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(b) Each State must report the aggre-
gate information specified under para-
graph (a) of this section on a quarterly
basis in accordance with procedures es-
tablished by HCFA.

(c) Each State must maintain, in
readily reviewable form, supporting
documentation that provides a detailed
description of each DSH program, the
legal basis of each DSH program, and
the amount of DSH payments made to
each individual public and private pro-
vider or facility each quarter. This in-
formation must be made available to
Federal reviewers upon request.

(d) If a State fails to comply with the
reporting requirements contained in
this section, future grant awards will
be reduced by the amount of FFP
HCFA estimates is attributable to the
expenditures made to the dispropor-
tionate share hospitals as to which the
State has not reported properly, until
such time as the State complies with
the reporting requirements. Deferrals
and/or disallowances of equivalent
amounts may also be imposed with re-
spect to quarters for which the State
has failed to report properly. Unless
otherwise prohibited by law, FFP for
those expenditures will be released
when the State complies with all re-
porting requirements.

Subpart F—Payment Methods for
Other Institutional and Non-
institutional Services

SOURCE: 43 FR 45253, Sept. 29, 1978, unless
otherwise noted. Redesignated at 46 FR 47973,
Sept. 30, 1981. Redesignated at 58 FR 6095,
Jan. 26, 1993.

§ 447.300 Basis and purpose.

In this subpart, §§ 447.302 through
447.334 and 447.361 implement section
1902(a)(30) of the Act, which requires
that payments be consistent with effi-
ciency, economy and quality of care.
Section 447.371 implements section
1902(a)(13)(F) of the Act, which requires
that the State plan provide for pay-
ment for rural health clinic services in

accordance with regulations prescribed
by the Secretary.

[46 FR 48560, Oct. 1, 1981, as amended at 61 FR
38398, July 24, 1996]

§ 447.301 Definitions.
For the purposes of this subpart—
Brand name means any registered

trade name commonly used to identify
a drug.

Estimated acquisition cost means the
agency’s best estimate of the price gen-
erally and currently paid by providers
for a drug marketed or sold by a par-
ticular manufacturer or labeler in the
package size of drug most frequently
purchased by providers.

Multiple source drug means a drug
marketed or sold by two or more man-
ufacturers or labelers or a drug mar-
keted or sold by the same manufac-
turer or labeler under two or more dif-
ferent proprietary names or both under
a proprietary name and without such a
name.

[52 FR 28657, July 31, 1987]

§ 447.302 State plan requirements.
A State plan must provide that the

requirements of this subpart are met.

[46 FR 48560, Oct. 1, 1981]

§ 447.304 Adherence to upper limits;
FFP.

(a) The Medicaid agency must not
pay more than the upper limits de-
scribed in this subpart.

(b) In the case of payments made
under the plan for deductibles and co-
insurance payable on an assigned Medi-
care claim for noninstitutional serv-
ices, those payments may be made only
up to the reasonable charge under
Medicare.

(c) FFP is available in expenditures
for payments for services that do not
exceed the upper limits.

NOTE: The Secretary may waive any limi-
tation on reimbursement imposed by Sub-
part D of this part for experiments con-
ducted under section 402 of Pub. L. 90–428, In-
centives for Economy Experimentation, as
amended by section 222(b) of Pub. L. 92–603,
and under section 222(a) of Pub. L. 92–603.

[46 FR 48560, Oct. 1, 1981; 46 FR 54744, Nov. 4,
1981]
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OUTPATIENT HOSPITAL AND CLINIC
SERVICES

§ 447.321 Outpatient hospital services
and clinic services: Upper limits of
payment.

(a) General rule. FFP is not available
for any payment that exceeds the
amount that would be payable to pro-
viders under comparable circumstances
under Medicare.

(b) Application of the rule. Payments
by an agency for outpatient hospital
services may not exceed the total pay-
ments received by all providers from
beneficiaries and carriers or inter-
mediaries for providing comparable
services under comparable cir-
cumstances under Medicare.

[52 FR 28148, July 28, 1987]

OTHER INPATIENT AND OUTPATIENT
FACILITIES

§ 447.325 Other inpatient and out-
patient facility services: Upper lim-
its of payment.

The agency may pay the customary
charges of the provider but must not
pay more than the prevailing charges
in the locality for comparable services
under comparable circumstances.

DRUGS

§ 447.331 Drugs: Aggregate upper lim-
its of payment.

(a) Multiple source drugs. Except for
brand name drugs that are certified in
accordance with paragraph (c) of this
section, the agency payment for mul-
tiple source drugs must not exceed, the
amount that would result from the ap-
plication of the specific limits estab-
lished in accordance with § 447.332. If a
specific limit has not been established
under § 447.332, then the rule for ‘‘other
drugs’’ set forth in paragraph (b) ap-
plies.

