. 

A0429 

989.5  Animal bites, 
stings, 
envenomation. 

Potentially life or 
limb-threatening. 

ALS Symptoms of specific 
envenomation, significant 
face, neck, trunk, and 
extremity involvement; other 
emergency conditions. 

A0427/A0433 

879.8 Any code from 870.0 through 
897.7. 

Animal bites/
sting/
envonmation. 

Other BLS Local pain and swelling or 
special handling 
considerations (not related 
to obesity) and patient 
monitoring required. 

A0429 

994.0  Lightning  ALS  A0427/A0433 

994.8  Electrocution  ALS  A0427/A0433 

994.1  Near drowning Airway compromised 
during near drowning 
event 

ALS  A0427/A0433 

Continued
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ICD9 Primary 
Code

ICD9 Alternative Specific 
Code

Condition 
(General)  Condition (Specific) Service Level

Comments and Examples  
(not all-inclusive)

HCPCS 
Crosswalk

Emergency Conditions - Trauma
921.9 870.0 through 870.9, 871.0, 

871.1, 871.2, 871.3, 871.4, 
871.5, 871.6, 871.7, 871.9, 
or 921.0 through 921.9. 

Eye injuries Acute vision loss or 
blurring, severe pain 
or chemical exposure, 
penetrating, severe lid 
lacerations. 

BLS  A0429 

995.83 995.53 or V71.5 PLUS any 
code from 925.1 through 
929.9, 930.0 through 939.9, 
958.0 through 958.8, or 
959.01 through 959.9. 

Sexual assault With major injuries ALS Reference codes 959.8, 
958.2, 869.0/869.1 

A0427/A0433 

995.80 995.53 or V71.5 PLUS any 
code from 910.0 through 
919.9, 920 through 924.9, or 
959.01 through 959.9. 

Sexual assault With minor or no 
injuries 

BLS   

Non-Emergency
428.9  Cardiac/

hemodynamic 
monitoring 
required en 
route. 

 ALS Expectation monitoring is 
needed before and after 
transport. 

A0426 

518.81 or 
518.89 

V46.11 or V46.12. Advanced 
airway 
management 

 ALS Ventilator dependent, apnea 
monitor, possible intubation 
needed, deep suctioning. 

A0426, A0434 

293.0  Chemical 
restraint. 

 ALS  A0426 

496 491.20, 491.21, 492.0 
through 492.8, 493.20, 
493.21, 493.22, 494.0, or 
494.1. 

Suctioning 
required en 
route, need for 
titrated O2 
therapy or IV 
fluid 
management. 

 BLS Per transfer instructions. A0428 

786.09  Airway control/
positioning 
required en 
route. 

 BLS Per transfer instructions. A0428 

492.8 491.20, 491.21, 492.0 
through 492.8, 493.20, 
493.21, 493.22, 494.0, or 
494.1. 

Third party 
assistance/
attendant 
required to 
apply, 
administer, or 
regulate or 
adjust oxygen 
en route. 

 BLS Does not apply to patient 
capable of self-
administration of portable or 
home O2. Patient must 
require oxygen therapy and 
be so frail as to require 
assistance. 

A0428 
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Continued

ICD9 Primary 
Code

ICD9 Alternative Specific 
Code

Condition 
(General)  Condition (Specific) Service Level

Comments and Examples  
(not all-inclusive)

HCPCS 
Crosswalk

719.45 or 
719.49 

718.40, 718.45, 718.49, or 
907.2.

Special handling 
en route – 
positioning 
requires 
specialized 
handling. 

 BLS Requires special handling to 
avoid further injury (such as 
with > grade 2 decubiti on 
buttocks). Generally does 
not apply to shorter 
transfers of < 1 hour. 
Positioning in wheelchair or 
standard car seat 
inappropriate due to 
contractures or recent 
extremity fractures – post-
op hip as an example. 

A0428 

ICD9 Primary 
Code

ICD9 Alternative Specific 
Code

Condition 
(General)  Condition (Specific) Service Level

Comments and Examples  
(not all-inclusive)

HCPCS 
Crosswalk

Non-Emergency
298.9 Add 295.0 through 295.9 

with 5th digits of 0, 1, 3, or 4, 
296.00 or 299.90. 

Patient safety: 
Danger to self or 
others – in 
restraints. 

 BLS Refer to definition in 42 CFR 
Section 482.13(e). 

A0428 

293.1  Patient safety: 
Danger to self or 
others – 
monitoring. 

 BLS Behavioral or cognitive risk 
such that patient requires 
monitoring for safety. 

A0428 

298.8 Add 295.0 through 295.9 
with 5th digits of 0, 1, 3, or 4, 
296.00 or 299.90 

Patient safety: 
Danger to self or 
others – 
seclusion (flight 
risk). 

 BLS Behavioral or cognitive risk 
such that patient requires 
attendant to assure patient 
does not try to exit the 
ambulance prematurely. 
Refer to 42 CFR Section 
482.13(f) for definition. 

A0428 

781.3 Add 295.0 through 295.9 
with 5th digits of 0, 1, 3, or 4, 
296.00 or 299.90. 

Patient safety: 
Risk of falling 
off wheelchair 
or stretcher 
while in motion 
(not related to 
obesity). 

 BLS Patient’s physical condition 
is such that patient risks 
injury during vehicle 
movement despite 
restraints. Indirect indicators 
include MDS criteria. 

A0428 

041.9  Special handling 
en route – 
isolation. 

 BLS Includes patients with 
communicable diseases or 
hazardous material exposure 
who must be isolated from 
public or whose medical 
condition must be protected 
from public exposure; 
surgical drainage 
complications. 

A0428 

907.2 Special handling 
en route to 
reduce pain – 
orthopedic 
device. 

 BLS Backboard, halotraction, use 
of pins and traction etc. Pain 
may be present. 

A0428 
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Transportation Indicators
Transportation 
Indicators Air 
and Ground 

Transportation 
Category Transportation Indicator Description 

Service 
Level 

Comments  
and Examples  
(not all-inclusive) 

HCPCS 
Crosswalk 

C1 Inter-facility 
Transport 

EMTALA-certified 
inter-facility 
transfer to a higher 
level of care. 

Beneficiary requires higher level of care. BLS, 
ALS, 
SCT, 
FW, RW 

Excludes patient-
requested EMTALA 
transfer. 

A0428, A0429, 
A0426, A0427, 
A0433, A0434 

C2 Inter-facility 
transport

Service not 
available at 
originating facility, 
and must meet 
one or more 
emergency or non-
emergency 
conditions.

BLS, 
ALS, 
SCT, 
FW,RW

A0428, A0429, 
A0426, A0427, 
A0433, A0434

C3 Emergency 
Trauma 
Dispatch 
Condition 
Code

Major incident or 
mechanism of 
injury

Major Incident-This transportation 
indicator is to be used ONLY as a 
secondary code when the on-scene 
encounter is a BLS-level patient.

ALS Trapped in machinery, 
close proximity to 
explosion, building fire 
with persons reported 
inside, major incident 
involving aircraft, bus, 
subway, metro, train 
and watercraft. Victim 
entrapped in vehicle.

A0427/A0433

C4 Medically 
necessary 
transport but 
not to the 
nearest 
facility.

BLS or ALS 
response

Indicates to Carrier/Intermediary that an 
ambulance provided a medically necessary 
transport, but that the number of miles on the 
Medicare claim form may be excessive.

BLS/
ALS

This should occur if 
the facility is on divert 
status or the particular 
service is not available 
at the time of transport 
only. In these instances 
the ambulance units 
should clearly 
document why the 
beneficiary was not 
transported to the 
nearest facility.

Based on 
transport level.

C5 BLS transport 
of ALS-level 
patient

ALS-level condition 
treated and 
transport by a 
BLS-level 
ambulance.

