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(2) The Initial Preventive Physical
Examination (IPPE) (as specified by
section 1861(ww)(1) of the Act); and

(3) Annual Wellness Visit (AWYV), pro-
viding Personalized Prevention Plan
Services (PPPS) (as specified by sec-
tion 1861(hhh)(1) of the Act).

[69 FR 6577, Feb. 11, 1994, as amended at 62
FR 46025, Aug. 29, 1997; 66 FR 18536, Apr. 7,
2000; 75 FR 72259, Nov. 24, 2010; 75 FR 73613,
Nov. 29, 2010]

§410.3 Scope of benefits.

(a) Covered services. The SMI program
helps pay for the following:

(1) Medical and other health services
such as physicians’ services, outpatient
services furnished by a hospital or a
CAH, diagnostic tests, outpatient phys-
ical therapy and speech pathology serv-
ices, rural health clinic services, Fed-
erally qualified health center services,
IHS, Indian tribe, or tribal organiza-
tion facility services, and outpatient
renal dialysis services.

(2) Services furnished by ambulatory
surgical centers (ASCs), home health
agencies (HHAs), comprehensive out-
patient rehabilitation facilities
(CORFs), and partial hospitalization
services provided by community men-
tal health centers (CMHCs).

(3) Other medicial services, equip-
ment, and supplies that are not covered
under Medicare Part A hospital insur-
ance.

(b) Limitations on amount of payment.
(1) Medicare Part B does not pay the
full reasonable costs or charges for all
covered services. The beneficiary is re-
sponsible for an annual deductible and
a blood deductible and, after the an-
nual deductible has been satisfied, for
coinsurance amounts specified for most
of the services.

(2) Specific rules on payment are set
forth in subpart I of this part.

[61 FR 41339, Nov. 14, 1986, as amended at 57
FR 24981, June 12, 1992; 58 FR 30668, May 26,
1993; 59 FR 6577, Feb. 11, 1994; 66 FR 55328,
Nov. 1, 2001; 75 FR 73613, Nov. 29, 2010]

§410.5 Other applicable rules.

The following other rules of this
chapter set forth additional policies
and procedures applicable to four of the
kinds of services covered under the
SMI program:

§410.10

(a) Part 494: End-Stage Renal Disease
Facilities.

(b) Part 405, Subpart X: Rural Health
Clinic and Federally Qualified Health
Center services.

(c) Part 416: Ambulatory Surgical
Center services.

(d) Part 493: Laboratory Services.

[61 FR 41339, Nov. 14, 1986, as amended at 57
FR 7134, Feb. 28, 1992; 57 FR 24981, June 12,
1992; 73 FR 20474, Apr. 15, 2008]

Subpart B—Medical and Other
Health Services

§410.10 Medical and other health serv-
ices: Included services.

Subject to the conditions and limita-
tions specified in this subpart, ‘“‘med-
ical and other health services’ includes
the following services:

(a) Physicians’ services.

(b) Services and supplies furnished
incident to a physician’s professional
services, of kinds that are commonly
furnished in physicians’ offices and are
commonly either furnished without
charge or included in the physicians’
bills.

(c) Services and supplies, including
partial hospitalization services, that
are incident to physician services and
are furnished to outpatients by or
under arrangements made by a hospital
or a CAH.

(d) Diagnostic services furnished to
outpatients by or under arrangements
made by a hospital or a CAH if the
services are services that the hospital
or CAH ordinarily furnishes to its out-
patients for diagnostic study.

(e) Diagnostic laboratory and X-ray
tests (including diagnostic mammog-
raphy that meets the conditions for
coverage specified in §410.34(b) of this
subpart) and other diagnostic tests.

(f) X-ray therapy and other radiation
therapy services.

(g) Medical supplies, appliances, and
devices.

(h) Durable medical equipment.

(i) Ambulance services.

(j) Rural health clinic services.

(k) Home dialysis supplies and equip-
ment; on or after July 1, 1991, epoetin
(EPO) for home dialysis patients, and,
on or after January 1, 1994, for dialysis
patients, competent to use the drug;
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self-care home dialysis support serv-
ices; and institutional dialysis services
and supplies.

(1) Pneumococcal vaccinations.

(m) Outpatient physical therapy and
speech pathology services.

(n) Cardiac pacemakers and pace-
maker leads.

(o) Additional services furnished to
enrollees of HMOs or CMPs, as de-
scribed in §410.58.

(p) Hepatitis B vaccine.

(q) Blood clotting factors for hemo-
philia patients competent to use these
factors without medical or other super-
vision.

(r) Screening mammography serv-
ices.

(s) Federally qualified health center
services.

(t) Services of a certified registered
nurse anesthetist or an anesthesiol-
ogist’s assistant.

(u) Prescription drugs used in im-
munosuppressive therapy.

(v) Clinical psychologist services and
services and supplies furnished as an
incident to the services of a clinical
psychologist, as provided in §410.71.

(w) Clinical social worker services, as
provided in §410.73.

(x) Services of physicians and other
practitioners furnished in or at the di-
rection of an IHS or Indian tribal hos-
pital or clinic.

(y) Intravenous immune globulin ad-
ministered in the home for the treat-
ment of primary immune deficiency
diseases.

[61 FR 41339, Nov. 14, 1986, as amended at 52
FR 27765, July 23, 1987; 55 FR 22790, June 4,
1990; 55 FR 53522, Dec. 31, 1990; 56 FR 8841,
Mar. 1, 1991; 56 FR 43709, Sept. 4, 1991; 57 FR
24981, June 12, 1992; 57 FR 33896, July 31, 1992;
58 FR 30668, May 26, 1993; 59 FR 26959, May 25,
1994; 59 FR 49833, Sept. 30, 1994; 60 FR 8955,
Feb. 16, 1995; 63 FR 20128, Apr. 23, 1998; 66 FR
55328, Nov. 1, 2001; 69 FR 66420, Nov. 15, 2004]

§410.12 Medical and other health serv-
ices: Basic conditions and limita-
tions.

(a) Basic conditions. The medical and
other health services specified in
§410.10 are covered by Medicare Part B
only if they are not excluded under
subpart A of part 411 of this chapter,
and if they meet the following condi-
tions:

42 CFR Ch. IV (10-1-16 Edition)

(1) When the services must be furnished.
The services must be furnished while
the individual is in a period of entitle-
ment. (The rules on entitlement are set
forth in part 406 of this chapter.)

(2) By whom the services must be fur-
nished. The services must be furnished
by a facility or other entity as speci-
fied in §§410.14 through 410.69.

(3) Physician certification and recertifi-
cation requirements. If the services are
subject to physician certification re-
quirements, they must be certified as
being medically necessary, and as
meeting other applicable requirements,
in accordance with subpart B of part
424 of this chapter.

(b) Limitations on payment. Payment
for medical and other health services is
subject to limitations on the amounts
of payment as specified in §§410.152 and
410.155 and to the annual and blood
deductibles as set forth in §§410.160 and
410.161.

[61 FR 41339, Nov. 14, 1986, as amended at 53
FR 6648, Mar. 2, 1988; 57 FR 33896, July 31,
1992]

§410.14 Special requirements for serv-
ices furnished outside the United
States.

Medicare part B pays for physicians’
services and ambulance services fur-
nished outside the United States if the
services meet the applicable conditions
of §410.12 and are furnished in connec-
tion with covered inpatient hospital
services that meet the specific require-
ments and conditions set forth in sub-
part H of part 424 of this chapter.

[61 FR 41339, Nov. 14, 1986, as amended at 53
FR 6648, Mar. 2, 1988]

§410.15 Annual wellness visits pro-
viding Personalized Prevention
Plan Services: Conditions for and
limitations on coverage.

(a) Definitions. For purposes of this
section—

Detection of any cognitive impairment
means assessment of an individual’s
cognitive function by direct observa-
tion, with due consideration of infor-
mation obtained by way of patient re-
port, concerns raised by family mem-
bers, friends, caretakers or others.

Eligible beneficiary means an indi-
vidual who is no longer within 12
months after the effective date of his
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or her first Medicare Part B coverage
period and who has not received either
an initial preventive physical examina-
tion or an annual wellness visit pro-
viding a personalized prevention plan
within the past 12 months.

Establishment of, or an update to the
individual’s medical and family history
means, at minimum, the collection and
documentation of the following:

(i) Past medical and surgical history,
including experiences with illnesses,
hospital stays, operations, allergies, in-
juries and treatments.

(ii) Use or exposure to medications
and supplements, including calcium
and vitamins.

(iii) Medical events in the bene-
ficiary’s parents and any siblings and
children, including diseases that may
be hereditary or place the individual at
increased risk.

First annual wellness visit providing
personalized prevention plan services
means the following services furnished
to an eligible beneficiary by a health
professional that include, and take into
account the results of, a health risk as-
sessment, as those terms are defined in
this section:

(i) Review (and administration if
needed) of a health risk assessment (as
defined in this section).

(ii) Establishment of an individual’s
medical and family history.

(iii) Establishment of a list of cur-
rent providers and suppliers that are
regularly involved in providing medical
care to the individual.

(iv) Measurement of an individual’s
height, weight, body-mass index (or
waist circumference, if appropriate),
blood pressure, and other routine meas-
urements as deemed appropriate, based
on the beneficiary’s medical and family
history.

(v) Detection of any cognitive im-
pairment that the individual may have,
as that term is defined in this section.

(vi) Review of the individual’s poten-
tial (risk factors) for depression, in-
cluding current or past experiences
with depression or other mood dis-
orders, based on the use of an appro-
priate screening instrument for persons
without a current diagnosis of depres-
sion, which the health professional
may select from various available
standardized screening tests designed

§410.15

for this purpose and recognized by na-
tional medical professional organiza-
tions.

(vii) Review of the individual’s func-
tional ability and level of safety, based
on direct observation or the use of ap-
propriate screening questions or a
screening questionnaire, which the
health professional as defined in this
section may select from various avail-
able screening questions or standard-
ized questionnaires designed for this
purpose and recognized by mnational
professional medical organizations.

(viii) Establishment of the following:

(A) A written screening schedule for
the individual such as a checklist for
the next 5 to 10 years, as appropriate,
based on recommendations of the
United States Preventive Services
Task Force and the Advisory Com-
mittee on Immunization Practices, and
the individual’s health risk assessment
(as that term is defined in this sec-
tion), health status, screening history,
and age-appropriate preventive serv-
ices covered by Medicare.

(B) A list of risk factors and condi-
tions for which primary, secondary or
tertiary interventions are rec-
ommended or are underway for the in-
dividual, including any mental health
conditions or any such risk factors or
conditions that have been identified
through an initial preventive physical
examination (as described under §410.16
of this subpart), and a list of treatment
options and their associated risks and
benefits.

(ix) Furnishing of personalized health
advice to the individual and a referral,
as appropriate, to health education or
preventive counseling services or pro-
grams aimed at reducing identified
risk factors and improving self man-
agement, or community-based lifestyle
interventions to reduce health risks
and promote self-management and
wellness, including weight loss, phys-
ical activity, smoking cessation, fall
prevention, and nutrition.

(x) At the discretion of the bene-
ficiary, furnish advance care planning
services to include discussion about fu-
ture care decisions that may need to be
made, how the beneficiary can let oth-
ers know about care preferences, and
explanation of advance directives
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which may involve the completion of
standard forms.

(xi) Any other element determined
appropriate through the national cov-
erage determination process.

Health professional means—

(i) A physician who is a doctor of
medicine or osteopathy (as defined in
section 1861(r)(1) of the Act); or

(ii) A physician assistant, nurse prac-
titioner, or clinical nurse specialist (as
defined in section 1861(aa)(5) of the
Act); or

(iii) A medical professional (includ-
ing a health educator, a registered die-
titian, or nutrition professional, or
other licensed practitioner) or a team
of such medical professionals, working
under the direct supervision (as defined
in §410.32(b)(3)(ii)) of a physician as de-
fined in paragraph (i) of this definition.

Health risk assessment means, for the
purposes of this section, an evaluation
tool that meets the following criteria:

(i) Collects self-reported information
about the beneficiary.

(ii) Can be administered independ-
ently by the beneficiary or adminis-
tered by a health professional prior to
or as part of the AWV encounter.

(iii) Is appropriately tailored to and
takes into account the communication
needs of underserved populations, per-
sons with limited English proficiency,
and persons with health literacy needs.

(iv) Takes no more than 20 minutes
to complete.

(v) Addresses, at a minimum, the fol-
lowing topics:

(A) Demographic data, including but
not limited to age, gender, race, and
ethnicity.

(B) Self assessment of health status,
frailty, and physical functioning.

(C) Psychosocial risks, including but
not limited to, depression/life satisfac-
tion, stress, anger, loneliness/social
isolation, pain, and fatigue.

(D) Behavioral risks, including but
not limited to, tobacco use, physical
activity, nutrition and oral health, al-
cohol consumption, sexual health,
motor vehicle safety (seat belt use),
and home safety.

(B) Activities of daily living (ADLs),
including but not limited to, dressing,
feeding, toileting, grooming, physical
ambulation (including balance/risk of
falls), and bathing.

42 CFR Ch. IV (10-1-16 Edition)

(F) Instrumental activities of daily
living (IADLs), including but not lim-

ited to, shopping, food preparation,
using the telephone, housekeeping,
laundry, mode of transportation, re-

sponsibility for own medications, and
ability to handle finances.

Review of the individual’s functional
ability and level of safety means, at min-
imum, assessment of the following top-
ics:

(i) Hearing impairment.

(ii) Ability to successfully perform
activities of daily living.

(iii) Fall risk.

(iv) Home safety.

Subsequent annual wellness visit pro-
viding personalized prevention plan serv-
ices means the following services fur-
nished to an eligible beneficiary by a
health professional that include, and
take into account the results of an up-
dated health risk assessment, as those
terms are defined in this section:

(i) Review (and administration, if
needed) of an updated health risk as-
sessment (as defined in this section).

(ii) An update of the individual’s
medical and family history.

(iii) An update of the list of current
providers and suppliers that are regu-
larly involved in providing medical
care to the individual as that list was
developed for the first annual wellness
visit providing personalized prevention
plan services or the previous subse-
quent annual wellness visit providing
personalized prevention plan services.

(iv) Measurement of an individual’s
weight (or waist circumference), blood
pressure and other routine measure-
ments as deemed appropriate, based on
the individual’s medical and family
history.

(v) Detection of any cognitive im-
pairment that the individual may have,
as that term is defined in this section.

(vi) An update to the following:

(A) The written screening schedule
for the individual as that schedule is
defined in paragraph (a) of this section
for the first annual wellness visit pro-
viding personalized prevention plan
services.

(B) The list of risk factors and condi-
tions for which primary, secondary or
tertiary interventions are rec-
ommended or are underway for the in-
dividual as that list was developed at
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the first annual wellness visit pro-
viding personalized prevention plan
services or the previous subsequent an-
nual wellness visit providing personal-
ized prevention plan services.

(vii) Furnishing of personalized
health advice to the individual and a
referral, as appropriate, to health edu-
cation or preventive counseling serv-
ices or programs as that advice and re-
lated services are defined in paragraph
(a) of this section.

(viii) At the discretion of the bene-
ficiary, furnish advance care planning
services to include discussion about fu-
ture care decisions that may need to be
made, how the beneficiary can let oth-
ers know about care preferences, and
explanation of advance directives
which may involve the completion of
standard forms.

(ix) Any other element determined
appropriate through the national cov-
erage determination process.

(b) Conditions for coverage of annual
wellness visits providing personalized pre-
vention plan services. Medicare Part B
pays for first and subsequent annual
wellness visits providing personalized
prevention plan services that are fur-
nished to an eligible beneficiary, as de-
scribed in this section, if they are fur-
nished by a health professional, as de-
fined in this section.

(c) Limitations on coverage of an an-
nual wellness visit providing personalized
prevention plan services. Payment may
not be made for either a first or a sub-
sequent annual wellness visit providing
personalized prevention plan services
that is performed for an individual who
is—

(1) Not an eligible beneficiary as de-
scribed in this section.

(2) An eligible beneficiary as de-
scribed in this section and who has had
either an initial preventive physical
examination as specified in §410.16 of
this subpart or either a first or a subse-
quent annual wellness visit providing
personalized prevention plan services
performed within the past 12 months.

(d) Effective date. Coverage for an an-
nual wellness visit providing personal-
ized prevention plan services is effec-

§410.16

tive for services furnished on or after
January 1, 2011.

[75 FR 73613, Nov. 29, 2010, as amended at 76
FR 1367, Jan. 10, 2011; 76 FR 73470, Nov. 28,
2011; 80 FR 71372, Nov. 16, 2015]

§410.16 Initial preventive physical ex-
amination: Conditions for and limi-
tations on coverage.

(a) Definitions. As used in this sec-
tion, the following definitions apply:

Eligible beneficiary means, for the pur-
poses of this section, an individual who
receives his or her initial preventive
examination not more than 1 year after
the effective date of his or her first
Medicare Part B coverage period.

End-of-life planning means, for pur-
poses of this section, verbal or written
information regarding the following
areas:

(1) An individual’s ability to prepare
an advance directive in the case where
an injury or illness causes the indi-
vidual to be unable to make health
care decisions.

(2) Whether or not the physician is
willing to follow the individual’s wish-
es as expressed in an advance directive.

Initial preventive physical examination
means all of the following services fur-
nished to an eligible beneficiary by a
physician or other qualified nonphysi-
cian practitioner with the goal of
health promotion and disease detec-
tion:

(1) Review of the beneficiary’s med-
ical and social history with attention
to modifiable risk factors for disease,
as those terms are defined in this sec-
tion.

(2) Review of the beneficiary’s poten-
tial (risk factors) for depression, in-
cluding current or past experiences
with depression or other mood dis-
orders, based on the use of an appro-
priate screening instrument for persons
without a current diagnosis of depres-
sion, which the physician or other
qualified nonphysician practitioner
may select from various available
standardized screening tests designed
for this purpose and recognized by na-
tional professional medical organiza-
tions.

(3) Review of the beneficiary’s func-
tional ability, and level of safety as
those terms are defined in this section,
as described in paragraph (4) of this
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definition, based on the use of appro-
priate screening questions or a screen-
ing questionnaire, which the physician
or other qualified nonphysician practi-
tioner may select from various avail-
able screening questions or standard-
ized questionnaires designed for this
purpose and recognized by national
professional medical organizations.

(4) An examination to include meas-
urement of the beneficiary’s height,
weight, body mass index, blood pres-
sure, a visual acuity screen, and other
factors as deemed appropriate, based
on the beneficiary’s medical and social
history, and current clinical standards.

(5) End-of-life planning as that term
is defined in this section upon agree-
ment with the individual.

(6) Education, counseling, and refer-
ral, as deemed appropriate by the phy-
sician or qualified nonphysician practi-
tioner, based on the results of the re-
view and evaluation services described
in this section.

(7) Education, counseling, and refer-
ral, including a brief written plan such
as a checklist provided to the indi-
vidual for obtaining an electrocardio-
gram, as appropriate, and the appro-
priate screening and other preventive
services that are covered as separate
Medicare Part B benefits as described
in sections 1861(s)(10), (jj), (nn), (0o0),
»p), @), (rr), (uw), (vv), xx)(D),
(yy), (bbb), and (ddd) of the Act.

Medical history is defined to include,
at a minimum, the following:

(1) Past medical and surgical history,
including experiences with illnesses,
hospital stays, operations, allergies, in-
juries, and treatments.

(2) Current medications and supple-
ments, including calcium and vita-
mins.

(3) Family history, including a re-
view of medical events in the bene-
ficiary’s family, including diseases
that may be hereditary or place the in-
dividual at risk.

A physician for purposes of this sec-
tion means a doctor of medicine or os-
teopathy (as defined in section
1861(r)(1) of the Act).

A qualified monphysician practitioner
for purposes of this section means a
physician assistant, nurse practitioner,
or clinical nurse specialist (as author-
ized under section 1861(s)(2)(K)(i) and

42 CFR Ch. IV (10-1-16 Edition)

section 1861(s)(2)(K)(ii) of the Act and
defined in section 1861(aa)(b) of the Act,
or in §§410.74, 410.75, and 410.76).

Review of the beneficiary’s functional
ability and level of safety must include,
at a minimum, a review of the fol-
lowing areas:

(1) Hearing impairment.

(2) Activities of daily living.

(3) Falls risk.

(4) Home safety

Social history is defined to include, at
a minimum, the following:

(1) History of alcohol, tobacco, and il-
licit drug use.

(2) Diet.

(3) Physical activities.

(b) Condition for coverage of an initial
preventive physical examination. Medi-
care Part B pays for an initial preven-
tive physical examination provided to
an eligible beneficiary, as described in
this section, if it is furnished by a phy-
sician or other qualified nonphysician
practitioner, as defined in this section.

(c) Limitations on coverage of initial
preventive physical examinations. Pay-
ment may not be made for an initial
preventive physical preventive exam-
ination that is performed for an indi-
vidual who is not an eligible bene-
ficiary as described in this section.

[69 FR 66420, Nov. 15, 2004, as amended at 71
FR 69783, Dec. 1, 2006; 73 FR 69932, Nov. 19,
2008]

§410.17 Cardiovascular
screening tests.

(a) Definition. For purposes of this
subpart, the following definition apply:

Cardiovascular screening blood test
means:

(1) A lipid panel consisting of a total
cholesterol, HDL cholesterol, and
triglyceride. The test is performed
after a 12-hour fasting period.

(2) Other blood tests, previously rec-
ommended by the U.S. Preventive
Services Task Force (USPSTF), as de-
termined by the Secretary through a
national coverage determination proc-
ess.

(3) Other non-invasive tests, for indi-
cations that have a blood test rec-
ommended by the USPSTF, as deter-
mined by the Secretary through a na-
tional coverage determination process.

(b) General conditions of coverage.
Medicare Part B covers cardiovascular

disease
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disease screening tests when ordered by
the physician who is treating the bene-
ficiary (see §410.32(a)) for the purpose
of early detection of cardiovascular
disease in individuals without apparent
signs or symptoms of cardiovascular
disease.

(c) Limitation on coverage of cardio-
vascular screening tests. Payment may
be made for cardiovascular screening
tests performed for an asymptomatic
individual only if the individual has
not had the screening tests paid for by
Medicare during the preceding 59
months following the month in which
the last cardiovascular screening tests
were performed.

[69 FR 66421, Nov. 15, 2004]

§410.18

(a) Definitions. For purposes of this
section, the following definitions
apply:

Diabetes means diabetes mellitus, a
condition of abnormal glucose metabo-
lism diagnosed using the following cri-
teria: a fasting blood sugar greater
than or equal to 126 mg/dL on two dif-
ferent occasions; a 2-hour post-glucose
challenge greater than or equal to 200
mg/dL on two different occasions; or a
random glucose test over 200 mg/dL for
a person with symptoms of uncon-
trolled diabetes.

Pre-diabetes means a condition of ab-
normal glucose metabolism diagnosed
using the following criteria: a fasting
glucose level of 100-125 mg/dL, or a 2-
hour post-glucose challenge of 140-199
mg/dL. The term pre-diabetes includes
the following conditions:

(1) Impaired fasting glucose.

(2) Impaired glucose tolerance.

(b) General conditions of coverage.
Medicare Part B covers diabetes
screening tests after a referral from a
physician or qualified nonphysician
practitioner to an individual at risk for
diabetes for the purpose of early detec-
tion of diabetes.

(c) Types of tests covered. The fol-
lowing tests are covered if all other
conditions of this subpart are met:

(1) Fasting blood glucose test.

(2) Post-glucose challenges including,
but not limited to, an oral glucose tol-
erance test with a glucose challenge of
75 grams of glucose for non-pregnant

Diabetes screening tests.

§410.19

adults, a 2-hour post glucose challenge
test alone.

(3) Other tests as determined by the
Secretary through a national coverage
determination.

(d) Amount of testing covered. Medi-
care covers the following for individ-
uals:

(1) Diagnosed with pre-diabetes, two
screening tests per calendar year.

(2) Previously tested who were not di-
agnosed with pre-diabetes, or who were
never tested before, one screening test
per year.

(e) Eligible risk factors. Individuals
with the following risk factors are eli-
gible to receive the benefit:

(1) Hypertension.

(2) Dyslipidemia.

(3) Obesity, defined as a body mass
index greater than or equal to 30 kg/m2.

(4) Prior identification of impaired
fasting glucose or glucose intolerance.

(5) Any two of the following charac-
teristics:

(i) Overweight, defined as body mass
index greater than 25, but less than 30
kg/m2.

