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(2) Exception. A provider may not
charge the beneficiary for the first 3
units of whole blood or packed red cells
in any of the following circumstances:

(i) The blood or packed red cells has
been replaced.

(ii) The provider (or its blood sup-
plier) receives, from an individual or a
blood bank, a replacement offer that
meets the criteria specified in para-
graph (d) of this section. The provider
is precluded from charging even if it or
its blood supplier rejects the replace-
ment offer.

(iii) The provider obtained the blood
or packed red cells at no charge other
than a processing or service charge and
it is therefore deemed to have been re-
placed.

(d) Criteria for replacement of blood. A
blood replacement offer made by a ben-
eficiary, or an individual or a blood
bank on behalf of a beneficiary, dis-
charges the beneficiary’s obligation to
pay for deductible blood or packed red
cells if the replacement blood meets
the applicable criteria specified in
Food and Drug Administration regula-
tions under 21 CFR part 640, i.e.—

(1) The replacement blood would not
endanger the health of a recipient; and

(2) The prospective donor’s health
would not be endangered by making a
blood donation.

[48 FR 12541, Mar. 25, 1983, as amended at 56
FR 8840, Mar. 1, 1991; 57 FR 36014, Aug. 12,
1992; 58 FR 30666, 30667, May 26, 1993]

§ 409.89 Exemption of kidney donors
from deductible and coinsurance
requirements.

The deductible and coinsurance re-
quirements set forth in this subpart do
not apply to any services furnished to
an individual in connection with the
donation of a kidney for transplant
surgery.

Subpart H—Payment of Hospital
Insurance Benefits

SOURCE: 53 FR 6633, Mar. 2, 1988, unless oth-
erwise noted.

§ 409.100 To whom payment is made.
(a) Basic rule. Except as provided in

paragraph (b) of this section, Medicare
pays hospital insurance benefits only
to a participating provider.

(b) Exceptions. Medicare may pay hos-
pital insurance benefits as follows:

(1) For emergency services furnished
by a nonparticipating hospital, to the
hospital or to the beneficiary, under
the conditions prescribed in subpart G
of part 424 of this chapter.

(2) For services furnished by a Cana-
dian or Mexican hospital, to the hos-
pital or to the beneficiary, under the
conditions prescribed in subpart H of
part 424 of this chapter.

§ 409.102 Amounts of payment.
(a) The amounts Medicare pays for

hospital insurance benefits are gen-
erally determined in accordance with
part 412 or part 413 of this chapter.

(b) Except as provided in §§ 409.61(d)
and 409.89, hospital insurance benefits
are subject to the deductible and coin-
surance requirements set forth in sub-
part G of this part.

PART 410—SUPPLEMENTARY MEDI-
CAL INSURANCE (SMI) BENEFITS

Subpart A—General Provisions

Sec.
410.1 Basis and scope.
410.2 Definitions.
410.3 Scope of benefits.
410.5 Other applicable rules.

Subpart B—Medical and Other Health
Services

410.10 Medical and other health services: In-
cluded services.

410.12 Medical and other health services:
Basic conditions and limitations.

410.14 Special requirements for services fur-
nished outside the United States.

410.20 Physicians’ services.
410.22 Limitations on services of a chiro-

practor.
410.23 Limitations on services of an optom-

etrist.
410.24 Limitations on services of a doctor of

dental surgery or dental medicine.
410.25 Limitations on services of a podia-

trist.
410.26 Services and supplies incident to a

physician’s professional services: Condi-
tions.

410.27 Outpatient hospital services and sup-
plies incident to physicians’ services:
Conditions.

410.28 Hospital or CAH diagnostic services
furnished to outpatients: Conditions.

410.29 Limitations on drugs and biologicals.
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410.31 Prescription drugs used in immuno-
suppressive therapy.

410.32 Diagnostic X-ray tests, diagnostic
laboratory tests, and other diagnostic
tests: Conditions.

410.34 Mammography services: Conditions
for and limitations on coverage.

410.35 X-ray therapy and other radiation
therapy services: Scope.

410.36 Medical supplies, appliances, and de-
vices: Scope.

410.38 Durable medical equipment: Scope
and conditions.

410.40 Ambulance services: Limitations.
410.43 Partial hospitalization services: Con-

ditions and exclusions.
410.45 Rural health clinic services: Scope

and conditions.
410.50 Institutional dialysis services and

supplies: Scope and conditions.
410.52 Home dialysis services, supplies, and

equipment: Scope and conditions.
410.55 Services related to kidney donations:

Conditions.
410.57 Pneumococcal vaccine and its admin-

istration: Conditions.
410.58 Additional services to HMO and CMP

enrollees.
410.60 Outpatient physical therapy services:

Conditions.
410.61 Plan of treatment requirements for

outpatient physical therapy and speech
pathology services.

410.62 Outpatient speech pathology services:
Conditions and exclusions.

410.63 Hepatitis B vaccine and blood clot-
ting factors: Conditions..

410.64 Services related to cardiac pace-
makers and pacemaker leads.

410.66 Emergency outpatient services fur-
nished by a nonparticipating hospital
and services furnished in Mexico or Can-
ada.

410.68 Antigens: Scope and conditions.
410.69 Services of a certified registered

nurse anesthetist or an anesthesiol-
ogist’s assistant: Basic rule and defini-
tions.

Subpart C—Home Health Services Under
SMI

410.80 Applicable rules.

Subpart D—Comprehensive Outpatient
Rehabilitation Facility (CORF) Services

410.100 Included services.
410.102 Excluded services.
410.105 Requirements for coverage of CORF

services.

Subpart E—Community Mental Health
Centers (CMHCs) Providing Partial
Hospitalization Services

410.110 Requirements for coverage of partial
hospitalization services by CMHCs.

Subparts F–H—[Reserved]

Subpart I—Payment of SMI Benefits

410.150 To whom payment is made.
410.152 Amounts of payment.
410.155 Outpatient mental health treatment

limitation.
410.160 Part B annual deductible.
410.161 Part B blood deductible.
410.163 Payment for services furnished to

kidney donors.
410.165 Payment for rural health clinic serv-

ices and ambulatory surgical center serv-
ices: Conditions.

410.170 Payment for home health services,
for medical and other health services fur-
nished by a provider or an approved
ESRD facility, and for comprehensive
outpatient rehabilitation facility (CORF)
services: Conditions.

410.172 Payment for partial hospitalization
services in CMHCs: Conditions.

410.175 Alien absent from the United States.

AUTHORITY: Secs. 1102 and 1871 of the Social
Security Act (42 U.S.C. 1302 and 1395(hh)), un-
less otherwise indicated.

SOURCE: 51 FR 41339, Nov. 14, 1986, unless
otherwise noted.

EDITORIAL NOTE: Nomenclature changes to
part 410 appear at 62 FR 46037, Aug. 29, 1997.

Subpart A—General Provisions
§ 410.1 Basis and scope.

(a) Statutory basis. Section 1832 of the
Social Security Act establishes the
scope of benefits provided under the
Medicare Part B supplementary medi-
cal insurance (SMI) program. Sections
1833, 1834, 1835, and 1862 set forth the
amounts of payment for SMI services,
the conditions for payment, and the ex-
clusions from coverage. Section 1861
defines the kinds of services that may
be covered. Section 1881 provides for
Medicare coverage for end stage renal
disease patients.

(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 Med-
icare Part B pays, and the deductible
and copayment amounts for which the
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beneficiary is responsible. (Exclusions
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.)

[51 FR 41339, Nov. 14, 1986, as amended at 53
FR 6648, Mar. 2, 1988; 55 FR 53521, Dec. 31,
1990; 59 FR 63462, Dec. 8, 1994]

§ 410.2 Definitions.
As used in this part—
Community mental health center

(CMHC) means an entity that—(1) Pro-
vides outpatient services, including
specialized outpatient services for chil-
dren, the elderly, individuals who are
chronically mentally ill, and residents
of its mental health service area who
have been discharged from inpatient
treatment at a mental health facility;

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

(3) Provides day treatment or other
partial hospitalization services, or
psychosocial rehabilitation services;

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

(5) Provides consultation and edu-
cation services; and

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

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 HCFA’s
satisfaction that a significant portion
of its patients are low-income; and (2)
requests that payment for its services
be determined accordingly.

