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§410.2

Subpart A—General Provisions

§410.1 Basis and scope.

(a) Statutory basis. This part is based
on the indicated provisions of the fol-
lowing sections of the Act:

(1) Section 1832—Scope of benefits
furnished under the Medicare Part B
supplementary medical insurance
(SMI) program.

(2) Section 1833 through 1835 and
1862—Amounts of payment for SMI
services, the conditions for payment,
and the exclusions from coverage.

(3) Section 1861(qq)—Definition of the
kinds of services that may be covered.

(4) Section 1865(b)—Permission for
CMS to approve and recognize a na-
tional accreditation organization for
the purpose of deeming entities accred-
ited by the organization to meet pro-
gram requirements.

(5) Section 1881—Medicare coverage
for end-stage renal disease bene-
ficiaries.

(6) Section 1842(o)—Payment for
drugs and biologicals not paid on a cost
or prospective payment basis.

(b) Scope of part. This part sets forth
the benefits available under Medicare
Part B, the conditions for payment and
the limitations on services, the per-
centage of incurred expenses that
Medicare Part B pays, and the deduct-
ible and copayment amounts for which
the beneficiary is responsible. (Exclu-
sions applicable to these services are
set forth in subpart C of part 405 of this
chapter. General conditions for Medi-
care payment are set forth in part 424
of this chapter.)

[61 FR 41339, Nov. 14, 1986, as amended at 53
FR 6648, Mar. 2, 1988; 556 FR 53521, Dec. 31,
1990; 59 FR 63462, Dec. 8, 1994; 63 FR 58905,
Nov. 2, 1998; 656 FR 83148, Dec. 29, 2000; 69 FR
66420, Nov. 15, 2004]

§410.2 Definitions.

As used in this part—

Community mental  health
(CMHC) means an entity that—

(1) Provides outpatient services, in-
cluding specialized outpatient services
for children, the elderly, individuals
who are chronically mentally ill, and
residents of its mental health service
area who have been discharged from in-
patient treatment at a mental health
facility;

center
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(2) Provides 24-hour-a-day emergency
care services;

(3) Provides day treatment or other
partial hospitalization services, or psy-
chosocial rehabilitation services;

(4) Provides screening for patients
being considered for admission to State
mental health facilities to determine
the appropriateness of this admission;
and

(5) Meets applicable licensing or cer-
tification requirements for CMHCs in
the State in which it is located.

Encounter means a direct personal
contact between a patient and a physi-
cian, or other person who is authorized
by State licensure law and, if applica-
ble, by hospital or CAH staff bylaws, to
order or furnish hospital services for
diagnosis or treatment of the patient.

Nominal charge provider means a pro-
vider that furnishes services free of
charge or at a nominal charge, and is
either a public provider or another pro-
vider that (1) demonstrates to CMS’s
satisfaction that a significant portion
of its patients are low-income; and (2)
requests that payment for its services
be determined accordingly.

Outpatient means a person who has
not been admitted as an inpatient but
who is registered on the hospital or
CAH records as an outpatient and re-
ceives services (rather than supplies
alone) directly from the hospital or
CAH.

Partial hospitalization services means a
distinct and organized intensive ambu-
latory treatment program that offers
less than 24-hour daily care and fur-
nishes the services described in §410.43.

Participating refers to a hospital,
CAH, SNF, HHA, CORF, or hospice that
has in effect an agreement to partici-
pate in Medicare; or a clinic, rehabili-
tation agency, or public health agency
that has a provider agreement to par-
ticipate in Medicare but only for pur-
poses of providing outpatient physical
therapy, occupational therapy, or
speech pathology services; or a CMHC
that has in effect a similar agreement
but only for purposes of providing par-
tial hospitalization services, and non-
participating refers to a hospital, CAH,
SNF, HHA, CORF, hospice, clinic, reha-
bilitation agency, public health agen-
cy, or CMHC that does not have in ef-

42 CFR Ch. IV (10-1-05 Edition)

fect a provider agreement to partici-
pate in Medicare.

