
368 

42 CFR Ch. IV (10–1–11 Edition) § 447.508 

such drugs are being sold by the manu-
facturer holding title to the original 
NDA directly to a wholesaler. 

(c) Inclusion of authorized generic 
drugs in best price. A manufacturer 
holding title to the original NDA must 
include best price of an authorized ge-
neric drug in its computation of best 
price for a single source or innovator 
multiple source drug during a rebate 
period to any manufacturer, whole-
saler, retailer, provider, HMO, non- 
profit entity, or governmental entity 
in the United States, only when such 
drugs are being sold by the manufac-
turer holding title to the original NDA. 

§ 447.508 Exclusion from best price of 
certain sales at a nominal price. 

(a) Exclusion from best price. Sales of 
covered outpatient drugs by a manu-
facturer at nominal prices are excluded 
from best price when purchased by the 
following entities: 

(1) A covered entity described in sec-
tion 340B(a)(4) of the PHSA; 

(2) An ICF/MR providing services as 
set forth in § 440.150 of this chapter; or 

(3) A State-owned or operated nurs-
ing facility providing services as set 
forth in § 440.155 of this chapter. 

(b) Nonapplication. This restriction 
shall not apply to sales by a manufac-
turer of covered outpatient drugs that 
are sold under a master agreement 
under 38, U.S.C. 8126. 

§ 447.510 Requirements for manufac-
turers. 

(a) Quarterly reports. A manufacturer 
must report product and pricing infor-
mation for covered outpatient drugs to 
CMS not later than 30 days after the 
end of the rebate period. The quarterly 
pricing report must include: 

(1) AMP, calculated in accordance 
with section 1927(k)(1) of the Social Se-
curity Act. 

(2) Best price, calculated in accord-
ance with § 447.505 of this subpart; 

(3) Customary prompt pay discounts, 
which shall be reported as an aggregate 
dollar amount for each covered out-
patient drug at the nine-digit NDC 
level, provided to all wholesalers in the 
rebate period; and 

(4) Prices that fall within the nomi-
nal price exclusion, which shall be re-
ported as an aggregate dollar amount 

and shall include all sales of single 
source and innovator multiple source 
drugs to the entities listed in 
§ 447.508(a) of this subpart for the re-
bate period. 

(b) Reporting revised quarterly AMP, 
best price, customary prompt pay dis-
counts, or nominal prices. (1) A manufac-
turer must report to CMS revisions to 
AMP, best price, customary prompt 
pay discounts, or nominal prices for a 
period not to exceed 12 quarters from 
the quarter in which the data were due. 

(2) A manufacturer must report revi-
sions to AMP, except when the revision 
would be solely as a result of data per-
taining to lagged price concessions. 

(c) Base date AMP report. (1) A manu-
facturer may report a revised base date 
AMP to CMS within the first four full 
calendar quarters following [OFR: in-
sert publication date of the final rule]. 

(2) Recalculation of base date AMP. (i) 
A manufacturer’s recalculation of the 
base date AMP must only reflect the 
revisions to AMP as provided for in 
section 1927(k)(1) of the Social Security 
Act. 

(ii) A manufacturer may choose to 
recalculate base date AMP on a prod-
uct-by-product basis. 

(iii) A manufacturer must use actual 
and verifiable pricing records in recal-
culating base date AMP. 

(d) Monthly AMP—(1) Definition of 
Monthly AMP. Monthly AMP means the 
AMP that is calculated on a monthly 
basis. A manufacturer must submit a 
monthly AMP to CMS not later than 30 
days after the last day of each prior 
month. 

(2) Calculation of monthly AMP. 
Monthly AMP should be calculated 
based on section 1927(k)(1) of the Social 
Security Act, except the period covered 
should be based on monthly, as opposed 
to quarterly AMP sales. 

(3) Timeframe for reporting revised 
monthly AMP. A manufacturer must re-
port to CMS revisions to monthly AMP 
for a period not to exceed 36 months 
from the month in which the data were 
due. 

(4) Exception. A manufacturer must 
report revisions to monthly AMP, ex-
cept when the revision would be solely 
as a result of data pertaining to lagged 
price concessions. 
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(5) Terminated products. A manufac-
turer must not report a monthly AMP 
for a terminated product beginning 
with the first month after the expira-
tion date of the last lot sold. 

(e) Certification of pricing reports. 
Each report submitted under para-
graphs (a) through (d) of this section 
must be certified by one of the fol-
lowing: 

(1) The manufacturer’s chief execu-
tive officer (CEO); 

(2) The manufacturer’s chief finan-
cial officer (CFO); 

(3) An individual other than a CEO or 
CFO, who has authority equivalent to a 
CEO or a CFO; or 

(4) An individual with the directly 
delegated authority to perform the cer-
tification on behalf of an individual de-
scribed in subsections (1) through (3). 

(f) Recordkeeping requirements. (1) A 
manufacturer must retain records 
(written or electronic) for ten 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 AMP, the best 
price, customary prompt pay dis-
counts, and nominal prices are derived, 
including a record of any assumptions 
made in the calculations. The ten-year 
timeframe applies to a manufacturer’s 
quarterly and monthly submissions of 
pricing data, as well as any revised 
pricing data subsequently submitted to 
CMS. 

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

(i) The records are the subject of an 
audit or of a government investigation 
related to pricing data that are used in 
AMP, best price, customary prompt 
pay discounts, or nominal prices of 
which the manufacturer is aware. 

(ii) The audit findings or investiga-
tion related to the AMP, best price, 
customary prompt pay discounts, or 
nominal price have not been resolved. 

(g) Data reporting format. All product 
and pricing data, whether submitted on 
a quarterly or monthly basis, must be 
submitted to CMS in an electronic for-
mat. 

[72 FR 39239, July 17, 2007, as amended at 75 
FR 69597, Nov. 15, 2010] 

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

(a) [Reserved] 
(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 must not exceed, 
in the aggregate, payments levels that 
the agency has determined by applying 
the lower of the—. 

(1) EAC 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 does 
not apply if a physician certifies in his 
or her own handwriting (or by an elec-
tronic alternative means approved by 
the Secretary) that a specific brand is 
medically necessary for a particular re-
cipient. 

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

(3) A check-off 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. 

[72 FR 39239, July 17, 2007, as amended at 75 
FR 69597, Nov. 15, 2010] 

§ 447.514 [Reserved] 

§ 447.516 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. 

§ 447.518 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 
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