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-
fect a provider agreement to partici-
pate in Medicare.

[59 FR 6577, Feb. 11, 1994, as amended at 62
FR 46025, Aug. 29, 1997]

§ 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,
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.

[51 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]

§ 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.
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(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.

[51 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, ‘‘medi-
cal 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.

(l) 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.

[51 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]

§ 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.

(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
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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.

[51 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.

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

§ 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-
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.
(5) 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.

§ 410.22 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 complet-
ing a course of study covering a period
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 verte-
bral palpation, nerve tracing and ad-
justing; 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, physiol-
ogy, 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;
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1 For 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.

(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 X-ray dem-
onstrates that a subluxation exists and
if the subluxation has resulted in a
neuromusculoskeletal condition for
which 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.

§ 410.23 Limitations on services of an
optometrist.

The services of optometrists are cov-
ered only if related to the condition of
aphakia (absence of the natural crys-
talline lens of the eye, regardless of
whether an intraocular lens has been
implanted). The following are examples
of examination services that may be
covered when furnished by optom-
etrists:

(a) Case history (the determination
of changing visual performance as it
relates to the condition of aphakia).

(b) External examination (the inspec-
tion with illumination and magnifica-
tion of eyelids and surrounding areas of
the eye).

(c) Ophthalmoscopy (the inspection
with illumination and magnification of
the internal structure of the eye).

(d) Biomicroscopy (the inspection of
frontal tissues of the eye, using illu-
mination and magnification).

(e) Tonometry (the measurement of
the internal pressure of the eye).

(f) Evaluation of visual fields (central
and peripheral fields of vision).

(g) Evaluation of ocular motility (the
determination of the ability of the eye
to move efficiently).

(h) Evaluation of binocular function
(the ability of the eye to obtain single,
clear, two-eyed vision).

(i) Examination required to prescribe
prosthetic lenses in connection with
aphakia.

§ 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.1

[51 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) Medicare Part B pays for services
and supplies incident to a physician’s
professional services, including drugs
and biologicals that cannot be self-ad-
ministered, if the services or supplies
are of the type that are commonly fur-
nished in a physician’s office or clinic,
and are commonly furnished either
without charge, or included in the phy-
sician’s bill.

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

§ 410.27 Outpatient hospital services
and supplies incident to physicians’
services: Conditions.

(a) Medicare Part B pays for hospital
services and supplies furnished incident
to physicians’ services 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; and
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(ii) As an integral though incidental
part of a physician’s services; 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 nonparticipat-
ing 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.

[56 FR 8841, Mar. 1, 1991]

§ 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.

(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.

(4) If furnished under arrangements,
they are furnished in the hospital or
CAH or in other facilities operated by
or under the supervision of the hospital
or its organized medical staff.

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

(c) Rules on emergency services fur-
nished to outpatients by nonparticipat-
ing hospitals are set forth in subpart G
of part 424 of this chapter.

[51 FR 41339, Nov. 14, 1986, as amended at 58
FR 30668, May 26, 1993]

§ 410.29 Limitations on drugs and
biologicals.

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 is-
sued under section 505(e) of the Federal
Food, Drug, and Cosmetic Act and pub-
lished in the FEDERAL REGISTER on a
proposed order of FDA to withdraw its
approval for the drug product because
it has determined that the product is
less than effective for all its labeled in-
dications.

(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
meets the conditions of paragraph (b)
of this section.

[51 FR 41339, Nov. 14, 1986, as amended at 55
FR 22790, June 4, 1990; 56 FR 43709, Sept. 4,
1991]

§ 410.31 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.
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(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.

(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]

§ 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
treats the beneficiary, that is, the phy-
sician who is actively furnishing a con-

sultation or treating a beneficiary for a
specific medical problem and who uses
the results in the management of the
beneficiary’s specific medical problem.

(b) Exception. A physician may order
an x-ray to be used by a chiropractor
to demonstrate the subluxation of the
spine that is the basis for a beneficiary
to receive manual manipulation treat-
ments even though the physician does
not treat the beneficiary.

(c) Application to non-physician practi-
tioners. Non-physician practitioners
(that is, clinical nurse specialists, clin-
ical psychologists, clinical social work-
ers, nurse-midwives, nurse practition-
ers, and physician assistants) who pro-
vide services that would be physician
services if furnished by a physician,
and who are operating within the scope
of their authority under State law and
within the scope of their Medicare stat-
utory benefit, may be treated the same
as physicians treating beneficiaries for
the purpose of this section.

(d) Diagnostic x-ray services—(1) Basic
rule. Except as provided in paragraphs
(a)(2) and (a)(3) of this section, diag-
nostic x-ray tests are covered only if
performed under the direct supervision
of a physician who is a doctor of medi-
cine, osteopathy, dental surgery, den-
tal medicine, or podiatric medicine, or
by a radiology department that meets
the requirements for a hospital radiol-
ogy department set forth at § 482.26 of
this chapter. The term direct super-
vision means that the physician must
be present in the office suite and im-
mediately available to provide assist-
ance and direction throughout the time
a technician is performing services.

(2) 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:

(i) These services are furnished under
the general supervision of a physician.
‘‘General supervision’’ occurs when x-
ray procedures are performed by tech-
nicians without direct physician super-
vision. However, the service must be
performed under the physician’s over-
all direction and control.

(ii) The supplier of these services
meets the requirements set forth in
part 405, subpart N of this chapter.
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(3) Diagnostic procedures. Diagnostic
x-ray procedures performed by techni-
cians under general physician super-
vision are covered, if—

(i) The general supervision and train-
ing of the technicians, as well as the
maintenance of the necessary equip-
ment and supplies, are the continuing
responsibility of the physician; and

(ii) The procedures are limited to
skeletal films involving the extrem-
ities, pelvis, vertebral column or skull,
and chest or abdominal films that do
not involve the use of contrast media.

(e) Diagnostic laboratory tests. Medi-
care Part B pays for covered diagnostic
laboratory tests that are furnished by
any of the following:

(1) A participating hospital or par-
ticipating CAH.

(2) 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.

(3) The office of the patient’s attend-
ing or consulting physician if that phy-
sician is a doctor of medicine, osteop-
athy, podiatric medicine, dental sur-
gery, or dental medicine.

(4) A rural health clinic.
(5) A laboratory, if it meets the appli-

cable requirements of part 493 of this
chapter, including the laboratory of a
nonparticipating hospital that does not
meet the requirements for emergency
outpatient services in subpart G of part
424 of this chapter.

(6) A Federally qualified health cen-
ter.

[51 FR 41339, Nov. 14, 1986; 52 FR 4499, Feb. 12,
1987, as amended at 55 FR 22790, June 4, 1990;
57 FR 7135, Feb. 28, 1992; 57 FR 24981, June 12,
1992; 58 FR 30668, May 26, 1993; 61 FR 59554,
Nov. 22, 1996; 62 FR 52034, Oct. 6, 1997]

§ 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.

(5) 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 conduct-
ing an examination or procedure in-
volving mammography.

(7) 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
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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)(i).

(b) Conditions for coverage of diag-
nostic mammography services. Medicare
Part B pays for diagnostic mammog-
raphy services if they meet the follow-
ing 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
screening mammography services as
described in paragraph (a)(2) of this
section:

(1) The service must be, at a mini-
mum 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 a woman over age 39, but
under age 50, the following limitations
apply:

(i) Payment may be made for a
screening mammography performed
after at least 11 months have passed

following the month in which the last
screening mammography was per-
formed if the woman has—

(A) A personal history of breast can-
cer;

(B) A personal history of biopsy-prov-
en benign breast disease;

(C) A mother, sister, or daughter who
has had breast cancer; or

(D) Not given birth before age 30.
(ii) If the woman does not meet the

conditions described in paragraph
(d)(4)(i) of this section, payment may
be made for a screening mammography
performed after at least 23 months
have passed following the month in
which the last screening mammog-
raphy was performed.

(5) For a woman over age 49, but
under age 65, payment may be made for
a screening mammography performed
after at least 11 months have passed
following the month in which the last
screening mammography was per-
formed.

(6) For a woman over age 64, payment
may be made for a screening mammog-
raphy performed after at least 23
months have passed following the
month in which the last screening
mammography was performed.