[69 FR 6577, Feb. 11, 1994, as amended at 62
FR 46025, Aug. 29, 1997; 656 FR 18536, Apr. 7,
2000]

§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 E 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]

§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:

(a) Part 405, subpart U: End-Stage
Renal Disease services.

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

(c) Part 416: Ambulatory Surgical
Center services.
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(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]

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;
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.

§410.12

(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:

(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.
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(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]

§410.16 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 an indi-
vidual who receives his or her initial
preventive physical examination with-
in 6 months after the effective date of
his or her first Medicare Part B cov-
erage period, but only if that first Part
B coverage period begins on or after
January 1, 2005.

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.

42 CFR Ch. IV (10-1-05 Edition)

(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
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, blood pressure, a visual acuity
screen, and other factors as deemed ap-
propriate, based on the beneficiary’s
medical and social history, and current
clinical standards.

(5) Performance and interpretation of
an electrocardiogram.

(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 bene-
ficiary for obtaining the appropriate
screening and other preventive services
that are covered as separate Medicare
Part B benefits as described in section

1861(s)(10), section 1861(jj), section
1861(nn), section 1861(oo0), section
1861(pp), section 1861(qq)(1), section
1861(rr), section 1861(uu), section

1861(vv), section 1861(xx)(1), and section
1861(yy) of the Act.

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

(1) Past medical and surgical history,
including experiences with illnesses,
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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
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]

§410.17 Cardiovascular
screening tests.
(a) Definition. For purposes of this
subpart, the following definition apply:
Cardiovascular screening blood test
means:

disease

§410.18

(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 TU.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 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 dis-
ease 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.

Diabetes screening tests.
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(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
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:

(1) 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]

§410.20 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

42 CFR Ch. IV (10-1-05 Edition)

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-
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.

§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
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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
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 mneuro-
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]
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§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; or

(iii) African-Americans age 50 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 provided to eli-
gible beneficiaries as described in para-
graph (a)(2) of this section if they are
furnished by or under the direct super-
vision in the office setting of an optom-
etrist or ophthalmologist who is le-
gally authorized to perform these serv-
ices under State law (or the State regu-
latory mechanism provided 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 physician’s professional
service.

(c) Limitations on coverage of glaucoma
screening examinations.

(1) Payment may not be made for a
glaucoma screening examination that
is performed 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
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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]

§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
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).

(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

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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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.

(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.

(5) 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.

(7) 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) Services and supplies must be fur-
nished under the direct supervision of
the physician (or other practitioner).
The physician (or other practitioner)
directly supervising the auxiliary per-
sonnel need not be the same physician
(or other practitioner) upon whose pro-
fessional service the incident to service
is based.

(6) Services and supplies must be fur-
nished by the physician, practitioner
with an incident to benefit, or auxil-
iary personnel.
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(7) A physician (or other practi-
tioner) may be an employee or an inde-
pendent contractor.

(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]

§410.27 Outpatient hospital services
and supplies incident to a physician
service: Conditions.

(a) Medicare Part B pays for hospital
services and supplies furnished incident
to a physician service to outpatients,
including drugs and biologicals that
cannot be self-administered, if—

(1) They are furnished—

(i) By or under arrangements made
by a participating hospital, except in
the case of an SNF resident as provided
in §411.15(p) of this chapter;

(ii) As an integral though incidental
part of a physician’s services; and

(iii) In the hospital or at a location
(other than an RHC or an FQHC) that
CMS designates as a department of a
provider under §413.65 of this chapter;
and

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

(b) Drugs and biologicals are also
subject to the limitations specified in
§410.168.

(c) Rules on emergency services fur-
nished to outpatients by nonpartici-
pating hospitals are specified in
§410.168.

(d) 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.