This transportation indicator is used for 
ALL situations where a BLS-level 
ambulance treats and transports a patient 
that presents an ALS-level condition. No 
ALS-level assessment or intervention 
occurs at all during the patient encounter.

BLS A0429

C6 ALS-level 
response to 
BLS-level 
patient

ALS response 
required based 
upon appropriate 
dispatch protocols 
– BLS-level patient 
transport

Indicates to Carrier/Intermediary that an 
ALS-level ambulance responded 
appropriately based upon the information 
received at the time the call was received 
in dispatch and after a clinically 
appropriate ALS-assessment was 
performed on scene, it was determined that 
the condition of the patient was at a BLS 
level. These claims, properly documented, 
should be reimbursed at an ALS-1 level 
based upon coverage guidelines under the 
Medicare Ambulance Fee Schedule.

ALS A0427 

Note: HCPCS Crosswalk to ALS1E (A0427) and ALS2 (A0433) would ultimately be determined by the number and type of ALS level services provided during 
transport. All medical condition codes can be cross walked to fixed wing and rotor wing HCPCS provided the air ambulance service has documented the 
medical necessity for air ambulance service versus ground or water ambulance. As a result, codes A0430 (Fixed Wing) and A0431 (Rotor Wing) can be included 
in Column 7 for each condition listed. 
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same test, whether manually or with automated equipment, 
the services are deemed similar.

Laboratory services furnished by an independent laboratory 
are covered under SMI if the laboratory is an approved Inde-
pendent Clinical Laboratory. However, as is the case of all 
diagnostic services, in order to be covered these services 
must be related to a patient’s illness or injury (or symptom or 
complaint) and ordered by a physician. A small number of 
laboratory tests can be covered as a preventive screening 
service.

See the Medicare Benefit Policy Manual, Chapter 15, for de-
tailed coverage requirements. 

See the Medicare Program Integrity Manual, Chapter 10, for 
laboratory/supplier enrollment guidelines.

See the Medicare State Operations Manual for laboratory/
supplier certification requirements.

10.1 – Definitions

(Rev. 85, 02-06-04)

B3-2070.1, B3-2070.1.B, RHC-406.4

“Independent Laboratory” - An independent laboratory is 
one that is independent both of an attending or consulting 
physician’s office and of a hospital that meets at least the 
requirements to qualify as an emergency hospital as defined 
in §1861(e) of the Social Security Act (the Act.) (See the 
Medicare Benefits Policy Manual, Chapter 15, for detailed 
discussion.)

“Physician Office Laboratory” – A physician office labora-
tory is a laboratory maintained by a physician or group of 
physicians for performing diagnostic tests in connection with 
the physician practice.

“Clinical Laboratory” - See the Medicare Benefits Policy 
Manual, Chapter 15.

“Qualified Hospital Laboratory” - A qualified hospital labo-
ratory is one that provides some clinical laboratory tests 24 
hours a day, 7 days a week, to serve a hospital’s emergency 
room that is also available to provide services 24 hours a day, 
7 days a week. For the qualified hospital laboratory to meet 
this requirement, the hospital must have physicians physi-
cally present or available within 30 minutes through a medi-
cal staff call roster to handle emergencies 24 hours a day, 7 
days a week; and hospital laboratory technologists must be 
on duty or on call at all times to provide testing for the emer-
gency room.

“Hospital Outpatient” - See the Medicare Benefit Policy 
Manual, Chapter 2.

“Referring laboratory” - A Medicare-approved laboratory 
that receives a specimen to be tested and that refers the 
specimen to another laboratory for performance of the labo-
ratory test.

“Reference laboratory” - A Medicare-enrolled laboratory 
that receives a specimen from another, referring laboratory 
for testing and that actually performs the test.

“Billing laboratory” - The laboratory that submits a bill or 
claim to Medicare.

that the patient requiring transport has a BLS-level condi-
tion, this transportation indicator should be included on 
the claim to indicate why the ALS-level response was indi-
cated based upon the information obtained in the opera-
tion’s dispatch center. Claims including this transportation 
indicator should contain two primary codes. The first con-
dition will indicate the BLS-level condition corresponding 
to the patient’s condition found on-scene and during the 
transport. The second condition will indicate the ALS-level 
condition corresponding to the information at the time of 
dispatch that indicated the need for an ALS-level response 
based upon medically appropriate dispatch protocols. 

• Transportation Indicator C7- Transportation indicator 
“C7” is for those circumstances where IV medications were 
required en route. C7 is appropriately used for patients 
requiring ALS level transport in a non-emergent situation 
primarily because the patient requires monitoring of ongo-
ing medications administered intravenously. Does not ap-
ply to self-administered medications. Does not include ad-
ministration of crystalloid intravenous fluids (i.e., Normal 
Saline, Lactate Ringers, 5% Dextrose in Water, etc.). The 
patient’s condition should also be reported on the claim 
with a code selected from the list.

• Air Only 
• All “transportation indicators” imply a clinical benefit to 

the time saved with transporting a patient by an air ambu-
lance versus a ground or water ambulance. 

• D1 Long Distance - patient’s condition requires rapid trans-
portation over a long distance. 

• D2 Under rare and exceptional circumstances, traffic pat-
terns preclude ground transport at the time the response is 
required. 

• D3 Time to get to the closest appropriate hospital due to 
the patient’s condition precludes transport by ground am-
bulance. Unstable patient with need to minimize out-of 
hospital time to maximize clinical benefits to the patient. 

• D4 Pick up point not accessible by ground transportation. 

100-04 Chapter 16

10—Background

(Rev. 1, 10-01-03)

B3-2070, B3-2070.1, B3-4110.3, B3-5114

Diagnostic X-ray, laboratory, and other diagnostic tests, in-
cluding materials and the services of technicians, are covered 
under the Medicare program. Some clinical laboratory pro-
cedures or tests require Food and Drug Administration (FDA) 
approval before coverage is provided.

A diagnostic laboratory test is considered a laboratory service 
for billing purposes, regardless of whether it is performed 
in:

• A physician’s office, by an independent laboratory;
• By a hospital laboratory for its outpatients or nonpatients;
• In a rural health clinic; or
• In an HMO or Health Care Prepayment Plan (HCPP) for a 

patient who is not a member.

When a hospital laboratory performs laboratory tests for 
nonhospital patients, the laboratory is functioning as an in-
dependent laboratory, and still bills the fiscal intermediary 
(FI). Also, when physicians and laboratories perform the 
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“Service” - A clinical diagnostic laboratory test. Service and 
test are synonymous.

“Test” - A clinical diagnostic laboratory service. Service and 
test are synonymous.

“CLIA” - The Clinical Laboratory Improvement Act and CMS 
implementing regulations and processes.

“Certification” - A laboratory that has met the standards 
specified in the CLIA.

“Draw Station’ - A place where a specimen is collected but 
no Medicare-covered clinical laboratory testing is performed 
on the drawn specimen.

“Medicare-approved laboratory - A laboratory that meets 
all of the enrollment standards as a Medicare provider in-
cluding the certification by a CLIA certifying authority.

10.2—General Explanation of Payment 

(Rev. 1782; Issued: 07-30-09; Effective Date: 07-01-09; Imple-
mentation Date: 07-06-09)

Outpatient laboratory services can be paid in different ways: 

• Physician Fee Schedule; 
• 101 percent of reasonable cost (critical access hospitals 

(CAH) only); 

NOTE : When the CAH bills a 14X bill type as a non-patient 
laboratory specimen, the CAH is paid under the 
laboratory fee schedule. 

