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§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.

[62 FR 28657, July 31, 1987]

§447.302

A State plan must provide that the
requirements of this subpart are met.

[46 FR 48560, Oct. 1, 1981]

State plan requirements.

§447.304 Adherence to upper limits;
FFP.

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

§447.321

(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 not available for a State’s
expenditures for services that are in
excess of the amounts allowable under
this subpart.

NoOTE: The Secretary may waive any limi-
tation on reimbursement imposed by subpart
F of this part for experiments conducted
under section 402 of Pub. L. 90428, Incentives
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, as amended at 66 FR 3176, Jan. 12, 2001]

OUTPATIENT HOSPITAL AND CLINIC
SERVICES

§447.321 Outpatient hospital and clin-
ic services: Application of upper
payment limits.

(a) Scope. This section applies to
rates set by the agency to pay for out-
patient services furnished by hospitals
and clinics within one of the following
categories:

(1) State government-owned or oper-
ated facilities (that is, all facilities
that are either owned or operated by
the State).

(2) Non-State government-owned or
operated facilities (that is, all govern-
ment facilities that are neither owned
nor operated by the State).

(3) Privately-owned and operated fa-
cilities.

(b) General rules. (1) Upper payment
limit refers to a reasonable estimate of
the amount that would be paid for the
services furnished by the group of fa-
cilities under Medicare payment prin-
ciples in subchapter B of this chapter.

(2) Except as provided in paragraph
(c) of this section, aggregate Medicaid
payments to a group of facilities with-
in one of the categories described in
paragraph (a) of this section may not
exceed the upper payment limit de-
scribed in paragraph (b)(1) of this sec-
tion.

(c) Ezxception—Indian Health Services
and tribal facilities. The limitation in
paragraph (b) of this section does not
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§447.321

apply to Indian Health Services facili-
ties and tribal facilities that are fund-
ed through the Indian Self-Determina-
tion and Education Assistance Act
(Public Law 93-638).

(d) Compliance dates. Except as per-
mitted under paragraph (e) of this sec-
tion, a State must comply with the
upper payment limit described in para-
graph (b)(1) of this section by one of
the following dates:

(1) For non-State government-owned or
operated hospitals—March 19, 2002.

(2) For all other facilities—March 13,
2001.

(e) Transition periods—(1) Definitions.
For purposes of this paragraph, the fol-
lowing definitions apply:

(i) Transition period refers to the pe-
riod of time beginning March 13, 2001
through the end of one of the schedules
permitted under paragraph (e)(2)(ii) of
this section.

(ii) UPL stands for the upper pay-
ment limit described in paragraph
(b)(1) of this section for the referenced
year.

(iii) X stands for the payments to a
specific group of providers described in
paragraph (a) of this section in State
FY 2000 that exceeded the amount that
would have been under the upper pay-
ment limit described in paragraph (b)
of this section if that limit had been
applied to that year.

(2) General rules. (i) The amount that
a State’s payment exceeded the upper
payment limit described in paragraph
(b) of this section must not increase.

(i) A State with an approved State
plan amendment payment provision ef-
fective on one of the following dates
and that makes payments that exceed
the upper payment limit described in
paragraph (b) of this section to pro-
viders described in paragraph (a) of this
section may follow the respective tran-
sition schedule:

(A) For State plan provisions that
are effective after September 30, 1999
and were approved before January 22,
2001, payments may exceed the upper
payment limit in paragraph (b) of this
section until September 30, 2002.

(B) For approved plan provisions that
are effective after October 1, 1992 and be-
fore October 1, 1999, payments during the
transition period may mot exceed the fol-
lowing—
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(I) For State FY 2003: State FY 2003
UPL + .75X.

(2) For State FY 2004: State FY 2004
UPL + .50X.

(3) For State FY 2005: State FY 2005
UPL + .25X.

(4) For State FY 2006; State FY 2006
UPL.

(C) For approved plan provisions that
are effective on or before October 1, 1992,
payments during the transition period
may not exceed the following:

(I) For State FY 2004: State FY 2004
UPL + .85X.

(2) For State FY 2005:
UPL + .70X.

(3) For State FY 2006:
UPL + .55X.

(4) For State FY 2007:
UPL + .40X.

(5) For State FY 2008:
UPL + .25X.

(6) For the portion of State FY 2009
before October 1, 2008: State FY 2009
UPL + .10X.

(7) Beginning October 1, 2008: UPL de-
scribed in paragraph (b) of this section.

(D) For State plan provisions that
were effective after September 30, 1999,
submitted to CMS before March 13,
2001, and approved by CMS after Janu-
ary 21, 2001, payments may exceed the
limit in paragraph (b) of this section
until the later of November 5, 2001, or 1
year from the approved effective date
of the State plan provision.

(iii) When State FY 2003 begins after
September 30, 2002, the reduction
schedule in paragraphs (e)(2)(ii)(C)(1)
through (e)(2)(ii)(C)(7) will begin on
State F'Y 2003.

(iv) If a State meets the criteria in
paragraph (e)(2)(ii) of this section and
its State plan amendment expires be-
fore the end of the applicable transi-
tion period, the State may continue
making payments that exceed the UPL
described in paragraph (b) of this sec-
tion in accordance with the applicable
transition schedule described in para-
graph (e)(2)(ii) of this section.

(v) A State with an approved State
plan amendment payment provision
that makes payments up to 150 percent
of the UPL described in paragraph
(b)(1) of this section to providers de-
scribed in paragraph (a)(2) of this sec-
tion does not qualify for a transition
period.

State FY 2005

State FY 2006

State FY 2007

State FY 2008
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(f) Reporting requirements for payments
during the transition periods. States that
are eligible for a transition period de-
scribed in paragraph (e) of this section,
and that make payments that exceed
the limit under paragraph (b)(1) of this
section, must report annually the fol-
lowing information to CMS:

(1) The total Medicaid payments
made to each facility for services fur-
nished during the entire State fiscal
year.

(2) A reasonable estimate of the
amount that would be paid for the
services furnished by the facility under
Medicare payment principles.

[66 FR 3176, Jan. 12, 2001, as amended at 66
FR 46399, Sept. 5, 2001; 67 FR 2611, Jan. 18,
2002]

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

§447.332

(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.

[62 FR 28657, July 31, 1987]

§447.332 Upper limits
source drugs.

(a) Establishment and issuance of a list-
ing. (1) CMS will establish listings that
identify and set upper limits for mul-
tiple source drugs that meet the fol-
lowing 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) CMS publishes the list of multiple
source drugs for which upper limits
have been established and any revi-
sions to the list in Medicaid program
instructions.

(3) CMS will identify the sources used
in compiling these lists.

(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

for multiple
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