(ii) A family history of diabetes.

(iii) 65 years of age or older.

(iv) A history of gestational diabetes
mellitus or delivery of a baby weighing
more than 9 pounds.

[69 FR 66421, Nov. 15, 2004]

§410.19 Ultrasound screening for ab-
dominal aortic aneurysms: Condi-
tion for and limitation on coverage.

(a) Definitions: As used in this sec-
tion, the following definitions apply:

Eligible beneficiary means an indi-
vidual who—

(1) Has not been previously furnished
an ultrasound screening for an abdom-
inal aortic aneurysm under Medicare
program; and

(2) Is included in at least one of the
following risk categories:

(i) Has a family history of an abdom-
inal aortic aneurysm.

(ii) Is a man age 65 to 75 who has
smoked at least 100 cigarettes in his
lifetime.

(iii) Is an individual who manifests
other risk factors in a beneficiary cat-
egory recommended for screening by
the United States Preventive Services
Task Force regarding abdominal aortic
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aneurysms, as specified by the Sec-
retary through a national coverage de-
termination process.

Ultrasound screening for abdominal
aortic aneurysms means the following
services furnished to an asymptomatic
individual for the early detection of an
abdominal aortic aneurysm:

(1) A procedure using soundwaves (or
other procedures using alternative
technologies of commensurate accu-
racy and cost, as specified by the Sec-
retary through a national coverage de-
termination process) provided for the
early detection of abdominal aortic an-
eurysms.

(2) Includes a physician’s interpreta-
tion of the results of the procedure.

(b) Conditions for coverage of an
ultrasound screening for abdominal aortic
aneurysms. Medicare Part B pays for
one ultrasound screening for an abdom-
inal aortic aneurysm provided to eligi-
ble beneficiaries, as described in this
section, after a referral from a physi-
cian or a qualified nonphysician practi-
tioner as defined in §410.16(a), when the
test is performed by a provider or sup-
plier that is authorized to provide cov-
ered ultrasound diagnostic services.

(c) Limitation on coverage of
ultrasound screening for abdominal aortic
aneurysms. Payment may not be made
for an ultrasound screening for an ab-
dominal aortic aneurysm that is per-
formed for an individual that does not
meet the definition of ‘‘eligible bene-
ficiary” specified in this section.

[71 FR 69783, Dec. 1, 2006, as amended at 78
FR 74810, Dec. 10, 2013]

§410.20 Physicians’ services.

(a) Included services. Medicare Part B
pays for physicians’ services, including
diagnosis, therapy, surgery, consulta-
tions, and home, office, and institu-
tional calls.

(b) By whom services must be furnished.
Medicare Part B pays for the services
specified in paragraph (a) of this sec-
tion if they are furnished by one of the
following professionals who is legally
authorized to practice by the State in
which he or she performs the functions
or actions, and who is acting within
the scope of his or her license.

(1) A doctor of medicine or osteop-
athy, including an osteopathic practi-
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tioner recognized in section 1101(a)(7)
of the Act.

(2) A doctor of dental surgery or den-
tal medicine.

(3) A doctor of podiatric medicine.

(4) A doctor of optometry.

(6) A chiropractor who meets the
qualifications specified in §410.22

(c) Limitations on services. The Serv-
ices specified in paragraph (a) of this
section may be covered under Medicare
Part B if they are furnished within the
limitations specified in §§410.22
through 410.25.

(d) Prior determination of medical ne-
cessity for physicians’ services—(1) Defi-
nitions. (i) A “Prior Determination of
Medical Necessity” means an indi-
vidual decision by a Medicare con-
tractor, before a physician’s service is
furnished, as to whether or not the
physician’s service 1is covered con-
sistent with the requirements of sec-
tion 1862(a)(1)(A) of the Act relating to
medical necessity.

(ii) An ‘‘eligible requester’ includes
the following:

(A) A participating physician (or a
physician that accepts assignment),
but only with respect to physicians’
services to be furnished to an indi-
vidual who is entitled to receive bene-
fits under this part and who has con-
sented to the physician making the re-
quest under this section for those phy-
sicians’ services.

(B) An individual entitled to benefits
under this part, but only with respect
to physicians’ services for which the
individual receives, from a physician,
an advance beneficiary notice under
section 1879(a) of the Act.

(2) General rule. Each Medicare con-
tractor will, through the procedures es-
tablished in CMS manual instructions,
allow requests for prior determinations
of medical necessity from eligible re-
questers under its respective jurisdic-
tion for those services identified by
CMS (updated annually in conjunction
with the update to the MPFS and post-
ed on that specific Medicare contrac-
tor’s Web site by the Healthcare Com-
mon Procedure Coding System proce-
dure code and code description). Only
those services listed on that Medicare
contractor’s Web site on the date the
request for a prior determination is
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made are subject to prior determina-
tion. BEach contractor’s list will consist
of the following:

(i) The national list, provided by
CMS, of the most expensive physicians’
services (as defined in section 1848(j)(3)
of the Act) included in the MPFS
which are performed at least 50 times
annually.

(ii) The national list, provided by
CMS, of plastic and dental surgeries
that may be covered by Medicare and
that have an amount of at least $1,000
on the MPFS (not including the adjust-
ment for location by the GPCI).

(3) Services with local coverage deter-
minations (LCDs) or national coverage de-
terminations (NCDs). In instances where
an LCD or an NCD exists that has suffi-
ciently specific reasonable and nec-
essary criteria addressing the par-
ticular clinical indication for the pro-
cedure for which the prior determina-
tion is requested, the contractor will
send a copy of the LLCD or NCD to the
requestor along with an explanation
that the LCD or NCD serves as the
prior determination and that no fur-
ther determination will be made.

(4) Identification of eligible services.
CMS will identify the number of serv-
ices that are eligible for a prior deter-
mination through manual instructions
consistent with the criteria established
in the regulation.

(5) Statutory procedures. Under sec-
tions 1869(h)(3) through (h)(6) of the
Act, the following procedures apply:

(i) Request for prior determination—(A)
In general. An eligible requester may
submit to the contractor a request for
a determination, before the furnishing
of a physician’s service, as to whether
the physician’s service is covered under
this title consistent with the applica-
ble requirements of section
1862(a)(1)(A) of the Act (relating to
medical necessity).

(B) Accompanying documentation. CMS
may require that the request be accom-
panied by a description of the physi-
cian’s service, supporting documenta-
tion relating to the medical necessity
of the physician’s service, and other
appropriate documentation. In the case
of a request submitted by an eligible
requester who is described in section
1869(h)(1)(B)(ii) of the Act, the Sec-
retary may require that the request

§410.20

also be accompanied by a copy of the
advance beneficiary notice involved.

(ii) Response to request—(A) General
rule. The contractor will provide the el-
igible requester with written notice of
a determination as to whether—

(I) The physician’s service is covered
(the physician’s service is covered con-
sistent with the requirements of sec-
tion 1862(a)(1)(A) of the Act relating to
medical necessity); or

(2) The physician’s service is not cov-
ered (the physician’s service is not cov-
ered consistent with the requirements
of section 1862(a)(1)(A) of the Act relat-
ing to medical necessity); or

(3) The contractor lacks sufficient in-
formation to make a coverage deter-
mination with respect to the physi-
cian’s service.

(B) Contents of notice for certain deter-
minations—(1) Coverage. If the con-
tractor makes the determination de-
scribed in paragraph (d)(5)(ii)(A)(1) of
this section, the contractor will indi-
cate in the prior determination notice
that the physician service is covered
consistent with the requirements of
section 1862(a)(1)(A) of the Act relating
to medical necessity.

(2) Noncoverage. If the contractor
makes the determination described in
paragraph (d)(5)(ii)(A)(2) of this sec-
tion, the contractor will include in the
notice a brief explanation of the basis
for the determination, including on
what national or local coverage or non-
coverage determination (if any) the de-
termination is based, and a description
of any applicable rights under section
1869(a) of the Act.

(3) Insufficient information. If the con-
tractor makes the determination de-
scribed in paragraph (d)(5)(ii)(A)(3) of
this section, the contractor will in-
clude in the notice a description of the
additional information required to
make the coverage determination.

(C) Deadline to respond. The notice de-
scribed in paragraphs (d)(5)(ii)(A)(1)
through (d)(6)(ii)(A)(3) of this section
will be provided by the contractor
within 45 days of the date the request
for a prior determination is received by
the contractor.

(D) Informing beneficiary in case of
physician request. In the case of a re-
quest by a participating physician or a
physician accepting assignment, the
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process will provide that the individual
to whom the physician’s service is to
be furnished will be informed of any de-
termination described in paragraph
(A)(B)A1)(A)2) of this section (relating
to a determination of non-coverage).
The beneficiary will also be notified
that, notwithstanding the determina-
tion of non-coverage, the beneficiary
has the right to obtain the physician’s
service in question and have a claim
submitted for the physician’s service.

(iii) Binding nature of positive deter-
mination. If the contractor makes the
determination described in paragraph
(A)(B)(Ei1)(A)T) of this section, that de-
termination will be binding on the con-
tractor in the absence of fraud or evi-
dence of misrepresentation of facts pre-
sented to the contractor.

(iv) Limitation on further review—i(A)
General rule. Contractor determina-
tions described in paragraph
(A)(B)(Hi1)(A)2) of this section or para-
graph (d)(5)(ii)(A)(3) of this section (re-
lating to pre-service claims) are not
subject to administrative appeal or ju-
dicial review.

(B) Decision not to seek prior deter-
mination or negative determination does
not impact the right to obtain services,
seek reimbursement, or appeal rights.
Nothing in this paragraph will be con-
strued as affecting the right of an indi-
vidual who—

(I) Decides not to seek a prior deter-
mination under this paragraph with re-
spect to physicians’ services; or

(2) Seeks such a determination and
has received a determination described
in paragraph (d)(5)(ii)(A)(2) of this sec-
tion, from receiving (and submitting a
claim for) those physicians’ services
and from obtaining administrative or
judicial review respecting that claim
under the other applicable provisions
of this part 405 subpart I of this chap-
ter. Failure to seek a prior determina-
tion under this paragraph with respect
to physicians’ services will not be
taken into account in that administra-
tive or judicial review.

(C) No prior determination after receipt
of services. Once an individual is pro-
vided physicians’ services, there will be
no prior determination under this para-
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graph with respect to those physicians’
services.

[61 FR 41339, Nov. 14, 1986, as amended at 73
FR 9678, Feb. 22, 2008]

§410.21 Limitations on services of a
chiropractor.

(a) Qualifications for chiropractors. (1)
A chiropractor licensed or authorized
to practice before July 1, 1974, and an
individual who began studies in a
chiropractic college before that date,
must have—

(i) Had preliminary education equal
to the requirements for graduation
from an accredited high school or other
secondary school;

(ii) Graduated from a college of
chiropractic approved by the State’s
chiropractic examiners after com-
pleting a course of study covering a pe-
riod of not less than 3 school years of 6
months each year in actual continuous
attendance and covering adequate
courses of study in the subjects of
anatomy, physiology, symptomatology
and diagnosis, hygiene and sanitation,
chemistry, histology, pathology, and
principles and practice of chiropractic,
including clinical instruction in
vertebral palpation, nerve tracing and
adjusting; and

(iii) Passed an examination pre-
scribed by the State’s chiropractic ex-
aminers covering the subjects specified
in paragraph (a)(1)(ii) of this section.

(2) A chiropractor first licensed or
authorized to practice after June 30,
1974, and an individual who begins
studies in a chiropractic college after
that date, must have—

(i) Had preliminary education equal
to the requirements for graduation
from an accredited high school or other
secondary school;

(ii) Satisfactorily completed 2 years
of pre-chiropractic study at the college
level;

(iii) Satisfactorily completed a 4-year
course of 8 months each year offered by
a college or school of chiropractic ap-
proved by the State’s chiropractic ex-
aminers and including at least 4,000
hours in courses in anatomy, physi-
ology, symptomatology and diagnosis,
hygiene and sanitation, chemistry, his-
tology, pathology, principles and prac-
tice of chiropractic, and clinical in-
struction in vertebral palpation, nerve
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tracing and adjusting, plus courses in
the use and effect of X-ray and chiro-
practic analysis;

(iv) Passed an examination pre-
scribed by the State’s chiropractic ex-
aminers covering the subjects specified
in paragraph (a)(2)(iii) of this section;
and

(v) Attained 21 years of age.

(b) Limitations on services. (1) Medi-
care Part B pays only for a chiroprac-
tor’s manual manipulation of the spine
to correct a subluxation if the sub-
luxation has resulted in a neuro-
musculoskeletal condition for which
manual manipulation is appropriate
treatment.

(2) Medicare Part B does not pay for
X-rays or other diagnostic or thera-
peutic services furnished or ordered by
a chiropractor.

[61 FR 41339, Nov. 14, 1986, as amended at 64
FR 59439, Nov. 2, 1999. Redesignated at 66 FR
55328, Nov. 1, 2001]

§410.22 Limitations on services of an
optometrist.

Medicare Part B pays for the services
of a doctor of optometry, which he or
she is legally authorized to perform in
the State in which he or she performs
them, if the services are among those
described in section 1861(s) of the Act
and §410.10 of this part.

[64 FR 59439, Nov. 2, 1999. Redesignated at 66
FR 55328, Nov. 1, 2001]

§410.23 Screening for glaucoma: Con-
ditions for and limitations on cov-
erage.

(a) Definitions: As used in this sec-
tion, the following definitions apply:

(1) Direct supervision in the office set-
ting means the optometrist or the oph-
thalmologist must be present in the of-
fice suite and be immediately available
to furnish assistance and direction
throughout the performance of the pro-
cedure. It does not mean the physician
must be present in the room when the
procedure is performed.

(2) Eligible beneficiary means individ-
uals in the following high risk cat-
egories:

(i) Individual with diabetes mellitus.

(ii) Individual with a family history
of glaucoma.

(iii) African-Americans age 50 and
over.

§410.24

(iv) Hispanic-Americans age 65 and
over.

(3) Screening for glaucoma means the
following procedures furnished to an
individual for the early detection of
glaucoma:

(i) A dilated eye examination with an
intraocular pressure measurement.

(ii) A direct ophthalmoscopy exam-
ination, or a slit-lamp biomicroscopic
examination.

(b) Condition for coverage of screening
for glaucoma. Medicare Part B pays for
glaucoma screening examinations pro-
vided to eligible beneficiaries as de-
scribed in paragraph (a)(2) of this sec-
tion if they are furnished by or under
the direct supervision in the office set-
ting of an optometrist or ophthalmol-
ogist who is legally authorized to per-
form these services under State law (or
the State regulatory mechanism pro-
vided by State law) of the State in
which the services are furnished, as
would otherwise be covered if furnished
by a physician or incident to a physi-
cian’s professional service.

(c) Limitations on coverage of glaucoma
screening examinations. (1) Payment
may not be made for a glaucoma
screening examination that is per-
formed for an individual who is not an
eligible beneficiary as described in
paragraph (a)(2) of this section.

(2) Payment may be made for a glau-
coma screening examination that is
performed on an individual who is an
eligible beneficiary as described in
paragraph (a)(2) of this section, after at
least 11 months have passed following
the month in which the last glaucoma
screening examination was performed.

[66 FR 55328, Nov. 1, 2001, as amended at 70
FR 70330, Nov. 21, 2005]

§410.24 Limitations on services of a
doctor of dental surgery or dental
medicine.

Medicare Part B pays for services
furnished by a doctor of dental surgery
or dental medicine within the scope of
his or her license, if the services would
be covered as physicians’ services when
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performed by a doctor of medicine or
osteopathy.?

[61 FR 41339, Nov. 14, 1986, as amended at 56
FR 8852, Mar. 1, 1991]

§410.25 Limitations on services of a
podiatrist.

Medicare Part B pays for the services
of a doctor of podiatric medicine, act-
ing within the scope of his or her li-
cense, if the services would be covered
as physicians’ services when performed
by a doctor of medicine or osteopathy.

§410.26 Services and supplies incident
to a physician’s professional serv-
ices: Conditions.

(a) Definitions. For purposes of this
section, the following definitions
apply:

(1) Auxiliary personnel means any in-
dividual who is acting under the super-
vision of a physician (or other practi-
tioner), regardless of whether the indi-
vidual is an employee, leased em-
ployee, or independent contractor of
the physician (or other practitioner) or
of the same entity that employs or
contracts with the physician (or other
practitioner), has not been excluded
from the Medicare, Medicaid and all
other federally funded health care pro-
grams by the Office of Inspector Gen-
eral or had his or her Medicare enroll-
ment revoked, and meets any applica-
ble requirements to provide incident to
services, including licensure, imposed
by the State in which the services are
being furnished.

(2) Direct supervision means the level
of supervision by the physician (or
other practitioner) of auxiliary per-
sonnel as defined in §410.32(b)(3)(ii).

(3) Independent contractor means an
individual (or an entity that has hired
such an individual) who performs part-
time or full-time work for which the
individual (or the entity that has hired
such an individual) receives an IRS-
1099 form.

1For services furnished before July 1, 1981,
Medicare Part B paid only for the following
services of a doctor of dental surgery or den-
tal medicine;

Surgery on the jaw or any adjoining struc-
ture; and

Reduction of a fracture of the jaw or other
facial bone.
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(4) Leased employment means an em-
ployment relationship that is recog-
nized by applicable State law and that
is established by two employers by a
contract such that one employer hires
the services of an employee of the
other employer.

(6) Noninstitutional setting means all
settings other than a hospital or
skilled nursing facility.

(6) Practitioner means a non-physician
practitioner who is authorized by the
Act to receive payment for services in-
cident to his or her own services.

(7T) Services and supplies means any
services or supplies (including drugs or
biologicals that are not usually self-ad-
ministered) that are included in sec-
tion 1861(s)(2)(A) of the Act and are not
specifically listed in the Act as a sepa-
rate benefit included in the Medicare
program.

(b) Medicare Part B pays for services
and supplies incident to the service of
a physician (or other practitioner).

(1) Services and supplies must be fur-
nished in a noninstitutional setting to
noninstitutional patients.

(2) Services and supplies must be an
integral, though incidental, part of the
service of a physician (or other practi-
tioner) in the course of diagnosis or
treatment of an injury or illness.

(3) Services and supplies must be
commonly furnished without charge or
included in the bill of a physician (or
other practitioner).

(4) Services and supplies must be of a
type that are commonly furnished in
the office or clinic of a physician (or
other practitioner).

(5) In general, services and supplies
must be furnished under the direct su-
pervision of the physician (or other
practitioner). Services and supplies
furnished incident to transitional care
management and chronic care manage-
ment services can be furnished under
general supervision of the physician (or
other practitioner) when these services
or supplies are provided by clinical
staff. The physician (or other practi-
tioner) supervising the auxiliary per-
sonnel need not be the same physician
(or other practitioner) who is treating
the patient more broadly. However,
only the supervising physician (or
other practitioner) may bill Medicare
for incident to services
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(6) Services and supplies must be fur-
nished by the physician, practitioner
with an incident to benefit, or auxil-
iary personnel.

(7) Services and supplies must be fur-
nished in accordance with applicable
State law.

(8) A physician (or other practi-
tioner) may be an employee or an inde-
pendent contractor.

(9) Claims for drugs payable adminis-
tered by a physician as defined in sec-
tion 1861(r) of the Social Security Act
to refill an implanted item of DME
may only be paid under Part B to the
physician as a drug incident to a physi-
cian’s service under section
1861(s)(2)(A). These drugs are not pay-
able to a pharmacy/supplier as DME
under section 1861(s)(6) of the Act.

(c) Limitations. (1) Drugs and
biologicals are also subject to the limi-
tations specified in §410.29.

(2) Physical therapy, occupational
therapy and speech-language pathology
services provided incident to a physi-
cian’s professional services are subject
to the provisions established in
§§410.59(a)(3)(iii), 410.60(a)(3)(iii), and
410.62(a)(3)(ii).

[61 FR 41339, Nov. 14, 1986, as amended at 66
FR 55328, Nov. 1, 2001; 67 FR 20684, Apr. 26,
2002; 69 FR 66421, Nov. 15, 2004; 77 FR 69361,
Nov. 16, 2012; 78 FR 74811, Dec. 10, 2013; 79 FR
68002, Nov. 13, 2014; 80 FR 14870, Mar. 20, 2015;
80 FR 71372, Nov. 16, 2015]

§410.27 Therapeutic outpatient hos-
pital or CAH services and supplies
incident to a physician’s or non-
physician practitioner’s service:
Conditions.

(a) Medicare Part B pays for thera-
peutic hospital or CAH services and
supplies furnished incident to a physi-
cian’s or nonphysician practitioner’s
service, which are defined as all serv-
ices and supplies furnished to hospital
or CAH outpatients that are not diag-
nostic services and that aid the physi-
cian or nonphysician practitioner in
the treatment of the patient, including
drugs and biologicals which are not
usually self-administered, if—

(1) They are furnished—

(i) By or under arrangements made
by the participating hospital or CAH,
except in the case of a SNF resident as
provided in §411.15(p) of this sub-
chapter;
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(ii) As an integral although inci-
dental part of a physician’s or non-
physician practitioner’s services;

(iii) In the hospital or CAH or in a de-
partment of the hospital or CAH, as de-
fined in §413.65 of this subchapter;

(iv) Under the direct supervision (or
other level of supervision as specified
by CMS for the particular service) of a
physician or a nonphysician practi-
tioner as specified in paragraph (g) of
this section, subject to the following
requirements:

(A) For services furnished in the hos-
pital or CAH, or in an outpatient de-
partment of the hospital or CAH, both
on and off-campus, as defined in §413.65
of this subchapter, ‘‘direct super-
vision’’ means that the physician or
nonphysician practitioner must be im-
mediately available to furnish assist-
ance and direction throughout the per-
formance of the procedure. It does not
mean that the physician or nonphysi-
cian practitioner must be present in
the room when the procedure is per-
formed;

(B) Certain therapeutic services and
supplies may be assigned either general
supervision or personal supervision.
When such assignment is made, general
supervision means the definition speci-
fied at §410.32(b)(3)(1), and personal su-
pervision means the definition specified
at §410.32(b)(3)(iii);

(C) Nonphysician practitioners may
provide the required supervision of
services that they may personally fur-
nish in accordance with State law and
all additional requirements, including
those specified in §§410.71, 410.73, 410.74,
410.75, 410.76, and 410.77;

(D) For pulmonary rehabilitation,
cardiac rehabilitation, and intensive
cardiac rehabilitation services, direct
supervision must be furnished by a doc-
tor of medicine or a doctor of osteop-
athy, as specified in §§410.47 and 410.49,
respectively; and

(E) For nonsurgical extended duration
therapeutic services (extended duration
services), which are hospital or CAH
outpatient therapeutic services that
can last a significant period of time,
have a substantial monitoring compo-
nent that is typically performed by
auxiliary personnel, have a low risk of
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requiring the physician’s or appro-
priate nonphysician practitioner’s im-
mediate availability after the initi-
ation of the service, and are not pri-
marily surgical in nature, Medicare re-
quires a minimum of direct supervision
during the initiation of the service
which may be followed by general su-
pervision at the discretion of the super-
vising physician or the appropriate
nonphysician practitioner. Initiation
means the beginning portion of the
nonsurgical extended duration thera-
peutic service which ends when the pa-
tient is stable and the supervising phy-
sician or the appropriate nonphysician
practitioner determines that the re-
mainder of the service can be delivered
safely under general supervision; and

(v) In accordance with applicable
State law.

(2) In the case of partial hospitaliza-
tion services, also meet the conditions
of paragraph (e) of this section.

(b) Drugs and biologicals are also
subject to the limitations specified in
§410.129.

(c) Rules on emergency services fur-
nished to outpatients by nonpartici-
pating hospitals are specified in sub-
part G of Part 424 of this chapter.

(d) Rules on emergency services fur-
nished to outpatients in a foreign coun-
try are specified in subpart H of Part
424 of this chapter.

(e) Medicare Part B pays for partial
hospitalization services if they are—

(1) Prescribed by a physician who cer-
tifies and recertifies the need for the
services in accordance with subpart B
of part 424 of this chapter; and

(2) Furnished under a plan of treat-
ment as required under subpart B of
part 424 of this chapter.

(f) Services furnished by an entity
other than the hospital are subject to
the limitations specified in §410.42(a).

(g) For purposes of this section,
“nonphysician practitioner’” means a
clinical psychologist, licensed clinical
social worker, physician assistant,
nurse practitioner, clinical nurse spe-
cialist, or certified nurse-midwife.