• Laboratory Fee Schedule; 
• Outpatient Prospective Payment System, (OPPS) except 

for most hospitals in the state of Maryland that are subject 
to waiver; or 

• Reasonable Charge 

Annually, CMS distributes a list of codes and indicates the 
payment method. Carriers, and FIs, and A/B MACs pay as 
directed by this list. Neither deductible nor coinsurance ap-
plies to HCPCS codes paid under the laboratory fee schedule; 
further, deductible and coinsurance do not apply to HCPCS 
laboratory codes paid via 101 percent of reasonable cost to 
CAHs. The majority of outpatient laboratory services are paid 
under the laboratory fee schedule or the OPPS. 

Carriers, FIs are responsible for applying the correct fee 
schedule for payment of clinical laboratory tests. FIs/AB 
MACs must determine which hospitals meet the criteria for 
payment at the 62 percent fee schedule. Only sole community 
hospitals with qualified hospital laboratories are eligible for 
payment under the 62 percent fee schedule. Generally, pay-
ment for diagnostic laboratory tests that are not subject to 
the clinical laboratory fee schedule is made in accordance 
with the reasonable charge or physician fee schedule meth-
odologies (or at 101 percent of reasonable costs for CAHs). 

For Clinical Diagnostic Laboratory services denied due to 
frequency edits contractors must use standard health care 
adjustment reason code 151—“Payment adjusted because the 
payer deems the information submitted does not support this 
many services.” 

60—Specimen Collection Fee and Travel Allowance 

(Rev. 1, 10-01-03) 

B3-5114.1 

60.1—Specimen Collection Fee 

(Rev. 1, 10-01-03) 

B3-5114.1, A3-3628 

In addition to the amounts provided under the fee schedules, 
the Secretary shall provide for and establish a nominal fee to 
cover the appropriate costs of collecting the sample on which 
a clinical laboratory test was performed and for which pay-
ment is made with respect to samples collected in the same 
encounter. 

A specimen collection fee is allowed in circumstances such as 
drawing a blood sample through venipuncture (i.e., inserting 
into a vein a needle with syringe or vacutainer to draw the 
specimen) or collecting a urine sample by catheterization. A 
specimen collection fee is not allowed for blood samples 
where the cost of collecting the specimen is minimal (such as 
a throat culture or a routine capillary puncture for clotting or 
bleeding time). This fee will not be paid to anyone who has 
not extracted the specimen. Only one collection fee is allowed 
for each type of specimen for each patient encounter, regard-
less of the number of specimens drawn. When a series of 
specimens is required to complete a single test (e.g., glucose 
tolerance test), the series is treated as a single encounter. 

60.1.1—Physician Specimen Drawing 

(Rev. 1, 10-01-03) 

HO-437, A3-3628, B3-5114.1 

Medicare allows a specimen collection fee for physicians only 
when (1) it is the accepted and prevailing practice among 
physicians in the locality to make separate charges for draw-
ing or collecting a specimen, and (2) it is the customary 
practice of the physician performing such services to bill 
separate charges for drawing or collecting the specimen. 

60.1.2—Independent Laboratory Specimen Drawing 

(Rev. 1, 10-01-03) 

B3-4110.4, HO-437, A3-3628 

Medicare allows separate charges made by laboratories for 
drawing or collecting specimens whether or not the speci-
mens are referred to hospitals or independent laboratories. 
The laboratory does not bill for routine handling charges 
where a specimen is referred by one laboratory to another. 

Medicare allows a specimen collection fee when it is medi-
cally necessary for a laboratory technician to draw a speci-
men from either a nursing home patient or homebound pa-
tient. The technician must personally draw the specimen, 
e.g., venipuncture or urine sample by catheterization. Medi-
care does not allow a specimen collection fee to the visiting 
technician if a patient in a facility is (a) not confined to the 
facility, or (b) the facility has personnel on duty qualified to 
perform the specimen collection. Medical necessity for such 
services exists, for example, where a laboratory technician 
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draws a blood specimen from a homebound or an institution-
alized patient. A patient need not be bedridden to be home-
bound. However, where the specimen is a type that would 
require only the services of a messenger and would not re-
quire the skills of a laboratory technician, e.g., urine or spu-
tum, a specimen pickup service would not be considered 
medically necessary. (See Chapters 7 and 15 of the Medicare 
Benefit Policy Manual for a discussion of “homebound” and 
a more complete definition of a medically necessary labora-
tory service to a homebound or an institutional patient.) 

In addition to the usual information required on claim forms 
(including the name of the prescribing physician), all inde-
pendent laboratory claims for such specimen drawing or 
EKG services prescribed by a physician should be appropri-
ately annotated, e.g., “patient confined to home,” “patient 
homebound,” or “patient in nursing home, no qualified per-
son on duty to draw specimen.” Carriers must assure the va-
lidity of the annotation through scientific claims samples as 
well as through regular bill review techniques. (This could be 
done by use of the information in carrier files, and where 
necessary, contact with the prescribing physician.) 

If a physician requests an independent laboratory to obtain 
specimens in situations which do not meet, or without regard 
to whether they meet, the medical necessity criteria in Chap-
ter 15 of the Medicare Benefit Policy Manual, an educational 
contact with the prescribing physician is warranted and, 
where necessary, corroborating documentation should be 
obtained on claims until the carrier is assured that the physi-
cian prescribes such services only when the criteria are met. 

60.1.3—Specimen Drawing for Dialysis Patients 

(Rev. 2487, Issued: 06-08-12, Effective: 01-01-11, Implementa-
tion: 06-19-12)

See the Medicare Benefit Policy Manual, Chapter 11, for a 
description of laboratory services included in the composite 
rate. With the implementation of the ESRD PPS, effective for 
claims with dates of service on or after January 1, 2011, all 
ESRD-related laboratory services are included in the ESRD 
PPS base rate.

Clinical laboratory tests can be performed individually or in 
pre-determined groups on automated profile equipment. A 
specimen collection fee determined by CMS (as of this writ-
ing, up to $3.00) will be allowed only in the following circum-
stances: 

• Drawing a blood sample through venipuncture (i.e., insert-
ing into a vein a needle with a syringe or vacutainer to 
draw the specimen). 

• Collecting a urine sample by catheterization. 

Special rules apply when such services are furnished to dialy-
sis patients. The specimen collection fee is not separately 
payable for y patients dialyzed in the facility or for patients 
dialyzed at home under reimbursement Method I. A specimen 
collection fee is also not separately payable when an ESRD fa-
cility is collecting a specimen for transplant eligibility or other 
transplant requirements. Payment for specimen collection is 
included under the ESRD PPS regardless of whether the 
laboratory test itself is included in the ESRD PPS or is sepa-
rately billable with the AY modifier (see §40.6 of this chapter). 

Fees for taking specimens in the hospital setting, but out-
side of the dialysis unit, for use in performing laboratory 

tests not included in the ESRD composite rate may be paid 
separately. 

60.1.4—Coding Requirements for Specimen Collection 

(Rev. 1, 10-01-03) 

The following HCPCS codes and terminology must be used: 

• G0001—Routine venipuncture for collection of speci-
men(s). 

• P96l5—Catheterization for collection of specimen(s). 

The allowed amount for specimen collection in each of the 
above circumstances is included in the laboratory fee sched-
ule distributed annually by CMS. 

60.2—Travel Allowance 

(Rev. 1584, Issued: 09-05-08, Effective: 07-01-08, Implementa-
tion: 10-06-08)

In addition to a specimen collection fee allowed under §60.1, 
Medicare, under Part B, covers a specimen collection fee and 
travel allowance for a laboratory technician to draw a speci-
men from either a nursing home patient or homebound pa-
tient under §1833(h)(3) of the Act and payment is made 
based on the clinical laboratory fee schedule. The travel al-
lowance is intended to cover the estimated travel costs of 
collecting a specimen and to reflect the technician’s salary 
and travel costs. 