[59 FR 49833, Sept. 30, 1994, as amended at 60
FR 14224, Mar. 16, 1995; 60 FR 63176, Dec. 8,
1995]

§ 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.

[51 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—
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(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-
cause of a change in the individual’s
physical condition.

(b) As a requirement for payment,
HCFA 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.

[51 FR 41339, Nov. 14, 1986, as amended at 57
FR 36014, Aug. 12, 1992; 57 FR 57688, Dec. 7,
1992]

§ 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) Wheelchairs may include a power-
operated vehicle that may be appro-
priately used as a wheelchair, but only
if the vehicle—

(1) Is determined to be necessary on
the basis of the individual’s medical
and physical condition;

(2) Meets any safety requirements
specified by HCFA; and

(3) Except as provided in paragraph
(c)(2) of this section, is ordered in writ-
ing by a specialist in physical medi-
cine, orthopedic surgery, neurology, or
rheumatology, the written order is fur-
nished to the supplier before the deliv-
ery of the vehicle to the beneficiary,
and the beneficiary requires the vehi-
cle and is capable of using it.

(4) A written prescription from the
beneficiary’s physician is acceptable
for ordering a power-operated vehicle if
a specialist in physical medicine, or-

thopedic surgery, neurology, or
rheumatology is not reasonably acces-
sible. For example, if travel to the spe-
cialist would be more than one day’s
trip from the beneficiary’s home or if
the beneficiary’s medical condition
precluded travel to the nearest avail-
able specialist, these circumstances
would satisfy the ‘‘not reasonably ac-
cessible’’ requirement.

(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,
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 HCFA as requir-
ing a seat-lift; and

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

(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) As a requirement for payment,
HCFA may determine through carrier
instructions, or carriers may deter-
mine that an item of durable medical
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equipment requires a written physician
order before delivery of the item.

[51 FR 41339, Nov. 14, 1986, as amended at 57
FR 57688, Dec. 7, 1992; 58 FR 30668, May 26,
1993]

§ 410.40 Ambulance services: Limita-
tions.

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

Ambulance means a vehicle that—
(1) Is specially designed for trans-

porting the sick or injured;
(2) Contains a stretcher, linens, first

aid supplies, oxygen equipment, and
other lifesaving equipment required by
State or local laws; and

(3) Is staffed with personnel trained
to provide first aid treatment.

Appropriate hospital, CAH or SNF re-
fers to a hospital, CAH or SNF that is
capable of providing the required level
and type of care for the patient’s ill-
ness or injury and, in the case of a hos-
pital, has available the type of physi-
cian or physician specialist needed to
treat the patient’s condition.

Hospital inpatient or CAH inpatient
means a beneficiary who has been for-
mally admitted to a hospital or CAH
and has not been formally discharged.

Locality means the service area, sur-
rounding a hospital or CAH or SNF,
from which individuals normally come
or are expected to come for hospital or
CAH or SNF services.

Outside supplier means a hospital or
CAH or a nonhospital treatment facil-
ity, such as a clinic, therapy center, or
physician’s office, where a hospital or
SNF inpatient may be taken to receive
medically necessary diagnostic or
therapeutic services not available at
the hospital or SNF where he or she is
an inpatient.

(b) Limits on coverage of ambulance
transportation. Medicare Part B pays
for ambulance transportation only if—

(1) Other means of transportation
would endanger the beneficiary’s
health;

(2) Medicare Part A payment is not
available for the service; and

(3) In the case of a hospital inpatient
and CAH inpatient—

(i) The transportation is furnished
by, or under arrangements made by,
the hospital or CAH; or

(ii) The transportation is furnished
by an ambulance service with which
the hospital does not have an arrange-
ment (as defined in §409.3 of this chap-
ter), and the hospital has a waiver (in
accordance with § 489.23 of this chapter)
under which Medicare Part B payment
may be made to the ambulance service.

(c) Limits on origins and destinations.
Medicare Part B pays for ambulance
transportation of a beneficiary—

(1) To a hospital or CAH or SNF,
from any point of origin;

(2) To his or her home, from a hos-
pital or CAH or SNF; or

(3) Round trip from a hospital or CAH
or a participating SNF to an outside
supplier to obtain medically necessary
diagnostic or therapeutic services not
available at the hospital or CAH or
SNF where the beneficiary is an inpa-
tient.

(d) Specific limits on coverage of ambu-
lance transportation outside the United
States. In the case of services furnished
outside the United States, Medicare
Part B pays only for ambulance trans-
portation to a foreign hospital and
only in conjunction with the bene-
ficiary’s admission for medically nec-
essary inpatient services as specified in
subpart H of part 424 of this chapter.

(e) Limitation on payments. Medicare
payments for ambulance services with-
in the United States are limited to the
amounts that would be paid for trans-
portation—

(1) To an appropriate hospital or CAH
or SNF in whose locality the bene-
ficiary is located or, if the beneficiary
is not in the locality of an appropriate
hospital or CAH or SNF, to the nearest
appropriate hospital or CAH or SNF;

(2) To the beneficiary’s home from a
hospital or CAH or SNF in whose local-
ity the home is located, or from the
nearest appropriate hospital or CAH or
SNF; or

(3) Round trip to the nearest outside
supplier capable of providing necessary
diagnostic or therapeutic services not
available at the hospital or CAH or
SNF where the beneficiary is an inpa-
tient.

[51 FR 41339, Nov. 14, 1986; 52 FR 4499, Feb. 12,
1987, as amended at 53 FR 6648, Mar. 2, 1988;
58 FR 30668, May 26, 1993]
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§ 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; and

(3) 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.

(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.
(b) The following services are sepa-

rately covered and not paid as partial
hospitalization services:

(1) Physicians’ services that meet the
criteria of part 405, subpart F of this
chapter for payment on a fee schedule
basis in accordance with part 414 of
this chapter.

(2) Physician assistant services, as
defined in section 1861(s)(2)(K)(i) of the
Act, that are furnished after December
31, 1990.

(3) Clinical psychologist services, as
defined in section 1861(ii) of the Act,
that are furnished after December 31,
1990.

[59 FR 6577, Feb. 11, 1994]

§ 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.

(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.

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

Medicare Part B pays for the follow-
ing 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 in
the treatment of the patient for ESRD.

(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
§ 405.2163(b) of this chapter, even if the
facility does not meet the conditions
for coverage of services of independent
laboratories in subpart M of part 405 of
this chapter.

(c) Routine diagnostic tests.
(d) Epoetin (EPO) and its administra-

tion.

[51 FR 41339, Nov. 14, 1986, as amended at 56
FR 43709, Sept. 4, 1991; 59 FR 1285, Jan. 10,
1994]
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§ 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. Dial-
ysis equipment includes, but is not lim-
ited 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, epoetin
(EPO) for use at home by a home dialy-
sis patient and, on or after January 1,
1994, by a dialysis patient, if it has
been determined, in accordance with
§ 405.2163 of this chapter, that the pa-
tient is competent to use the drug safe-
ly 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
and other qualified professionals. (Sec-
tion 405.2137 of this chapter contains
specific details.)

[51 FR 41339, Nov. 14, 1986, as amended at 56
FR 43709, Sept. 4, 1991; 59 FR 26959, May 25,
1994]

§ 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.

§ 410.57 Pneumococcal vaccine and its
administration: Conditions.

Effective July 1, 1981, Medicare Part
B pays for pneumococcal vaccine and
its administration to a beneficiary,
when reasonable and necessary for the
prevention of disease, if the vaccine is
ordered by a doctor of medicine or os-
teopathy.

§ 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.

§ 410.60 Outpatient physical therapy
services: Conditions.

(a) Basic rule. Medicare Part B pays
for outpatient physical therapy serv-
ices if they meet the following condi-
tions:

(1) They are furnished to a bene-
ficiary while he or she is under the care
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1 Before January 1981, only a physician
could establish a plan of treatment for phys-
ical therapy or speech pathology service.
Speech pathologists were authorized to es-
tablish a plan effective January 1, 1981; phys-
ical therapists, effective July 18, 1984.

of a physician who is a doctor of medi-
cine, osteopathy, or podiatric medi-
cine.

(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, or by others under

arrangements with, and under the su-
pervision of, a provider; or

(ii) By or under the direct super-
vision of a physical therapist in inde-
pendent practice who is licensed by the
State in which he or she practices and
who meets the qualifications specified
in § 485.705(b) of this chapter.

