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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 CMS 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 CMS 
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 CMS, 
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 

§ 447.362 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 
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 
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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] 

Subparts G–H [Reserved] 

Subpart I—Payment for Outpatient 
Prescription Drugs Under Drug 
Rebate Agreements 

SOURCE: 68 FR 51917, Aug. 29, 2003, unless 
otherwise noted. 

§§ 447.500–447.532 [Reserved] 

§ 447.534 Manufacturer reporting re-
quirements. 

(a)–(g) [Reserved] 
(h) Recordkeeping requirements. (1)(i) A 

manufacturer must retain records 
(written or electronic) for 10 years 
from the date the manufacturer reports 
data to CMS for that rebate period. 
The records must include these data 
and any other materials from which 
the calculations of the average manu-
facturer price and best price are de-
rived, including a record of any as-
sumptions made in the calculations. 
The 10-year timeframe applies to a 
manufacturer’s quarterly submission of 
pricing data, as well as any revised 
pricing data subsequently submitted to 
CMS. 

(ii) A manufacturer must retain 
records beyond the 10-year period if 
both of the following circumstances 
exist: 

(A) The records are the subject of an 
audit or of a government investigation 
related to pricing data that are used in 
average manufacturer price or best 
price of which the manufacturer is 
aware. 

(B) The audit findings or investiga-
tion related to the average manufac-
turer price and best price have not 
been resolved. 

(2) [Reserved] 
(i) Timeframe for reporting revised aver-

age manufacturer price or best price. A 
manufacturer must report to CMS revi-
sions to average manufacturer price or 
best price for a period not to exceed 12 
quarters from the quarter in which the 
data were due. 

[68 FR 51917, Aug. 29, 2003, as amended at 69 
FR 513, Jan. 6, 2004; 69 FR 68818, Nov. 26, 2004] 
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