The additional allowance can be made only where a speci-
men collection fee is also payable, i.e., no travel allowance is 
made where the technician merely performs a messenger 
service to pick up a specimen drawn by a physician or nurs-
ing home personnel. The travel allowance may not be paid to 
a physician unless the trip to the home, or to the nursing 
home was solely for the purpose of drawing a specimen. Oth-
erwise travel costs are considered to be associated with the 
other purposes of the trip. 

The travel allowance is not distributed by CMS. Instead, the 
carrier must calculate the travel allowance for each claim us-
ing the following rules for the particular Code. The following 
HCPCS codes are used for travel allowances: 

Per Mile Travel Allowance (P9603) 

• The minimum “per mile travel allowance” is $1.035. The 
per mile travel allowance is to be used in situations where 
the average trip to patients’ homes is longer than 20 miles 
round trip, and is to be pro-rated in situations where 
specimens are drawn or picked up from non-Medicare pa-
tients in the same trip.—one way, in connection with 
medically necessary laboratory specimen collection drawn 
from homebound or nursing home bound patient; pro-
rated miles actually traveled (carrier allowance on per mile 
basis); or 

• The per mile allowance was computed using the Federal 
mileage rate plus an additional 45 cents a mile to cover the 
technician’s time and travel costs. Contractors have the op-
tion of establishing a higher per mile rate in excess of the 
minimum ($1.035 a mile in cy 2008) if local conditions 
warrant it. The minimum mileage rate will be reviewed 
and updated in conjunction with the clinical lab fee sched-
ule as needed. At no time will the laboratory be allowed to 
bill for more miles than are reasonable or for miles not 
actually traveled by the laboratory technician. 
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Example 1:  In CY 2008, a laboratory technician travels 60 
miles round trip from a lab in a city to a remote rural loca-
tion, and back to the lab to draw a single Medicare patient’s 
blood. The total reimbursement would be $62.10 (60 miles 3 
$1.035 a mile), plus the specimen collection fee of $3.00. 

Example 2: In CY 2008, a laboratory technician travels 40 
miles from the lab to a Medicare patient’s home to draw 
blood, and then travels an additional 10 miles to a non- 
Medicare patient’s home and then travels 30 miles to return 
to the lab. The total miles traveled would be 80 miles. The 
claim submitted would be for one half of the miles traveled 
or $41.40 (40 3 $1.035), plus the specimen collection fee of 
$3.00. 

Flat Rate (P9604) 

The CMS will pay a minimum of $9.55 one way flat rate 
travel allowance. The flat rate travel allowance is to be used 
in areas where average trips are less than 20 miles round trip. 
The flat rate travel fee is to be pro-rated for more than one 
blood drawn at the same address, and for stops at the homes 
of Medicare and non-Medicare patients. The laboratory does 
the pro-ration when the claim is submitted based on the 
number of patients seen on that trip. The specimen collection 
fee will be paid for each patient encounter. 

This rate is based on an assumption that a trip is an average 
of 15 minutes and up to 10 miles one way. It uses the Federal 
mileage rate and a laboratory technician’s time of $17.66 an 
hour, including overhead. Contractors have the option of es-
tablishing a flat rate in excess of the minimum of $9.55, if 
local conditions warrant it. The minimum national flat rate 
will be reviewed and updated in conjunction with the clinical 
laboratory fee schedule, as necessitated by adjustments in the 
Federal travel allowance and salaries. 

The claimant identifies round trip travel by use of the LR 
modifier 

Example 3: A laboratory technician travels from the labora-
tory to a single Medicare patient’s home and returns to the 
laboratory without making any other stops. The flat rate 
would be calculated as follows: 2 3 $9.55 for a total trip re-
imbursement of $19.10, plus the specimen collection fee. 

Example 4: A laboratory technician travels from the labora-
tory to the homes of five patients to draw blood, four of the 
patients are Medicare patients and one is not. An additional 
flat rate would be charged to cover the 5 stops and the return 
trip to the lab (6 3 $9.55 5 $57.30). Each of the claims sub-
mitted would be for $11.46 ($57.30/5 5 $11.46). Since one of 
the patients is non-Medicare, four claims would be submitted 
for $11.46 each, plus the specimen collection fee for each. 

Example 5: A laboratory technician travels from a laboratory 
to a nursing home and draws blood from 5 patients and re-
turns to the laboratory. Four of the patients are on Medicare 
and one is not. The $9.55 flat rate is multiplied by two to 
cover the return trip to the laboratory (2 3  $9.55 5 $19.10) 
and then divided by five (1/5 of $19.10 5  $3.82). Since one of 
the patients is non-Medicare, four claims would be submitted 
for $3.82 each, plus the specimen collection fee. 

If a carrier determines that it results in equitable payment, the 
carrier may extend the former payment allowances for addi-
tional travel (such as to a distant rural nursing home) to all 
circumstances where travel is required. This might be appropri-

ate, for example, if the carrier’s former payment allowance was 
on a per mile basis. Otherwise, it should establish an appropri-
ate allowance and inform the suppliers in its service area. If a 
carrier decides to establish a new allowance, one method is to 
consider developing a travel allowance consisting of: 

• The current Federal mileage allowance for operating per-
sonal automobiles, plus a personnel allowance per mile to 
cover personnel costs based upon an estimate of average 
hourly wages and average driving speed. 

Carriers must prorate travel allowance amounts claimed by 
suppliers by the number of patients (including Medicare and 
non-Medicare patients) from whom specimens were drawn 
on a given trip. 

The carrier may determine that payment in addition to the 
routine travel allowance determined under this section is ap-
propriate if: 

• the patient from whom the specimen must be collected is 
in a nursing home or is homebound; and 

• the clinical laboratory tests are needed on an emergency 
basis outside the general business hours of the laboratory 
making the collection. 

• Subsequent updated travel allowance amounts will be is-
sued by CMS via Recurring Update Notification (RUN) on 
an annual basis.

110.4—Carrier Contacts With Independent Clinical 
Laboratories

(Rev. 1, 10-01-03)

B3-2070.1.F

An important role of the carrier is as a communicant of nec-
essary information to independent clinical laboratories. Fail-
ure to inform independent laboratories of Medicare regula-
tions and claims processing procedures may have an adverse 
effect on prosecution of laboratories suspected of fraudulent 
activities with respect to tests performed by, or billed on be-
half of, independent laboratories. United States Attorneys 
often must prosecute under a handicap or may refuse to 
prosecute cases where there is no evidence that a laboratory 
has been specifically informed of Medicare regulations and 
claims processing procedures.

To assure that laboratories are aware of Medicare regulations 
and carrier’s policy, notification must be sent to independent 
laboratories when any changes are made in coverage policy 
or claims processing procedures. Additionally, to completely 
document efforts to fully inform independent laboratories of 
Medicare policy and the laboratory’s responsibilities, previ-
ously issued newsletters should be periodically re-issued to 
remind laboratories of existing requirements.

Some items which should be discussed are the requirements 
to have the same charges for Medicare and private patients, 
to document fully the medical necessity for collection of 
specimens from a skilled nursing facility or a beneficiary’s 
home, and, in cases when a laboratory service is referred 
from one independent laboratory to another independent 
laboratory, to identify the laboratory actually performing 
the test.

Additionally, when carrier professional relations representa-
tives make personal contacts with particular laboratories, 
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they should prepare and retain reports of contact indicating 
dates, persons present, and issues discussed.

100-04 Chapter 17

80.1—Oral Cancer Drugs

(Rev. 1, 10-01-03)

A3 3660.13, SNF 536.1

Effective January 1, 1994, oral self administered versions of 
covered injectable cancer drugs furnished may be paid if 
other coverage requirements are met. To be covered the drug 
must have had the same active ingredient as the injectable 
drug. Effective January 1, 1999, this coverage was expanded 
to include FDA approved Prodrugs used as anticancer drugs. 
A Prodrug may have a different chemical composition than 
the injectable drug but body metabolizing of the Prodrug re-
sults in the same chemical composition in the body.