(b) Other drugs. The agency payments
for brand name drugs certified in ac-
cordance with paragraph (c) of this sec-
tion and drugs other than multiple
source drugs for which a specific limit
has been established under § 447.332
must not exceed in the aggregate, pay-
ment levels that the agency has deter-
mined by applying the lower of the—

(1) Estimated acquisition costs plus
reasonable dispensing fees established
by the agency; or

(2) Providers’ usual and customary
charges to the general public.

(c) Certification of brand name drugs.
(1) The upper limit for payment for
multiple source drugs for which a spe-
cific limit has been established under
§ 447.332 does not apply if a physician
certifies in his or her own handwriting
that a specific brand is medically nec-
essary for a particular recipient.

(2) The agency must decide what cer-
tification form and procedure are used.

(3) A checkoff box on a form is not
acceptable but a notation like ‘‘brand
necessary’’ is allowable.

(4) The agency may allow providers
to keep the certification forms if the
forms will be available for inspection
by the agency or HHS.

[52 FR 28657, July 31, 1987]

§ 447.332 Upper limits for multiple
source drugs.

(a) Establishment and issuance of a list-
ing. (1) HCFA will establish listings
that identify and set upper limits for
multiple source drugs that meet the
following requirements:

(i) All of the formulations of the drug
approved by the Food and Drug Admin-
istration (FDA) have been evaluated as
therapeutically equivalent in the most
current edition of their publication,
Approved Drug Products with Thera-
peutic Equivalence Evaluations (includ-
ing supplements or in successor publi-
cations).

(ii) At least three suppliers list the
drug (which has been classified by the
FDA as category ‘‘A’’ in its publica-
tion, Approved Drug Products with
Therapeutic Equivalence Evaluations, in-
cluding supplements or in successor
publications) based on all listings con-
tained in current editions (or updates)
of published compendia of cost infor-
mation for drugs available for sale na-
tionally.

(2) HCFA publishes the list of mul-
tiple source drugs for which upper lim-
its have been established and any revi-
sions to the list in Medicaid program
instructions.

(3) HCFA will identify the sources
used in compiling these lists.
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(b) Specific upper limits. The agency’s
payments for multiple source drugs
identified and listed in accordance with
paragraph (a) of this section must not
exceed, in the aggregate, payment lev-
els determined by applying for each
drug entity a reasonable dispensing fee
established by the agency plus an
amount established by HCFA that is
equal to 150 percent of the published
price for the least costly therapeutic
equivalent (using all available national
compendia) that can be purchased by
pharmacists in quantities of 100 tablets
or capsules (or, if the drug is not com-
monly available in quantities of 100,
the package size commonly listed) or,
in the case of liquids, the commonly
listed size.

[52 FR 28658, July 31, 1987]

§ 447.333 State plan requirements,
findings and assurances.

(a) State plan. The State plan must
describe comprehensively the agency’s
payment methodology for prescription
drugs.

(b) Findings and assurances. Upon pro-
posing significant State plan changes
in payments for prescription drugs, and
at least annually for multiple source
drugs and triennially for all other
drugs, the agency must make the fol-
lowing findings and assurances:

(1) Findings. The agency must make
the following separate and distinct
findings:

(i) In the aggregate, its Medicaid ex-
penditures for multiple source drugs,
identified and listed in accordance with
§ 447.332(a) of this subpart, are in ac-
cordance with the upper limits speci-
fied in § 447.332(b) of this subpart; and

(ii) In the aggregate, its Medicaid ex-
penditures for all other drugs are in ac-
cordance with § 447.331 of this subpart.

(2) Assurances. The agency must
make assurances satisfactory to HCFA
that the requirements set forth in
§§ 447.331 and 447.332 concerning upper
limits and in paragraph (b)(1) of this
section concerning agency findings are
met.

(c) Recordkeeping. The agency must
maintain and make available to HCFA,
upon request, data, mathematical or
statistical computations, comparisons,

and any other pertinent records to sup-
port its findings and assurances.

[52 FR 28658, July 31, 1987]

§ 447.334 Upper limits for drugs fur-
nished as part of services.

The upper limits for payment for pre-
scribed drugs in this subpart also apply
to payment for drugs provided as part
of skilled nursing facility services and
intermediate care facility services and
under prepaid capitation arrange-
ments.

§ 447.342 [Reserved]

PREPAID CAPITATION PLANS

§ 447.361 Upper limits of payment:
Risk contract.

Under a risk contract, Medicaid pay-
ments to the contractor, for a defined
scope of services to be furnished to a
defined number of recipients, may not
exceed the cost to the agency of pro-
viding those same services on a fee-for-
service basis, to an actuarially equiva-
lent nonenrolled population group.

