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Example 3: Allowance of section 45C credit 
and subsequent allowance of section 45C credit 
with no intervening FDA marketing approval of 
drug for an indication other than the treatment 
of a rare disease or condition for which a sec-
tion 45C credit was allowed. (i) Facts. Drug C is 
a branded prescription drug that was not on 
the market before 2007. In 2007, a covered en-
tity claimed a section 45C credit for its 
qualified clinical testing expenses related to 
Drug C. In 2009, a covered entity claimed an 
additional section 45C credit for its qualified 
clinical testing expenses related to Drug C 
for marketing for the treatment of a rare 
disease or condition different than the one 
for which the section 45C credit was claimed 
in 2007. There was no final IRS assessment or 
court order that disallowed the full credit for 
Drug C in 2007 or 2009. The FDA has not ap-
proved Drug C for an indication other than 
the treatment of a rare disease or condition 
for which a section 45C was allowed. 

(ii) Analysis. In 2007 and 2008, Drug C is an 
orphan drug because: first, it was a branded 
prescription drug for which a person claimed 
a section 45C credit and for which that credit 
was allowed for a taxable year; second, there 
was not a final assessment or court order 
disallowing the full credit taken for the 
drug; and third, FDA had not approved the 
drug for marketing for any indication other 
than the treatment of a rare disease or con-
dition for which a section 45C credit was al-
lowed. In 2009, Drug C retains its orphan drug 
status because another section 45C credit 
was allowed and the FDA did not approve 
Drug C for marketing for any indication 
other than the treatment of another rare dis-
ease or condition for which a section 45C 
credit was allowed. Thus, Drug C is an or-
phan drug for the 2010 sales year. 

(l) Sales taken into account. The term 
sales taken into account means branded 
prescription drug sales after applica-
tion of the percentage adjustment 
table in section 9008(b)(2) (relating to 
annual sales less than $400,000,001). See 
§ 51.5T(a)(3). 

(m) Sales year. The term sales year 
means the second calendar year pre-
ceding the fee year. Thus, for example, 
for the fee year of 2011, the sales year 
is 2009. 

[T.D. 9544, 76 FR 51249, Aug. 18, 2011; 76 FR 
59897, Sept. 28, 2011] 

§ 51.3T Information requested from 
covered entities (temporary). 

(a) In general. Annually, each covered 
entity may submit a completed Form 
8947, ‘‘Report of Branded Prescription 
Drug Information,’’ in accordance with 
the instructions for the form. Gen-

erally, the form solicits information 
from covered entities on NDCs, orphan 
drugs, designated entities, rebates, and 
other information specified by the 
form or its instructions. 

(b) Due date. Form 8947 must be filed 
by the date prescribed in guidance in 
the Internal Revenue Bulletin. 

§ 51.4T Information provided by the 
agencies (temporary). 

(a) In general. For each sales year, 
the IRS will compile a list of branded 
prescription drugs by NDC using the 
data submitted on Forms 8947 and in 
error reports submitted as part of the 
dispute resolution process (described in 
§ 51.7T) and, after applying appropriate 
due diligence, will provide this list to 
the Agencies. The Agencies will pro-
vide data to the IRS on branded pre-
scription drug sales during the sales 
year by Program and NDC. The Agen-
cies will provide data for use in pre-
paring the preliminary fee calculation 
(described in §§ 51.5T and 51.6T) and 
may revise or supplement that data 
following review of error reports sub-
mitted as part of the dispute resolution 
process. The calculation methodology 
for calculating the sales amounts for 
each Program, including any reason-
able estimation techniques and as-
sumptions that the Agencies expect to 
use, is described in this section. 

(b) Medicare Part D. CMS will aggre-
gate the ingredient cost reported in the 
‘‘Ingredient Cost Paid’’ field and the 
units reported in the ‘‘Quantity Dis-
pensed’’ field of the Prescription Drug 
Event (PDE) records at the NDC level 
for each sales year. Only PDE data 
that Part D sponsors have submitted 
by the PDE submission deadline (with-
in 6 months after the end of the sales 
year) and have been approved for inclu-
sion in the Part D payment reconcili-
ation will be included. 