80.1.1—HCPCS Service Coding for Oral Cancer Drugs

(Rev. 1, 10-01-03)

The following codes may be used for drugs other than Pro-
drugs, when covered:

Generic/Chemical Name How Supplied HCPCS

Busulfan 2 mg/ORAL J8510

Capecitabine 150 mg/ORAL J8520

Capecitabine 500 mg/ORAL J8521

Methotrexate 2.5 mg/ORAL J8610

Cyclophosphamide * 25 mg/ORAL J8530

Cyclophosphamide * (Treat 50 mg. as 2 
units

50 mg/ORAL J8530

Etoposide 50 mg/ORAL J8560

Melphalan 2 mg/ORAL J8600

Prescription Drug chemotherapeutic NOC ORAL J8999

Each tablet or capsule is equal to one unit, except for 50 mg./
ORAL of cyclophosphamide (J8530), which is shown as 2 
units. The 25m and 50 mg share the same code.

NOTE: HIPAA requires that drug claims submitted to 
DMERCs be identified by NDC.

80.1.2—HCPCS and NDC Reporting for Prodrugs

(Rev. 136, 04-09-04)

FI claims

For oral anti-cancer Prodrugs HCPCS code J8999 is reported 
with revenue code 0636.

DMERC claims

The supplier reports the NDC code on the claim. The DMERC 
converts the NDC code to a “WW” HCPCS code for CWF. As 
new “WW” codes are established for oral anticancer drugs they 
will be communicated in a Recurring Update Notification.

80.3.1—Requirements for Billing FI for Immunosuppressive 
Drugs

(Rev. 1472, Issued: 03-06-08, Effective 05-23-07, Implementa-
tion: 04-07-08)

Hospitals not subject to OPPS bill on a Form CMS-1450 with 
bill type 12x (hospital inpatient Part B) or l3x (hospital out-
patient) as appropriate. For claims with dates of service prior 
to April 1, 2000, providers report the following entries:

• Occurrence code 36 and date;
• Revenue code 0250; and
• Narrative description.

NOTE: Information regarding the claim form locators that 
correspond with these fields and a table to crosswalk the 
CMS-1450 form locators to the 837 transaction is found in 
Chapter 25.

For claims with dates of service on or after April 1, 2000, 
hospitals report

• Occurrence code 36 and date;
• Revenue code 0636;
• HCPCS code of the immunosuppressive drug; and
• Number of units (the number of units billed must accu-

rately reflect the definition of one unit of service in each 
code narrative. E.g.: If fifty 10-mg. Prednisone tablets are 
dispensed, the hospital bills J7506, 100 units (1 unit of 
J7506 = 5 mg.).

NOTE: Information regarding the claim form locators that 
correspond with these fields and a table to crosswalk the 
CMS-1450 form locators to the 837 transaction is found in 
Chapter 25.

The hospital completes the remaining items in accordance 
with regular billing instructions.

100-04 Chapter 18

90—Diabetes Screening

(Rev. 457, Issued: 01-28-05, Effective: 04-01-05, Implementa-
tion: 04-04-05)

90.1—HCPCS Coding for Diabetes Screening

(Rev. 457, Issued: 01-28-05, Effective: 04-01-05, Implementa-
tion: 04-04-05)

The following HCPCS codes are to be billed for diabetes 
screening:

82947 – Glucose, quantitative, blood (except reagent strip)
82950 – post-glucose dose (includes glucose)
82951 – tolerance test (GTT), three specimens (includes glucose)
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90.2—Carrier Billing Requirements

(Rev. 457, Issued: 01-28-05, Effective: 04-01-05, Implementa-
tion: 04-04-05)

Effective for dates of service January 1, 2005 and later, carri-
ers shall recognize the above HCPCS codes for diabetes 
screening.

Carriers shall pay for diabetes screening once every 12 
months for a beneficiary that is not pre-diabetic. Carriers 
shall pay for diabetes screening at a frequency of once every 
6 months for a beneficiary that meets the definition of pre-
diabetes.

A claim that is submitted for diabetes screening by a physi-
cian or supplier for a beneficiary that does not meet the defi-
nition of pre-diabetes shall be submitted in the following 
manner:

The line item shall contain 82947, 82950 or 82951 with a di-
agnosis code of V77.1 reported in the header.

90.2.1—Modifier Requirements for Pre-diabetes

(Rev. 457, Issued: 01-28-05, Effective: 04-01-05, Implementa-
tion: 04-04-05)

A claim that is submitted for diabetes screening and the ben-
eficiary meets the definition of pre-diabetes shall be submit-
ted in the following manner:

The line item shall contain 82497, 82950 or 82951 with a di-
agnosis code of V77.1 reported in the header. In addition, 
modifier “TS” (follow-up service) – shall be reported on the 
line item.

90.3—Fiscal Intermediary (FI) Billing Requirements

(Rev. 457, Issued: 01-28-05, Effective: 04-01-05, Implementa-
tion: 04-04-05)

Effective for dates of service January 1, 2005 and later, FIs 
shall recognize the above HCPCS codes for diabetes screen-
ing.

FIs shall pay for diabetes screening once every 12 months for 
a beneficiary that is not pre-diabetic. FIs shall pay for diabe-
tes screening at a frequency of once every 6 months for a 
beneficiary that meets the definition of pre-diabetes.

A claim that is submitted for diabetes screening by a physi-
cian or supplier for a beneficiary that does not meet the defi-
nition of pre-diabetes shall be submitted in the following 
manner:

The line item shall contain 82947, 82950 or 82951 with a di-
agnosis code of V77.1.

90.3.1—Modifier Requirements for Pre-diabetes

(Rev. 457, Issued: 01-28-05, Effective: 04-01-05, Implementa-
tion: 04-04-05)

A claim that is submitted for diabetes screening and the ben-
eficiary meets the definition of pre-diabetes shall be submit-
ted in the following manner:

The line item shall contain 82497, 82950 or 82951 with a di-
agnosis code of V77.1. In addition, modifier “TS” (follow-up 
service) – shall be reported on the line item.

90.4—Diagnosis Code Reporting

(Rev. 457, Issued: 01-28-05, Effective: 04-01-05, Implementa-
tion: 04-04-05)

A claim that is submitted for diabetes screening shall include 
the diagnosis code V77.1.

90.5—Medicare Summary Notices

(Rev. 457, Issued: 01-28-05, Effective: 04-01-05, Implementa-
tion: 04-04-05)

When denying claims for diabetes screening based upon a 
CWF reject for 82947, 82950 or 82951 reported with diagno-
sis code V77.1, contractors shall use MSN 18.4, “This service 
is being denied because it has not been 6 months since your 
last examination of this kind.” (See chapter 30 section 
40.3.6.4(c) for additional information on ABN’s.)

90.6—Remittance Advice Remark Codes

(Rev. 457, Issued: 01-28-05, Effective: 04-01-05, Implementa-
tion: 04-04-05)

Contractors shall use the appropriate remittance advice no-
tice that appropriately explains the denial of payment.

90.7—Claims Adjustment Reason Codes

(Rev. 457, Issued: 01-28-05, Effective: 04-01-05, Implementa-
tion: 04-04-05)

Contractors shall use the appropriate claims adjustment rea-
son code such as 119 “Benefit maximum for this time period 
or occurrence has been reached.”

100-04 Chapter 20

30.6—Oxygen and Oxygen Equipment

(Rev. 2465, Issued: 05-11-12, Effective: 10-01-12, Implementa-
tion: 10-01-12)

For oxygen and oxygen equipment, contractors pay a monthly 
fee schedule amount per beneficiary. Unless otherwise noted 
below, the fee covers equipment, contents and supplies. Pay-
ment is not made for purchases of this type of equipment. 