(e) Services furnished by an entity
other than the hospital are subject to
the limitations specified in §410.42(a).
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(f) Services furnished at a location
(other than an RHC or an FQHC) that
CMS designates as a department of a
provider under §413.65 of this chapter
must be under the direct supervision of
a physician. ‘‘Direct supervision”
means the physician must be present
and on the premises of the location and
immediately available to furnish as-
sistance and direction throughout the
performance of the procedure. It does
not mean that the physician must be
present in the room when the proce-
dure is performed.

[66 FR 8841, Mar. 1, 1991, as amended at 63 FR
26307, May 12, 1998; 656 FR 18536, Apr. 7, 2000]

§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 at a facility
(other than an RHC or an FQHC) that
CMS designates as having provider-
based status only when the diagnostic
services are furnished under the appro-
priate level of physician supervision
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specified by CMS in accordance with
the definitions in  §410.32(b)(3)(i),
(b)(3)(ii1), and (b)(3)(iii). Under general
supervision at a facility accorded pro-
vider-based status, the training of the
nonphysician personnel who actually
perform the diagnostic procedure and
the maintenance of the necessary
equipment and supplies are the con-
tinuing responsibility of the facility.

(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]

§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 that can be self-administered.

(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]

§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) Period of eligibility. Coverage is
available only for prescription drugs
used in immunosuppressive therapy,
furnished to an individual who receives
an organ or tissue transplant for which
Medicare payment is made, for the fol-
lowing periods:

(1) For drugs furnished before 1995,
for a period of up to 1 year beginning
with the date of discharge from the
hospital during which the covered
transplant was performed.

(2) For drugs furnished during 1995,
within 18 months after the date of dis-
charge from the hospital during which
the covered transplant was performed.
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(3) For drugs furnished during 1996,
within 24 months after the date of dis-
charge from the hospital during which
the covered transplant was performed.

(4) For drugs furnished during 1997,
within 30 months after the date of dis-
charge from the hospital during which
the covered transplant was performed.

(5) For drugs furnished after 1997,
within 36 months after the date of dis-
charge from the hospital during which
the covered transplant was performed.

(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]

§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 dual-photon
absorptiometry) or with a bone sonom-
eter system that has been cleared for
marketing for this use by the FDA
under 21 CFR part 807, or approved 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. Medicare
covers a medically necessary bone
mass measurement if the following
conditions are met:

(1) 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.

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

(3) It is reasonable and necessary for
diagnosing, treating, or monitoring the
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condition of a beneficiary who meets
the conditions described in paragraph
(d) of this section.

(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) Exception. 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 bone mass measurement (either
central or peripheral) to permit moni-
toring of beneficiaries in the future if
the initial test was performed with a
technique that is different from the
proposed monitoring method.

(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 7.5 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.

(e) Denial as not reasonable and nec-
essary. If CMS determines that a bone
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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.

[63 FR 34327, June 24, 1998]

§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) Chiropractic exception. A physician
may order an xX-ray to be used by a chi-
ropractor to demonstrate the sub-
luxation of the spine that is the basis
for a beneficiary to receive manual ma-
nipulation treatments even though the
physician does not treat the bene-
ficiary.

(2) 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.
(3) 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
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-
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ficiaries for the purpose of this para-
graph.

(b) Diagnostic x-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 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.

(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
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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.

(i) 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.

(2) 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.

(3) The procedures are limited to—

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

(2) Documentation and recordkeeping
requirements.

(i) Ordering the service. The physician
or (qualified nonphysican practitioner,
as defined in paragraph (a)(3) of this
section), who orders the service must
maintain documentation of medical ne-
cessity in the beneficiary’s medical
record.

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

(ii) 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
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.

(ii1) Medical necessity. The entity sub-
mitting the claim may request addi-
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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).

(ii) 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 pro-
visions of paragraphs (a) and (d)(2)
through (d)(4), 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]

§410.33 Independent diagnostic test-
ing facility.

(a) General rule. (1) Effective for diag-
nostic procedures performed on or after
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-