[76 FR 74580, Nov. 30, 2011, as amended at 78
FR 75196, Dec. 10, 2013]
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§410.28 Hospital or CAH diagnostic
services furnished to outpatients:
Conditions.

(a) Medicare Part B pays for hospital
or CAH diagnostic services furnished to
outpatients, including drugs and
biologicals required in the performance
of the services (even if those drugs or
biologicals are self-administered), if
those services meet the following con-
ditions:

(1) They are furnished by or under ar-
rangements made by a participating
hospital or participating CAH, except
in the case of an SNF resident as pro-
vided in §411.15(p) of this chapter.

(2) They are ordinarily furnished by,
or under arrangements made by, the
hospital or CAH to its outpatients for
the purpose of diagnostic study.

(3) They would be covered as inpa-
tient hospital services if furnished to
an inpatient.

(b) Drugs and biologicals are also
subject to the limitations specified in
§410.29(b) and (c).

(c) Diagnostic services furnished by
an entity other than the hospital or
CAH are subject to the limitations
specified in §410.42(a).

(d) Rules on emergency services fur-
nished to outpatients by nonpartici-
pating hospitals are set forth in sub-
part G of part 424 of this chapter.

(e) Medicare Part B makes payment
under section 1833(t) of the Act for di-
agnostic services furnished by or under
arrangements made by the partici-
pating hospital only when the diag-
nostic services are furnished under the
appropriate level of physician super-
vision specified by CMS in accordance
with the definitions in this paragraph
and in §410.32(b)(3)(1), (b)(3)({i), and
(b)(3)(iii). Under general supervision at
a facility accorded provider-based sta-
tus, the training of the nonphysician
personnel who actually perform the di-
agnostic procedure and the mainte-
nance of the necessary equipment and
supplies are the continuing responsi-
bility of the facility. In addition—

(1) For services furnished directly or
under arrangement in the hospital or
in an on-campus or off-campus out-
patient department of the hospital, as
defined in §413.65 of this subchapter,
“‘direct supervision” means that the
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physician must be immediately avail-
able to furnish assistance and direction
throughout the performance of the pro-
cedure. It does not mean that the phy-
sician must be present in the room
where the procedure is performed.

(2) For services furnished under ar-
rangement in nonhospital locations,
“direct supervision” means the defini-
tion specified in §410.32(b)(3)(ii).

(f) The rules for clinical diagnostic
laboratory tests set forth in §§410.32(a)
and (d)(2) through (d)(4) of this subpart
are applicable to those tests when fur-
nished in hospitals and CAHs.

[61 FR 41339, Nov. 14, 1986, as amended at 58
FR 30668, May 26, 1993; 63 FR 26307, May 12,
1998; 65 FR 18536, Apr. 7, 2000; 66 FR 58809,
Nov. 23, 2001; 74 FR 60680, Nov. 20, 2009; 75 FR
72259, Nov. 24, 2010]

§410.29 Limitations
biologicals.

on drugs and

Medicare part B does not pay for the
following:

(a) Except as provided in §410.28(a)
for outpatient diagnostic services and
§410.63(b) for blood clotting factors,
and except for EPO, any drug or bio-
logical which is usually self-adminis-
tered by the patient.

(b) Any drug product that meets all
of the following conditions:

(1) The drug product was approved by
the Food and Drug Administration
(FDA) before October 10, 1962.

(2) The drug product is available only
through prescription.

(3) The drug product is the subject of
a notice of opportunity for hearing
issued under section 505(e) of the Fed-
eral Food, Drug, and Cosmetic Act and
published in the FEDERAL REGISTER on
a proposed order of FDA to withdraw
its approval for the drug product be-
cause it has determined that the prod-
uct is less than effective for all its la-
beled indications.

(4) The drug product is presently not
subject to a determination by FDA,
made under its efficacy review pro-
gram, that there is a compelling jus-
tification of the drug product’s medical
need. (21 CFR 310.6 contains an expla-
nation of the efficacy review program.)

(¢c) Any drug product that is iden-
tical, related, or similar, as defined in
21 CFR 310.6, to a drug product that
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meets the conditions of paragraph (b)
of this section.

[61 FR 41339, Nov. 14, 1986, as amended at 55
FR 22790, June 4, 1990; 56 FR 43709, Sept. 4,
1991; 80 FR 70602, Nov. 13, 2015]

§410.30 Prescription drugs used in im-
munosuppressive therapy.

(a) Scope. Payment may be made for
prescription drugs used in immuno-
suppressive therapy that have been ap-
proved for marketing by the FDA and
that meet one of the following condi-
tions:

(1) The approved labeling includes
the indication for preventing or treat-
ing the rejection of a transplanted
organ or tissue.

(2) The approved labeling includes
the indication for use in conjunction
with immunosuppressive drugs to pre-
vent or treat rejection of a trans-
planted organ or tissue.

(3) Have been determined by a carrier
(in accordance with part 421, subpart C
of this chapter), in processing a Medi-
care claim, to be reasonable and nec-
essary for the specific purpose of pre-
venting or treating the rejection of a
patient’s transplanted organ or tissue,
or for use in conjunction with immuno-
suppressive drugs for the purpose of
preventing or treating the rejection of
a patient’s transplanted organ or tis-
sue. (In making these determinations,
the carriers may consider factors such
as authoritative drug compendia, cur-
rent medical literature, recognized
standards of medical practice, and pro-
fessional medical publications.)

(b) Eligibility. For drugs furnished on
or after December 21, 2000, coverage is
available only for prescription drugs
used in immunosuppressive therapy,
furnished to an individual who received
an organ or tissue transplant for which
Medicare payment is made, provided
the individual is eligible to receive
Medicare Part B benefits.

(c) Coverage. Drugs are covered under
this provision irrespective of whether
they can be self-administered.

[60 FR 8955, Feb. 16, 1995. Redesignated at 63
FR 34327, June 24, 1998; 74 FR 62002, Nov. 25,
2009]
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§410.31 Bone mass measurement: Con-
ditions for coverage and frequency
standards.

(a) Definition. As used in this section

unless specified otherwise, the fol-
lowing definition applies:
Bone mass measurement means a

radiologic, radioisotopic, or other pro-
cedure that meets the following condi-
tions:

(1) Is performed for the purpose of
identifying bone mass, detecting bone
loss, or determining bone quality.

(2) Is performed with either a bone
densitometer (other than single-photon
or dual-photon absorptiometry) or with
a bone sonometer system that has been
cleared for marketing for this use by
the FDA under 21 CFR part 807, or ap-
proved for marketing by the FDA for
this use under 21 CFR part 814.

(3) Includes a physician’s interpreta-
tion of the results of the procedure.

(b) Conditions for coverage. (1) Medi-
care covers a medically necessary bone
mass measurement if the following
conditions are met:

(i) Following an evaluation of the
beneficiary’s need for the measure-
ment, including a determination as to
the medically appropriate procedure to
be used for the beneficiary, it is or-
dered by the physician or a qualified
nonphysician practitioner (as these
terms are defined in §410.32(a)) treating
the beneficiary.

(ii) It is performed under the appro-
priate level of supervision of a physi-
cian (as set forth in §410.32(b)).

(iii) It is reasonable and necessary for
diagnosing and treating the Condition
of a beneficiary who meets the condi-
tions described in paragraph (d) of this
section.

(2) Medicare covers a medically nec-
essary bone mass measurement for an
individual defined under paragraph
(d)(5) of this section if the conditions
under paragraph (b)(1) of this section
are met and the monitoring is per-
formed by the use of a dual energy x-
ray absorptiometry system (axial skel-
eton).

(3) Medicare covers a medically nec-
essary confirmatory baseline bone
mass measurement for an individual
defined under paragraph (d) of this sec-
tion, if the conditions under paragraph
(b)(1) of this section are met and the
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confirmatory baseline bone mass meas-
urement is performed by a dual energy
x-ray absorptiometry system (axial
skeleton) and the initial measurement
was not performed by a dual energy x-
ray absorptiometry system (axial skel-
eton).

(c) Standards on frequency of cov-
erage—(1) General rule. Except as al-
lowed under paragraph (c)(2) of this
section, Medicare may cover a bone
mass measurement for a beneficiary if
at least 23 months have passed since
the month the last bone mass measure-
ment was performed.

(2) Ezxception. If medically necessary,
Medicare may cover a bone mass meas-
urement for a beneficiary more fre-
quently than allowed under paragraph
(c)(1) of this section. Examples of situ-
ations where more frequent bone mass
measurement procedures may be medi-
cally necessary include, but are not
limited to the following medical cir-
cumstances:

(i) Monitoring beneficiaries on long-
term glucocorticoid (steroid) therapy
of more than 3 months.

(ii) Allowing for a confirmatory base-
line measurement to permit moni-
toring of beneficiaries in the future if
the requirements of paragraph (b)(3) of
this section are met.

(d) Beneficiaries who may be covered.
The following categories of bene-
ficiaries may receive Medicare cov-
erage for a medically necessary bone
mass measurement:

(1) A woman who has been deter-
mined by the physician (or a qualified
nonphysician practitioner) treating her
to be estrogen-deficient and at clinical
risk for osteoporosis, based on her med-
ical history and other findings.

(2) An individual with vertebral ab-
normalities as demonstrated by an x-
ray to be indicative of osteoporosis,
osteopenia, or vertebral fracture.

(3) An individual receiving (or ex-
pecting to receive) glucocorticoid (ster-
oid) 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 ther-
apy.
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(e) Denial as not reasonable and nec-
essary. If CMS determines that a bone
mass measurement does not meet the
conditions for coverage in paragraphs
(b) or (d) of this section, or the stand-
ards on frequency of coverage in para-
graph (c¢) of this section, it is excluded
from Medicare coverage as not ‘‘rea-
sonable” and ‘‘necessary’ under sec-
tion 1862(a)(1)(A) of the Act and
§411.15(k) of this chapter.

(f) Use of the National Coverage Deter-
mination Process. For the purposes of
paragraphs (b)(2) and (b)(3) of this sec-
tion, CMS may determine through the
National Coverage Determination proc-
ess that additional bone mass measure-
ment systems are reasonable and nec-
essary under section 1862(a)(1) of the
Act for monitoring and confirming
baseline bone mass measurements.

[71 FR 69783, Dec. 1, 2006]

§410.32 Diagnostic x-ray tests, diag-
nostic laboratory tests, and other
diagnostic tests: Conditions.

(a) Ordering diagnostic tests. All diag-
nostic x-ray tests, diagnostic labora-
tory tests, and other diagnostic tests
must be ordered by the physician who
is treating the beneficiary, that is, the
physician who furnishes a consultation
or treats a beneficiary for a specific
medical problem and who uses the re-
sults in the management of the bene-
ficiary’s specific medical problem.
Tests not ordered by the physician who
is treating the beneficiary are not rea-
sonable and necessary (see §411.15(k)(1)
of this chapter).

(1) Mammography exception. A physi-
cian who meets the qualification re-
quirements for an interpreting physi-
cian under section 354 of the Public
Health Service Act as provided in
§410.34(a)(7) may order a diagnostic
mammogram based on the findings of a
screening mammogram even though
the physician does not treat the bene-

ficiary.
(2) Application to nonphysician practi-
tioners. Nonphysician practitioners

(that is, clinical nurse specialists, clin-
ical psychologists, clinical social work-
ers, nurse-midwives, nurse practi-
tioners, and physician assistants) who
furnish services that would be physi-
cian services if furnished by a physi-
cian, and who are operating within the
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scope of their authority under State
law and within the scope of their Medi-
care statutory benefit, may be treated
the same as physicians treating bene-
ficiaries for the purpose of this para-
graph.

(b) Diagnostic z-ray and other diag-
nostic tests—(1) Basic rule. Except as in-
dicated in paragraph (b)(2) of this sec-
tion, all diagnostic x-ray and other di-
agnostic tests covered under section
1861(s)(3) of the Act and payable under
the physician fee schedule must be fur-
nished under the appropriate level of
supervision by a physician as defined in
section 1861(r) of the Act. Services fur-
nished without the required level of su-
pervision are not reasonable and nec-
essary (see §411.15(k)(1) of this chap-
ter).

(2) Ezxceptions. The following diag-
nostic tests payable under the physi-
cian fee schedule are excluded from the
basic rule set forth in paragraph (b)(1)
of this section:

(i) Diagnostic mammography proce-
dures, which are regulated by the Food
and Drug Administration.

(ii) Diagnostic tests personally fur-
nished by a qualified audiologist as de-
fined in section 1861(11)(3) of the Act.

(iii) Diagnostic psychological and
neuropsychological testing services
when—

(A) Personally furnished by a clinical
psychologist or an independently prac-
ticing psychologist as defined in pro-
gram instructions; or

(B) Furnished under the general su-
pervision of a physician or a clinical
psychologist.

(iv) Diagnostic tests (as established
through program instructions) person-
ally performed by a physical therapist
who is certified by the American Board
of Physical Therapy Specialties as a
qualified electrophysiologic clinical
specialist and permitted to provide the
service under State law.

(v) Diagnostic tests performed by a
nurse practitioner or clinical nurse
specialist authorized to perform the
tests under applicable State laws.

(vi) Pathology and laboratory proce-
dures listed in the 80000 series of the
Current Procedural Terminology pub-
lished by the American Medical Asso-
ciation.
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(vii) Diagnostic tests performed by a
certified nurse-midwife authorized to
perform the tests under applicable
State laws.

(3) Levels of supervision. Except where
otherwise indicated, all diagnostic x-
ray and other diagnostic tests subject
to this provision and payable under the
physician fee schedule must be fur-
nished under at least a general level of
physician supervision as defined in
paragraph (b)(3)(i) of this section. In
addition, some of these tests also re-
quire either direct or personal super-
vision as defined in paragraphs (b)(3)(ii)
or (b)(3)(iii) of this section, respec-
tively. (However, diagnostic tests per-
formed by a physician assistant (PA)
that the PA is legally authorized to
perform under State law require only a
general level of physician supervision.)
When direct or personal supervision is
required, physician supervision at the
specified level is required throughout
the performance of the test.

(1) General supervision means the pro-
cedure is furnished under the physi-
cian’s overall direction and control,
but the physician’s presence is not re-
quired during the performance of the
procedure. Under general supervision,
the training of the nonphysician per-
sonnel who actually perform the diag-
nostic procedure and the maintenance
of the necessary equipment and sup-
plies are the continuing responsibility
of the physician.

(i1) Direct supervision in the office set-
ting means the physician must be
present in the office suite and imme-
diately available to furnish assistance
and direction throughout the perform-
ance of the procedure. It does not mean
that the physician must be present in
the room when the procedure is per-
formed.

(iii) Personal supervision means a phy-
sician must be in attendance in the
room during the performance of the
procedure.

(c) Portable x-ray services. Portable x-
ray services furnished in a place of res-
idence used as the patient’s home are
covered if the following conditions are
met:

(1) These services are furnished under
the general supervision of a physician,
as defined in paragraph (b)(3)(i) of this
section.
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(2) These services are ordered by a
physician as provided in paragraph (a)
or by a nonphysician practitioner as
provided in paragraph (a)(2) of this sec-
tion.

(3) The supplier of these services
meets the requirements set forth in
part 486, subpart C of this chapter, con-
cerning conditions for coverage for
portable x-ray services.

(4) The procedures are limited to—

(i) Skeletal films involving the ex-
tremities, pelvis, vertebral column, or
skull;

(ii) Chest or abdominal films that do
not involve the use of contrast media;
and

(iii) Diagnostic mammograms if the
approved portable x-ray supplier, as de-
fined in subpart C of part 486 of this
chapter, meets the certification re-
quirements of section 354 of the Public
Health Service Act, as implemented by
21 CFR part 900, subpart B.

(d) Diagnostic laboratory tests—(1) Who
may furnish services. Medicare Part B
pays for covered diagnostic laboratory
tests that are furnished by any of the
following:

(i) A participating hospital or par-
ticipating RPCH.

(ii) A nonparticipating hospital that
meets the requirements for emergency
outpatient services specified in subpart
G of part 424 of this chapter and the
laboratory requirements specified in
part 493 of this chapter.

(iii) The office of the patient’s at-
tending or consulting physician if that
physician is a doctor of medicine, oste-
opathy, podiatric medicine, dental sur-
gery, or dental medicine.

(iv) An RHC.

(v) A laboratory, if it meets the ap-
plicable requirements for laboratories
of part 493 of this chapter, including
the laboratory of a nonparticipating
hospital that does not meet the re-
quirements for emergency outpatient
services in subpart G of part 424 of this
chapter.

(vi) An FQHC.

(vii) An SNF to its resident under
§411.15(p) of this chapter, either di-
rectly (in accordance with
§483.75(k)(1)(i) of this chapter) or under
an arrangement (as defined in §409.3 of
this chapter) with another entity de-
scribed in this paragraph.
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(2) Documentation and recordkeeping
requirements—(i) Ordering the service.
The physician or (qualified
nonphysican practitioner, as defined in
paragraph (a)(2) of this section), who
orders the service must maintain docu-
mentation of medical necessity in the
beneficiary’s medical record.

(ii) Submitting the claim. The entity
submitting the claim must maintain
the following documentation:

(A) The documentation that it re-
ceives from the ordering physician or
nonphysician practitioner.

(B) The documentation that the in-
formation that it submitted with the
claim accurately reflects the informa-
tion it received from the ordering phy-
sician or nonphysician practitioner.

(iii) Requesting additional information.
The entity submitting the claim may
request additional diagnostic and other
medical information to document that
the services it bills are reasonable and
necessary. If the entity requests addi-
tional documentation, it must request
material relevant to the medical neces-
sity of the specific test(s), taking into
consideration current rules and regula-
tions on patient confidentiality.

(3) Claims review. (i) Documentation re-
quirements. Upon request by CMS, the
entity submitting the claim must pro-
vide the following information:

(A) Documentation of the order for
the service billed (including informa-
tion sufficient to enable CMS to iden-
tify and contact the ordering physician
or nonphysician practitioner).

(B) Documentation showing accurate
processing of the order and submission
of the claim.

(C) Diagnostic or other medical infor-
mation supplied to the laboratory by
the ordering physician or nonphysician
practitioner, including any ICD-9-CM
code or narrative description supplied.

(i) Services that are not reasonable and
necessary. If the documentation pro-
vided under paragraph (d)(3)(i) of this
section does not demonstrate that the
service is reasonable and necessary,
CMS takes the following actions:

(A) Provides the ordering physician
or nonphysician practitioner informa-
tion sufficient to identify the claim
being reviewed.

(B) Requests from the ordering physi-
cian or nonphysician practitioner those
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parts of a beneficiary’s medical record
that are relevant to the specific
claim(s) being reviewed.

(C) If the ordering physician or non-
physician practitioner does not supply
the documentation requested, informs
the entity submitting the claim(s) that
the documentation has not been sup-
plied and denies the claim.

(iii) Medical necessity. The entity sub-
mitting the claim may request addi-
tional diagnostic and other medical in-
formation from the ordering physician
or nonphysician practitioner to docu-
ment that the services it bills are rea-
sonable and necessary. If the entity re-
quests additional documentation, it
must request material relevant to the
medical necessity of the specific
test(s), taking into consideration cur-
rent rules and regulations on patient
confidentiality.

(4) Automatic denial and manual re-
view. (i) General rule. Except as pro-
vided in paragraph (d)(4)(ii) of this sec-
tion, CMS does not deny a claim for
services that exceed utilization param-
eters without reviewing all relevant
documentation that is submitted with
the claim (for example, justifications
prepared by providers, primary and sec-
ondary diagnoses, and copies of med-
ical records).

(i1) Ezxceptions. CMS may automati-
cally deny a claim without manual re-
view if a national coverage decision or
LMRP specifies the circumstances
under which the service is denied, or
the service is specifically excluded
from Medicare coverage by law.

(e) Diagnostic laboratory tests fur-
nished in hospitals and CAHs. The provi-
sions of paragraphs (a) and (d)(2)
through (d)(4) of this section, inclusive,
of this section apply to all diagnostic
laboratory test furnished by hospitals
and CAHs to outpatients.

[62 FR 59098, Oct. 31, 1997, as amended at 63
FR 26308, May 12, 1998; 63 FR 53307, Oct. 5,
1998; 63 FR 58906, Nov. 2, 1998; 64 FR 59440,
Nov. 2, 1999; 66 FR 58809, Nov. 23, 2001; 69 FR
66421, Nov. 15, 2004; 72 FR 66398, Nov. 27, 2007;
75 FR 73615, Nov. 29, 2010; 77 FR 69361, Nov. 16,
2012]

§410.33 Independent diagnostic test-
ing facility.

(a) General rule. (1) Effective for diag-
nostic procedures performed on or after
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March 15, 1999, carriers will pay for di-
agnostic procedures under the physi-
cian fee schedule only when performed
by a physician, a group practice of phy-
sicians, an approved supplier of port-
able x-ray services, a nurse practi-
tioner, or a clinical nurse specialist
when he or she performs a test he or
she is authorized by the State to per-
form, or an independent diagnostic
testing facility (IDTF). An IDTF may
be a fixed location, a mobile entity, or
an individual nonphysician practi-
tioner. It is independent of a physi-
cian’s office or hospital; however, these
rules apply when an IDTF furnishes di-
agnostic procedures in a physician’s of-
fice.

(2) Ezxceptions. The following diag-
nostic tests that are payable under the
physician fee schedule and furnished by
a nonhospital testing entity are not re-
quired to be furnished in accordance
with the criteria set forth in para-
graphs (b) through (e) and (g) and (h) of
this section.

(i) Diagnostic mammography proce-
dures, which are regulated by the Food
and Drug Administration.

(ii) Diagnostic tests personally fur-
nished by a qualified audiologist as de-
fined in section 1861(11)(3) of the Act.

(iii) Diagnostic psychological testing
services personally furnished by a clin-
ical psychologist or a qualified inde-
pendent psychologist as defined in pro-
gram instructions.

(iv) Diagnostic tests (as established
through program instructions) person-
ally performed by a physical therapist
who is certified by the American Board
of Physical Therapy Specialties as a
qualified electrophysiologic clinical
specialist and permitted to provide the
service under State law.

(b) Supervising physician. (1) Each su-
pervising physician must be limited to
providing general supervision to no
more than three IDTF sites. This ap-
plies to both fixed sites and mobile
units where three concurrent oper-
ations are capable of performing tests.

(2) The supervising physician must
evidence proficiency in the perform-
ance and interpretation of each type of
diagnostic procedure performed by the
IDTF. The proficiency may be docu-
mented by certification in specific
medical specialties or subspecialties or
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by criteria established by the carrier
for the service area in which the IDTF
is located. In the case of a procedure
requiring the direct or personal super-
vision of a physician as set forth in
§410.32(b)(3)(ii) or (b)(3)(iii), the IDTF’s
supervising physician must personally
furnish this level of supervision wheth-
er the procedure is performed in the
IDTF or, in the case of mobile services,
at the remote location. The IDTF must
maintain documentation of sufficient
physician resources during all hours of
operations to assure that the required
physician supervision is furnished. In
the case of procedures requiring direct
supervision, the supervising physician
may oversee concurrent procedures.

(c) Nonphysician personnel. Any non-
physician personnel used by the IDTF
to perform tests must demonstrate the
basic qualifications to perform the
tests in question and have training and
proficiency as evidenced by licensure
or certification by the appropriate
State health or education department.
In the absence of a State licensing
board, the technician must be certified
by an appropriate national
credentialing body. The IDTF must
maintain documentation available for
review that these requirements are
met.

(d) Ordering of tests. All procedures
performed by the IDTF must be specifi-
cally ordered in writing by the physi-
cian who is treating the beneficiary,
that is, the physician who is furnishing
a consultation or treating a beneficiary
for a specific medical problem and who
uses the results in the management of
the beneficiary’s specific medical prob-
lem. (Nonphysician practitioners may
order tests as set forth in §410.32(a)(3).)
The order must specify the diagnosis or
other basis for the testing. The super-
vising physician for the IDTF may not
order tests to be performed by the
IDTF, unless the IDTF’s supervising
physician is in fact the beneficiary’s
treating physician. That is, the physi-
cian in question had a relationship
with the beneficiary prior to the per-
formance of the testing and is treating
the beneficiary for a specific medical
problem. The IDTF may not add any
procedures based on internal protocols
without a written order from the treat-
ing physician.
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(e) Multi-State entities. (1) An IDTF
that operates across State boundaries
must—

(i) Maintain documentation that its
supervising physicians and technicians
are licensed and certified in each of the
States in which it operates; and

(ii) Operate in compliance with all
applicable Federal, State, and local li-
censure and regulatory requirements
with regard to the health and safety of
patients.