When an inpatient is not entitled to Part A, payment may not 
be made under Part B for DME or oxygen provided in a hos-
pital or SNF. (See the Medicare Benefit Policy Manual, Chap-
ter 15) Also, for outpatients using equipment or receiving 
oxygen in the hospital or SNF and not taking the equipment 
or oxygen system home, the fee schedule does not apply.

There are a number of billing considerations for oxygen 
claims. The chart in §130.6 indicates what amounts are pay-
able under which situations.

Effective for claims on or after February 14, 2011, payment for 
the home use of oxygen and oxygen equipment when related to 
the treatment of cluster headaches is covered under a National 
Coverage Determination (NCD). For more information, refer to io
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chapter 1, section 240.2.2, Publication 100-03, of the National 
Coverage Determinations Manual.

30.6.1—Adjustments to Monthly Oxygen Fee

(Rev. 1, 10-01-03)

If the prescribed amount of oxygen is less than 1 liter per 
minute, the fee schedule amount for stationary oxygen rental 
is reduced by 50 percent.

The fee schedule amount for stationary oxygen equipment is 
increased under the following conditions. If both conditions 
apply, contractors use the higher of either of the following 
add-ons. Contractors may not pay both add-ons:

a. Volume Adjustment - If the prescribed amount of oxy-
gen for stationary equipment exceeds 4 liters per min-
ute, the fee schedule amount for stationary oxygen 
rental is increased by 50 percent. If the prescribed liter 
flow for stationary oxygen is different than for portable 
or different for rest and exercise, contractors use the 
prescribed amount for stationary systems and for pa-
tients at rest. If the prescribed liter flow is different for 
day and night use, contractors use the average of the 
two rates.

b. Portable Add-on - If portable oxygen is prescribed, the 
fee schedule amount for portable equipment is added 
to the fee schedule amount for stationary oxygen 
rental.

30.6.2—Purchased Oxygen Equipment

(Rev. 1, 10-01-03)

Contractors may not pay for oxygen equipment that is pur-
chased on or after June 1, 1989.

30.6.3—Contents Only Fee

(Rev. 1, 10-01-03)

Where the beneficiary owns stationary liquid or gaseous oxy-
gen equipment, the contractor pays the monthly oxygen 
contents fee. For owned oxygen concentrators, however, con-
tractors do not pay a contents fee.

Where the beneficiary either owns a concentrator or does not 
own or rent a stationary gaseous or liquid oxygen system and 
has either rented or purchased a portable system, contractors 
pay the portable oxygen contents fee.

30.6.4—DMEPOS Clinical Trials and Demonstrations

(Rev. 961, Issued: 05-26-06; Effective: 03-20-06; Implementa-
tion: 10-03-06)

The definition of the QR modifier is “item or service has been 
provided in a Medicare specified study.” When this modifier 
is attached to a HCPCS code, it generally means the service 
is part of a CMS related clinical trial, demonstration or 
study.

• The DMERCs shall recognize the “QR” modifier when as-
sociated with an oxygen home therapy clinical trial identi-
fied by CMS and sponsored by the National Heart, Lung & 
Blood Institute. DMERCs shall pay these claims if the pa-
tient’s arterial oxygen partial measurements are from 56 to 
65 mmHg, or whose oxygen saturation is at or above 89%.

The definition of condition code 30 is “qualified clinical trial.” 
When this condition code is reported on a claim, it generally 
means the service is part of a CMS related clinical trial, dem-
onstration or study.

The RHHIs shall recognize condition code 30, accompanied 
by ICD-9-CM diagnosis code V70.7 in the second diagnosis 
code position, when associated with an oxygen home therapy 
clinical trial identified by CMS and sponsored by the Na-
tional Heart, Lung & Blood Institute. RHHIs shall pay these 
claims if the patient’s arterial oxygen partial measurements 
are from 56 to 65 mmHg, or whose oxygen saturation is at or 
above 89%.

40.1—General

(Rev. 1, 10-01-03)

B3-5102.2.G, B3-5102.3

Contractors pay for maintenance and servicing of purchased 
equipment in the following classes:

• inexpensive or frequently purchased,
• customized items, other prosthetic and orthotic devices, 

and
• capped rental items purchased in accordance with §30.5.2 

or §30.5.3.

They do not pay for maintenance and servicing of purchased 
items that require frequent and substantial servicing, or oxy-
gen equipment. (Maintenance and servicing may be paid for 
purchased items in these two classes if they were purchased 
prior to June 1, 1989). Reasonable and necessary charges 
include only those made for parts and labor that are not oth-
erwise covered under a manufacturer’s or supplier’s warranty. 
Contractors pay on a lump-sum, as needed basis based on 
their individual consideration for each item. Payment may 
not be made for maintenance and servicing of rented equip-
ment other than maintenance and servicing for PEN pumps 
(under the conditions of §40.3) or the maintenance and ser-
vicing fee established for capped rental items in §40.2.

Servicing of equipment that a beneficiary is purchasing or 
already owns is covered when necessary to make the equip-
ment serviceable. The service charge may include the use of 
“loaner” equipment where this is required. If the expense for 
servicing exceeds the estimated expense of purchasing or 
renting another item of equipment for the remaining period 
of medical need, no payment can be made for the amount of 
the excess. Contractors investigate and deny cases suggesting 
malicious damage, culpable neglect or wrongful disposition 
of equipment as discussed in BPM Chapter 15 where they 
determine that it is unreasonable to make program payment 
under the circumstances. Such cases are referred to the pro-
gram integrity specialist in the RO.

100.2—Certificates of Medical Necessity (CMN)

(Rev. 1, 10-01-03)

B3-3312

For certain items or services billed to the DME Regional Car-
rier (DMERC), the supplier must receive a signed Certificate 
of Medical Necessity (CMN) from the treating physician. 
CMNs are not required for the same items when billed by 
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HHAs to RHHIs. Instead, the items must be included in the 
physician’s signed orders on the home health plan of care. 
See the Medicare Program Integrity Manual, Chapter 6. 

The FI will inform other providers (see §01 for definition of 
provider) of documentation requirements. 

Contractors may ask for supporting documentation beyond a 
CMN. 

Refer to the local DMERC Web site described in §10 for 
downloadable copies of CMN forms. 

See the Medicare Program Integrity Manual, Chapter 5, for 
specific Medicare policies and instructions on the following 
topics: 

• Requirements for supplier retention of original CMNs 
• CMN formats, paper and electronic 
• List of currently approved CMNs and items requiring 

CMNs 
• Supplier requirements for submitting CMNs 
• Requirements for CMNs to also serve as a physician’s  

order 
• Civil monetary penalties for violation of CMN require-

ments 
• Supplier requirements for completing portions of CMNs 
• Physician requirements for completing portions of CMNs 

100.2.1—Completion of Certificate of Medical Necessity Forms

(Rev. 1, 10-01-03)

1. SECTION A: (This may be completed by supplier.) 
a. Certification Type/Date - If this is an initial certification 

for this patient, the date (MM/DD/YY) is indicated in 
the space marked “INITIAL”. If this is a revised certifi-
cation (to be completed when the physician changes 
the order, based on the patient’s changing clinical 
needs), the initial date is indicated in the space marked 
“INITIAL”, and the revision date is indicated in the 
space marked “REVISED”. If this is a recertification, 
the initial date is indicated in the space marked “INI-
TIAL”, and the recertification date is indicated in the 
space marked “RECERTIFICATION”. Whether a RE-
VISED or RECERTIFIED CMN is submitted, the INI-
TIAL date as well as the REVISED or RECERTIFICA-
TION date is always furnished. 

b. Patient Information - This indicates the patient’s name, 
permanent legal address, telephone number, and his/
her health insurance claim number (HICN) as it ap-
pears on his/her Medicare card and on the claim form. 