(b) Outpatient physical therapy services
to certain inpatients of a hospital or a
CAH or SNF. Medicare Part B pays for
outpatient physical 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 physical therapists in independ-
ent practice—(1) Who is a physical thera-
pist in independent practice. A physical
therapist in independent practice is
one who—

(i) Engages in the practice of phys-
ical therapy on a regular basis;

(ii) Furnishes services on his or her
own responsibility without the admin-
istrative and professional control of an
employer;

(iii) Maintains, at his or her own ex-
pense, office space and the necessary
equipment to provide an adequate pro-
gram of physical therapy;

(iv) Furnishes services only in office
space maintained at his or her expense,
or in the patient’s home; and

(v) Treats individuals who are his or
her own patients and collects fees or
other compensation for the services
furnished.

(2) Limitation on incurred expenses. (i)
Before 1982, not more than $100 of rea-
sonable charges incurred in a calendar
year are recognized as incurred ex-
penses.

(ii) From 1982 through 1989, not more
than $500 of reasonable charges in-
curred in a calendar year are recog-
nized as incurred expenses.

(iii) From 1990 through 1993, not more
than $750 of reasonable charges in-

curred in a calendar year are recog-
nized as incurred expenses.

(iv) After 1993, not more than $900 of
reasonable charges incurred in a cal-
endar year are recognized as incurred
expenses.

(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.

[51 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; 59 FR 26959, May 25, 1994; 60 FR 2329,
Jan. 9, 1995]

§ 410.61 Plan of treatment require-
ments for outpatient physical ther-
apy and speech pathology services.

(a) Basic requirement. Outpatient
physical therapy services (including
services furnished by a qualified phys-
ical therapist in independent practice),
and outpatient speech pathology serv-
ices must be furnished under a written
plan of treatment that meets the re-
quirements of paragraphs (b) through
(e) of this section.

(b) Establishment of the plan. The plan
is established before treatment is
begun by one of the following:1

(1) A physician.
(2) A physical therapist who will fur-

nish the physical therapy services.
(3) A speech pathologist who will fur-

nish the speech pathology services.
(c) Content of the plan. The plan pre-

scribes the type, amount, frequency,
and duration of the physical therapy or
speech pathology services to be fur-
nished to the individual, and indicates
the diagnosis and anticipated goals.

(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 or the physical
therapist or speech pathologist who
furnishes the services.

(ii) A registered professional nurse or
a staff physician, in accordance with
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oral orders from the physician, phys-
ical therapist, or speech pathologist
who furnishes the services.

(2) The changes are incorporated in
the plan immediately.

(e) Review of the plan. (1) The physi-
cian reviews the plan as often as the
individual’s condition requires, but at
least every 30 days.

(2) Each review is dated and signed
by the physician who performs it.

[53 FR 6638, Mar. 2, 1988; 53 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]

§ 410.62 Outpatient speech pathology
services: Conditions and exclusions.

(a) Basic rule. Medicare Part B pays
for outpatient speech pathology serv-
ices if they meet 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 or osteopathy.

(2) They are furnished under a writ-
ten plan of treatment that—

(i) Is established by a physician or,
effective January 1, 1982, by either a
physician or the speech pathologist
who will provide the services to the
particular individual;

(ii) Is periodically reviewed by a phy-
sician; and

(iii) Meets the requirements of
§ 410.63.

(3) They are furnished by a provider
or by others under arrangements with,
and under the supervision of, a pro-
vider.

(b) Outpatient speech pathology serv-
ices to certain inpatients of a hospital,
CAH, or SNF. Medicare Part B pays for
outpatient speech pathology services
furnished to an inpatient of a hospital,
CAH, or SNF who requires them but
has exhausted or is otherwise ineligible
for benefit days under Medicare Part A.

(c) Excluded services. No service is in-
cluded as an outpatient speech pathol-
ogy service if it would not be included
as an inpatient hospital service if fur-
nished to a hospital or CAH inpatient.

[51 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]

§ 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. Ef-
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 the
mentally retarded;

(iv) Persons who live in the same
household as a hepatitis B carrier;

(v) Homosexual men;
(vi) Illicit injectable drug abusers;

and
(vii) Pacific Islanders (that is, those

Medicare beneficiaries who reside on
Pacific islands under U.S. jurisdiction,
other than residents of Hawaii).

(2) Intermediate risk groups. (i) Staff in
institutions for the mentally retarded
and classroom employees who work
with mentally retarded persons;

(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.

(b) Blood clotting factors. Effective
July 18, 1984, blood clotting factors to
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control bleeding for hemophilia pa-
tients competent to use these factors
without medical or other supervision,
and items related to the administra-
tion of those factors. The amount of
clotting factors covered under this pro-
vision 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.

[55 FR 22790, Jun. 4, 1990; 55 FR 31186, Aug. 1,
1990]

§ 410.64 Services related to cardiac
pacemakers and pacemaker leads.

(a) Requirement. (1) Physicians or pro-
viders that request or receive payment
for the implantation, removal, or re-
placement of permanent cardiac pace-
makers and pacemaker leads, must
submit to HCFA the information re-
quired for the pacemaker registry.

(2) The required information is set
forth under 21 CFR part 805 of the FDA
regulations and must be submitted in
accordance with general instructions
issued by HCFA.

(b) Denial of payment. If HCFA finds
that a physician or provider has failed
to comply with paragraph (a) of this
section, HCFA will deny payment for
the implantation, removal, or replace-
ment of any permanent cardiac pace-
maker or pacemaker lead, effective 45
days after sending the physician or
provider written notice in accordance
with paragraph (c) of this section.

(c) Notice of denial of payment. The no-
tice of denial of payment—

(1) States the reasons for the deter-
mination;

(2) Grants the physician or provider
45 days from the date of the notice to
submit the information or evidence
showing that the determination is in
error; and

(3) Informs the physician or provider
of its right to hearing.

(d) Right to hearing. If the denial of
payment goes into effect at the expira-
tion of the 45-day period, it constitutes
an ‘‘initial determination’’ subject to

administrative and judicial review
under part 498 of this chapter.

[56 FR 8841, Mar. 1, 1991]

§ 410.66 Emergency outpatient serv-
ices furnished by a nonparticipat-
ing hospital and services furnished
in Mexico or Canada.

Conditions for payment of emergency
outpatient services furnished by a non-
participating U.S. hospital and for
services furnished in Mexico or Canada
are set forth in subparts G and H of
part 424 of this chapter.

[53 FR 6634, Mar. 1, 1988; 53 FR 12945, Apr. 20,
1988]

§ 410.68 Antigens: Scope and condi-
tions.

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 weeks 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.

[54 FR 4026, Jan. 27, 1989]

§ 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
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—

Anesthesiologist’s assistant means a
person who—

(1) Works under the direction of an
anesthesiologist;
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(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

(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.

[57 FR 33896, July 31, 1992]

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.

(a) Physicians’ services. The following
services of the facility physician con-
stitute CORF services: consultation
with and medical supervision of non-
physician staff, establishment and re-
view of the plan of treatment, and
other medical and facility administra-
tion activities. Those services are re-
imbursed on a reasonable cost basis
under part 413 of this chapter. Diag-
nostic and therapeutic services fur-
nished to an individual patient are not
CORF physician’s services. If covered,
payment for these services would be
made by the carrier on a reasonable
charge basis subject to the provisions
of subpart E of part 405 of this chapter.

(b) Physical therapy services. (1) These
services include—

(i) Testing and measurement of the
function or dysfunction of the neuro-
muscular, musculoskeletal, cardio-
vascular and respiratory systems; and.

(ii) Assessment and treatment relat-
ed to dysfunction caused by illness or
injury, and aimed at preventing or re-
ducing disability or pain and restoring
lost function.

(2) The establishment of a mainte-
nance therapy program for an individ-
ual 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 services.
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
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(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)
These are services for the assessment,
diagnostic evaluation, treatment, man-
agement, and monitoring of patients
with deficiencies or abnormalities of
cardiopulmonary function.

(2) These services include—
(i) Application of techniques for sup-

port of oxygenation and ventilation of
the patient and for pulmonary rehabili-
tation.