(2) The point of the actual delivery of
service means the place of service on
the claim form. When the IDTF per-
forms or administers an entire diag-
nostic test at the beneficiary’s loca-
tion, the beneficiary’s location is the
place of service. When one or more as-
pects of the diagnostic testing are per-
formed at the IDTF, the IDTF is the
place of service.

(f) Applicability of State law. An IDTF
must comply with the applicable laws
of any State in which it operates.

(g) Application certification standards.
The IDTF must certify in its enroll-
ment application that it meets the fol-
lowing standards and related require-
ments:

(1) Operates its business in compli-
ance with all applicable Federal and
State licensure and regulatory require-
ments for the health and safety of pa-
tients.

(2) Provides complete and accurate
information on its enrollment applica-
tion. Changes in ownership, changes of
location, changes in general super-
vision, and adverse legal actions must
be reported to the Medicare fee-for-
service contractor on the Medicare en-
rollment application within 30 calendar
days of the change. All other changes
to the enrollment application must be
reported within 90 days.

(3) Maintain a physical facility on an
appropriate site. For the purposes of
this standard, a post office box, com-
mercial mailbox, hotel, or motel is not
considered an appropriate site.

(i) The physical facility, including
mobile units, must contain space for
equipment appropriate to the services
designated on the enrollment applica-
tion, facilities for hand washing, ade-
quate patient privacy accommoda-
tions, and the storage of both business
records and current medical records
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within the office setting of the IDTF,
or IDTF home office, not within the ac-
tual mobile unit.

(ii) IDTF suppliers that provide serv-
ices remotely and do not see bene-
ficiaries at their practice location are
exempt from providing hand washing
and adequate patient privacy accom-
modations.

(4) Has all applicable diagnostic test-
ing equipment available at the phys-
ical site excluding portable diagnostic
testing equipment. The IDTF must—

(i) Maintain a catalog of portable di-
agnostic equipment, including diag-
nostic testing equipment serial num-
bers at the physical site;

(ii) Make portable diagnostic testing
equipment available for inspection
within 2 business days of a CMS inspec-
tion request.

(iii) Maintain a current inventory of
the diagnostic testing equipment, in-
cluding serial and registration numbers
and provide this information to the
designated fee-for-service contractor
upon request, and notify the contractor
of any changes in equipment within 90
days.

(6) Maintain a primary business
phone under the name of the des-
ignated business. The IDTF must have
its—

(i) Primary business phone located at
the designated site of the business or
within the home office of the mobile
IDTF units.

(ii) Telephone or toll free telephone
numbers available in a local directory
and through directory assistance.

(6) Have a comprehensive liability in-
surance policy of at least $300,000 per
location that covers both the place of
business and all customers and employ-
ees of the IDTF. The policy must be
carried by a nonrelative-owned com-
pany. Failure to maintain required in-
surance at all times will result in rev-
ocation of the IDTF’s billing privileges
retroactive to the date the insurance
lapsed. IDTF suppliers are responsible
for providing the contact information
for the issuing insurance agent and the
underwriter. In addition, the IDTF
must—

(i) Ensure that the insurance policy
must remain in force at all times and
provide coverage of at least $300,000 per
incident; and
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(ii) Notify the CMS designated con-
tractor in writing of any policy
changes or cancellations.

(7) Agree not to directly solicit pa-
tients, which include, but is not lim-
ited to, a prohibition on telephone,
computer, or in-person contacts. The
IDTF must accept only those patients
referred for diagnostic testing by an at-
tending physician, who is furnishing a
consultation or treating a beneficiary
for a specific medical problem and who
uses the results in the management of
the beneficiary’s specific medical prob-
lem. Nonphysician practitioners may
order tests as set forth in §410.32(a)(3).

(8) Answer, document, and maintain
documentation of a beneficiary’s writ-
ten clinical complaint at the physical
site of the IDTF (For mobile IDTFs,
this documentation would be stored at
their home office.) This includes, but is
not limited to, the following:

(i) The name, address, telephone
number, and health insurance claim
number of the beneficiary.

(ii) The date the complaint was re-
ceived; the name of the person receiv-
ing the complaint; and a summary of
actions taken to resolve the complaint.

(iii) If an investigation was not con-
ducted, the name of the person making
the decision and the reason for the de-
cision.

(9) Openly post these standards for
review by patients and the public.

(10) Disclose to the government any
person having ownership, financial, or
control interest or any other legal in-
terest in the supplier at the time of en-
rollment or within 30 days of a change.

(11) Have its testing equipment cali-
brated and maintained per equipment
instructions and in compliance with
applicable manufacturers suggested
maintenance and calibration stand-
ards.

(12) Have technical staff on duty with
the appropriate credentials to perform
tests. The IDTF must be able to
produce the applicable Federal or State
licenses or certifications of the individ-
uals performing these services.

(13) Have proper medical record stor-
age and be able to retrieve medical
records upon request from CMS or its
fee-for-service contractor within 2
business days.
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(14) Permit CMS, including its
agents, or its designated fee-for-service
contractors, to conduct unannounced,
on-site inspections to confirm the
IDTF’s compliance with these stand-
ards. The IDTF must—

(i) Be accessible during regular busi-
ness hours to CMS and beneficiaries;
and

(ii) Maintain a visible sign posting
its normal business hours.

(15) With the exception of hospital-
based and mobile IDTFs, a fixed-base
IDTF is prohibited from the following:

(i) Sharing a practice location with
another Medicare-enrolled individual
or organization;

(ii) Leasing or subleasing its oper-
ations or its practice location to an-
other Medicare-enrolled individual or
organization; or

(iii) Sharing diagnostic testing equip-
ment used in the initial diagnostic test
with another Medicare-enrolled indi-
vidual or organization.

(16) Enrolls for any diagnostic testing
services that it furnishes to a Medicare
beneficiary, regardless of whether the
service is furnished in a mobile or fixed
base location.

(17) Bills for all mobile diagnostic
services that are furnished to a Medi-
care beneficiary, unless the mobile di-
agnostic service is part of a service
provided under arrangement as de-
scribed in section 1861(w)(1) of the Act.

(h) Failure to meet standards. If an
IDTF fails to meet one or more of the
standards in paragraph (g) of this sec-
tion at the time of enrollment, its en-
rollment will be denied. CMS will re-
voke a supplier’s billing privileges if
and IDTF is found not to meet the
standards in paragraph (g) or (b)(1) of
this section.

(1) Effective date of billing privileges.
The filing date of the Medicare enroll-
ment application is the date that the
Medicare contractor receives a signed
provider enrollment application that it
is able to process to approval. The ef-
fective date of billing privileges for a
newly enrolled IDTF is the later of the
following:

(1) The filing date of the Medicare en-
rollment application that was subse-
quently approved by a Medicare fee-
for-service contractor; or
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(2) The date the IDTF first started
furnishing services at its new practice
location.

[62 FR 59099, Oct. 31, 1997, as amended at 64
FR 59440, Nov. 2, 1999; 71 FR 69784, Dec. 1,
2006; 72 FR 18914, Apr. 16, 2007; 72 FR 66398,
Nov. 27, 2007; 73 FR 2432, Jan. 15, 2008; 73 FR
69933, Nov. 19, 2008; 73 FR 80304, Dec. 31, 2008]

§410.34 Mammography services: Con-
ditions for and limitations on cov-
erage.

(a) Definitions. As used in this sec-
tion, the following definitions apply:

(1) Diagnostic mammography means a
radiologic procedure furnished to a
man or woman with signs or symptoms
of breast disease, or a personal history
of breast cancer, or a personal history
of biopsy-proven benign breast disease,
and includes a physician’s interpreta-
tion of the results of the procedure.

(2) Screening mammography means a
radiologic procedure furnished to a
woman without signs or symptoms of
breast disease, for the purpose of early
detection of breast cancer, and includes
a physician’s interpretation of the re-
sults of the procedure.

(3) Supplier of diagnostic mammography
means a facility that is certified and
responsible for ensuring that all diag-
nostic mammography services fur-
nished to Medicare beneficiaries meet
the conditions for coverage of diag-
nostic mammography services as speci-
fied in paragraph (b) of this section.

(4) Supplier of screening mammography
means a facility that is certified and
responsible for ensuring that all
screening mammography services fur-
nished to Medicare beneficiaries meet
the conditions and limitations for cov-
erage of screening mammography serv-
ices as specified in paragraphs (c) and
(d) of this section.

(b) Certificate means the certificate
described in 21 CFR 900.2(b) that may
be issued to, or renewed for, a facility
that meets the requirements for con-
ducting an examination or procedure
involving mammography.

(6) Provisional certificate means the
provisional certificate described in 21
CFR 900.2(m) that may be issued to a
facility to enable the facility to qualify
to meet the requirements for con-
ducting an examination or procedure
involving mammography.
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(7T) The term meets the certification re-
quirements of section 354 of the Public
Health Service (PHS) Act means that in
order to qualify for coverage of its
services under the Medicare program, a
supplier of diagnostic or screening
mammography services must meet the
following requirements:

(i) Must have a valid provisional cer-
tificate, or a valid certificate, that has
been issued by FDA indicating that the
supplier meets the certification re-
quirements of section 354 of the PHS
Act, as implemented by 21 CFR part
900, subpart B.

(ii) Has not been issued a written no-
tification by FDA that states that the
supplier must cease conducting mam-
mography examinations because the
supplier is not in compliance with cer-
tain critical certification requirements
of section 354 of the PHS Act, imple-
mented by 21 CFR part 900, subpart B.

(iii) Must not employ for provision of
the professional component of mam-
mography services a physician or phy-
sicians for whom the facility has re-
ceived written notification by FDA
that the physician (or physicians) is (or
are) in violation of the certification re-
quirements set forth in section 354 of
the PHS Act, as implemented by 21
CFR 900.12(a)(1)(1).

(b) Conditions for coverage of diag-
nostic mammography services. Medicare
Part B pays for diagnostic mammog-
raphy services if they meet the fol-
lowing conditions:

(1) They are ordered by a doctor of
medicine or osteopathy (as defined in
section 1861(r)(1) of the Act).

(2) They are furnished by a supplier
of diagnostic mammography services
that meets the certification require-
ments of section 354 of the PHS Act, as
implemented by 21 CFR part 900, sub-
part B.

(c) Conditions for coverage of screening
mammography services. Medicare Part B
pays for screening mammography serv-
ices if they are furnished by a supplier
of screening mammography services
that meets the certification require-
ments of section 354 of the PHS Act, as
implemented by 21 CFR part 900, sub-
part B.

(d) Limitations on coverage of screening
mammography services. The following
limitations apply to coverage of

393



§410.35

screening mammography services as
described in paragraphs (¢) and (d) of
this section:

(1) The service must be, at a min-
imum a two-view exposure (that is, a
cranio-caudal and a medial lateral ob-
lique view) of each breast.

(2) Payment may not be made for
screening mammography performed on
a woman under age 35.

(3) Payment may be made for only 1
screening mammography performed on
a woman over age 34, but under age 40.

(4) For an asymptomatic woman over
39 years of age, payment may be made
for a screening mammography per-
formed after at least 11 months have
passed following the month in which
the last screening mammography was
performed.

[69 FR 49833, Sept. 30, 1994, as amended at 60
FR 14224, Mar. 16, 1995; 60 FR 63176, Dec. 8,
1995; 62 FR 59100, Oct. 31, 1997; 63 FR 4596,
Jan. 30, 1998]

§410.35 X-ray therapy and other radi-
ation therapy services: Scope.

Medicare Part B pays for X-ray ther-
apy and other radiation therapy serv-
ices, including radium therapy and ra-
dioactive isotope therapy, and mate-
rials and the services of technicians ad-
ministering the treatment.

[61 FR 41339, Nov. 14, 1986. Redesignated at 55
FR 53522, Dec. 31, 1990]

§410.36 Medical supplies, appliances,
and devices: Scope.

(a) Medicare Part B pays for the fol-
lowing medical supplies, appliances
and devices:

(1) Surgical dressings, and splints,
casts, and other devices used for reduc-
tion of fractures and dislocations.

(2) Prosthetic devices, other than
dental, that replace all or part of an in-
ternal body organ, including colostomy
bags and supplies directly related to
colostomy care, including—

(i) Replacement of prosthetic devices;
and

(ii) One pair of conventional eye-
glasses or conventional contact lenses
furnished after each cataract surgery
during which an intraocular lens is in-
serted.

(3) Leg, arm, back, and neck braces
and artificial legs, arms, and eyes, in-
cluding replacements if required be-
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cause of a change in the individual’s
physical condition.

(b) As a requirement for payment,
CMS may determine through carrier
instructions, or carriers may deter-
mine, that an item listed in paragraph
(a) of this section requires a written
physician order before delivery of the
item.

[61 FR 41339, Nov. 14, 1986, as amended at 57
FR 36014, Aug. 12, 1992; 57 FR 57688, Dec. T,
1992]

§410.37 Colorectal cancer screening
tests: Conditions for and limitations
on coverage.

(a) Definitions. As used in this sec-
tion, the following definitions apply:

(1) Colorectal cancer screening tests
means any of the following procedures
furnished to an individual for the pur-
pose of early detection of colorectal
cancer:

(i) Screening fecal-occult blood tests.

(ii) Screening flexible
sigmoidoscopies.

(iii) Screening colonoscopies, includ-
ing anesthesia furnished in conjunction
with the service.

(iv) Screening barium enemas.

(v) Other tests or procedures estab-
lished by a national coverage deter-
mination, and modifications to tests
under this paragraph, with such fre-
quency and payment limits as CMS de-
termines appropriate, in consultation
with appropriate organizations

(2) Screening fecal-occult blood test
means—

(1) A guaiac-based test for peroxidase
activity, testing two samples from
each of three consecutive stools, or,

(ii) Other tests as determined by the
Secretary through a national coverage
determination.

(3) An individual at high risk for
colorectal cancer means an individual
with—

(i) A close relative (sibling, parent,
or child) who has had colorectal cancer
or an adenomatous polyp;

(ii) A family history of familial ade-
nomatous polyposis;

(iii) A family history of hereditary
nonpolyposis colorectal cancer;

(iv) A personal history of adenom-
atous polyps; or

(v) A personal history of colorectal
cancer; or
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(vi) Inflammatory bowel disease, in-
cluding Crohn’s Disease, and ulcerative
colitis.

(4) Screening barium enema means—

(i) A screening double contrast bar-
ium enema of the entire colorectum
(including a physician’s interpretation
of the results of the procedure); or

(ii) In the case of an individual whose
attending physician decides that he or
she cannot tolerate a screening double
contrast barium enema, a screening
single contrast barium enema of the
entire colorectum (including a physi-
cian’s interpretation of the results of
the procedure).

(5) An attending physician for purposes
of this provision is a doctor of medicine
or osteopathy (as defined in section
1861(r)(1) of the Act) who is fully
knowledgeable about the beneficiary’s
medical condition, and who would be
responsible using the results of any ex-
amination performed in the overall
management of the beneficiary’s spe-
cific medical problem.

(b) Condition for coverage of screening
fecal-occult blood tests. Medicare Part B
pays for a screening fecal-occult blood
test if it is ordered in writing by the
beneficiary’s attending physician, phy-
sician assistant, nurse practitioner, or
clinical nurse specialist.

(c) Limitations on coverage of screening
fecal-occult blood tests. (1) Payment may
not be made for a screening fecal-oc-
cult blood test performed for an indi-
vidual under age 50.

(2) For an individual 50 years of age
or over, payment may be made for a
screening fecal-occult blood test per-
formed after at least 11 months have
passed following the month in which
the last screening fecal-occult blood
test was performed.

(d) Condition for coverage of flexible
sigmoidoscopy screening. Medicare Part
B pays for a flexible sigmoidoscopy
screening service if it is performed by a
doctor of medicine or osteopathy (as
defined in section 1861(r)(1) of the Act),
or by a physician assistant, nurse prac-
titioner, or clinical nurse specialist (as
defined in section 1861(aa)(5) of the Act
and §§410.74, 410.75, and 410.76) who is
authorized under State law to perform
the examination.

(e) Limitations on coverage of screening
flexible sigmoidoscopies. (1) Payment
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may not be made for a screening flexi-
ble sigmoidoscopy performed for an in-
dividual under age 50.

(2) For an individual 50 years of age
or over, except as described in para-
graph (e)(3) of this section, payment
may be made for screening flexible
sigmoidoscopy after at least 47 months
have passed following the month in
which the 1last screening flexible
sigmoidoscopy or, as provided in para-
graphs (h) and (i) of this section, the
last screening barium enema was per-
formed.

(3) In the case of an individual who is
not at high risk for colorectal cancer
as described in paragraph (a)(3) of this
section but who has had a screening
colonoscopy performed, payment may
be made for a screening flexible
sigmoidosocopy only after at least 119
months have passed following the
month in which the last screening
colonoscopy was performed.

(f) Condition for coverage of screening
colonoscopies. Medicare Part B pays for
a screening colonoscopy if it is per-
formed by a doctor of medicine or oste-
opathy (as defined in section 1861(r)(1)
of the Act).

(g) Limitations on coverage of screening
colonoscopies. (1) Effective for services
furnished on or after July 1, 2001, ex-
cept as described in paragraph (g)(3) of
this section, payment may be made for
a screening colonoscopy performed for
an individual who is not at high risk
for colorectal cancer as described in
paragraph (a)(3) of this section, after at
least 119 months have passed following
the month in which the last screening
colonoscopy was performed.

(2) Payment may be made for a
screening colonoscopy performed for an
individual who is at high risk for
colorectal cancer as described in para-
graph (a)(3) of this section, after at
least 23 months have passed following
the month in which the last screening
colonoscopy was performed, or, as pro-
vided in paragraphs (h) and (i) of this
section, the last screening barium
enema was performed.

(3) In the case of an individual who is
not at high risk for colorectal cancer
as described in paragraph (a)(3) of this
section but who has had a screening
flexible sigmoidoscopy performed, pay-
ment may be made for a screening
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colonoscopy only after at least 47
months have passed following the
month in which the last screening
flexible sigmoidoscopy was performed.

(h) Conditions for coverage of screening
barium enemas. Medicare Part B pays
for a screening barium enema if it is
ordered in writing by the beneficiary’s
attending physician.

(i) Limitations on coverage of screening
barium enemas. (1) In the case of an in-
dividual age 50 or over who is not at
high risk of colorectal cancer, payment
may be made for a screening barium
enema examination performed after at
least 47 months have passed following
the month in which the last screening
barium enema or screening flexible
sigmoidoscopy was performed.

(2) In the case of an individual who is
at high risk for colorectal cancer, pay-
ment may be made for a screening bar-
ium enema examination performed
after at least 23 months have passed
following the month in which the last
screening barium enema or the last
screening colonoscopy was performed.

[62 FR 59100, Oct. 31, 1997, as amended at 66
FR 55329, Nov. 1, 2001; 67 FR 80040, Dec. 31,
2002; 77 FR 69362, Nov. 16, 2012; 78 FR 74811,
Dec. 10, 2013; 79 FR 68002, Nov. 13, 2014]

§410.38 Durable medical equipment:
Scope and conditions.

(a) Medicare Part B pays for the rent-
al or purchase of durable medical
equipment, including iron lungs, oxy-
gen tents, hospital beds, and wheel-
chairs, if the equipment is used in the
patient’s home or in an institution
that is used as a home.

(b) An institution that is used as a
home may not be a hospital or a CAH
or a SNF as defined in sections
1861(e)(1), 1861(mm)(1) and 1819(a)(1) of
the Act, respectively.

(c) Power mobility devices (PMDs)—(1)
Definitions. For the purposes of this
paragraph, the following definitions
apply:

Physician has the same meaning as in
section 1861(r)(1) of the Act.

Power mobility device means a covered
item of durable medical equipment
that is in a class of wheelchairs that
includes a power wheelchair (a four-
wheeled motorized vehicle whose steer-
ing is operated by an electronic device
or a joystick to control direction and
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turning) or a power-operated vehicle (a
three or four-wheeled motorized scoot-
er that is operated by a tiller) that a
beneficiary uses in the home.

Prescription means a written order
completed by the physician or treating
practitioner who performed the face-
to-face examination and that includes
the beneficiary’s name, the date of the
face-to-face examination, the diagnoses
and conditions that the PMD is ex-
pected to modify, a description of the
item (for example, a narrative descrip-
tion of the specific type of PMD), the
length of need, and the physician or
treating practitioner’s signature and
the date the prescription was written.

Treating practitioner means a physi-
cian assistant, nurse practitioner, or
clinical nurse specialist as those terms
are defined in section 1861(aa)(b) of the
Act, who has conducted a face-to-face
examination of the beneficiary.

Supplier means an entity with a valid
Medicare supplier number, including
an entity that furnishes items through
the mail.

(2) Conditions of payment. Medicare
Part B pays for a power mobility de-
vice if the physician or treating practi-
tioner, as defined in paragraph (c)(1) of
this section meets the following condi-
tions:

(i) Conducts a face-to-face examina-
tion of the beneficiary for the purpose
of evaluating and treating the bene-
ficiary for his or her medical condition
and determining the medical necessity
for the PMD as part of an appropriate
overall treatment plan.

(ii) Writes a prescription, as defined
in paragraph (c)(1) of this section that
is provided to the beneficiary or sup-
plier, and is received by the supplier
within 45 days after the face-to-face ex-
amination.

(iii) Provides supporting documenta-
tion, including pertinent parts of the
beneficiary’s medical record (for exam-
ple, history, physical examination, di-
agnostic tests, summary of findings, di-
agnoses, treatment plans and/or other
information as may be appropriate)
that supports the medical necessity for
the power mobility device, which is re-
ceived by the supplier within 45 days
after the face-to-face examination.

(38) Ezxceptions. (i) Beneficiaries dis-
charged from a hospital do not need to
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receive a separate face-to-face exam-
ination as long as the physician or
treating practitioner who performed
the face-to-face examination of the
beneficiary in the hospital issues a
PMD prescription and supporting docu-
mentation that is received by the sup-
plier within 45 days after the date of
discharge.

(ii) Accessories for PMDs may be or-
dered by the physician or treating
practitioner without conducting a face-
to-face examination of the beneficiary.

(4) Dispensing a power mobility device.
Suppliers may not dispense a PMD to a
beneficiary until the PMD prescription
and the supporting documentation
have been received from the physician
or treating practitioner who performed
the face-to-face examination of the
beneficiary. These documents must be
received within 45 days after the date
of the face-to-face examination.

(6) Documentation. (i) A supplier must
maintain the prescription and the sup-
porting documentation provided by the
physician or treating practitioner and
make them available to CMS and its
agents upon request.

(ii) Upon request by CMS or its
agents, a supplier must submit addi-
tional documentation to CMS or its
agents to support and/or substantiate
the medical necessity for the power
mobility device.

(6) Safety requirements. The PMD
must meet any safety requirements
specified by CMS.

(d) Medicare Part B pays for medi-
cally necessary equipment that is used
for treatment of decubitus ulcers if—

(1) The equipment is ordered in writ-
ing by the beneficiary’s attending phy-
sician, or by a specialty physician on
referral from the beneficiary’s attend-
ing physician, and the written order is
furnished to the supplier before the de-
livery of the equipment; and

(2) The prescribing physician has
specified in the prescription that he or
she will be supervising the use of the
equipment in connection with the
course of treatment.

(e) Medicare Part B pays for a medi-
cally necessary seat-lift if it—

(1) Is ordered in writing by the bene-
ficiary’s attending physician, or by a
specialty physician on referral from
the beneficiary’s attending physician,
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and the written order is furnished to
the supplier before the delivery of the
seat-lift;

(2) Is for a beneficiary who has a di-
agnosis designated by CMS as requiring
a seat-lift; and

(3) Meets safety requirements speci-
fied by CMS.

(f) Medicare Part B pays for trans-
cutaneous electrical nerve stimulator
units that are—

(1) Determined to be medically nec-
essary; and

(2) Ordered in writing by the bene-
ficiary’s attending physician, or by a
specialty physician on referral from
the beneficiary’s attending physician,
and the written order is furnished to
the supplier before the delivery of the
unit to the beneficiary.

(g)Q) Items requiring a written order.
As a condition of payment, Specified
Covered Items (as described in para-
graph (g)(2) of this section) require a
written order that meets the require-
ments in paragraphs (g)(3) and (4) of
this section before delivery of the item.

(2) Specified covered items. (i) Specified
Covered Items are items of durable
medical equipment that CMS has speci-
fied in accordance with section
1834(a)(11)(B)(i) of the Act. A list of
these items is updated annually in the
FEDERAL REGISTER.