c. Supplier Information - This indicates the name of the 
company (supplier name), address, telephone number, 
and the Medicare supplier number assigned by the Na-
tional Supplier Clearinghouse (NSC). 

d. Place of Service - This indicates the place in which the 
item is being used, i.e., patient’s home is 12, skilled 
nursing facility (SNF) is 31, or end stage renal disease 
(ESRD) facility is 65. See chapter 23 for place of service 
codes. 

e. Facility Name - This indicates the name and complete 
address of the facility, if the place of service is a facility.

f. HCPCS Codes - This is a list of all HCPCS procedure 
codes for items ordered that require a CMN. Procedure 
codes that do not require certification are not listed on 
the CMN. 

g. Patient Date of Birth (DOB), Height, Weight, and Sex - 
This indicates patient’s DOB (MM/DD/YY), height in 
inches, weight in pounds, and sex (male or female). 

h. Physician Name and Address - This indicates the treat-
ing physician’s name and complete mailing address. 

i. UPIN - This indicates the treating physician’s unique 
physician identification number (UPIN). 

j. Physician’s Telephone Number - This indicates the tele-
phone number where the treating physician can be 
contacted (preferably where records would be accessi-
ble pertaining to this patient) if additional information 
is needed. 

2. SECTION B: (This may not be completed by the supplier. 
While this section may be completed by a non-physician 
clinician, or a physician employee, it must be reviewed by 
the treating physician. Contractors publish this require-
ment about section B in their bulletins at least annually.) 
a. Estimated Length of Need - This indicates the esti-

mated length of need (the length of time (in months) 
the physician expects the patient to require use of the 
ordered item). If the treating physician expects that the 
patient will require the item for the duration of his/her 
life, 99 is entered. For recertification and revision 
CMNs, the cumulative length of need (the total length 
of time in months from the initial date of need) is en-
tered. 

b. Diagnosis Codes - Listed in the first space is the ICD-9 
code that represents the primary reason for ordering 
this item. Additional ICD-9 codes that would further 
describe the medical need for the item (up to 3 codes) 
are also listed. A given CMN may have more than one 
item billed, and for each item, the primary reason for 
ordering may be different. For example, a CMN is sub-
mitted for a manual wheelchair (K0001) and elevating 
leg rests (K0195). The primary reason for K0001 is 
stroke, and the primary reason for K0195 is edema. 

c. Question Section - This section is used to gather clini-
cal information regarding the patient’s condition, the 
need for the DME, and supplies. 

d. Name of Person Answering Section B Questions - If a 
clinical professional other than the treating physician 
(e.g., home health nurse, physical therapist, dietician, 
or a physician employee) answers the questions in sec-
tion B, he/she must print his/her name, give his/her 
professional title, and the name of his/her employer, 
where indicated. If the treating physician answered the 
questions, this space may be left blank. 

3. SECTION C: (This is completed by the supplier.) 
a. Narrative Description of Equipment and Cost - The 

supplier indicates (1) a narrative description of the 
item(s) ordered, as well as all options, accessories, sup-
plies, and drugs; (2) the supplier’s charge for each item, 
option, accessory, supply, and drug; and (3) the Medi-
care fee schedule allowance for each item, option, ac-
cessory, supply, or drug, if applicable. 

4. SECTION D: (This is completed by the treating physician.) 
a. Physician Attestation - The treating physician’s signa-

ture certifies the CMN that he/she is reviewing includes 
sections A, B, C, and D, the answers in section B are 
correct, and the self-identifying information in section 
A is correct. 

b. Physician Signature and Date - After completion and/or 
review by the treating physician of sections A, B, and C, 
the treating physician must sign and date the CMN in 
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section D, verifying the attestation appearing in this 
section. The treating physician’s signature also certifies 
the items ordered are medically necessary for this pa-
tient. Signature and date stamps are not acceptable. 

Certifications and recertifications may not be altered by 
“whiting out” or “pasting over” and entering new data. Such 
claims are denied and suppliers that show a pattern of alter-
ing CMNs are identified for educational contact and/or  
audit. 

Also suppliers who have questionable utilization or billing 
practices or who are under sanction are considered for  
audit. 

100.2.2—Evidence of Medical Necessity for Parenteral and 
Enteral Nutrition (PEN) Therapy

(Rev. 1, 10-01-03)

B3-3324, B3-4450

The PEN coverage is determined by information provided by 
the treating physician and the PEN supplier. A completed 
certification of medical necessity (CMN) must accompany 
and support initial claims for PEN to establish whether cov-
erage criteria are met and to ensure that the PEN therapy 
provided is consistent with the attending or ordering physi-
cian’s prescription. Contractors ensure that the CMN con-
tains pertinent information from the treating physician. 
Uniform specific medical data facilitate the review and pro-
mote consistency in coverage determinations and timelier 
claims processing. 

The medical and prescription information on a PEN CMN can 
be most appropriately completed by the treating physician or 
from information in the patient’s records by an employee of 
the physician for the physician’s review and signature. Al-
though PEN suppliers sometimes may assist in providing the 
PEN services, they cannot complete the CMN since they do not 
have the same access to patient information needed to prop-
erly enter medical or prescription information. Contractors 
use appropriate professional relations issuances, training ses-
sions, and meetings to ensure that all persons and PEN suppli-
ers are aware of this limitation of their role. 

When properly completed, the PEN CMN includes the ele-
ments of a prescription as well as other data needed to deter-
mine whether Medicare coverage is possible. This practice 
will facilitate prompt delivery of PEN services and timely 
submittal of the related claim. 

100-04 Chapter 32

70—Billing Requirements for Islet Cell Transplantation for 
Beneficiaries in a National Institutes of Health (NIH) Clinical 
Trial

(Rev. 986, Issued: 06-16-06, Effective: 05-01-06, Implementa-
tion: 07-31-06)

For services performed on or after October 1, 2004, Medicare 
will cover islet cell transplantation for patients with Type I 
diabetes who are participating in an NIH sponsored clinical 
trial. See Pub 100-04 (National Coverage Determinations 
Manual) section 260.3.1 for complete coverage policy. 

The islet cell transplant may be done alone or in combination 
with a kidney transplant. Islet recipients will also need im-
munosuppressant therapy to prevent rejection of the trans-
planted islet cells. Routine follow-up care will be necessary 
for each trial patient. See Pub 100-04, section 310 for further 
guidance relative to routine care. All other uses for islet cell 
services will remain non-covered. 

70.1—Healthcare Common Procedure Coding System (HCPCS) 
Codes for Carriers

(Rev. 261, Issued: 07-30-04, Effective: 10-01-04, Implementa-
tion: 10-04-04)

G0341: Percutaneous islet cell transplant, includes portal 
vein catheterization and infusion 

Short Descriptor: Percutaneous islet cell trans 

Type of Service: 2 

G0342: Laparoscopy for islet cell transplant, includes portal 
vein catheterization and infusion 

Short Descriptor: Laparoscopy islet cell trans 

Type of Service: 2 

G0343: Laparotomy for islet cell transplant, includes portal 
vein catheterization and infusion 

Short Descriptor: Laparotomy islet cell transp 

Type of Service: 2 

70.2—Applicable Modifier for Islet Cell Transplant Claims for 
Carriers

(Rev. 986, Issued: 06-16-06, Effective: 05-01-06, Implementa-
tion: 07-31-06)

Carriers shall instruct physicians to bill using the above pro-
cedure code(s) with modifier QR (Item or service provided in 
a Medicare-specified study) for all claims for islet cell trans-
plantation and routine follow-up care related to this service. 

70.3—Special Billing and Payment Requirements for Carriers

(Rev. 261, Issued: 07-30-04, Effective: 10-01-04, Implementa-
tion: 10-04-04)

Payment and pricing information will be on the October 2004 
update of the Medicare Physician Fee Schedule Database 
(MPFSDB). Pay for islet cell transplants on the basis of the 
MPFS. Deductible and coinsurance apply for fee-for-service 
beneficiaries. 