(ii) Therapeutic use and monitoring
of gases, mists, and aerosols and relat-
ed equipment;

(iii) Bronchial hygiene therapy;
(iv) Pulmonary rehabilitation tech-

niques such as exercise conditioning,
breathing retraining and patient edu-
cation in the management of res-
piratory problems.

(v) Diagnostic tests to be evaluated
by a physician, such as pulmonary
function tests, spirometry and blood
gas analysis; and

(vi) Periodic assessment of chron-
ically ill patients and their need for
respiratory therapy.

(f) Prosthetic device services. These
services include—

(1) Prosthetic devices (excluding den-
tal devices and renal dialysis ma-
chines), that replace all or part of an
internal body organ or external body
member (including contiguous tissue)
or replace all or part of the function of
a permanently inoperative or malfunc-
tioning external body member or inter-
nal body organ; and

(2) Services necessary to design the
device, select materials and compo-
nents, measure, fit, and align the de-
vice, and instruct the patient in its
use.

(g) Orthotic device services. These serv-
ices include—

(1) Orthopedic devices that support or
align movable parts of the body, pre-
vent or correct deformities, or improve
functioning; and

(2) Services necessary to design the
device, select the materials and compo-
nents, measure, fit, and align the de-
vice, and instruct the patient in its
use.

(h) Social services. These services in-
clude—

(1) Assessment of the social and emo-
tional factors related to the individ-
ual’s illness, need for care, response to
treatment, and adjustment to care fur-
nished by the facility;

(2) Casework services to assist in re-
solving social or emotional problems
that may have an adverse effect on the
beneficiary’s ability to respond to
treatment; and

(3) Assessment of the relationship of
the individual’s medical and nursing
requirements to his or her home situa-
tion, financial resources, and the com-
munity resources available upon dis-
charge from facility care.

(i) Psychological services. These serv-
ices include—

(1) Assessment, diagnosis and treat-
ment of an individual’s mental and
emotional functioning as it relates to
the individual’s rehabilitation;

(2) Psychological evaluations of the
individual’s response to and rate of
progress under the treatment plan; and

(3) Assessment of those aspects of an
individual’s family and home situation
that affect the individual’s rehabilita-
tion treatment.

(j) Nursing care services. These serv-
ices include nursing services specified
in the plan of treatment and any other
nursing services necessary for the at-
tainment of the rehabilitation goals.

(k) Drugs and biologicals. These are
drugs and biologicals that are—

(1) Prescribed by a physician and ad-
ministered by or under the supervision
of a physician or a registered profes-
sional nurse; and

(2) Not excluded from Medicare Part
B payment for reasons specified in
§ 410.29.

(l) Supplies, appliances, and equipment.
These include—

(1) Non-reusable supplies such as oxy-
gen and bandages;

(2) Medical equipment and appli-
ances; and

(3) Durable medical equipment of the
type specified in § 410.38, (except renal
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dialysis systems) for use outside the
CORF, whether purchased or rented.

(m) Home environment evaluation. This
is a single home visit to evaluate the
potential impact of the home situation
on the rehabilitation goals.

[51 FR 41339, Nov. 14, 1986; 52 FR 4499, Feb. 12,
1987]

§ 410.102 Excluded services.

None of the services specified in
§ 410.100 is covered as a CORF service if
the service—

(a) Would not be covered as an inpa-
tient hospital service if furnished to a
hospital inpatient;

(b) Is not reasonable and necessary
for the diagnosis or treatment of ill-
ness or injury or to improve the func-
tioning of a malformed body member.
An example would be services furnished
as part of a maintenance program in-
volving repetitive activities that do
not require the skilled services of
nurses or therapists.

§ 410.105 Requirements for coverage of
CORF services.

Services specified in § 410.100 and not
excluded under § 410.102 are covered as
CORF services if they are furnished by
a participating CORF (that is, a CORF
that meets the conditions of subpart B
of part 485 of this chapter, and has in
effect a provider agreement under part
489 of this chapter) and if the following
requirements are met:

(a) Referral and medical history. The
services must be furnished to an indi-
vidual who is referred by a physician
who certifies that the individual needs
skilled rehabilitation services, and
makes the following information avail-
able to the CORF before or at the time
treatment is begun:

(1) The individual’s significant medi-
cal history.

(2) Current medical findings.
(3) Diagnosis(es) and contraindica-

tions to any treatment modality.
(4) Rehabilitation goals, if deter-

mined.
(b) When and where services are fur-

nished. (1) All services must be fur-
nished while the individual is under the
care of a physician.

(2) Except as provided in paragraph
(b)(3) of this section, the services must

be furnished on the premises of the
CORF.

(3) Exceptions. (i) Physical therapy,
occupational therapy, and speech pa-
thology services may be furnished
away from the premises of the CORF.

(ii) The single home visit specified in
§ 410.100(m) is also covered.

(c) Plan of treatment. (1) The services
must be furnished under a written plan
of treatment that—

(i) Is established and signed by a phy-
sician before treatment is begun; and

(ii) Prescribes the type, amount, fre-
quency, and duration of the services to
be furnished, and indicates the diag-
nosis and anticipated rehabilitation
goals.

(2) The plan must be reviewed at
least every 60 days by a facility physi-
cian who, when appropriate, consults
with the professional personnel provid-
ing the services.

(3) The reviewing physician must cer-
tify or recertify that the plan is being
followed, the patient is making
progress in attaining the rehabilitation
goals, and the treatment is having no
harmful effects on the patient.

[51 FR 41339, Nov. 14, 1986, as amended at 56
FR 8841, Mar. 1, 1991]

Subpart E—Community Mental
Health Centers (CMHCs) Pro-
viding Partial Hospitalization
Services

§ 410.110 Requirements for coverage of
partial hospitalization services by
CMHCs.

Medicare part B covers partial hos-
pitalization services furnished by or
under arrangements made by a CMHC
if they are provided by a CMHC as de-
fined in § 410.2 that has in effect a pro-
vider agreement under part 489 of this
chapter and if the services are—

(a) Prescribed by a physician and fur-
nished under the general supervision of
a physician;

(b) Subject to certification by a phy-
sician in accordance with § 424.24(e)(1)
of this subchapter; and

(c) Furnished under a plan of treat-
ment that meets the requirements of
§ 424.24(e)(2) of this subchapter.

[59 FR 6577, Feb. 11, 1994]
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Subparts F–H—[Reserved]

Subpart I—Payment of SMI
Benefits

SOURCE: 51 FR 41339, Nov. 14, 1986. Redesig-
nated at 59 FR 6577, Feb. 11, 1994.

§ 410.150 To whom payment is made.
(a) General rules. (1) Any SMI enrollee

is, subject to the conditions, limita-
tions, and exclusions set forth in this
part and in parts 405, 416 and 424 of this
chapter, entitled to have payment
made as specified in paragraph (b) of
this section.

(2) The services specified in para-
graphs (b)(5) through (b)(13) of this sec-
tion must be furnished by a facility
that has in effect a provider agreement
or other appropriate agreement to par-
ticipate in Medicare.

(b) Specific rules. Subject to the con-
ditions set forth in paragraph (a) of
this section, Medicare Part B pays as
follows:

(1) To the individual, or to a physi-
cian or other supplier on the individ-
ual’s behalf, for medical and other
health services furnished by the physi-
cian or other supplier.

(2) To a nonparticipating hospital on
the individual’s behalf for emergency
outpatient services furnished by the
hospital, in accordance with subpart G
of part 424 of this chapter.

(3) To the individual, for emergency
outpatient services furnished by a non-
participating hospital, in accordance
with § 424.53 of this chapter.

(4) To the individual, for physicians’
services and ambulance services fur-
nished outside the United States in ac-
cordance with § 424.53 of this chapter.

(5) To a provider on the individual’s
behalf for medical and other health
services furnished by the provider (or
by others under arrangements made
with them by the provider).

(6) To a home health agency on the
individual’s behalf for home health
services furnished by the home health
agency.

(7) To a clinic, rehabilitation agency,
or public health agency on the individ-
ual’s behalf for outpatient physical
therapy or speech pathology services
furnished by the clinic or agency (or by

others under arrangements made with
them by the clinic or agency).

(8) To a rural health clinic or Feder-
ally qualified health center on the indi-
vidual’s behalf for rural health clinic
or Federally qualified health center
services furnished by the rural health
clinic or Federally qualified health
center, respectively.