[48 FR 54025, Nov. 30, 1983]

§ 447.362 Upper limits of payment:
Nonrisk contract.

Under a nonrisk contract, Medicaid
payments to the contractor may not
exceed—

(a) What Medicaid would have paid,
on a fee-for-service basis, for the serv-
ices actually furnished to recipients:
plus

(b) The net savings of administrative
costs the Medicaid agency achieves by
contracting with the plan instead of
purchasing the services on a fee-for-
service basis.

[48 FR 54025, Nov. 30, 1983]

RURAL HEALTH CLINIC SERVICES

§ 447.371 Services furnished by rural
health clinics.

The agency must pay for rural health
clinic services, as defined in § 440.20(b)
of this subchapter, and for other ambu-
latory services furnished by a rural
health clinic, as defined in § 440.20(c) of
this subchapter, as follows:

(a) For provider clinics, the agency
must pay the reasonable cost of rural
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health clinic services and other ambu-
latory services on the basis of the cost
reimbursement principles in part 413 of
this chapter. For purposes of this sec-
tion, a provider clinic is an integral
part of a hospital, skilled nursing facil-
ity, or home health agency that is par-
ticipating in Medicare and is licensed,
governed, and supervised with other de-
partments of the facility.

(b) For clinics other than provider
clinics that do not offer any ambula-
tory services other than rural health
clinic services, the agency must pay for
rural health clinic services at the rea-
sonable cost rate per visit determined
by a Medicare carrier under §§ 405.2426
through 405.2429 of this chapter.

(c) For clinics other than provider
clinics that do offer ambulatory serv-
ices other than rural health clinic serv-
ices, the agency must pay for the other
ambulatory services by one of the fol-
lowing methods:

(1) The agency may pay for other am-
bulatory services and rural health clin-
ic services at a single rate per visit
that is based on the cost of all services
furnished by the clinic. The rate must
be determined by a Medicare carrier
under §§ 405.2426 through 405.2429 of this
chapter.

(2) The agency may pay for other am-
bulatory services at a rate set for each
service by the agency. The rate must
not exceed the upper limits in this sub-
part. The agency must pay for rural
health clinic services at the Medicare
reimbursement rate per visit, as speci-
fied in § 405.2426 of this chapter.

(3) The agency may pay for dental
services at a rate per visit that is based
on the cost of dental services furnished
by the clinic. The rate must be deter-
mined by a Medicare carrier under
§§ 405.2426 through 405.2429 of this chap-
ter. The agency must pay for ambula-
tory services other than dental services
under paragraph (c) (1) or (2) of this
section.

(d) For purposes of paragraph (c) (1)
and (3) of this section, ‘‘visit’’ means a
face-to-face encounter between a clinic
patient and any health professional
whose services are reimbursed under
the State plan. Encounters with more
than one health professional, and mul-
tiple encounters with the same health
professional, that take place on the

same day and at a single location con-
stitute a single visit, except when the
patient, after the first encounter, suf-
fers illness or injury requiring addi-
tional diagnosis or treatment.

[43 FR 45253, Sept. 29, 1978, as amended at 51
FR 34833, Sept. 30, 1986]

PART 455—PROGRAM INTEGRITY:
MEDICAID

Sec.
455.1 Basis and scope.
455.2 Definitions.
455.3 Other applicable regulations.

Subpart A—Medicaid Agency Fraud
Detection and Investigation Program

455.12 State plan requirement.
455.13 Methods for identification, investiga-

tion, and referral.
455.14 Preliminary investigation.
455.15 Full investigation.
455.16 Resolution of full investigation.
455.17 Reporting requirements.
455.18 Provider’s statements on claims

forms.
455.19 Provider’s statement on check.
455.20 Recipient verification procedure.
455.21 Cooperation with State Medicaid

fraud control units.
455.23 Withholding of payments in cases of

fraud or willful misrepresentation.

Subpart B—Disclosure of Information by
Providers and Fiscal Agents

455.100 Purpose.
455.101 Definitions.
455.102 Determination of ownership or con-

trol percentages.
455.103 State plan requirement.
455.104 Disclosure by providers and fiscal

agents: Information on ownership and
control.

455.105 Disclosure by providers: Information
related to business transactions.

455.106 Disclosure by providers: Information
on persons convicted of crimes.

AUTHORITY: Sec. 1102 of the Social Security
Act (42 U.S.C. 1302).

SOURCE: 43 FR 45262, Sept. 29, 1978, unless
otherwise noted.

§ 455.1 Basis and scope.

This part sets forth requirements for
a State fraud detection and investiga-
tion program, and for disclosure of in-
formation on ownership and control.
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