70.4—Special Billing and Payment Requirements for 
Intermediaries

(Rev. 1192, Issued: 03-02-07, Effective: 10-01-04, Implementa-
tion: 04-02-07)

This procedure (ICD-9-CM procedure code 52.85-hetero-
transplantation of islet cells of pancreas) is covered for the 
clinical trial in an inpatient hospital setting. The applicable 
TOB is 11X. A secondary diagnosis (diagnoses positions 2 – 
9) of V70.7 (examination of participant or control in clinical 
research) must be present along with condition code 30 
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Below are the CY 2011 Part B premium amounts based on 
beneficiary income parameters.

Income Parameters for Determining Part B Premium

Premium 
per month

Individual Income 
Filing

Joint Income  
Filing (Married)

Married but  
Filing Separate

$115.40 $ 85,000.00 or 
less

$170,000.00 or 
less

$85,000.00 or 
less

$161.50 $ 85,000.01 – 
$107,000.00

$170,000.01 – 
$214,000.00

$230.70 $107,000.01 – 
$160,000.00

$214,000.01 – 
$320,000.00

$299.90 $160,000.01 – 
$214,000.00

$320,000.01 – 
$428,000.00

$85,000.01 – 
$129,000.00

$369.10 $214,000.01 or 
more

$428,000.01 or 
more

$129,000.01 or 
more

(qualifying clinical trial). V70.7 and condition code 30 alerts 
the claims processing system that this is a clinical trial. The 
procedure is paid under inpatient prospective payment sys-
tem for hospitals with patients in the trial. Deductible and 
coinsurance apply for fee-for service beneficiaries. 

Inpatient hospitals participating in this trial are entitled to an 
add-on payment of $18,848.00 for islet isolation services. 
This amount is in addition to the final IPPS payment made to 
the hospital. Should two infusions occur during the same 
hospital stay, Medicare will pay for two add-ons for isolation 
of the islet cells, but never for more than two add-ons for a 
hospital stay. 

Inpatient hospitals shall report charges for organ acquisi-
tion in Revenue Code 0810, 0811, 0812, 0813, or 0819. This 
includes charges for the pre-transplant items and services 
related to the acquisition and delivery of the pancreatic islet 
cell transplants. As is Medicare’s policy with other organ 
transplants, Medicare contractors deduct acquisition 
charges prior to processing through the IPPS Pricer. Pan-
creata procured for islet cell transplant are not included in 
the prospective payment. They are paid on a reasonable cost 
basis. This is a pass-through cost for which interim pay-
ments may be made. 

Effective for services on or after May 1, 2006, contractors 
shall accept the QR modifier for islet cell transplantation fol-
low up care when performed in an outpatient department of 
a hospital when the transplant was done in conjunction with 
an NIH-sponsored clinical trial, and when billed on type of 
bill 13X or 85X. 

All other normal inpatient billing practices apply. 

70.5—Special Billing and Payment Requirements Medicare 
Advantage (MA) Beneficiaries

(Rev. 261, Issued: 07-30-04, Effective: 10-01-04, Implementa-
tion: 10-04-04)

CMS will make payment directly on a fee-for service basis for 
the routine costs of pancreatic islet cell transplants as well as 
transplantation and appropriate related items and services, 
for MA beneficiaries participating in an NIH-sponsored clini-
cal trial. MA organizations will not be liable for payment for 
routine costs of this new clinical trial until MA payments can 
be appropriately adjusted to take into account the cost of this 
national coverage decision. Medicare contractors shall make 
payment on behalf of MA organizations directly to providers 
of these islet cell transplants in accordance with Medicare 
payment rules, except that beneficiaries are not responsible 
for the Part A and Part B deductibles. MA enrollees will be 
liable for any applicable coinsurance amounts MA organiza-
tions have in place for clinical trial benefits. 

100 – Billing Requirements for Expanded Coverage of Cochlear 
Implantation

(Rev. 601, Issued: 07-01-05; Effective: 04-04-05; Implementa-
tion: 07-25-05)

Effective for dates of services on and after April 4, 2005, the 
Centers for Medicare & Medicaid Services (CMS) has ex-
panded the coverage for cochlear implantation to cover  

moderate-to-profound hearing loss in individuals with hear-
ing test scores equal to or less than 40% correct in the best 
aided listening condition on tape-recorded tests of open-set 
sentence recognition and who demonstrate limited benefit 
from amplification. (See Publication 100-03, chapter 1, sec-
tion 50.3, for specific coverage criteria).

In addition CMS is covering cochlear implantation for indi-
viduals with open-set sentence recognition test scores of 
greater than 40% to less than or equal to 60% correct but only 
when the provider is participating in, and patients are en-
rolled in, either:

• A Food and Drug Administration (FDA)-approved category 
B investigational device exemption (IDE) clinical trial; or

• A trial under the CMS clinical trial policy (see Pub. 100-03, 
section 310.1); or

A prospective, controlled comparative trial approved by CMS 
as consistent with the evidentiary requirements for national 
coverage analyses and meeting specific quality standards.

100-08 Chapter 5

5.2.3—Detailed Written Orders 

(Rev. 242: Issued: 02-22-08; Effective/Implementation Dates: 
03-01-08)

Detailed written orders are required for all transactions in-
volving DMEPOS. Detailed written orders may take the form 
of a photocopy, facsimile image, electronically maintained, 
or original “pen-and-ink” document. (See chapter 3, section 
3.4.1.1.B.) 

All orders must clearly specify the start date of the order. 

For items that are dispensed based on a verbal order, the sup-
plier must obtain a written order that meets the requirements 
of this section. 
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If the written order is for supplies that will be provided on a 
periodic basis, the written order should include appropriate 
information on the quantity used, frequency of change, and 
duration of need. (For example, an order for surgical dress-
ings might specify one 4 x 4 hydrocolloid dressing that is 
changed 1-2 times per week for 1 month or until the ulcer 
heals.) 

The written order must be sufficiently detailed, including all 
options or additional features that will be separately billed or 
that will require an upgraded code. The description can be 
either a narrative description (e.g., lightweight wheelchair 
base) or a brand name/model number. 

If the supply is a drug, the order must specify the name of the 
drug, concentration (if applicable), dosage, frequency of ad-
ministration, and duration of infusion (if applicable). 

Someone other than the physician may complete the detailed 
description of the item. However, the treating physician must 
review the detailed description and personally sign and date 
the order to indicate agreement. 

The supplier must have a detailed written order prior to sub-
mitting a claim. For items listed in chapter 5 section 5.2.3.1, 
the detailed written order must be obtained prior to delivery. 

If a supplier does not have a faxed, photocopied, electronic or 
pen and ink signed detailed written order in their records 
before they submit a claim to Medicare (i.e., if there is no 
order or only a verbal order), the claim will be denied. If the 
claim is for an item for which an order is required by statute 
(e.g., therapeutic shoes for diabetics, oral anticancer drugs, 
oral antiemetic drugs which are a replacement for intrave-
nous antiemetic drugs), the claim will be denied as not meet-
ing the benefit category and is therefore not appealable by the 
supplier (see Pub.. 100-4, chapter 29, §10, 30.3, 60 for more 
information on appeals). For all other items, (except those 
listed in section 5.2.3.1) if the supplier does not have an order 
that has been both signed and dated by the treating physician 
before billing the Medicare program, the item will be denied 
as not reasonable and necessary. 

Medical necessity information (e.g., an ICD-9-CM diagnosis 
code, narrative description of the patient’s condition, abilities, 
limitations) is NOT in itself considered to be part of the order 
although it may be put on the same document as the order. 

In other sections of this chapter, the term “order” or “written 
order” means “detailed written order” unless otherwise 
specified.
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