(9) To an ambulatory surgical center
(ASC) on the individual’s behalf for
covered ambulatory surgical center fa-
cility services that are furnished in
connection with surgical procedures
performed in an ASC, as provided in
part 416 of this chapter.

(10) To a comprehensive outpatient
rehabilitation facility (CORF) on the
individual’s behalf for comprehensive
outpatient rehabilitation facility serv-
ices furnished by the CORF.

(11) To a renal dialysis facility, on
the individual’s behalf, for institu-
tional or home dialysis services, sup-
plies, and equipment furnished by the
facility.

(12) To a critical access hospital
(CAH) on the individual’s behalf for
outpatient CAH services furnished by
the CAH.

(13) To a community mental health
center (CMHC) on the individual’s be-
half, for partial hospitalization serv-
ices furnished by the CMHC (or by oth-
ers under arrangements made with
them by the CMHC).

[51 FR 41339, Nov. 14, 1986, as amended at 53
FR 6648, Mar. 2, 1988; 57 FR 24981, June 12,
1992; 58 FR 30668, May 26, 1993; 59 FR 6577,
Feb. 11, 1994]

§ 410.152 Amounts of payment.

(a) General provisions—(1) Exclusion
from incurred expenses. As used in this
section, ‘‘incurred expenses’’ are ex-
penses incurred by an individual, dur-
ing his or her coverage period, for cov-
ered Part B services, excluding the fol-
lowing:

(i) Expenses incurred for services for
which the beneficiary is entitled to
have payment made under Medicare
Part A or would be so entitled except
for the application of the Part A de-
ductible and coinsurance requirements.

(ii) Expenses incurred in meeting the
Part B blood deductible (§ 410.161).
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(iii) In the case of services payable
under a formula that takes into ac-
count reasonable charges, reasonable
costs, customary charges, customary
(insofar as reasonable) charges, charges
related to reasonable costs, fair com-
pensation, a pre-treatment prospective
payment rate, or a standard overhead
amount, or any combination of two or
more of these factors, expenses in ex-
cess of any factor taken into account
under that formula.

(iv) In the case of physician and
CORF services for the treatment of a
mental, psychoneurotic, or personality
disorder, furnished to an individual
who is not an inpatient of a hospital,
the expenses excluded from incurred
expenses under § 410.155(c).

(v) In the case of expenses incurred
for outpatient physical therapy fur-
nished by therapists in independent
practice, expenses in excess of $500 in
reasonable charges incurred in a cal-
endar year.

(2) Other applicable provisions. Medi-
care Part B pays for incurred expenses
the amounts specified in paragraphs (b)
through (k) of this section, subject to
the following:

(i) The principles and procedures for
determining reasonable costs and rea-
sonable charges and the conditions for
Medicare payment, as set forth in parts
405 (subparts E and X), 413, and 424 of
this chapter.

(ii) The Part B annual deductible
(§ 410.160).

(iii) The special rules for payment to
health maintenance organizations
(HMOs), health care prepayment plans
(HCPPs), and competitive medical
plans (CMPs) that are set forth in part
417 of this chapter. (A prepayment or-
ganization that does not qualify as an
HMO, CMP, or HCPP is paid in accord-
ance with paragraph (b)(4) of this sec-
tion.)

(b) Basic rules for payment. Except as
specified in paragraphs (c) through (h)
of this section, Medicare Part B pays
the following amounts:

(1) For services furnished by, or
under arrangements made by, a pro-
vider other than a nominal charge pro-
vider, whichever of the following is
less:

(i) 80 percent of the reasonable cost
of the services.

(ii) The reasonable cost of, or the
customary charges for, the services,
whichever is less, minus 20 percent of
the customary (insofar as reasonable)
charges for the services.

(2) For services furnished by, or
under arrangements made by, a nomi-
nal charge provider, 80 percent of fair
compensation.

(3) For emergency outpatient hos-
pital services furnished by a non-
participating hospital that is eligible
to receive payment for those services
under subpart G of part 424 of this
chapter, the amount specified in para-
graph (b)(1) of this section.

(4) For services furnished by a person
or an entity other than those specified
in paragraphs (b)(1) through (b)(3) of
this section, 80 percent of the reason-
able charges or 80 percent of the pay-
ment amount computed on any other
payment basis for the services.

(c) Amount of payment: Home health
services other than durable medical equip-
ment (DME). For home health services
other than DME furnished by, or under
arrangements made by, a participating
HHA, Medicare Part B pays the follow-
ing amounts:

(1) For services furnished by an HHA
that is a nominal charge provider, 100
percent of fair compensation.

(2) For services furnished by an HHA
that is not a nominal charge provider,
the lesser of the reasonable cost of the
services and the customary charges for
the services.

(d) Amount of payment: DME furnished
as a home health service.

(1) Basic rule. Except as specified in
paragraph (d)(2) of this section—

(i) For DME furnished by an HHA
that is a nominal charge provider, Med-
icare Part B pays 80 percent of fair
compensation.

(ii) For DME furnished by an HHA
that is not a nominal charge provider,
Medicare Part B pays the lesser of the
following:

(A) 80 percent of the reasonable cost
of the service.

(B) The reasonable cost of, or the
customary charge for, the service,
whichever is less, minus 20 percent of
the customary (insofar as reasonable)
charge for the service.
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1 For services furnished before July 1, 1987,
Medicare Part B paid 100 percent of the
standard amount.

(2) Exception. If the DME is used DME
purchased by or on behalf of the bene-
ficiary at a price at least 25 percent
less than the reasonable charge for new
equipment—

(i) For used DME furnished by an
HHA that is a nominal charge provider,
Medicare Part B pays 100 percent of
fair compensation.

(ii) For used DME furnished by an
HHA that is not a nominal charge pro-
vider, Medicare Part B pays 100 percent
of the reasonable cost of, or the cus-
tomary charge for, the services, which-
ever is less.

(e) Amount of payment: Renal dialysis
services, supplies, and equipment. Effec-
tive for services furnished on or after
August 1, 1983, Medicare Part B pays
for the institutional dialysis services
specified in § 409.250 and the home dial-
ysis services, supplies, and equipment
specified in § 409.252, as follows:

(1) Except as provided in paragraph
(d)(2) of this section, 80 percent of the
per treatment prospective reimburse-
ment rate established under § 413.170 of
this chapter, for outpatient mainte-
nance dialysis furnished by ESRD fa-
cilities approved in accordance with
subpart U of part 405 of this chapter.

(2) Exception. If a home dialysis pa-
tient elects to obtain home dialysis
supplies or equipment (or both) from a
party other than an approved ESRD fa-
cility, payment is in accordance with
paragraph (b)(4) of this section.

(f) Amount of payment: Rural health
clinic and Federally qualified health cen-
ter services. Medicare Part B pays, for
services by a participating independent
rural health clinic or Federally quali-
fied health center, 80 percent of the
costs determined under subpart X of
part 405 of this chapter, to the extent
those costs are reasonable and related
to the cost of furnishing rural health
clinic or Federally qualified health
center services or reasonable on the
basis of other tests specified by HCFA.

(g) Amount of payment: Used durable
medical equipment furnished by otherthan
an HHA. Medicare Part B pays the fol-
lowing amounts for used DME pur-
chased by or on behalf of the bene-
ficiary at a price at least 25 percent
less than the reasonable charge for
comparable new equipment:

(1) For used DME furnished by, or
under arrangements made by, a nomi-
nal charge provider, 100 percent of fair
compensation.

(2) For used DME furnished by or
under arrangements made by a pro-
vider that is not a nominal charge pro-
vider, 100 percent of the reasonable
cost of the service or the customary
charge for the service, whichever is
less.

(3) For used DME furnished by other
than a provider, 100 percent of the rea-
sonable charge.

(h) Amount of payment: Pneumococcal
vaccine. Medicare Part B pays for pneu-
mococcal vaccine and its administra-
tion as follows:

(1) For services furnished by a nomi-
nal charge provider, 100 percent of fair
compensation.

(2) For services furnished by a pro-
vider that is not a nominal charge pro-
vider, the reasonable cost of the serv-
ices or the customary charge for the
service, whichever is less.

(3) For services furnished by other
than a provider, a rural health clinic or
a Federally qualified health center, 100
percent of the reasonable charge.