(ii) The list of Specified Covered
Items includes the following:

(A) Any item described by a
Healthcare Common Procedure Coding
System (HCPCS) code for the following
types of durable medical equipment:

(I) Transcutaneous electrical nerve
stimulation (TENS) unit.

(2) Rollabout chair.

(3) Oxygen and respiratory equip-
ment.

(4) Hospital beds and accessories.

(5) Traction-cervical.

(B) Any item of durable medical
equipment that appears on the Durable
Medical Equipment, Prosthetics,
Orthotics, and Supplies Fee Schedule
with a price ceiling at or greater than
$1,000.

(C) Any other item of durable med-
ical equipment that CMS adds to the
list of Specified Covered Items through
the notice and comment rulemaking
process in order to reduce the risk of
fraud, waste, and abuse.
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(iii) The list of specific covered items
excludes the following:

(A) Any item that is no longer cov-
ered by Medicare.

(B) Any HCPCS code that is discon-
tinued.

(3) Face-to-face encounter requirements.
(i) For orders issued in accordance with
paragraphs (g)(1) and (2) of this section,
as a condition of payment for the Spec-
ified Covered Item, all of the following
must occur:

(A) The physician must document
and communicate to the DME supplier
that the physician or a physician as-
sistant, a nurse practitioner, or a clin-
ical nurse specialist has had a face-to-
face encounter with the beneficiary on
the date of the written order up to 6
months before the date of the written
order.

(B) During the face-to-face encounter
the physician, a physician assistant, a
nurse practitioner, or a clinical nurse
specialist must conduct a needs assess-
ment, evaluate, and/or treat the bene-
ficiary for the medical condition that
supports the need for each covered
item of DME ordered.

(C) The face-to-face encounter must
be documented in the pertinent portion
of the medical record (for example, his-
tory, physical examination, diagnostic
tests, summary of findings, diagnoses,
treatment plans or other information
as it may be appropriate). Physician
must sign or cosign the pertinent por-
tion of the medical record indicating
the occurrence of a face-to-face en-
counter for the beneficiary for the date
of the face-to-face encounter when per-
formed by a physician assistant, a
nurse practitioner, or a clinical nurse
specialist. For purposes of this para-
graph (g), a face-to-face encounter does
not include DME items and services
furnished from an ‘‘incident to’’ serv-
ice.

(ii) For purposes of this paragraph
(g), a face-to-face encounter may occur
via telehealth in accordance with all of
the following:

(A) Section 1834(m) of the Act.

(B)(I) Medicare telehealth regula-
tions in §410.78 and §414.65 of this chap-
ter; and

(2) Subject to the list of payable
Medicare telehealth services estab-
lished by the applicable PFS.
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(4) Written order issuance requirements.
Written orders issued in accordance
with paragraphs (g)(1) and (2) of this
section must include all of the fol-
lowing:

(i) Beneficiary’s name.

(ii) Item of DME ordered.

(iii) Signature of the prescribing
practitioner.

(iv) Prescribing practitioner NPI.

(v) The date of the order.

(5) Supplier’s order and documentation
requirements. (i) A supplier must main-
tain the written order and the sup-
porting documentation provided by the
physician, physician assistant, nurse
practitioner, or clinical nurse spe-
cialist and make them available to
CMS upon request for 7 years from the
date of service consistent with
§424.516(f) of this chapter.

(ii) Upon request by CMS or its
agents, a supplier must submit addi-
tional documentation to CMS or its
agents to support and substantiate
that a face-to-face encounter has oc-
curred.

[61 FR 41339, Nov. 14, 1986, as amended at 57
FR 57688, Dec. 7, 1992; 58 FR 30668, May 26,
1993; 70 FR 50946, Aug. 26, 2005; 71 FR 17030,
Apr. 5, 2006; 77 FR 69362, Nov. 16, 2012]

§410.39 Prostate cancer screening
tests: Conditions for and limitations
on coverage.

(a) Definitions. As used in this sec-
tion, the following definitions apply:

(1) Prostate cancer screening tlests
means any of the following procedures
furnished to an individual for the pur-
pose of early detection of prostate can-
cer:

(i) A screening digital rectal exam-
ination.

(ii) A screening prostate-specific
antigen blood test.

(iii) For years beginning after 2002,
other procedures CMS finds appro-
priate for the purpose of early detec-
tion of prostate cancer, taking into ac-
count changes in technology and stand-
ards of medical practice, availability,
effectiveness, costs, and other factors
CMS considers appropriate.

(2) A screening digital rectal examina-
tion means a clinical examination of an
individual’s prostate for nodules or
other abnormalities of the prostate.
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(3) A screening prostate-specific antigen
blood test means a test that measures
the level of prostate-specific antigen in
an individual’s blood.

(4) A physician for purposes of this
provision means a doctor of medicine
or osteopathy (as defined in section
1861(r)(1) of the Act) who is fully
knowledgeable about the beneficiary,
and who would be responsible for ex-
plaining the results of the screening
examination or test.

(5) A physician assistant, nurse prac-
titioner, clinical nurse specialist, or
certified nurse midwife for purposes of
this provision means a physician as-
sistant, nurse practitioner, clinical
nurse specialist, or certified nurse mid-
wife (as defined in sections 1861(aa) and
1861(gg) of the Act) who is fully knowl-
edgeable about the beneficiary, and
who would be responsible for explain-
ing the results of the screening exam-
ination or test.

(b) Condition for coverage of screening
digital rectal examinations. Medicare
Part B pays for a screening digital rec-
tal examination if it is performed by
the beneficiary’s physician, or by the
beneficiary’s physician assistant, nurse
practitioner, clinical nurse specialist,
or certified nurse midwife as defined in
paragraphs (a)(4) or (a)(b) of this sec-
tion who is authorized to perform this
service under State law.

(c) Limitation on coverage of screening
digital rectal examinations. (1) Payment
may not be made for a screening dig-
ital rectal examination performed for a
man age 50 or younger.

(2) For an individual over 50 years of
age, payment may be made for a
screening digital rectal examination
only if the man has not had such an ex-
amination paid for by Medicare during
the preceding 11 months following the
month in which his last Medicare-cov-
ered screening digital rectal examina-
tion was performed.

(d) Condition for coverage of screening
prostate-specific antigen blood tests.
Medicare Part B pays for a screening
prostate-specific antigen blood test if
it is ordered by the beneficiary’s physi-
cian, or by the beneficiary’s physician
assistant, nurse practitioner, clinical
nurse specialist, or certified nurse mid-
wife as defined in paragraphs (a)(4) or
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(a)(b) of this section who is authorized
to order this test under State law.

(e) Limitation on coverage of screening
prostate-specific antigen blood test. (1)
Payment may not be made for a
screening  prostate-specific antigen
blood test performed for a man age 50
or younger.

(2) For an individual over 50 years of
age, payment may be made for a
screening  prostate-specific antigen
blood test only if the man has not had
such an examination paid for by Medi-
care during the preceding 11 months
following the month in which his last
Medicare-covered screening prostate-
specific antigen blood test was per-
formed.

[64 FR 59440, Nov. 2, 1999, as amended at 65
FR 19331, Apr. 11, 2000]

§410.40 Coverage of ambulance serv-
ices.

(a)Basic rules. Medicare Part B covers
ambulance services if the following
conditions are met:

(1) The supplier meets the applicable
vehicle, staff, and billing and reporting
requirements of §410.41 and the service
meets the medical necessity and origin
and destination requirements of para-
graphs (d) and (e) of this section.

(2) Medicare Part A payment is not
made directly or indirectly for the
services.

(b) Levels of service. Medicare covers
the following levels of ambulance serv-
ice, which are defined in §414.605 of this
chapter:

(1) Basic life support (BLS) (emer-
gency and nonemergency).

(2) Advanced life support, level 1
(ALS1) (emergency and non-
emergency).

(3) Advanced life support, level 2
(ALS2).

(4) Paramedic ALS intercept (PI).

(5) Specialty care transport (SCT).

(6) Fixed wing transport (FW).

(7) Rotary wing transport (RW).

(c) Paramedic ALS intercept services.
Paramedic ALS intercept services
must meet the following requirements:

(1) Be furnished in an area that is
designated as a rural area by any law
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or regulation of the State or that is lo-
cated in a rural census tract of a met-
ropolitan statistical area (as deter-
mined under the most recent Gold-
smith Modification). (The Goldsmith
Modification is a methodology to iden-
tify small towns and rural areas within
large metropolitan counties that are
isolated from central areas by distance
or other features.)

(2) Be furnished under contract with
one or more volunteer ambulance serv-
ices that meet the following condi-
tions:

(i) Are certified to furnish ambulance
services as required under §410.41.

(ii) Furnish services only at the BLS
level.

(iii) Be prohibited by State law from
billing for any service.

(3) Be furnished by a paramedic ALS
intercept supplier that meets the fol-
lowing conditions:

(i) Is certified to furnish ALS serv-
ices as required in §410.41(b)(2).

(ii) Bills all the beneficiaries who re-
ceive ALS intercept services from the
entity, regardless of whether or not
those beneficiaries are Medicare bene-
ficiaries.

(d) Medical necessity requirements—(1)
General rule. Medicare covers ambu-
lance services, including fixed wing and
rotary wing ambulance services, only if
they are furnished to a beneficiary
whose medical condition is such that
other means of transportation are con-
traindicated. The beneficiary’s condi-
tion must require both the ambulance
transportation itself and the level of
service provided in order for the billed
service to be considered medically nec-
essary. Nonemergency transportation
by ambulance is appropriate if either:
the beneficiary is bed-confined, and it
is documented that the beneficiary’s
condition is such that other methods of
transportation are contraindicated; or,
if his or her medical condition, regard-
less of bed confinement, is such that
transportation by ambulance is medi-
cally required. Thus, bed confinement
is not the sole criterion in determining
the medical necessity of ambulance
transportation. It is one factor that is
considered in medical necessity deter-
minations. For a beneficiary to be con-
sidered bed-confined, the following cri-
teria must be met:

42 CFR Ch. IV (10-1-16 Edition)

(i) The beneficiary is unable to get up
from bed without assistance.

(ii) The beneficiary is unable to am-
bulate.

(iii) The beneficiary is unable to sit
in a chair or wheelchair.

(2) Special rule for mnonemergency,
scheduled, repetitive ambulance services.
(i) Medicare covers medically nec-
essary nonemergency, scheduled, repet-
itive ambulance services if the ambu-
lance provider or supplier, before fur-
nishing the service to the beneficiary,
obtains a written order from the bene-
ficiary’s attending physician certifying
that the medical necessity require-
ments of paragraph (d)(1) of this sec-
tion are met. The physician’s order
must be dated no earlier than 60 days
before the date the service is furnished.

(ii) In all cases, the provider or sup-
plier must keep appropriate docu-
mentation on file and, upon request,
present it to the contractor. The pres-
ence of the signed physician certifi-
cation statement does not alone dem-
onstrate that the ambulance transport
was medically necessary. All other pro-
gram criteria must be met in order for
payment to be made.

(3) Special rule for nonemergency ambu-
lance services that are either unscheduled
or that are scheduled on a nonrepetitive
basis. Medicare covers medically nec-
essary nonemergency ambulance serv-
ices that are either unscheduled or
that are scheduled on a nonrepetitive
basis under one of the following cir-
cumstances:

(i) For a resident of a facility who is
under the care of a physician if the am-
bulance provider or supplier obtains a
written order from the beneficiary’s at-
tending physician, within 48 hours
after the transport, certifying that the
medical necessity requirements of
paragraph (d)(1) of this section are met.

(ii) For a beneficiary residing at
home or in a facility who is not under
the direct care of a physician. A physi-
cian certification is not required.

(iii) If the ambulance provider or sup-
plier is unable to obtain a signed physi-
cian certification statement from the
beneficiary’s attending physician, a
signed certification statement must be
obtained from either the physician as-
sistant (PA), nurse practitioner (NP),

400



Centers for Medicare & Medicaid Services, HHS

clinical nurse specialist (CNS), reg-
istered nurse (RN), or discharge plan-
ner, who has personal knowledge of the
beneficiary’s condition at the time the
ambulance transport is ordered or the
service is furnished. This individual
must be employed by the beneficiary’s
attending physician or by the hospital
or facility where the beneficiary is
being treated and from which the bene-
ficiary is transported. Medicare regula-
tions for PAs, NPs, and CNSs apply and
all applicable State licensure laws
apply; or,

(iv) If the ambulance provider or sup-
plier is unable to obtain the required
certification within 21 calendar days
following the date of the service, the
ambulance supplier must document its
attempts to obtain the requested cer-
tification and may then submit the
claim. Acceptable documentation in-
cludes a signed return receipt from the
U.S. Postal Service or other similar
service that evidences that the ambu-
lance supplier attempted to obtain the
required signature from the bene-
ficiary’s attending physician or other
individual named in paragraph
(d)(3)(iii) of this section.

(v) In all cases, the provider or sup-
plier must keep appropriate docu-
mentation on file and, upon request,
present it to the contractor. The pres-
ence of the signed certification state-
ment or signed return receipt does not
alone demonstrate that the ambulance
transport was medically necessary. All
other program criteria must be met in
order for payment to be made.

(e) Origin and destination requirements.
Medicare covers the following ambu-
lance transportation:

(1) From any point of origin to the
nearest hospital, CAH, or SNF that is
capable of furnishing the required level
and type of care for the beneficiary’s
illness or injury. The hospital or CAH
must have available the type of physi-
cian or physician specialist needed to
treat the beneficiary’s condition.

(2) From a hospital, CAH, or SNF to
the beneficiary’s home.

(3) From a SNF to the nearest sup-
plier of medically necessary services
not available at the SNF where the
beneficiary is a resident, including the
return trip.
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(4) For a beneficiary who is receiving
renal dialysis for treatment of ESRD,
from the beneficiary’s home to the
nearest facility that furnishes renal di-
alysis, including the return trip.

(f) Specific limits on coverage of ambu-
lance services outside the United States. If
services are furnished outside the
United States, Medicare Part B covers
ambulance transportation to a foreign
hospital only in conjunction with the
beneficiary’s admission for medically
necessary inpatient services as speci-
fied in subpart H of part 424 of this
chapter.

[64 FR 3648, Jan. 25, 1999, as amended at 65
FR 13914, Mar. 15, 2000; 67 FR 9132, Feb. 27,
2002; 77 FR 69362, Nov. 16, 2012]

§410.41 Requirements for ambulance
suppliers.

(a) Vehicle. A vehicle used as an am-
bulance must meet the following re-
quirements:

(1) Be specially designed to respond
to medical emergencies or provide
acute medical care to transport the
sick and injured and comply with all
State and local laws governing an
emergency transportation vehicle.

(2) Be -equipped with emergency
warning lights and sirens, as required
by State or local laws.

(3) Be equipped with telecommuni-
cations equipment as required by State
or local law to include, at a minimum,
one two-way voice radio or wireless
telephone.

(4) Be equipped with a stretcher, lin-
ens, emergency medical supplies, oxy-
gen equipment, and other lifesaving
emergency medical equipment as re-
quired by State or local laws.

(b) Vehicle staff. A vehicle furnishing
ambulance services must be staffed by
at least two people who meet the re-
quirements of state and local laws
where the services are being furnished,
and at least one of the staff members
must, for:

(1) BLS vehicles. (i) Be certified at a
minimum as an emergency medical
technician-basic by the State or local
authority where the services are fur-
nished; and

(ii) Be legally authorized to operate
all lifesaving and life-sustaining equip-
ment on board the vehicle;
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(2) ALS vehicles. (i) Meet the require-
ments of paragraph (b)(1) of this sec-
tion; and

(ii) Be certified as a paramedic or an
emergency medical technician, by the
State or local authority where the
services are being furnished, to perform
one or more ALS services.

(c) Billing and reporting requirements.
An ambulance supplier must comply
with the following requirements:

(1) Bill for ambulance services using
CMS-designated procedure codes to de-
scribe origin and destination and indi-
cate on claims form that the physician
certification is on file.

(2) Upon a carrier’s request, complete
and return the ambulance supplier
form designated by CMS and provide
the Medicare carrier with documenta-
tion of compliance with emergency ve-
hicle and staff licensure and certifi-
cation requirements in accordance
with State and local laws.

(3) Upon a carrier’s request, provide
additional information and documenta-
tion as required.

[64 FR 3648, Jan. 25, 1999, as amended at 80
FR 71373, Nov. 16, 2015]

§410.42 Limitations on coverage of
certain services furnished to hos-
pital outpatients.

(a) General rule. Except as provided in
paragraph (b) of this section, Medicare
Part B does not pay for any item or
service that is furnished to a hospital
outpatient (as defined in §410.2) during
an encounter (as defined in §410.2) by
an entity other than the hospital un-
less the hospital has an arrangement
(as defined in §409.3 of this chapter)
with that entity to furnish that par-
ticular service to its patients. As used
in this paragraph, the term ‘‘hospital”
includes a CAH.

(b) Exception. The limitations stated
in paragraph (a) of this section do not
apply to the following services:

(1) Physician services that meet the
requirements of §415.102(a) of this chap-
ter for payment on a fee schedule basis.

(2) Physician assistant services, as
defined in section 1861(s)(2)(K)(i) of the
Act.

(3) Nurse practitioner and clinical
nurse specialist services, as defined in
section 1861(s)(2)(K)(ii) of the Act.
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(4) Certified nurse mid-wife services,
as defined in section 1861(gg) of the
Act.

(5) Qualified psychologist services, as
defined in section 1861(ii) of the Act.

(6) Services of an anesthetist, as de-
fined in §410.69.

(7) Services furnished to SNF resi-
dents as defined in §411.15(p) of this
chapter.

[65 FR 18536, Apr. 7, 2000]

§410.43 Partial hospitalization serv-
ices: Conditions and exclusions.

(a) Partial hospitalization services
are services that—

(1) Are reasonable and necessary for
the diagnosis or active treatment of
the individual’s condition;

(2) Are reasonably expected to im-
prove or maintain the individual’s con-
dition and functional level and to pre-
vent relapse or hospitalization;

(3) Are furnished in accordance with
a physician certification and plan of
care as specified under §424.24(e) of this
chapter; and

(4) Include any of the following:

(i) Individual and group therapy with
physicians or psychologists or other
mental health professionals to the ex-
tent authorized under State law.

(ii) Occupational therapy requiring
the skills of a qualified occupational
therapist, provided by an occupational
therapist, or under appropriate super-
vision of a qualified occupational ther-
apist by an occupational therapy as-
sistant as specified in part 484 of this
chapter.

(iii) Services of social workers,
trained psychiatric nurses, and other
staff trained to work with psychiatric
patients.

(iv) Drugs and biologicals furnished
for therapeutic purposes, subject to the
limitations specified in §410.29.

(v) Individualized activity therapies
that are not primarily recreational or
diversionary.

(vi) Family counseling, the primary
purpose of which is treatment of the
individual’s condition.

(vii) Patient training and education,
to the extent the training and edu-
cational activities are closely and
clearly related to the individual’s care
and treatment.

(viii) Diagnostic services.
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(b) The following services are sepa-
rately covered and not paid as partial
hospitalization services:

(1) Physician services that meet the
requirements of §415.102(a) of this chap-
ter for payment on a fee schedule basis.

(2) Physician assistant services, as
defined in section 1861(s)(2)(K)(i) of the
Act.

(3) Nurse practitioner and clinical
nurse specialist services, as defined in
section 1861(s)(2)(K)(ii) of the Act.

(4) Qualified psychologist services, as
defined in section 1861(ii) of the Act.

(5) Services furnished to SNF resi-
dents as defined in §411.15(p) of this
chapter.

(c) Partial hospitalization programs
are intended for patients who—

(1) Require a minimum of 20 hours
per week of therapeutic services as evi-
denced in their plan of care;

(2) Are likely to benefit from a co-
ordinated program of services and re-
quire more than isolated sessions of
outpatient treatment;

(3) Do not require 24-hour care;

(4) Have an adequate support system
while not actively engaged in the pro-
gram;

(5) Have a mental health diagnosis;

(6) Are not judged to be dangerous to
self or others; and

(7) Have the cognitive and emotional
ability to participate in the active
treatment process and can tolerate the
intensity of the partial hospitalization
program.

[69 FR 6577, Feb. 11, 1994, as amended at 65
FR 18536, Apr. 7, 2000; 72 FR 66399, Nov. 27,
2007; 73 FR 68811, Nov. 18, 2008]

§410.45 Rural health clinic services:
Scope and conditions.

(a) Medicare Part B pays for the fol-
lowing rural health clinic services, if
they are furnished in accordance with
the requirements and conditions speci-
fied in part 405, subpart X, and part 491
of this chapter:

(1) Physicians’ services.

(2) Services and supplies furnished as
an incident to physicians’ professional
services.

(3) Nurse practitioner and physician
assistant services.

(4) Services and supplies furnished as
an incident to nurse practitioners’ or
physician assistants’ services.
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(5) Visiting nurse services.

(b) Medicare pays for rural health
clinic services when they are furnished
at the clinic, at a hospital or other
medical facility, or at the beneficiary’s
place of residence.

§410.46 Physician and other practi-
tioner services furnished in or at
the direction of an IHS or Indian
tribal hospital or clinic: Scope and
conditions.

(a) Medicare Part B pays, in accord-
ance with the physician fee schedule,
for services furnished in or at the di-
rection of a hospital or outpatient clin-
ic (provider-based or free-standing)
that is operated by the Indian Health
Service (IHS) or by an Indian tribe or
tribal organization (as those terms are
defined in section 4 of the Indian
Health Care Improvement Act). These
services are subject to the same situa-
tions, terms, and conditions that would
apply if the services were furnished in
or at the direction of a hospital or clin-
ic that is not operated by IHS or by an
Indian tribe or tribal organization.
Payments include health professional
shortage areas incentive payments
when the requirements for these incen-
tive payments in §414.42 of this chapter
are met.

(b) Payment is not made under this
section to the extent that Medicare
otherwise pays for the same services
under other provisions.

(c) Payment is made under these pro-
visions for the following services:

(1) Services for which payment is
made under the physician fee schedule
in accordance with part 414 of this
chapter.

(2) Services furnished by non-physi-
cian practitioners for which payment
under Part B is made under the physi-
cian fee schedule.

(3) Services furnished by a physical
therapist or occupational therapist, for
which payment under Part B is made
under the physician fee schedule.

(d) Payments under these provisions
will be paid to the IHS or tribal hos-
pital or clinic.

[66 FR 55329, Nov. 1, 2001]
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§410.47 Pulmonary rehabilitation pro-
gram: Conditions for coverage.

(a) Definitions. As used in this sec-
tion:

Individualized treatment plan means a
written plan established, reviewed, and
signed by a physician every 30 days,
that describes all of the following:

(i) The individual’s diagnosis.

(ii) The type, amount, frequency, and
duration of the items and services
under the plan.

(iii) The goals set for the individual
under the plan.

Medical director means the physician
who oversees or supervises the PR pro-
gram.

Outcomes assessment means a written
evaluation of the patient’s progress as
it relates to the individual’s rehabilita-
tion which includes the following:

(i) Beginning and end evaluations,
based on patient-centered outcomes,
which are conducted by the physician
at the start and end of the program.

(ii) Objective clinical measures of ef-
fectiveness of the PR program for the
individual patient, including exercise
performance and self-reported meas-
ures of shortness of breath and behav-
ior.

Physician means a doctor of medicine
or osteopathy as defined in section
1861(r)(1) of the Act.

Physician-prescribed exercise means
physical activity, including aerobic ex-
ercise, prescribed and supervised by a
physician that improves or maintains
an individual’s pulmonary functional
level.

Psychosocial assessment means a writ-
ten evaluation of an individual’s men-
tal and emotional functioning as it re-
lates to the individual’s rehabilitation
or respiratory condition.

Pulmonary rehabilitation means a phy-
sician-supervised program for COPD
and certain other chronic respiratory
diseases designed to optimize physical
and social performance and autonomy.

Supervising physician means a physi-
cian that is immediately available and
accessible for medical consultations
and medical emergencies at all times
items and services are being furnished
under the PR program.

(b) Beneficiaries who may be covered.
(1) Medicare covers pulmonary reha-
bilitation for beneficiaries with mod-
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erate to very severe COPD (defined as
GOLD classification II, IIT and IV),
when referred by the physician treat-
ing the chronic respiratory disease.

(2) Additional medical indications for
coverage for pulmonary rehabilitation
program services may be established
through a national coverage deter-
mination (NCD).