(c) Medicare Part B—(1) In general. 
CMS will determine branded prescrip-
tion drug sales under Medicare Part B 
using the following two data sources: 

(i) CMS will use data reported by 
manufacturers pursuant to section 
1847A(c) of the Social Security Act to 
calculate the annual weighted average 
sales price (ASP) for each Healthcare 
Common Procedure Coding System 
(HCPCS) code for the sales year. 
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(ii) CMS will use the Medicare Part B 
National Summary Data File located 
at http://www.cms.gov/ 
NonIdentifiableDataFiles/ 
03lPartBNationalSummaryDataFile.asp 
to obtain the number of allowed billing 
units per HCPCS code for claims in-
curred during the sales year. 

(2) Calculation. Using the data de-
scribed in paragraph (c)(1) of this sec-
tion, CMS will determine branded pre-
scription drugs sales under Medicare 
Part B as described in paragraphs 
(c)(3), (4), and (5) of this section. 

(3) HCPCS code; single entity. For each 
HCPCS code consisting solely and ex-
clusively of branded prescription drugs 
(as identified by their respective NDCs) 
manufactured by a single entity, CMS 
will multiply the annual weighted ASP 
by the total number of allowed billing 
units paid during the sales year to de-
termine the total sales for all NDCs as-
sociated with the HCPCS code attrib-
uted to Medicare Part B. 

(4) HCPCS code; multiple manufacturers 
and/or multiple drugs—(i) Step one. For 
each HCPCS code consisting of a mix-
ture of branded prescription drugs 
made by different manufacturers and/ 
or a mixture of branded prescription 
and generic drugs, CMS will deter-
mine— 

(A) The annual weighted ASP for the 
HCPCS code; 

(B) The total number of allowed bill-
ing units paid by Medicare Part B for 
each HCPCS code during the sales year; 

(C) The names of the entities engaged 
in manufacturing each NDC assigned to 
the HCPCS code; and 

(D) Those entities (if any) identified 
in paragraph (c)(4)(C) of this section 
that are manufacturing branded pre-
scription drugs assigned to the HCPCS 
code. 

(ii) Step two. Using the information 
from paragraph (c)(4)(i) of this section, 
CMS will then do the following: 

(A) Calculate the proportion of sales, 
expressed as a percentage, attributed 
to each NDC assigned to the HCPCS 
code by determining the percentage of 
total sales reported to CMS by each 
manufacturer of NDC(s) that are as-
signed to the HCPCS code. For exam-
ple, if HCPCS code JXXXX contains 
three drugs with a total of $310,000 
sales reported by manufacturers to 

CMS for the sales year, and $100,000 was 
reported for Drug A, $200,000 was re-
ported for Drug B, and $10,000 was re-
ported for Drug C, the proportion of 
sales attributed to each NDC will be 
32.26 percent for Drug A, 64.52 percent 
for Drug B, and 3.22 percent for Drug C; 
and 

(B) For each NDC, multiply the prod-
uct of the annual weighted ASP and 
the total allowed billing units paid by 
Medicare Part B for the HCPCS code by 
the proportion of sales calculated in 
paragraph (c)(4)(ii)(A) of this section to 
determine the sales reportable to the 
IRS (that is, percentage × (annual 
weighted ASP × allowed units) = total 
sales reported to IRS for the NDC). The 
sales for each manufacturer’s NDCs as-
signed to a HCPCS code are summed 
and the total sales for each manufac-
turer’s NDCs in a HCPCS code will be 
reported to the IRS. 

(5) HCPCS code; unable to establish a 
reliable proportion of sales. If CMS is un-
able to establish a reliable proportion 
of sales attributable to each NDC as-
signed to the HCPCS code using the 
method described in paragraph 
(c)(4)(ii)(A) of this section, CMS will 
use Medicare Part D utilization per-
centages in lieu of the proportion of 
sales determined under paragraph 
(c)(4)(ii)(A) of this section to perform 
the calculation described in paragraph 
(c)(4)(ii)(B) of this section. 

(d) Medicaid. (1) CMS will determine 
the branded prescription drug sales for 
Medicaid as the per-unit Average Man-
ufacturer Price (AMP) less the Unit 
Rebate Amounts (URA) that CMS cal-
culates based on manufacturer-re-
ported pricing data multiplied by the 
number of units reported billed by 
states to manufacturers. This data will 
be based on the data reported to CMS 
during the sales year by covered enti-
ties and the states for drugs paid for by 
the states in the Medicaid drug rebate 
program during the sales year. 

(2) For any covered entity identified 
in the first five (or six) digits of an 
NDC during any of the four quarters of 
a sales year, CMS will use the fol-
lowing methodology to derive the sales 
figures that account for third-party 
payers, such as Medicare Part B: 
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(i) Report total dollars per NDC for 
AMP–URA multiplied by the units re-
ported by a state or states. 