(4) For services furnished by a rural
health clinic or a Federally qualified
health center, 100 percent of the rea-
sonable cost.

(i) Amount of payment: ASC facility
services. For ASC facility services that
are furnished in connection with the
surgical procedures specified in part 416
of this chapter, Medicare Part B pays
80 percent of a standard overhead
amount, as specified in § 416.120(c) of
this chapter.1

(j) Amount of payment: services of Fed-
erally funded health facilities prior to Oc-
tober 1, 1991. Medicare Part B pays 80
percent of charges related to the rea-
sonable costs that a Federally funded
health facility incurs in furnishing the
services. See § 411.8(b)(6) of this chap-
ter.

(k) Amount of payment: Outpatient
CAH services. Payment for critical ac-
cess hospital outpatient services is the
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reasonable cost of the CAH in provid-
ing these services, as determined in ac-
cordance with section 1861(v)(1)(A) of
the Act and with the applicable prin-
ciples of cost reimbursement in part
413 and in part 415 of this chapter. Pay-
ment for CAH outpatient services is
subject to the applicable Medicare Part
B deductible and coinsurance amounts,
as described in § 413.70(b)(3) of this
chapter.

[51 FR 41339, Nov. 14, 1986; 52 FR 4499, Feb. 12,
1987, as amended at 53 FR 6648, Mar. 2, 1988;
56 FR 2138, Jan. 22, 1991; 56 FR 8841, Mar. 1,
1991; 57 FR 24981, June 12, 1992; 58 FR 30668,
May 26, 1993; 59 FR 63462, Dec. 8, 1994; 62 FR
46025, Aug. 29, 1997]

§ 410.155 Outpatient mental health
treatment limitation.

(a) Definitions. As used in this sec-
tion, unless the context indicates oth-
erwise, ‘‘Mental, psychoneurotic, or per-
sonality disorder’’ means the specific
psychiatric conditions described in the
American Psychiatric Association’s Di-
agnostic and Statistical Manual—Men-
tal Disorders. ‘‘Hospital’’ means any
hospital that is primarily engaged in
providing, by or under the supervision
of physicians, diagnostic and thera-
peutic services for the medical diag-
nosis, treatment, and care of injured,
disabled or sick persons, or rehabilita-
tion services for the rehabilitation of
injured, disabled or sick persons; or
psychiatric services for the diagnosis
and treatment of mentally ill persons;
and medical services for the diagnosis
and treatment of tuberculosis; or a
critical access hospital (CAH) meeting
the requirements of part 485, subpart F
of this chapter.

(b) Services subject to limitation. The
mental health treatment limitation
applies to the following services fur-
nished for the treatment of a mental,
psychoneurotic, or personality dis-
order, when the services are furnished
to an individual who is not an inpa-
tient in a hospital or CAH:

(1) CORF services.
(2) Physicians’ services that meet the

criteria of part 405, subpart F of this
chapter for payment on a fee schedule
basis in accordance with part 414 of
this chapter.

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

Act, that are furnished after December
31, 1990.

(4) Clinical psychologist services, as
defined in section 1861(ii) of the Act,
that are furnished after December 31,
1990.

(c) Limitation on incurred expenses—(1)
Current limit. For purposes of §§ 410.152
and 410.160, incurred expenses for the
services specified in paragraph (b) of
this section exclude expenses that are
in excess of 621⁄2 percent of the sum of
the reasonable charges for physician
services and the customary charges for
CORF services.

(2) Previous limits. For years before
calendar year 1990, incurred expenses
that could be considered were limited
to the lower of the current 621⁄2 percent
and a fixed dollar amount that—

(i) For calendar years before 1988, was
$312.50;

(ii) For calendar year 1988, was
$562.50; and

(iii) For calendar year 1989, was
$1,375.

(d) Example.

As a private patient, Mr. X’s only medical
expenses during the calendar year 1982
amounted to $750 for physicians’ services in
connection with the treatment of a mental
disorder which did not require inpatient hos-
pitalization. The statutory limit for any cal-
endar year on the amount of these expenses
that is covered under this subpart B is $312.50
($312.50 being lesser in amount than 621⁄2 per-
cent of $750). Mr. X is required to meet the
first $75 as a deductible, and 20 percent of the
balance. The remaining 80 percent is payable
under this subpart B.

Total covered expenses Mr. X’s
payment

Payment
under

subpart B

$312.50 .............................................. 2 $437.50 ................
¥75.00 1 ............................................ 1 75.00 ................
237.50 ................................................ 3 47.50 4 190.00

1 Deductible, as described in § 409.360.
2 In excess of $312.50.
3 20 percent of total covered expenses less deductible.
4 80 percent of total covered expenses less deductible.

If Mr. X had incurred $350 of the above
expenses while an inpatient of an insti-
tution (see paragraph (b) of this sec-
tion), and the remaining $400 while not
an inpatient of an institution, payment
would be computed as follows:

VerDate 06<NOV>97 10:20 Nov 13, 1997 Jkt 174161 PO 00000 Frm 00222 Fmt 8010 Sfmt 8010 Y:\SGML\174161.TXT 174161



227

Health Care Financing Administration, HHS § 410.160

Total covered expenses Mr. X’s
payment

Payment
under

subpart B

$250 1 ................................................. 2 $150 ................
+350 3 ................................................. ................ ................
600 ..................................................... 4 75 ................
¥75 ................................................... ................ ................
525 ..................................................... 5 105 6 420

1 621⁄2 percent of $400.
2 In excess of 621⁄2 percent of $400.
3 100 percent of expenses incurred while an inpatient.
4 Deductible.
5 20 percent of total covered expenses less deductible.
6 80 percent of total covered expenses less deductible.

[51 FR 41339, Nov. 14, 1986, as amended at 56
FR 8842, Mar. 1, 1991; 58 FR 30668, May 26,
1993; 59 FR 6578, Feb. 11, 1994; 62 FR 46025,
Aug. 29, 1997]

§ 410.160 Part B annual deductible.
(a) Basic rule. Except as provided in

paragraph (b) of this section, incurred
expenses (as defined in § 410.152) are
subject to, and count toward meeting
the annual deductible.

(b) Exceptions. Expenses incurred for
the following services are not subject
to the Part B annual deductible and do
not count toward meeting that deduct-
ible:

(1) Home health services.
(2) Pneumococcal vaccines and their

administration.
(3) Federally qualified health center

services.
(4) ASC facility services furnished be-

fore July 1987 and physician services
furnished before April 1988 that met
the requirements for payment of 100
percent of the reasonable charges.

(c) Application of the Part B annual de-
ductible. (1) Before payment is made
under § 410.152, an individual’s incurred
expenses for the calendar year are re-
duced by the Part B annual deductible.

(2) The Part B annual deductible is
applied to incurred expenses in the
order in which claims for those ex-
penses are processed by the Medicare
program.

(3) Only one Part B annual deductible
may be imposed for any calendar year
and it may be met by any combination
of expenses incurred in that year.

(d) Special rule for services reimbursable
on a formula basis. (1) In applying the
formula that takes into account rea-
sonable costs, customary charges, and
customary (insofar as reasonable)
charges, and is used to determine pay-
ment for services furnished by a pro-

vider that is not a nominal charge pro-
vider, the Medicare intermediary takes
the following steps:

(i) Reduces the customary charges
for the services by an amount equal to
any unmet portion of the deductible for
the calendar year, in accordance with
paragraph (b) of this section. (The
amount of this reduction is considered
to be the amount of the deductible that
is met on the basis of the services to
which it is applied.)

(ii) Determines 20 percent of any re-
maining portion of the customary (in-
sofar as reasonable) charge.

(iii) Determines the lesser of the rea-
sonable cost of the services and the
customary charges for the services.

(iv) Reduces the amount determined
under paragraph (c)(1)(iii) of this sec-
tion by the sum of the reduction made
under paragraph (c)(1)(i) of this section
and the amount determined under
parargaph (c)(1)(ii) of this section.

(v) Reduces the reasonable cost of the
services by the amount of the reduc-
tion made under paragraph (c)(1)(i) of
this section and multiplies the result
by 80 percent.