(c) Components. Pulmonary rehabili-
tation includes all of the following
components:

(1) Physician-prescribed exercise. This
physical activity includes techniques
such as exercise conditioning, breath-
ing retraining, step, and strengthening
exercises. Some aerobic exercise must
be included in each pulmonary reha-
bilitation session.

(2) Education or training. (i) Education
or training closely and clearly related
to the individual’s care and treatment
which is tailored to the individual’s
needs.

(ii) Education includes information
on respiratory problem management
and, if appropriate, brief smoking ces-
sation counseling.

(iii) Any education or training pre-
scribed must assist in achievement of
individual goals towards independence
in activities of daily living, adaptation
to limitations and improved quality of
life.

(3) Psychosocial assessment. The psy-
chosocial assessment must meet the
criteria as defined in paragraph (a) of
this section and includes:

(i) An assessment of those aspects of
an individual’s family and home situa-
tion that affects the individual’s reha-
bilitation treatment.

(ii) A psychosocial evaluation of the
individual’s response to and rate of
progress under the treatment plan.

(4) Outcomes assessment. The out-
comes assessment must meet the cri-
teria as defined in paragraph (a) of this
section.

(5) Individualiced treatment plan. The
individualized treatment plan must be
established, reviewed, and signed by a
physician, who is involved in the pa-
tient’s care and has knowledge related
to his or her condition, every 30 days.

(d) Settings. (1) Medicare Part B pays
for a pulmonary rehabilitation in the
following settings:

(i) Physician’s offices.
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(ii) Hospital outpatient settings.

(2) All settings must have the fol-
lowing available for immediate use and
accessible at all times:

(i) The necessary cardio-pulmonary,
emergency, diagnostic, and therapeutic
life-saving equipment accepted by the
medical community as medically nec-
essary (for example, oxygen,
cardiopulmonary resuscitation equip-
ment, and defibrillator) to treat chron-
ic respiratory disease.

(ii) A physician must be immediately
available and accessible for medical
consultations and emergencies at all
times when services are being provided
under the program. This provision is
satisfied if the physician meets the re-
quirements for direct supervision for
physician office services at §410.26 of
this subpart and for hospital out-
patient services at §410.27 of this sub-
part.

(e) Physician standards. Medicare Part
B pays for pulmonary rehabilitation
services for PR programs supervised by
a physician who meets the following
requirements—

(1) Is responsible and accountable for
the pulmonary rehabilitation program,
including oversight of the PR staff.

(2) Is involved substantially, in con-
sultation with staff, in directing the
progress of the individual in the pro-
gram including direct patient contact
related to the periodic review of his or
her treatment plan.

(3) Has expertise in the management
of individuals with respiratory
pathophysiology, and cardiopulmonary
training and/or certification including
basic life support.

(4) Is licensed to practice medicine in
the State in which the pulmonary re-
habilitation program is offered.

(f) Limitations on coverage: Sessions.
Medicare Part B pays for services pro-
vided in connection with a pulmonary
rehabilitation exercise program for up
to 36 sessions, no more than two ses-
sions per day. Up to an additional 36
sessions may be approved by the Medi-
care contractor, based on medical ne-
cessity in accordance with section
1862(a)(1)(A) of the Act.

(g) Effective date. Coverage for pul-
monary rehabilitation program serv-
ices is effective January 1, 2010.

[74 FR 62002, Nov. 25, 2009]
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§410.48 Kidney disease education

services.

(a) Definitions. As used in this sec-
tion:

Kidney disease patient education serv-
ices means face-to-face educational
services provided to patients with
Stage IV chronic kidney disease.

Physician means a physician as de-
fined in section 1861(r)(1) of the Act.

Qualified person means either of the
following healthcare entities that
meets the qualifications and require-
ments specified in this section to pro-
vide kidney disease patient education
services—

(i) One of the following healthcare
professionals who furnishes services for
which payment may be made under the
physician fee schedule:

(A) Physician (as defined in section
1861(r)(1) of the Act).

(B) Physician assistant as defined in
section 1861(aa)(5) of the Act and
§410.74 of this subpart).

(C) Nurse practitioner as defined in
section 1861(aa)(b) of the Act and
§410.75 of this subpart).

(D) Clinical nurse specialist (as de-
fined in section 1861(aa)(5) of the Act
and §410.76 of this subpart),

(ii)(A) A hospital, critical access hos-
pital, skilled nursing facility, com-
prehensive outpatient rehabilitation
facility, home health agency, or hos-
pice that is located in a rural area as
defined in §412.64(b)(ii)(C) of this chap-
ter; or

(B) A hospital or critical access hos-
pital that is treated as being rural
under §412.103 of this chapter.

Renal dialysis facility means a unit,
which is approved to furnish dialysis
service(s) directly to end-stage renal
disease (ESRD) patients, as defined in
§405.2102 of this chapter.

Stage IV chronic kidney disease means
kidney damage with a severe decrease
in glomerular filtration rate (GFR)
quantitatively defined by a GFR value
of 15-29 ml/min/1.73m2, using the Modi-

fication of Diet in Renal Disease
(MDRD) Study formula.
(b) Covered beneficiaries. Medicare

Part B covers outpatient kidney dis-
ease patient education services if the
beneficiary meets all of the conditions
and requirements of this subpart, in-
cluding all of the following:

405



§410.48

(1) Is diagnosed with Stage IV chron-
ic kidney disease.

(2) Obtains a referral from the physi-
cian (as defined in section 1861(r)(1) of
the Act) managing the beneficiary’s
kidney condition.

(c) Qualified person. (1) Medicare Part
B covers outpatient kidney disease pa-
tient education services provided by a
qualified person as defined in para-
graph (a) of this section and must be
able to properly receive Medicare pay-
ment under part 424 of this chapter.

(2) A qualified person does not in-
clude either of the following:

(i) A hospital, critical access hos-
pital, skilled nursing facility, com-
prehensive outpatient rehabilitation
facility, home health agency or hospice
if kidney disease patient education
services are provided outside of a rural
area as defined in §412.64(b)(ii)(C) of
this chapter unless the services are fur-
nished in a hospital or critical access
hospital that is treated as being in a
rural area under §412.103 of this chap-
ter.

(ii) A renal dialysis facility, as de-
fined in §405.2102 of this chapter.

(d) Standards for content of kidney dis-
ease patient education services. The con-
tent of the kidney disease patient edu-
cation services includes the following:

(1) The management of comorbidities
including for the purpose of delaying
the need for dialysis which includes,
but not limited to, the following top-
ics:

(i) Prevention and treatment of car-
diovascular disease.

(ii) Prevention and treatment of dia-
betes.

(iii) Hypertension management.

(iv) Anemia management.

(v) Bone disease and disorders of cal-
cium and phosphorus metabolism man-
agement.

(vi) Symptomatic neuropathy man-
agement.

(vii) Impairments in functioning and
well-being.

(2) The prevention of uremic com-
plications which includes, but not lim-
ited to, the following topics:

(i) Information on how the Kkidneys
work and what happens when the kid-
neys fail.

(ii) Understanding if remaining kid-
ney function can be protected, pre-
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venting disease progression, and real-
istic chances of survival.

(iii) Diet and fluid restrictions.

(iv) Medication review, including how
each medication works, possible side
effects and minimization of side ef-
fects, the importance of compliance,
and informed decision-making if the
patient decides not to take a specific
drug.

(3) Therapeutic options, treatment
modalities, and settings, including a
discussion of the advantages and dis-
advantages of each treatment option
and how the treatments replace the
kidney, which includes, but not limited
to, the following topics:

(i) Hemodialysis, both at home and
in-facility.

(ii) Peritoneal dialysis (PD), includ-
ing intermittent PD, continuous ambu-
latory PD, and continuous cycling PD,
both at home and in-facility.

(iii) All dialysis access options for
hemodialysis and peritoneal dialysis.

(iv) Transplantation.

(4) Opportunities for beneficiaries to
actively participate in the choice of
therapy and be tailored to meet the
needs of the individual beneficiary in-
volved which includes, but not limited
to, the following topics:

(i) Physical symptoms.

(ii) Impact on family and social life.

(iii) Exercise.

(iv) The right to refuse treatment.

(v) Impact on work and finances.

(vi) The meaning of test results.

(vii) Psychological impact.

(5) Qualified persons must develop
outcomes assessments designed to
measure beneficiary knowledge about
chronic kidney disease and its treat-
ment.

(i) The outcomes assessments serve
to assess program effectiveness of pre-
paring the beneficiary to make in-
formed decisions about their
healthcare options related to chronic
kidney disease.

(ii) The outcomes assessments serve
to assess the program’s effectiveness in
meeting the communication needs of
underserved populations, including per-
sons with disabilities, persons with
limited English proficiency, and per-
sons with health literacy needs.
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(iii) The assessment must be admin-
istered to the beneficiary during a kid-
ney disease education session.

(iv) The outcomes assessments must
be made available to CMS upon re-
quest.

(e) Limitations for coverage of kidney
disease education services. (1) Medicare
Part B makes payment for up to 6 ses-
sions of kidney disease patient edu-
cation services.

(2) A session is 1 hour long and may
be provided individually or in group
settings of 2 to 20 individuals who need
not all be Medicare beneficiaries.

(f) Effective date. Medicare Part B
covers Kkidney disease patient edu-
cation services for dates of service on
or after January 1, 2010.

[74 FR 62003, Nov. 25, 2009]

§410.49 Cardiac rehabilitation pro-
gram and intensive cardiac reha-
bilitation program: Conditions of
coverage.

(a) Definitions. As used in this sec-
tion:

Cardiac rehabilitation (CR) means a
physician-supervised program that fur-
nishes physician prescribed exercise,
cardiac risk factor modification, psy-
chosocial assessment, and outcomes as-
sessment.

Individualized treatment plan means a
written plan tailored to each individual
patient that includes all of the fol-
lowing:

(i) A description of the individual’s
diagnosis.

(ii) The type, amount, frequency, and
duration of the items and services fur-
nished under the plan.

(iii) The goals set for the individual
under the plan.

Intensive cardiac rehabilitation (ICR)
program means a physician-supervised
program that furnishes cardiac reha-
bilitation and has shown, in peer-re-
viewed published research, that it im-
proves patients’ cardiovascular disease
through specific outcome measure-
ments described in paragraph (c) of this
section.

Intensive cardiac rehabilitation site
means a hospital outpatient setting or
physician’s office that is providing in-
tensive cardiac rehabilitation utilizing
an approved ICR program.

§410.49

Medical director means a physician
that oversees or supervises the cardiac
rehabilitation or intensive cardiac re-
habilitation program at a particular
site.

Outcomes assessment means an evalua-
tion of progress as it relates to the in-
dividual’s rehabilitation which in-
cludes all of the following:

(i) Minimally, assessments from the
commencement and conclusion of car-
diac rehabilitation and intensive car-
diac rehabilitation, based on patient-
centered outcomes which must be
measured by the physician imme-
diately at the beginning of the program
and at the end of the program.

(ii) Objective clinical measures of ex-
ercise performance and self-reported
measures of exertion and behavior.

Physician means a doctor of medicine
or osteopathy as defined in section
1861(r)(1) of the Act.

Physician-prescribed exercise means
aerobic exercise combined with other
types of exercise (that is, strength-
ening, stretching) as determined to be
appropriate for individual patients by a
physician.

Psychosocial assessment means an
evaluation of an individual’s mental
and emotional functioning as it relates
to the individual’s rehabilitation which
includes an assessment of those aspects
of an individual’s family and home sit-
uation that affects the individual’s re-
habilitation treatment, and psycho-
social evaluation of the individual’s re-
sponse to and rate of progress under
the treatment plan.

Supervising physician means a physi-
cian that is immediately available and
accessible for medical consultations
and medical emergencies at all times
items and services are being furnished
to individuals under cardiac rehabilita-
tion and intensive cardiac rehabilita-
tion programs.

(b) General rule—(1) Covered bene-
ficiary rehabilitation services. Medicare
part B covers cardiac rehabilitation
and intensive cardiac rehabilitation
program services for beneficiaries who
have experienced one or more of the
following:

(i) An acute myocardial infarction
within the preceding 12 months;

(ii) A coronary artery bypass sur-
gery,;
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(iii) Current stable angina pectoris;

(iv) Heart valve repair or replace-
ment;

(v) Percutaneous transluminal coro-
nary angioplasty (PTCA) or coronary
stenting;

(vi) A heart or heart-lung transplant.

(vii) For cardiac rehabilitation only,
other cardiac conditions as specified
through a national coverage deter-
mination.

(2) Components of a cardiac rehabilita-
tion program and an intensive cardiac re-
habilitation program. Cardiac rehabilita-
tion programs and intensive cardiac re-
habilitation programs must include all
of the following:

(i) Physician-prescribed exercise each
day cardiac rehabilitation items and
services are furnished.

(ii) Cardiac risk factor modification,
including education, counseling, and
behavioral intervention, tailored to the
patients’ individual needs.

(iii) Psychosocial assessment.

(iv) Outcomes assessment.

(v) An individualized treatment plan
detailing how components are utilized
for each patient. The individualized
treatment plan must be established, re-
viewed, and signed by a physician
every 30 days.

(3) Settings. (i) Medicare Part B pays
for cardiac rehabilitation and intensive
cardiac rehabilitation in one of the fol-
lowing settings:

(A) A physician’s office.

(B) A hospital outpatient setting.

(ii) All settings must have a physi-
cian immediately available and acces-
sible for medical consultations and
emergencies at all times when items
and services are being furnished under
the program. This provision is satisfied
if the physician meets the require-
ments for direct supervision for physi-
cian office services, at §410.26 of this
subpart; and for hospital outpatient
services at §410.27 of this subpart.

(c) Standards for an intensive cardiac
rehabilitation program. (1) To be ap-
proved as an intensive cardiac rehabili-
tation program, a program must dem-
onstrate through peer-reviewed, pub-
lished research that it has accom-
plished one or more of the following for
its patients:

(i) Positively affected the progression
of coronary heart disease.
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(ii) Reduced the need for coronary
bypass surgery.

(iii) Reduced the need for
percutaneous coronary interventions;

(2) An intensive cardiac rehabilita-
tion program must also demonstrate
through peer-reviewed published re-
search that it accomplished a statis-
tically significant reduction in 5 or
more of the following measures for pa-
tients from their levels before cardiac
rehabilitation services to after cardiac
rehabilitation services:

(i) Low density lipoprotein.

(ii) Triglycerides.

(iii) Body mass index.

(iv) Systolic blood pressure.

(v) Diastolic blood pressure.

(vi) The need for cholesterol, blood
pressure, and diabetes medications.

(3) A list of approved intensive car-
diac rehabilitation programs, identi-
fied through the national coverage de-
termination process, will be posted to
the CMS Web site and listed in the
FEDERAL REGISTER.

(4) All prospective intensive cardiac
rehabilitation sites must apply to en-
roll as an intensive cardiac rehabilita-
tion program site using the designated
forms as specified at §424.510 of this
chapter. For purposes of appealing an
adverse determination concerning site
approval, an intensive cardiac rehabili-
tation site is considered a supplier (or
prospective supplier) as defined in
§498.2 of this chapter.

(d) Standards for the physician respon-
sible for cardiac rehabilitation program. A
physician responsible for a cardiac re-
habilitation program or intensive car-
diac rehabilitation programs is identi-
fied as the medical directors. The med-
ical director, in consultation with
staff, are involved in directing the
progress of individuals in the program,
must possess all of the following:

(1) Expertise in the management of
individuals with cardiac
pathophysiology.

(2) Cardiopulmonary training in basic
life support or advanced cardiac life
support.

(3) Be licensed to practice medicine
in the State in which the cardiac reha-
bilitation program is offered.
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(e) Standards for supervising-physi-
cians. Physicians acting as the super-
vising-physician must possess all of the
following:

(1) Expertise in the management of
individuals with cardiac
pathophysiology.

(2) Cardiopulmonary training in basic
life support or advanced cardiac life
support.

(3) Be licensed to practice medicine
in the State in which the cardiac reha-
bilitation program is offered.

(f) Limitations for coverage of cardiac
rehabilitation programs. (1) Cardiac Re-
habilitation: The number of cardiac re-
habilitation program sessions are lim-
ited to a maximum of 2 1-hour sessions
per day for up to 36 sessions over up to
36 weeks with the option for an addi-
tional 36 sessions over an extended pe-
riod of time if approved by the Medi-
care contractor under section
1862(a)(1)(A) of the Act.

(2) Intensive Cardiac Rehabilitation: In-
tensive cardiac rehabilitation program
sessions are limited to 72 1-hour ses-
sions (as defined in section 1848(b)(5) of
the Act), up to 6 sessions per day, over
a period of up to 18 weeks.

[74 FR 62003, Nov. 25, 2009]

§410.50 Institutional dialysis services
and supplies: Scope and conditions.

Medicare Part B pays for the fol-
lowing institutional dialysis services
and supplies if they are furnished in ap-
proved ESRD facilities:

(a) All services, items, supplies, and
equipment necessary to perform dialy-
sis and drugs medically necessary and
the treatment of the patient for ESRD
and, as of January 1, 2011, renal dialy-
sis services as defined in §413.171 of this
chapter.

(b) Routine dialysis monitoring tests
(i.e., hematocrit and clotting time)
used by the facility to monitor the pa-
tients’ fluids incident to each dialysis
treatment, when performed by quali-
fied staff of the facility under the di-
rection of a physician, as provided in
§494.130 of this chapter, even if the fa-
cility does not meet the conditions for
coverage of services of independent lab-
oratories in part 494 of this chapter.

(c) Routine diagnostic tests.

§410.52

(d) Epoetin (EPO) and its administra-
tion.

[61 FR 41339, Nov. 14, 1986, as amended at 56
FR 43709, Sept. 4, 1991; 59 FR 1285, Jan. 10,
1994; 73 FR 20474, Apr. 15, 2008; 75 FR 49197,
Aug. 12, 2010]

§410.52 Home dialysis services, sup-
plies, and equipment: Scope and
conditions.

(a) Medicare Part B pays for the fol-
lowing services, supplies, and equip-
ment furnished to an ESRD patient in
his or her home:

(1) Purchase or rental, installation,
and maintenance of all dialysis equip-
ment necessary for home dialysis, and
reconditioning of this equipment. Di-
alysis equipment includes, but is not
limited to, artificial kidney and auto-
mated peritoneal dialysis machines,
and support equipment such as blood
pumps, bubble detectors, and other
alarm systems.

(2) Items and supplies required for di-
alysis, including (but not limited to)
dialyzers, syringes and needles, forceps,
scissors, scales, sphygmomanometer
with cuff and stethoscope, alcohol
wipes, sterile drapes, and rubber
gloves.

(3) Home dialysis support services
furnished by an approved ESRD facil-
ity, including periodic monitoring of
the patient’s home adaptation, emer-
gency visits by qualified provider or fa-
cility personnel, any of the tests speci-
fied in paragraphs (b) through (d) of
§410.50, personnel costs associated with
the installation and maintenance of di-
alysis equipment, testing and appro-
priate treatment of water, and ordering
of supplies on an ongoing basis.

(4) On or after July 1, 1991,
erythropoeisis-stimulating agents for
use at home by a home dialysis patient
and, on or after January 1, 1994, by a
dialysis patient, if it has been deter-
mined, in accordance with §494.90(a)(4)
of this chapter, that the patient is
competent to use the drug safely and
effectively.

(b) Home dialysis support services
specified in paragraph (a)(3) of this sec-
tion must be furnished in accordance
with a written treatment plan that is
prepared and reviewed by a team con-
sisting of the individual’s physician
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and other qualified professionals. (Sec-
tion 494.90 of this chapter contains de-
tails on patient plans of care).

[61 FR 41339, Nov. 14, 1986, as amended at 56
FR 43709, Sept. 4, 1991; 59 FR 26959, May 25,
1994; 73 FR 20474, Apr. 15, 2008]

§410.55 Services related to kidney do-
nations: Conditions.

Medicare Part B pays for medical and
other health services covered under
this subpart that are furnished in con-
nection with a kidney donation—

(a) If the kidney is intended for an in-
dividual who has end-stage renal dis-
ease and is entitled to Medicare bene-
fits; and

(b) Regardless of whether the donor
is entitled to Medicare.

§410.56
tions.

(a) Conditions for screening pelvic ex-
aminations. Medicare Part B pays for a
screening pelvic examination (includ-
ing a clinical breast examination) if it
is performed by a doctor of medicine or
osteopathy (as defined in section
1861(r)(1) of the Act), or by a certified
nurse midwife (as defined in section
1861(gg) of the Act), or a physician as-
sistant, nurse practitioner, or clinic
nurse specialist (as defined in section
1861(aa) of the Act) who is authorized
under State law to perform the exam-
ination.

(b) Limits on coverage of screening pel-
vic examinations. The following limita-
tions apply to coverage of screening
pelvic examination services:

(1) General rule. Except as specified in
paragraphs (b)(2) and (b)(3) of this sec-
tion, payment may be made for a pelvic
examination performed on an asymp-
tomatic woman only if the individual
has not had a pelvic examination paid
for by Medicare during the preceding 23
months following the month in which
her last Medicare-covered screening
pelvic examination was performed.

(2) More frequent screening based on
high-risk factors. Subject to the limita-
tion as specified in paragraph (b)(4) of
this section, payment may be made for
a screening pelvic examination per-
formed more frequently than once
every 24 months if the test is per-
formed by a physician or other practi-
tioner specified in paragraph (a) of this

Screening pelvic examina-
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section, and there is evidence that the
woman is at high risk (on the basis of
her medical history or other findings)
of developing cervical cancer or vag-
inal cancer, as determined in accord-
ance with the following risk factors:

(i) High risk factors for cervical can-
cer:

(A) Early onset of sexual activity
(under 16 years of age).

(B) Multiple sexual partners (five or
more in a lifetime).

(C) History of a sexually transmitted
disease (including HIV infection).

(D) Absence of three negative or any
Pap smears within the previous 7
years.

(ii) High risk factor for vaginal can-
cer: DES (diethylstilbestrol)-exposed
daughters of women who took DES
during pregnancy.

(3) More frequent screening for women
of childbearing age. Subject to the limi-
tation as specified in paragraph (b)4)
of this section, payment may be made
for a screening pelvic examination per-
formed more frequently than once
every 24 months if the test is per-
formed by a physician or other practi-
tioner as specified in paragraph (a) of
this section for a woman of child-
bearing age who has had an examina-
tion that indicated the presence of cer-
vical or vaginal cancer or other abnor-
mality during any of the preceding 3
yvears. The term ‘“woman of child-
bearing age’ means a woman who is
premenopausal, and has been deter-
mined by a physician, or a qualified
practitioner, as specified in paragraph
(a) of this section, to be of childbearing
age, based on her medical history or
other findings.

(4) Limitation applicable to women at
high risk and those of childbearing age.
Payment is not made for a screening
pelvic examination for women consid-
ered to be at high risk (under any of
the criteria described in paragraph
(b)(2) of this section), or who qualify
for coverage under the childbearing
provision (under the criteria described
in paragraph (b)(3) of this section)
more frequently than once every 11
months after the month that the last
screening pelvic examination covered
by Medicare was performed.

[62 FR 59101, Oct. 31, 1997; 63 FR 4596, Jan. 30,
1998, as amended at 66 FR 55329, Nov. 1, 2001]
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§410.57 Pneumococcal vaccine and flu
vaccine.

(a) Medicare Part B pays for pneumo-
coccal vaccine and its administration
when reasonable and necessary for the
prevention of disease, if the vaccine is
ordered by a doctor of medicine or os-
teopathy.

(b) Medicare Part B pays for the in-
fluenza virus vaccine and its adminis-
tration.

[63 FR 35066, June 26, 1998]

§410.58 Additional services to HMO
and CMP enrollees.

Services not usually covered under
Medicare Part B may be covered as
medical and other health services if
they are furnished to an enrollee of an
HMO or a CMP and the following condi-
tions are met:

(a) The services are—

(1) Furnished by a physician assist-
ant or nurse practitioner as defined in
§491.2 of this chapter, or are incident to
services furnished by such a practi-
tioner; or

(2) Furnished by a clinical psycholo-
gist as defined in §417.416 of this chap-
ter to an enrollee of an HMO or CMP
that participates in Medicare under a
risk-sharing contract, or are incident
to those services.

(b) The services are services that
would be covered under Medicare Part
B if they were furnished by a physician
or as incident to a physician’s profes-
sional services.

§410.59 Outpatient occupational ther-
apy services: Conditions.