(ii) Determine the percentage of the 
total amount reimbursed that is the 
Medicaid amount of that reimburse-
ment. For example, if the total amount 
reimbursed is $100,000, and the Med-
icaid amount reimbursed is $20,000, 
then the percentage is 20 percent. 

(iii) Multiply the percentage of the 
Medicaid amount of that reimburse-
ment (in the example in paragraph 
(d)(2)(ii) of this section, 20 percent) by 
the dollar figure derived from para-
graph (d)(2)(i) of this section (AMP 
minus URA multiplied by units) to get 
the new adjusted sales dollar totals. 

(e) Department of Veterans Affairs. VA 
will provide, by NDC, the total amount 
paid (net of refunds and rebates, when 
they are associated with a specific 
NDC) for each branded prescription 
drug procured by the VA for its bene-
ficiaries during the sales year. For this 
purpose, a drug is procured on the in-
voice (billing) date. The basis of this 
information will be national procure-
ment data reported during the sales 
year by VA’s Pharmaceutical Prime 
Vendor to the VA Pharmacy Benefits 
Management Service and National Ac-
quisition Center. 

(f) Department of Defense. The DOD 
will provide, by Labeler Code, the man-
ufacturer’s name, the NDC, brand 
name, and the amount paid (net of re-
bates and or refunds) for each branded 
prescription drug procured by DOD (for 
DOD programs other than the 
TRICARE retail pharmacy program) 
during the sales year. For DOD pro-
grams other than the TRICARE retail 
pharmacy program, a drug is procured 
based upon the date it was ordered. 
DOD will provide, by Labeler Code, the 
manufacturer’s name, the NDC, brand 
name, and the amount paid (net of re-
bates or refunds) for each branded pre-
scription drug procured by DOD 
through the TRICARE Retail Phar-
macy Program during the sales year. 
For the TRICARE retail pharmacy pro-
gram, a drug is procured based upon 
the date it was dispensed. The amount 
paid is based on the submitted ingre-
dient cost paid, aggregated by NDC, for 
eligible TRICARE retail pharmacy 
claims submitted during the program 

year, minus any refunds or rebates for 
the corresponding claims. 

§ 51.5T Fee calculation (temporary). 
(a) Fee components—(1) In general. For 

every fee year, the IRS will calculate a 
covered entity’s total fee as described 
in this section. For each fee year after 
2011, the IRS will determine a covered 
entity’s total fee by applying, if appli-
cable, the adjustment amount de-
scribed in paragraph (e) of this section 
to the entity’s allocated fee described 
in paragraph (d) of this section. 

(2) Calculation of branded prescription 
drug sales. Each covered entity’s allo-
cated fee for any fee year is equal to an 
amount that bears the same ratio to 
the applicable amount as the covered 
entity’s branded prescription drug 
sales taken into account during the 
sales year bears to the aggregate 
branded prescription drug sales of all 
covered entities taken into account 
during the sales year. 

(3) Applicable amount. The applicable 
amounts for fee years are— 

Fee year Applicable amount 

2011 ....................................................... $2,500,000,000 
2012 ....................................................... 2,800,000,000 
2013 ....................................................... 2,800,000,000 
2014 ....................................................... 3,000,000,000 
2015 ....................................................... 3,000,000,000 
2016 ....................................................... 3,000,000,000 
2017 ....................................................... 4,000,000,000 
2018 ....................................................... 4,100,000,000 
2019 and thereafter ............................... 2,800,000,000 

(3) Sales taken into account. A covered 
entity’s branded prescription drug 
sales taken into account during any 
calendar year are as follows: 

Covered entity’s branded prescription 
drug sales during the calendar year that 
are: 

Percentage of 
branded prescrip-
tion drug sales 
taken into account 
is 

Not more than $5,000,000 .................... 0 
More than $5,000,000 but not more 

than $125,000,000 ............................. 10 
More than $125,000,000 but not more 

than $225,000,000 ............................. 40 
More than $225,000,000 but not more 

than $400,000,000 ............................. 75 
More than $400,000,000 ....................... 100 

(b) Determination of branded prescrip-
tion drug sales. The IRS will compile 
each covered entity’s branded prescrip-
tion drug sales for each Program by 
NDC. Each NDC will be attributed to 
the covered entity that owns the NDC 
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