(2) In accordance with § 410.152(b)(1),
the amount payable is the amount de-
termined under paragraph (c)(1)(iv) of
this section, or the amount determined
under paragraph (c)(1)(v) of this sec-
tion, whichever is less.

(e) Special rule for services of an inde-
pendent rural health clinic. Application
of the Part B annual deductible to
rural health clinic services is in ac-
cordance with § 405.2425(b)(2) of this
chapter.

(f) Amount of the Part B annual de-
ductible. (1) Beginning with expenses
for services furnished during calendar
year 1982, the Part B annual deductible
is $75.

(2) From 1973 through 1981, the de-
ductible was $60.

(3) From 1966 through 1972, the de-
ductible was $50.

(g) Carryover of Part B annual deduct-
ible. For calendar years before 1982, the
Part B annual deductible was reduced
by the amount of expenses incurred
during the last quarter of the preceding
year that was applied to meet the de-
ductible for that preceding year. Exam-
ple: If $20 of expenses incurred in No-
vember 1980 was used to meet the 1980
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deductible, the 1981 deductible was re-
duced to $40 ($60–$20).

(h) Examples of application of the an-
nual deductible. (1) Mr. A submitted
claims for the following expenses in-
curred during 1982: $20 for services fur-
nished in March by physician X; $30 for
services furnished in April by physician
Y; $50 for services furnished in June by
physician Z, for a total of $100. The car-
rier determined that the charges as
submitted were the reasonable charges.
The first $75 of expenses for which
claims were processed is applied to
meet the $75 deductible for that year.
Medicare Part B pays 80 percent of the
remaining $25, or $20.

(2) Mr. B submitted a claim that in-
cluded a $25 charge by a doctor for an
examination to prescribe a hearing aid
and an $80 charge for office surgery.
This was the first claim relating to Mr.
B’s medical expenses processed in the
calendar year. The carrier disallowed
the $25 charge because the type of ex-
amination is not covered by Medicare.
The carrier reduced the $80 surgery
charge to a reasonable charge of $40.
Only the $40 reasonable charge for cov-
ered services will count toward meet-
ing Mr. B’s deductible. Since the re-
mainder of the surgery charge con-
stitutes and excess over the reasonable
charge, it cannot be applied to satisfy
Mr. B’s deductible.

(3) Mr. C became entitled to Medicare
Part B benefits on July 1, 1982. He in-
curred expenses of $200 in July, August,
and September. The carrier determined
that the changes as submitted were
reasonable. Even though Mr. C was en-
titled to benefits for only half the year,
he must meet the full $75 deductible.
Thus, $75 of this expense constitutes
Mr. C’s deductible. Medicare would pay
$100, which is 80 percent of the remain-
ing $125.

[51 FR 41339, Nov. 14, 1986, as amended at 56
FR 8842 and 8852, Mar. 1, 1991; 57 FR 24981,
June 12, 1992]

§ 410.161 Part B blood deductible.

(a) General rules. (1) As used in this
section, packed red cells means the red
blood cells that remain after plasma is
separated from whole blood.

(2) A unit of packed red cells is treat-
ed as the equivalent of a pint of whole

blood, which in this section is referred
to as a unit of whole blood.

(3) Medicare does not pay for the first
3 units of whole blood or units of
packed red cells that are furnished
under Part A or Part B in a calendar
year. The Part B blood deductible is re-
duced to the extent that a blood de-
ductible has been applied under Part A.

(4) The blood deductible does not
apply to other blood components such
as platelets, fibrinogen, plasma,
gamma globulin and serum albumin, or
to the costs of processing, storing, and
administering blood.

(5) The blood deductible is in addi-
tion to the Part B annual deductible
specified in § 410.160.

(b) Beneficiary’s responsibility for the
first 3 units of blood. (1) The beneficiary
is responsible for the first three units
of whole blood or packed red cells re-
ceived during a calendar year.

(2) If the blood is furnished by a hos-
pital or CAH, the rules set forth in
§ 409.87 (b), (c), and (d) of this chapter
apply.

(3) If the blood is furnished by a phy-
sician, clinic, or other supplier that
has accepted assignment of Medicare
benefits, or claims payment under
§ 424.64 of this chapter because the ben-
eficiary died without assigning bene-
fits, the supplier may charge the bene-
ficiary the reasonable charge for the
first 3 units, to the extent that those
units are not replaced.

[51 FR 41339, Nov. 14, 1986, as amended at 53
FR 6648, Mar. 2, 1988; 56 FR 8852, Mar. 1, 1991;
58 FR 30668, May 26, 1993]

§ 410.163 Payment for services fur-
nished to kidney donors.

Notwithstanding any other provi-
sions of this chapter, there are no de-
ductible or coinsurance requirements
with respect to services furnished to an
individual who donates a kidney for
transplant surgery.

§ 410.165 Payment for rural health
clinic services and ambulatory sur-
gical center services: Conditions.

(a) Medicare Part B pays for covered
rural health clinic and Federally quali-
fied health center services if—

(1) The services are furnished in ac-
cordance with the requirements of sub-
part X of part 405 of this chapter and
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subpart A of part 491 of this chapter;
and

(2) The clinic or center files a written
request for payment on the form and in
the manner prescribed by HCFA.

(b) Medicare Part B pays for covered
ambulatory surgical center (ASC) serv-
ices if—

(1) The services are furnished in ac-
cordance with the requirements of part
416 of this chapter; and

(2) The ASC files a written request
for payment on the form and in the
manner prescribed by HCFA.

[51 FR 41339, Nov. 14, 1986, as amended at 57
FR 24981, June 12, 1992]

§ 410.170 Payment for home health
services, for medical and other
health services furnished by a pro-
vider or an approved ESRD facility,
and for comprehensive outpatient
rehabilitation facility (CORF) serv-
ices: Conditions.

Payment under Medicare Part B, for
home health services, for medical and
other health services, or for CORF
services, may be made to the provider
or facility only if the following condi-
tions are met:

(a) Request for payment. A written re-
quest for payment is filed by or on be-
half of the individual to whom the
services were furnished.

(b) Physician certification. (1) For
home health services, a physician pro-
vides certification and recertification
in accordance with § 424.22 of this chap-
ter.

(2) For medical and other health
services, a physician provides certifi-
cation and recertification in accord-
ance with § 424.24 of this chapter.

(3) For CORF services, a physician
provides certification and recertifi-
cation in accordance with § 424.27 of
this chapter.

(c) In the case of home dialysis sup-
port services described in § 410.52, the
services are furnished in accordance
with a written plan prepared and peri-
odically reviewed by a team that in-
cludes the patient’s physician and
other professionals familiar with the
patient’s condition as required by
§ 405.2137(b)(3) of this chapter.

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

§ 410.172 Payment for partial hos-
pitalization services in CMHCs:
Conditions.

Medicare Part B pays for partial hos-
pitalization services furnished in a
CMHC on behalf of an individual only if
the following conditions are met:

(a) The CMHC files a written request
for payment on the HCFA form 1450
and in the manner prescribed by HCFA;
and

(b) The services are furnished in ac-
cordance with the requirements de-
scribed in § 410.110.

[59 FR 6578, Feb. 11, 1994]

§ 410.175 Alien absent from the United
States.

(a) Medicare does not pay Part B ben-
efits for services furnished to an indi-
vidual who is not a citizen or a na-
tional of the United States if those
services are furnished in any month for
which the individual is not paid month-
ly social security cash benefits (or
would not be paid if he or she were en-
titled to those benefits) because he or
she has been outside the United States
continuously for 6 full calendar
months.

(b) Payment of benefits resumes with
services furnished during the first full
calendar month the alien is back in the
United States.

[53 FR 6634, Mar. 2, 1988]

PART 411—EXCLUSIONS FROM
MEDICARE AND LIMITATIONS ON
MEDICARE PAYMENT

Subpart A—General Exclusions and
Exclusion of Particular Services

Sec.
411.1 Basis and scope.
411.2 Conclusive effect of PRO determina-

tions on payment of claims.
411.4 Services for which neither the bene-

ficiary nor any other person is legally
obligated to pay.

411.6 Services furnished by a Federal pro-
vider of services or other Federal agency.

411.7 Services that must be furnished at
public expense under a Federal law or
Federal Government contract.

411.8 Services paid for by a Government en-
tity.

411.9 Services furnished outside the United
States.

411.10 Services required as a result of war.
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