(a) Basic rule. Except as specified in
paragraph (a)(3)(iii) of this section,
Medicare Part B pays for outpatient
occupational therapy services only if
they are furnished by an individual
meeting the qualifications in part 484
of this chapter for an occupational
therapist or an appropriately super-
vised occupational therapy assistant
but only under the following condi-
tions:

(1) They are furnished to a bene-
ficiary while he or she is under the care
of a physician who is a doctor of medi-
cine, osteopathy, or podiatric medi-
cine.

§410.59

(2) They are furnished under a writ-
ten plan of treatment that meets the
requirements of §410.61.

(3) They are furnished—

(i) By a provider as defined in §489.2
of this chapter, or by others under ar-
rangements with, and under the super-
vision of, a provider; or

(ii) By, or under the direct super-
vision of, an occupational therapist in
private practice as described in para-
graph (c) of this section; or

(iii) By, or incident to the service of,
a physician, physician assistant, clin-
ical nurse specialist, or nurse practi-
tioner when those professionals may
perform occupational therapy services
within the scope of State law. When an
occupational therapy service is pro-
vided incident to the service of a physi-
cian, physician assistant, clinical nurse
specialist, or nurse practitioner, by
anyone other than a physician, physi-
cian assistant, clinical nurse specialist,
or nurse practitioner, the service and
the person who furnishes the service
must meet the standards and condi-
tions that apply to occupational ther-
apy and occupational therapists, ex-
cept that a license to practice occupa-
tional therapy in the State is not re-
quired.

(4) Claims submitted for furnished
services contain prescribed informa-
tion on patient functional limitations.

(b) Conditions for coverage of out-
patient therapy services furnished to cer-
tain inpatients of a hospital or a CAH or
SNF. Medicare Part B pays for out-
patient occupational therapy services
furnished to an inpatient of a hospital,
CAH, or SNF who requires them but
who has exhausted or is otherwise in-
eligible for benefit days under Medi-
care Part A.

(c) Special provisions for services fur-
nished by occupational therapists in pri-
vate practice—(1) Basic qualifications. In
order to qualify under Medicare as a
supplier of outpatient occupational
therapy services, each individual occu-
pational therapist in private practice
must meet the following requirements:

(i) Be legally authorized (if applica-
ble, licensed, certified, or registered) to
engage in the private practice of occu-
pational therapy by the State in which
he or she practices, and practice only
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within the scope of his or her license,
certification, or registration.

(ii) Engage in the private practice of
occupational therapy on a regular basis
as an individual, in one of the following
practice types: a solo practice, partner-
ship, or group practice; or as an em-
ployee of one of these.

(iii) Bill Medicare only for services
furnished in his or her private practice
office space, or in the patient’s home.
A therapist’s private practice office
space refers to the location(s) where
the practice is operated, in the State(s)
where the therapist (and practice, if
applicable) is legally authorized to fur-
nish services, during the hours that the
therapist engages in practice at that
location. When services are furnished
in private practice office space, that
space must be owned, leased, or rented
by the practice and used for the exclu-
sive purpose of operating the practice.
A patient’s home does not include any
institution that is a hospital, an CAH,
or a SNF.

(iv) Treat individuals who are Dpa-
tients of the practice and for whom the
practice collects fees for the services
furnished.

(2) Supervision of occupational therapy
services. Occupational therapy services
are performed by, or under the direct
supervision of, an occupational thera-
pist in private practice. All services
not performed personally by the thera-
pist must be performed by employees of
the practice, directly supervised by the
therapist, and included in the fee for
the therapist’s services.

(d) Excluded services. No service is in-
cluded as an outpatient occupational
therapy service if it would not be in-
cluded as an inpatient hospital service
if furnished to a hospital or CAH inpa-
tient.

(e) Annual limitation on incurred ex-
penses. (1) Amount of limitation. (i) In
1999, 2000, and 2001, no more than $1,500
of allowable charges incurred in a cal-
endar year for outpatient occupational
therapy services are recognized in-
curred expenses.

(ii) In 2002 and thereafter, the limita-
tion is determined by increasing the
limitation in effect in the previous cal-
endar year by the increase in the Medi-
care Economic Index for the current
year.
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(iii) The limitation is not applied for
services furnished from December 8,
2003 through December 31, 2005.

(iv) Outpatient occupational therapy
services furnished by a CAH directly or
under arrangements must be counted
towards the annual limitation on in-
curred expenses as if such services were
paid under section 1834(k)(1)(b) of the
Act.

(2) For purposes of applying the limi-
tation, outpatient occupational ther-
apy includes:

(i) Except as provided in paragraph
(e)(3) of this section, outpatient occu-
pational therapy services furnished
under this section;

(i1) Outpatient occupational therapy
services furnished by a comprehensive
outpatient rehabilitation facility;

(iii) Outpatient occupational therapy
services furnished by a physician or in-
cident to a physician’s service;

(iv) Outpatient occupational therapy
services furnished by a nurse practi-
tioner, clinical nurse specialist, or phy-
sician assistant or incident to their
services; and

(v) Outpatient occupational therapy
services furnished by a CAH directly or
under arrangements.

(3) For purposes of applying the limi-
tation, outpatient occupational ther-
apy services excludes services fur-
nished by a hospital directly or under
arrangements.

[63 FR 58906, Nov. 2, 1998, as amended at 67
FR 80040, Dec. 31, 2002; 69 FR 66421, Nov. 15,
2004; 72 FR 66399, Nov. 27, 2007; 77 FR 69363,
Nov. 16, 2012; 78 FR 74811, Dec. 10, 2013; 79 FR
68002, Nov. 13, 2014]

§410.60 Outpatient physical therapy
services: Conditions.

(a) Basic rule. Except as specified in
paragraph (a)3)(iii) of this section,
Medicare Part B pays for outpatient
physical therapy services only if they
are furnished by an individual meeting
the qualifications in part 484 of this
chapter for a physical therapist or an
appropriately supervised physical ther-
apist assistant but only under the fol-
lowing conditions:

(1) They are furnished to a bene-
ficiary while he or she is under the care
of a physician who is a doctor of medi-
cine, osteopathy, or podiatric medi-
cine.
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(2) They are furnished under a writ-
ten plan of treatment that meets the
requirements of §410.61.

(3) They are furnished—

(i) By a provider as defined in §489.2
of this chapter, or by others under ar-
rangements with, and under the super-
vision of, a provider; or

(ii) By, or under the direct super-
vision of a physical therapist in private
practice as described in paragraph (c)
of this section; or

(iii) By, or incident to the service of,
a physician, physician assistant, clin-
ical nurse specialist, or nurse practi-
tioner when those professionals may
perform physical therapy services
under State law. When a physical ther-
apy service is provided incident to the
service of a physician, physician’s as-
sistant, clinical nurse specialist, or
nurse practitioner, by anyone other
than a physician, physician assistant,
clinical nurse specialist, or nurse prac-
titioner, the service and the person
who furnishes the service must meet
the standards and conditions that
apply to physical therapy and physical
therapists, except that a license to
practice physical therapy in the State
is not required.

(4) Claims submitted for furnished
services contain prescribed informa-
tion on patient functional limitations.

(b) Condition for coverage of outpatient
physical therapy services furnished to cer-
tain inpatients of a hospital or a CAH or
SNF. Medicare Part B pays for out-
patient physical therapy services fur-
nished to an inpatient of a hospital,
CAH, or SNF who requires them but
who has exhausted or is otherwise + in-
eligible for benefit days under Medi-
care Part A.

(c) Special provisions for services fur-
nished by physical therapists in private
practice—(1) Basic qualifications. In
order to qualify under Medicare as a
supplier of outpatient physical therapy
services, each individual physical ther-
apist in private practice must meet the
following requirements:

(i) Be legally authorized (if applica-
ble, licensed, certified, or registered) to
engage in the private practice of phys-
ical therapy by the State in which he
or she practices, and practice only
within the scope of his or her license,
certification, or registration.

§410.60

(ii) Engage in the private practice of
physical therapy on a regular basis as
an individual, in one of the following
practice types: a solo practice, partner-
ship, or group practice; or as an em-
ployee of one of these.

(iii) Bill Medicare only for services
furnished in his or her private practice
office space, or in the patient’s home.
A therapist’s private practice office
space refers to the location(s) where
the practice is operated, in the State(s)
where the therapist (and practice, if
applicable) is legally authorized to fur-
nish services, during the hours that the
therapist engages in practice at that
location. When services are furnished
in private practice office space, that
space must be owned, leased, or rented
by the practice and used for the exclu-
sive purpose of operating the practice.
A patient’s home does not include any
institution that is a hospital, a CAH, or
a SNF.

(iv) Treat individuals who are Dpa-
tients of the practice and for whom the
practice collects fees for the services
furnished.

(2) Supervision of physical therapy serv-
ices. Physical therapy services are per-
formed by, or under the direct super-
vision of, a physical therapist in pri-
vate practice. All services not per-
formed personally by the therapist
must be performed by employees of the
practice, directly supervised by the
therapist, and included in the fee for
the therapist’s services.

(d) Excluded services. No service is in-
cluded as an outpatient physical ther-
apy service if it would not be included
as an inpatient hospital service if fur-
nished to a hospital or CAH inpatient.

(e) Annual limitation on incurred ex-
penses—(1) Amount of limitation. (i) In
1999, 2000, and 2001, no more than $1,500
of allowable charges incurred in a cal-
endar year for outpatient physical
therapy services are recognized in-
curred expenses.

(ii) In 2002 and thereafter, the limita-
tion shall be determined by increasing
the limitation in effect in the previous
calendar year by the increase in the
Medicare Economic Index for the cur-
rent year.

(iii) The limitation is not applied for
services furnished from December 8,
2003 through December 31, 2005.
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(iv) Outpatient physical therapy and
speech-language pathology services
furnished by a CAH directly or under
arrangements must be counted towards
the annual limitation on incurred ex-
penses as if such services were paid
under section 1834(k)(1)(b) of the Act.

(2) For purposes of applying the limi-
tation, outpatient physical therapy in-
cludes:

(i) Except as provided in paragraph
(e)(3) of this section, outpatient phys-
ical therapy services furnished under
this section;

(ii) Except as provided in paragraph
(e)(3) of this section outpatient speech-
language pathology services furnished
under §410.62;

(iii) Outpatient physical therapy and
speech-language pathology services
furnished by a comprehensive out-
patient rehabilitation facility;

(iv) Outpatient physical therapy and
speech-language pathology services
furnished by a physician or incident to
a physician’s service;

(v) Outpatient physical therapy and
speech-language pathology services
furnished by a nurse practitioner, clin-
ical nurse specialist, or physician as-
sistant or incident to their services;
and

(vi) Outpatient physical therapy and
speech-language pathology services
furnished by a CAH directly or under
arrangements.

(3) For purposes of applying the limi-
tation, outpatient physical therapy ex-
cludes services furnished by a hospital
directly or under arrangements.

[63 FR 58906, Nov. 2, 1998, as amended at 67
FR 80041, Dec. 31, 2002; 69 FR 66422, Nov. 15,
2004; 72 FR 66399, Nov. 27, 2007; 77 FR 69363,
Nov. 16, 2012; 78 FR 74811, Dec. 10, 2013; 79 FR
68002, Nov. 13, 2014]

§410.61 Plan of treatment require-
ments for outpatient rehabilitation
services.

(a) Basic requirement. Outpatient re-
habilitation services (including serv-
ices furnished by a qualified physical
or occupational therapist in private
practice), must be furnished under a
written plan of treatment that meets
the requirements of paragraphs (b)
through (e) of this section.
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(b) Establishment of the plan. The plan
is established before treatment is
begun by one of the following:

(1) A physician.

(2) A physical therapist who fur-
nishes the physical therapy services.

(3) A speech-language pathologist
who furnishes the speech-language pa-
thology services.

(4) An occupational therapist who
furnishes the occupational therapy
services.

(5) A nurse practitioner, a clinical
nurse specialist, or a physician assist-
ant.

(c) Content of the plan. The plan pre-
scribes the type, amount, frequency,
and duration of the physical therapy,
occupational therapy, or speech-lan-
guage pathology services to be fur-
nished to the individual, and indicates
the diagnosis and anticipated goals
that are consistent with the patient
function reporting on claims for serv-
ices.

(d) Changes in the plan. Any changes
in the plan—

(1) Are made in writing and signed by
one of the following:

(i) The physician.

(ii) The physical therapist who fur-
nishes the physical therapy services.

(iii) The occupational therapist that
furnishes the occupational therapy
services.

(iv) The speech-language pathologist
who furnishes the speech-language pa-
thology services.

(v) A registered professional nurse or
a staff physician, in accordance with
oral orders from the physician, phys-
ical therapist, occupational therapist,
or speech-language pathologist who
furnishes the services.

(vi) A nurse practitioner, a clinical
nurse specialist, or a physician assist-
ant.

(2) The changes are incorporated in
the plan immediately.

[563 FR 6638, Mar. 2, 1988; 563 FR 12945, Apr. 20,
1988, as amended at 54 FR 38680, Sept. 20,
1989; 54 FR 46614, Nov. 6, 1989. Redesignated
at 56 FR 8854, Mar. 1, 1991; 56 FR 23022, May
20, 1991; 63 FR 58907, Nov. 2, 1998; 67 FR 80040,
Dec. 31, 2002; 72 FR 66399, Nov. 27, 2007; 77 FR
69363, Nov. 16, 2012]
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§410.62 Outpatient speech-language
pathology services: Conditions and
exclusions.

(a) Basic rule. Except as specified in
paragraph (a)(3)(ii) of this section,
Medicare Part B pays for outpatient
speech-language pathology services
only if they are furnished by an indi-
vidual who meets the qualifications for
a speech-language pathologist in §484.4
of this chapter and only under the fol-
lowing conditions:

(1) They are furnished to a bene-
ficiary while he or she is under the care
of a physician who is a doctor of medi-
cine or osteopathy.

(2) They are furnished under a writ-
ten plan of treatment that meets the
requirements of §410.61.

(3) They are furnished by one of the
following:

(i) A provider as defined in §489.2 of
this chapter, or by others under ar-
rangements with, and under the super-
vision of, a provider.

(ii) A speech-language pathologist in
private practice as described in para-
graph (c) of this section.

(iii) Incident to the service of, a phy-
sician, physician assistant, clinical
nurse specialist, or nurse practitioner
when those professionals may perform
speech-language pathology services
under State law. When a speech-lan-
guage pathology service is provided in-
cident to the services of a physician,
physician assistant, clinical nurse spe-
cialist, or nurse practitioner, by any-
one other than a physician, physician
assistant, clinical nurse specialist, or
nurse practitioner, the service and the
person who furnishes the service must
meet the standards and conditions that
apply to speech-language pathology
and speech-language pathologists, ex-
cept that a license to practice speech-
language pathology services in the
State is not required.

(4) Claims submitted for furnished
services contain prescribed informa-
tion on patient functional limitations.

(b) Condition for coverage of outpatient
speech-language pathology services fur-
nished to certain inpatients of a hospital
or a CAH or SNF. Medicare Part B pays
for outpatient speech-language pathol-
ogy services furnished to an inpatient
of a hospital, CAH, or SNF who re-
quires the services but has exhausted

§410.62

or is otherwise ineligible for benefit
days under Medicare Part A.

(c) Special provisions for services fur-
nished by speech-language pathologists in
private practice—(1) Basic qualifications.
In order to qualify under Medicare as a
supplier of outpatient speech-language
pathology services, each individual
speech-language pathologist in private
practice must meet the following re-
quirements:

(i) Be legally authorized (if applica-
ble, licensed, certified, or registered) to
engage in the private practice of
speech-language pathology by the
State in which he or she practices, and
practice only within the scope of his or
her license and/or certification.

(ii) Engage in the private practice of
speech-language pathology on a regular
basis as an individual, in one of the fol-
lowing practice types: a solo practice,
partnership, or group practice; or as an
employee of one of these.

(iii) Bill Medicare only for services
furnished in one of the following:

(A) A speech-language pathologist’s
private practice office space that meets
all of the following:

(I) 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
and during the hours that the therapist
engages in practice at that location.

(2) The space must be owned, leased,
or rented by the practice, and used for
the exclusive purpose of operating the
practice.

(B) A patient’s home not including
any institution that is a hospital, a
CAH, or a SNF.

(iv) Treat individuals who are pa-
tients of the practice and for whom the
practice collects fees for the services
furnished.

(d) Excluded services. No service is in-
cluded as an outpatient speech-lan-
guage pathology service if it is not in-
cluded as an inpatient hospital service
if furnished to a hospital or CAH inpa-
tient.

[61 FR 41339, Nov. 14, 1986, as amended at 53
FR 6648, Mar. 2, 1988; 56 FR 8852, Mar. 1, 1991;
56 FR 23022, May 20, 1991; 58 FR 30668, May 26,
1993; 63 FR 58907, Nov. 2, 1998; 69 FR 66422,
Nov. 15, 2004; 73 FR 69933, Nov. 19, 2008; 76 FR
73470, Nov. 28, 2011; 77 FR 69363, Nov. 16, 2012;
79 FR 68002, Nov. 13, 2014]
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§410.63 Hepatitis B vaccine and blood
clotting factors: Conditions.

Notwithstanding the exclusion from
coverage of vaccines (see §405.310 of
this chapter) and self-administered
drugs (see §410.29), the following serv-
ices are included as medical and other
health services covered under §410.10,
subject to the specified conditions:

(a) Hepatitis B vaccine: Conditions. BEf-
fective September 1, 1984, hepatitis B
vaccinations that are reasonable and
necessary for the prevention of illness
for those individuals who are at high or
intermediate risk of contracting hepa-
titis B as listed below:

(1) High risk groups. (i) End-Stage
Renal Disease (ESRD) patients;

(ii) Hemophiliacs who receive Factor
VIII or IX concentrates;

(iii) Clients of institutions for indi-
viduals with intellectual disabilities;

(iv) Persons who live in the same
household as a hepatitis B carrier;

(v) Homosexual men;

(vi) Illicit injectable drug abusers;

(vii) Pacific Islanders (that is, those
Medicare beneficiaries who reside on
Pacific islands under U.S. jurisdiction,
other than residents of Hawaii); and

(viii) Persons diagnosed with diabetes
mellitus.

(2) Intermediate risk groups. (i) Staff in
institutions for individuals with intel-
lectual disabilities and classroom em-
ployees who work with individuals
with intellectual disabilities;

(ii) Workers in health care profes-
sions who have frequent contact with
blood or blood-derived body fluids dur-
ing routine work (including workers
who work outside of a hospital and
have frequent contact with blood or
other infectious secretions); and

(iii) Heterosexually active persons
with multiple sexual partners (that is,
those Medicare beneficiaries who have
had at least two documented episodes
of sexually transmitted diseases within
the preceding 5 years).

(3) Exception. Individuals described in
paragraphs (a) (1) and (2) of this section
are not considered at high or inter-
mediate risk of contracting hepatitis B
if they have undergone a
prevaccination screening and have
been found to be currently positive for
antibodies to hepatitis B.
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(b) Blood clotting factors: Conditions.
Effective July 18, 1984, blood clotting
factors to control bleeding for hemo-
philia patients competent to use these
factors without medical or other super-
vision, and items related to the admin-
istration of those factors. The amount
of clotting factors covered under this
provision is determined by the carrier
based on the historical utilization pat-
tern or profile developed by the carrier
for each patient, and based on consider-
ation of the need for a reasonable re-
serve supply to be kept in the home in
the event of emergency or unforeseen
circumstance.

(c) Blood clotting factors: Furnishing
Fee. (1) Effective January 1, 2005, a fur-
nishing fee of $0.14 per unit of clotting
factor is paid to entities that furnish
blood clotting factors unless the costs
associated with furnishing the clotting
factor are paid through another pay-
ment system, for example, hospitals
that furnish clotting factor to patients
during a Part A covered inpatient hos-
pital stay.

(2) The furnishing fee for blood clot-
ting factors furnished in 2006 or a sub-
sequent year is be equal to the fur-
nishing fee paid the previous year in-
creased by the percentage increase in
the consumer price index for medical
care for the 12-month period ending
with June of the previous year.

[656 FR 22790, June 4, 1990; 55 FR 31186, Aug. 1,
1990, as amended at 69 FR 66422, Nov. 15, 2004;
77 FR 69363, Nov. 16, 2012]

§410.64 Additional
ices.

preventive serv-

(a) Medicare Part B pays for addi-
tional preventive services not de-
scribed in paragraph (1) or (3) of the
definition of ‘‘preventive services”
under §410.2, that identify medical con-
ditions or risk factors for individuals if
the Secretary determines through the
national coverage determination proc-
ess (as defined in section 1869(f)(1)(B) of
the Act) that these services are all of
the following:

(1) Reasonable and necessary for the
prevention or early detection of illness
or disability.

(2) Recommended with a grade of A
or B by the United States Preventive
Services Task Force.
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(3) Appropriate for individuals enti-
tled to benefits under part A or en-
rolled under Part B.

(b) In making determinations under
paragraph (a) of this section regarding
the coverage of a new preventive serv-
ice, the Secretary may conduct an as-
sessment of the relation between pre-
dicted outcomes and the expenditures
for such services and may take into ac-
count the results of such an assessment
in making such national coverage de-
terminations.

[73 FR 69933, Nov. 19, 2008, as amended at 75
FR 73615, Nov. 29, 2010]

§410.66 Emergency outpatient serv-
ices furnished by a mnonpartici-
pating hospital and services fur-
nished in a foreign country.

Conditions for payment of emergency
inpatient services furnished by a non-
participating U.S. hospital and for
services furnished in a foreign country
are set forth in subparts G and H of
part 424 of this chapter.

[71 FR 48136, Aug. 18, 2006]

§410.68 Antigens:
tions.

Scope and condi-

Medicare Part B pays for—

(a) Antigens that are furnished as
services incident to a physician’s pro-
fessional services; or

(b) A supply of antigen sufficient for
not more than 12 months that is—

(1) Prepared for a patient by a doctor
of medicine or osteopathy who has ex-
amined the patient and developed a
plan of treatment including dosage lev-
els; and

(2) Administered—

(i) In accord with the plan of treat-
ment developed by the doctor of medi-
cine or osteopathy who prepared the
antigen; and

(ii) By a doctor of medicine or oste-
opathy or by a properly instructed per-
son under the supervision of a doctor of
medicine or osteopathy.

[64 FR 4026, Jan. 27, 1989, as amended at 65
FR 65440, Nov. 1, 2000]

§410.69 Services of a certified reg-
istered nurse anesthetist or an an-
esthesiologist’s assistant: Basic rule
and definitions.

(a) Basic rule. Medicare Part B pays
for anesthesia services and related care

§410.69

furnished by a certified registered
nurse anesthetist or an anesthesiol-
ogist’s assistant who is legally author-
ized to perform the services by the
State in which the services are fur-
nished.

(b) Definitions. For purposes of this
part—

Anesthesia and related care means
those services that a certified reg-
istered nurse anesthetist is legally au-
thorized to perform in the state in
which the services are furnished.

Anesthesiologist’s assistant means a
person who—

(1) Works under the direction of an
anesthesiologist;

(2) Is in compliance with all applica-
ble requirements of State law, includ-
ing any licensure requirements the
State imposes on nonphysician anes-
thetists; and

(3) Is a graduate of a medical school-
based anesthesiologist’s assistant edu-
cational program that—

(A) Is accredited by the Committee
on Allied Health Education and Ac-
creditation; and

(B) Includes approximately two years
of specialized basic science and clinical
education in anesthesia at a level that
builds on a premedical undergraduate
science background.

Anesthetist includes both an anesthe-
siologist’s assistant and a certified reg-
istered nurse anesthetist.

Certified registered nurse anesthetist
means a registered nurse who:

(1) Is licensed as a registered profes-
sional nurse by the State in which the
nurse practices;

(2) Meets any licensure requirements
the State imposes with respect to non-
physician anesthetists;

(3) Has graduated from a nurse anes-
thesia educational program that meets
the standards of the Council on Accred-
itation of Nurse Anesthesia Programs,
or such other accreditation organiza-
tion as may be designated by the Sec-
retary; and

(4) Meets the following criteria:

(i) Has passed a certification exam-
ination of the Council on Certification
of Nurse Anesthetists, the Council on
Recertification of Nurse Anesthetists,
or any other certification organization
that may be designated by the Sec-
retary; or
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(ii) Is a graduate of a program de-
scribed in paragraph (3) of this defini-
tion and within 24 months after that
graduation meets the requirements of
paragraph (4)(i) of this definition.

[67 FR 33896, July 31, 1992, as amended at 77
FR 69363, Nov. 16, 2012]

§410.71 Clinical psychologist services
and services and supplies incident
to clinical psychologist services.

(a) Included services. (1) Medicare Part
B covers services furnished by a clin-
ical psychologist, who meets the re-
quirements specified in paragraph (d)
of this section, that are within the
scope of his or her State license, if the
services would be covered if furnished
by a physician or as an incident to a
physician’s services.

(2) Medicare Part B covers services
and supplies incident to the services of
a clinical psychologist if the require-
ments of §410.26 are met.

(b) Application of mental health treat-
ment limitation. The treatment services
of a clinical psychologist and services
and supplies furnished as an incident to
those services are subject to the limi-
tation on payment for outpatient men-
tal health treatment services set forth
in §410.155.

(c) Payment for consultations. A clin-
ical psychologist or an attending or
primary care physician may not bill
Medicare or the beneficiary for the
consultation that is required under
paragraph (e) of this section.

(d) Qualifications. For purposes of this
subpart, a clinical psychologist is an
individual who—

(1) Holds a doctoral degree in psy-
chology; and

(2) Is licensed or certified, on the
basis of the doctoral degree in psy-
chology, by the State in which he or
she practices, at the independent prac-
tice level of psychology to furnish di-
agnostic, assessment, preventive, and
therapeutic services directly to indi-
viduals.

(e) Agreement to consult. A clinical
psychologist who bills Medicare Part B
must agree to meet the requirements
of paragraphs (e)(1) through (e)(3) of
this section. The clinical psychologist’s
signature on a Medicare provider/sup-
plier enrollment form indicates his or
her agreement.
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(1) Unless the beneficiary’s primary
care or attending physician has re-
ferred the beneficiary to the clinical
psychologist, to inform the beneficiary
that it is desirable for the clinical psy-
chologist to consult with the bene-
ficiary’s attending or primary care
physician (if the beneficiary has such a
physician) to consider any conditions
contributing to the beneficiary’s symp-
toms.

(2) If the beneficiary assents to the
consultation, in accordance with ac-
cepted professional ethical norms and
taking into consideration patient con-
fidentiality—

(i) To attempt, within a reasonable
time after receiving the consent, to
consult with the physician; and

(ii) If attempts to consult directly
with the physician are not successful,
to notify the physician, within a rea-
sonable time, that he or she is fur-
nishing services to the beneficiary.

(3) Unless the primary care or attend-
ing physician referred the beneficiary
to the clinical psychologist, to docu-
ment, in the beneficiary’s medical
record, the date the patient consented
or declined consent to consultation,
the date of consultation, or, if at-
tempts to consult did not succeed, the
date and manner of notification to the
physician.

[63 FR 20128, Apr. 23, 1998, as amended at 78
FR 74811, Dec. 10, 2013]

§410.73 Clinical social worker serv-
ices.

(a) Definition: clinical social worker.
For purposes of this part, a clinical so-
cial worker is defined as an individual
who—

(1) Possesses a master’s or doctor’s
degree in social work;

(2) After obtaining the degree, has
performed at least 2 years of supervised
clinical social work; and

(3) Either is licensed or certified as a
clinical social worker by the State in
which the services are performed or, in
the case of an individual in a State
that does not provide for licensure or
certification as a clinical social work-
er—

(i) Is licensed or certified at the high-
est level of practice provided by the
laws of the State in which the services
are performed; and
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(ii) Has completed at least 2 years or
3,000 hours of post master’s degree su-
pervised clinical social work practice
under the supervision of a master’s de-
gree level social worker in an appro-
priate setting such as a hospital, SNF,
or clinic.

(b) Covered clinical social worker serv-
ices. Medicare Part B covers clinical so-
cial worker services.

(1) Definition. ‘‘Clinical social worker
services’ means, except as specified in
paragraph (b)(2) of this section, the
services of a clinical social worker fur-
nished for the diagnosis and treatment
of mental illness that the clinical so-
cial worker is legally authorized to
perform under State law (or the State
regulatory mechanism provided by
State law) of the State in which the
services are performed. The services
must be of a type that would be cov-
ered if they were furnished by a physi-
cian or as an incident to a physician’s
professional service and must meet the
requirements of this section.

(2) Ezception. The following services
are not clinical social worker services
for purposes of billing Medicare Part B:

(i) Services furnished by a clinical so-
cial worker to an inpatient of a Medi-
care-participating hospital.

(ii) Services furnished by a clinical
social worker to an inpatient of a
Medicare-participating SNF.

(iii) Services furnished by a clinical
social worker to a patient in a Medi-
care-participating dialysis facility if
the services are those required by the
conditions for coverage for ESRD fa-
cilities under §405.2163 of this chapter.

(c) Agreement to consult. A clinical so-
cial worker must comply with the con-
sultation requirements set forth at
§410.71(f) (reading ‘‘clinical psycholo-
gist’” as ‘‘clinical social worker’’).

(d) Prohibited billing. (1) A clinical so-
cial worker may not bill Medicare for
the services specified in paragraph
(b)(2) of this section.

(2) A clinical social worker or an at-
tending or primary care physician may
not bill Medicare or the beneficiary for
the consultation that is required under
paragraph (c) of this section.

[63 FR 20128, Apr. 23, 1998]

§410.74

§410.74 Physician assistants’ services.

(a) Basic rule. Medicare Part B covers
physician assistants’ services only if
the following conditions are met:

(1) The services would be covered as
physicians’ services if furnished by a
physician (a doctor of medicine or oste-
opathy, as set forth in section 1861(r)(1)
of the Act).

(2) The physician assistant—

(i) Meets the qualifications set forth
in paragraph (c) of this section;

(ii) Is legally authorized to perform
the services in the State in which they
are performed;

(iii) Performs services that are not
otherwise precluded from coverage be-
cause of a statutory exclusion;

(iv) Performs the services under the
general supervision of a physician (The
supervising physician need not be phys-
ically present when the physician as-
sistant is performing the services un-
less required by State law; however,
the supervising physician must be im-
mediately available to the physician
assistant for consultation.);

(v) Furnishes services that are billed
by the employer of a physician assist-
ant; and

(vi) Performs the services—

(A) In all settings in either rural and
urban areas; or

(B) As an assistant at surgery.

(b) Services and supplies furnished inci-
dent to a physician assistant’s services.
Medicare Part B covers services and
supplies incident to the services of a
physician assistant if the requirements
of §410.26 are met.

(¢) Qualifications. For Medicare Part
B coverage of his or her services, a phy-
sician assistant must meet all of the
following conditions:

(1) Have graduated from a physician
assistant educational program that is
accredited by the Commission on Ac-
creditation of Allied Health Education
Programs; or

(2) Have passed the national certifi-
cation examination that is adminis-
tered by the National Commission on
Certification of Physician Assistants;
and

(3) Be licensed by the State to prac-
tice as a physician assistant.

(d) Professional services. Physician as-
sistants can be paid for professional
services only if the services have been
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professionally performed by them and
no facility or other provider charges
for the service or is paid any amount
for the furnishing of those professional
services.

(1) Supervision of other nonphysician
staff by a physician assistant does not
constitute personal performance of a
professional service by the physician
assistant.

(2) The services are provided on an
assignment-related basis, and the phy-
sician assistant may not charge a bene-
ficiary for a service not payable under
this provision. If a beneficiary has
made payment for a service, the physi-
cian assistant must make the appro-
priate refund to the beneficiary.

[63 FR 58907, Nov. 2, 1998; 64 FR 25457, May 12,
1999, as amended at 78 FR 74811, Dec. 10, 2013]

§410.75

(a) Definition. As used in this section,
the term ‘‘physician” means a doctor
of medicine or osteopathy, as set forth
in section 1861(r)(1) of the Act.

(b) Qualifications. For Medicare Part
B coverage of his or her services, a
nurse practitioner must be a registered
professional nurse who is authorized by
the State in which the services are fur-
nished to practice as a nurse practi-
tioner in accordance with State law,
and must meet one of the following:

(1) Obtained Medicare billing privi-
leges as a nurse practitioner for the
first time on or after January 1, 2003,
and meets the following requirements:

(i) Be certified as a nurse practi-
tioner by a recognized national certi-
fying body that has established stand-
ards for nurse practitioners.

(i1) Possess a master’s degree in nurs-
ing or a Doctor of Nursing Practice
(DNP) doctoral degree.

(2) Obtained Medicare billing privi-
leges as a nurse practitioner for the
first time before January 1, 2003, and
meets the standards in paragraph
(b)(1)(Q) of this section.

(3) Obtained Medicare billing privi-
leges as a nurse practitioner for the
first time before January 1, 2001.

(c) Services. Medicare Part B covers
nurse practitioners’ services in all set-
tings in both rural and urban areas,
only if the services would be covered if
furnished by a physician and the nurse
practitioner—

Nurse practitioners’ services.
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(1) Is legally authorized to perform
them in the State in which they are
performed;

(2) Is not performing services that
are otherwise excluded from coverage
because of one of the statutory exclu-
sions; and

(3) Performs them while working in
collaboration with a physician.

(i) Collaboration is a process in which
a nurse practitioner works with one or
more physicians to deliver health care
services within the scope of the practi-
tioner’s expertise, with medical direc-
tion and appropriate supervision as
provided for in jointly developed guide-
lines or other mechanisms as provided
by the law of the State in which the
services are performed.

(i1) In the absence of State law gov-
erning collaboration, collaboration is a
process in which a nurse practitioner
has a relationship with one or more
physicians to deliver health care serv-
ices. Such collaboration is to be evi-
denced by nurse practitioners docu-
menting the nurse practitioners’ scope
of practice and indicating the relation-
ships that they have with physicians to
deal with issues outside their scope of
practice. Nurse practitioners must doc-
ument this collaborative process with
physicians.

(iii) The collaborating physician does
not need to be present with the nurse
practitioner when the services are fur-
nished or to make an independent eval-
uation of each patient who is seen by
the nurse practitioner.

(d) Services and supplies incident to a
nurse practitioners’ services. Medicare
Part B covers services and supplies in-
cident to the services of a nurse practi-
tioner if the requirements of §410.26 are
met.

(e) Professional services. Nurse practi-
tioners can be paid for professional
services only when the services have
been personally performed by them and
no facility or other provider charges,
or is paid, any amount for the fur-
nishing of the professional services.

(1) Supervision of other nonphysician
staff by a nurse practitioner does not
constitute personal performance of a
professional service by a nurse practi-
tioner.

(2) The services are provided on an
assignment-related basis, and a nurse
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practitioner may not charge a bene-
ficiary for a service not payable under
this provision. If a beneficiary has
made payment for a service, the nurse
practitioner must make the appro-
priate refund to the beneficiary.

[63 FR 58908, Nov. 2, 1998; 64 FR 25457, May 12,
1999, as amended at 64 FR 59440, Nov. 2, 1999;
73 FR 69933, Nov. 19, 2008; 78 FR 74811, Dec. 10,
2013]

§410.76 Clinical
services.

nurse specialists’

(a) Definition. As used in this section,
the term ‘‘physician’” means a doctor
of medicine or osteopathy, as set forth
in section 1861(r)(1) of the Act.

(b) Qualifications. For Medicare Part
B coverage of his or her services, a
clinical nurse specialist must—

(1) Be a registered nurse who is cur-
rently licensed to practice in the State
where he or she practices and be au-
thorized to perform the services of a
clinical nurse specialist in accordance
with State law;

(2) Have a master’s degree in a de-
fined clinical area of nursing from an
accredited educational institution or a
Doctor of Nursing Practice (DNP) doc-
toral degree; and

(3) Be certified as a clinical nurse
specialist by a national certifying body
that has established standards for clin-
ical nurse specialists and that is ap-
proved by the Secretary.

(c) Services. Medicare Part B covers
clinical nurse specialists’ services in
all settings in both rural and urban
areas only if the services would be cov-
ered if furnished by a physician and the
clinical nurse specialist—

(1) Is legally authorized to perform
them in the State in which they are
performed;

(2) Is not performing services that
are otherwise excluded from coverage
by one of the statutory exclusions; and

(3) Performs them while working in
collaboration with a physician.

(i) Collaboration is a process in which
a clinical nurse specialist works with
one or more physicians to deliver
health care services within the scope of
the practitioner’s expertise, with med-
ical direction and appropriate super-
vision as provided for in jointly devel-
oped guidelines or other mechanisms as

§410.77

provided by the law of the State in
which the services are performed.

(ii) In the absence of State law gov-
erning collaboration, collaboration is a
process in which a clinical nurse spe-
cialist has a relationship with one or
more physicians to deliver health care
services. Such collaboration is to be
evidenced by clinical nurse specialists
documenting the clinical nurse special-
ists’ scope of practice and indicating
the relationships that they have with
physicians to deal with issues outside
their scope of practice. Clinical nurse
specialists must document this col-
laborative process with physicians.

(iii) The collaborating physician does
not need to be present with the clinical
nurse specialist when the services are
furnished, or to make an independent
evaluation of each patient who is seen
by the clinical nurse specialist.

(d) Services and supplies furnished inci-
dent to clinical nurse specialists’ services.
Medicare Part B covers services and
supplies incident to the services of a
clinical nurse specialist if the require-
ments of §410.26 are met.

(e) Professional services. Clinical nurse
specialists can be paid for professional
services only when the services have
been personally performed by them and
no facility or other provider charges,
or is paid, any amount for the fur-
nishing of the professional services.

(1) Supervision of other nonphysician
staff by clinical nurse specialists does
not constitute personal performance of
a professional service by clinical nurse
specialists.

(2) The services are provided on an
assignment-related basis, and a clinical
nurse specialist may not charge a bene-
ficiary for a service not payable under
this provision. If a beneficiary has
made payment for a service, the clin-
ical nurse specialist must make the ap-
propriate refund to the beneficiary.

[63 FR 58908, Nov. 2, 1998, as amended at 67
FR 80040, Dec. 31, 2002; 73 FR 69934, Nov. 19,
2008; 78 FR 74811, Dec. 10, 2013]

§410.77 Certified nurse-midwives’
services: Qualifications and condi-
tions.

(a) Qualifications. For Medicare cov-
erage of his or her services, a certified
nurse-midwife must:
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(1) Be a registered nurse who is le-
gally authorized to practice as a nurse-
midwife in the State where services are
performed;

(2) Have successfully completed a
program of study and clinical experi-
ence for nurse-midwives that is accred-
ited by an accrediting body approved
by the U.S. Department of Education;
and

(3) Be certified as a nurse-midwife by
the American College of Nurse-Mid-
wives or the American College of
Nurse-Midwives Certification Council.

(b) Services. A certified nurse-mid-
wife’s services are services furnished by
a certified nurse-midwife and services
and supplies furnished as an incident to
the certified nurse-midwife’s services
that—

(1) Are within the scope of practice
authorized by the law of the State in
which they are furnished and would
otherwise be covered if furnished by a
physician or as an incident to a physi-
cian’s service; and

(2) Unless required by State law, are
provided without regard to whether the
certified nurse-midwife is under the su-
pervision of, or associated with, a phy-
sician or other health care provider.

(c) Incident to services: Basic rule.
Medicare Part B covers services and
supplies incident to the services of a
certified nurse-midwife if the require-
ments of §410.26 are met.

(d) Professional services. A nurse-mid-
wife can be paid for professional serv-
ices only when the services have been
performed personally by the nurse-mid-
wife.

(1) Supervision of other nonphysician
staff by a nurse-midwife does not con-
stitute personal performance of a pro-
fessional service by the nurse-midwife.

(2) The service is provided on an as-
signment-related basis, and a nurse-
midwife may not charge a beneficiary
for a service not payable under this
provision. If the beneficiary has made
payment for a service, the nurse-mid-
wife must make the appropriate refund
to the beneficiary.

(3) A nurse-midwife may provide
services that he or she is legally au-
thorized to perform under State law as
a nurse-midwife, if the services would
otherwise be covered by the Medicare
program when furnished by a physician

42 CFR Ch. IV (10-1-16 Edition)

or incident to a physicians’
sional services.

profes-

[63 FR 58909, Nov. 2, 1998, as amended at 78
FR 74811, Dec. 10, 2013]

§410.78 Telehealth services.

(a) Definitions. For the purposes of
this section the following definitions
apply:

(1) Asynchronous store and forward
technologies means the transmission of
a patient’s medical information from
an originating site to the physician or
practitioner at the distant site. The
physician or practitioner at the distant
site can review the medical case with-
out the patient being present. An asyn-
chronous 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 visual-
ized by a telecommunications system
must be specific to the patient’s med-
ical condition and adequate for fur-
nishing or confirming a diagnosis and
or treatment plan. Dermatological pho-
tographs, for example, a photograph of
a skin lesion, may be considered to
meet the requirement of a single media
format under this provision.

(2) Distant site means the site at
which the physician or practitioner de-
livering the service is located at the
time the service is provided via a tele-
communications system.

(3) Interactive telecommunications Sys-
tem means multimedia communica-
tions equipment that includes, at a
minimum, audio and video equipment
permitting two-way, real-time inter-
active communication between the pa-
tient and distant site physician or
practitioner. Telephones, facsimile ma-
chines, and electronic mail systems do
not meet the definition of an inter-
active telecommunications system.

(4) Originating site means the location
of an eligible Medicare beneficiary at
the time the service being furnished
via a telecommunications system oc-
curs. For asynchronous store and for-

ward telecommunications tech-
nologies, the only originating sites are
Federal telemedicine demonstration

programs conducted in Alaska or Ha-
waii.
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(b) General rule. Medicare Part B pays
for covered telehealth services included
on the telehealth list when furnished
by an interactive telecommunications
system if the following conditions are
met:

(1) The physician or practitioner at
the distant site must be licensed to fur-
nish the service under State law. The
physician or practitioner at the distant
site who is licensed under State law to
furnish a covered telehealth service de-
scribed in this section may bill, and re-
ceive payment for, the service when it
is delivered via a telecommunications
system.

(2) The practitioner at the distant
site is one of the following:

(i) A physician as described in §410.20.

(ii) A physician assistant as described
§410.74.

(iii) A nurse practitioner as described
in §410.75.

(iv) A clinical nurse specialist as de-
scribed in §410.76.

(v) A nurse-midwife as described in
§410.77.

(vi) A clinical psychologist as de-
scribed in §410.71.

(vii) A clinical social worker as de-
scribed in §410.73.

(viii) A registered dietitian or nutri-
tion professional as described in
§410.134.

(ix) A certified registered nurse anes-
thetist as described in §410.69.

(3) The services are furnished to a
beneficiary at an originating site,
which is one of the following:

(i) The office of a physician or practi-
tioner.

(ii) A critical access hospital (as de-
scribed in section 1861(mm)(1) of the
Act).

(iii) A rural health clinic (as de-
scribed in section 1861(aa)(2) of the
Act).

(iv) A Federally qualified health cen-
ter (as defined in section 1861(aa)(4) of
the Act).

(v) A hospital (as defined in section
1861(e) of the Act).

(vi) A hospital-based or critical ac-
cess hospital-based renal dialysis cen-
ter (including satellites).

(vii) A skilled nursing facility (as de-
fined in section 1819(a) of the Act).

§410.78

(viii) A community mental health
center (as defined in section
1861(ff)(3)(B) of the Act).

(4) Originating sites must be:

(i) Located in a health professional
shortage area (as defined under section
332(a)(1)(A) of the Public Health Serv-
ice Act (42 U.S.C. 2564e(a)(1)(A)) that is
either outside of a Metropolitan Statis-
tical Area (MSA) as of December 31st of
the preceding calendar year or within a
rural census tract of an MSA as deter-
mined by the Office of Rural Health
Policy of the Health Resources and
Services Administration as of Decem-
ber 31st of the preceding calendar year,
or

(i1) Located in a county that is not
included in a Metropolitan Statistical
Area as defined in section 1886(d)(2)(D)
of the Act as of December 31st of the
preceding year, or

(iii) An entity participating in a Fed-
eral telemedicine demonstration
project that has been approved by, or
receive funding from, the Secretary as
of December 31, 2000, regardless of its
geographic location.

(56) The medical examination of the
patient is under the control of the phy-
sician or practitioner at the distant
site.

(c) Telepresenter not required. A tele-
presenter is not required as a condition
of payment unless a telepresenter is
medically necessary as determined by
the physician or practitioner at the
distant site.

(d) Ezxception to the interactive tele-
communications system requirement. For
Federal telemedicine demonstration
programs conducted in Alaska or Ha-
waii only, Medicare payment is per-
mitted for telehealth when asyn-
chronous store and forward tech-
nologies, in single or multimedia for-
mats, are used as a substitute for an
interactive telecommunications sys-
tem.

(e) Limitations. (1) A clinical psychol-
ogist and a clinical social worker may
bill and receive payment for individual
psychotherapy via a telecommuni-
cations system, but may not seek pay-
ment for medical evaluation and man-
agement services.

(2) The physician visits required
under §483.40(c) of this title may not be
furnished as telehealth services.
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(f) Process for adding or deleting serv-
ices. Changes to the list of Medicare
telehealth services are made through
the annual physician fee schedule rule-
making process. A list of the services
covered as telehealth services under
this section is available on the CMS
Web site.

[66 FR 55330, Nov. 1, 2001, as amended at 67
FR 80041, Dec. 31, 2002; 69 FR 66423, Nov. 15,
2004; 70 FR 70330, Nov. 21, 2005; 72 FR 66399,
Nov. 27, 2007; 73 FR 69934, Nov. 19, 2008; 74 FR
62005, Nov. 25, 2009; 75 FR 73615, Nov. 29, 2010;
76 FR 73470, Nov. 28, 2011; 77 FR 69363, Nov. 16,
2012; 78 FR 74811, Dec. 10, 2013; 79 FR 68002,
Nov. 13, 2014; 80 FR 71373, Nov. 16, 2015]

Subpart C—Home Health Services
Under SMI

§410.80 Applicable rules.

Home health services furnished under
Medicare Part B are subject to the
rules set forth in subpart E of part 409
of this chapter.

Subpart D—Comprehensive Out-
patient Rehabilitation Facility
(CORF) Services

§410.100 Included services.

Subject to the conditions and limita-
tions set forth in §§410.102 and 410.105,
CORF services means the following
services furnished to an outpatient of
the CORF by personnel that meet the
qualifications set forth in §485.70 of
this chapter. Payment for CORF serv-
ices are made in accordance with
§414.1105.

(a) Physician’s services. CORF facility
physician services are administrative
in nature and include consultation
with and medical supervision of non-
physician staff, participation in plan of
treatment reviews and patient care re-
view conferences, and other medical
and facility administration activities.
Diagnostic and therapeutic services
furnished to an individual CORF pa-
tient by a physician in a CORF facility
are not CORF physician services. These
services, if covered, are physician serv-
ices under §410.20 with payment for
these services made to the physician in
accordance with part 414 subpart B.

(b) Physical therapy services. (1) These
services include—

42 CFR Ch. IV (10-1-16 Edition)

(i) Testing and measurement of the
function or dysfunction of the neuro-
muscular, musculoskeletal, cardio-
vascular and respiratory systems; and.

(ii) Assessment and treatment re-
lated to dysfunction caused by illness
or injury, and aimed at preventing or
reducing disability or pain and restor-
ing lost function.

(2) The establishment of a mainte-
nance therapy program for an indi-
vidual whose restoration potential has
been reached is a physical therapy
service; however, maintenance therapy
itself is not covered as part of these
services.

(c) Occupational therapy
These services include—

(1) Teaching of compensatory tech-
niques to permit an individual with a
physical impairment or limitation to
engage in daily activities.

(2) Evaluation of an individual’s level
of independent functioning.

(3) Selection and teaching of task-
oriented therapeutic activities to re-
store sensory-integrative function; and

(4) Assessment of an individual’s vo-
cational potential, except when the as-
sessment is related solely to vocational
rehabilitation.

(d) Speech-language pathology services.
These are services for the diagnosis and
treatment of speech and language dis-
orders that create difficulties in com-
munication.

(e) Respiratory therapy services. (1)
Respiratory therapy services are for
the assessment, treatment, and moni-
toring of patients with deficiencies or
abnormalities of cardiopulmonary
function.

(2) Respiratory therapy services in-
clude the following:

(i) Application of techniques for sup-
port of oxygenation and ventilation of
the patient.

(ii) Therapeutic use and monitoring
of gases, mists, and aerosols and re-
lated equipment.

(iii) Bronchial hygiene therapy.

(iv) Pulmonary rehabilitation tech-
niques to develop strength and endur-
ance of respiratory muscles and other
techniques to increase respiratory
function, such as graded activity serv-
ices; these services include physiologic
monitoring and patient education.

services.
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