
As is the case whenever significant
legislation is enacted, the Treasury De-
partment and the Service have continued
to dedicate substantial resources during
the current plan year to published guid-
ance projects necessary to implement the
provisions of the multitude of tax Acts
that have been enacted over the past sev-
eral years including, but not limited to,
the American Recovery and Reinvestment
Tax Act of 2009, Pub. L. No. 111–5,
123 Stat. 115, which was enacted on
February 17, 2009; the Hiring Incentives
to Restore Employment Act, Pub. L.
No. 111–147, 124 Stat. 71, which was
enacted on March 18, 2010; the Patient
Protection and Affordable Care Act, Pub.
L. No. 111–148, 124 Stat. 119, which was
enacted on March 23, 2010; the Health
Care and Education Reconciliation Act,
Pub. L. 111–152, 124 Stat. 1029, which
was enacted on March 30, 2010; and
the Tax Relief, Unemployment Insurance
Reauthorization, and Job Creation Act of
2010, Pub. L. No. 111–312, 124 Stat.
3296, which was enacted on December 17,
2010. The Treasury Department and
the Service will continue to evaluate the
priority of each guidance project in light
of the above-mentioned tax legislation and
other developments occurring during the
2011–2012 plan year.

In reviewing recommendations and se-
lecting projects for inclusion on the 2011-
2012 Guidance Priority List, the Treasury
Department and the Service will consider
the following:

1. Whether the recommended guidance
resolves significant issues relevant to
many taxpayers;

2. Whether the recommended guidance
promotes sound tax administration;

3. Whether the recommended guidance
can be drafted in a manner that will
enable taxpayers to easily understand
and apply the guidance;

4. Whether the recommended guid-
ance involves regulations that are
outmoded, ineffective, insufficient,
or excessively burdensome and that
should be modified, streamlined, ex-
panded, or repealed;

5. Whether the Service can administer
the recommended guidance on a uni-
form basis; and

6. Whether the recommended guidance
reduces controversy and lessens the
burden on taxpayers or the Service.

Taxpayers may submit recommenda-
tions for guidance at any time during the
year. Please submit recommendations by
June 1, 2011, for possible inclusion on
the original 2011–2012 Guidance Priority
List. The Treasury Department and the
Service may update the 2011–2012 Guid-
ance Priority List periodically to reflect
additional guidance that the Treasury De-
partment and the Service intend to publish
during the plan year. The periodic updates
allow the Treasury Department and the
Service to respond to the need for addi-
tional guidance that may arise during the
plan year. Recommendations for guidance
received after June 1, 2011, will be re-
viewed for inclusion in the next periodic
update.

Taxpayers are not required to submit
recommendations for guidance in any par-
ticular format. Taxpayers should, how-
ever, briefly describe the recommended
guidance and explain the need for the guid-
ance. In addition, taxpayers may include
an analysis of how the issue should be re-
solved. It would be helpful if taxpayers
suggesting more than one guidance project
prioritize the projects by order of impor-
tance. If a large number of projects are be-
ing suggested, it also would be helpful if
the projects were grouped in terms of high,
medium or low priority.

Taxpayers should send written com-
ments to:

Internal Revenue Service
Attn: CC:PA:LPD:PR

(Notice 2011–39)
Room 5203
P.O. Box 7604
Ben Franklin Station
Washington, D.C. 20044

or hand deliver comments Monday
through Friday between the hours of
8 a.m. and 4 p.m. to:

Courier’s Desk
Internal Revenue Service
Attn: CC:PA:LPD:PR

(Notice 2011–39)
1111 Constitution Avenue, N.W.
Washington, D.C. 20224

Alternatively, taxpayers may sub-
mit comments electronically via

e-mail to the following address:
Notice.Comments@irscounsel.treas.gov.
Taxpayers should include “Notice
2011–39” in the subject line. All
comments submitted by the public will
be available for public inspection and
copying in their entirety.

For further information regarding this
notice, contact Henry Schneiderman of
the Office of Associate Chief Counsel
(Procedure and Administration) at (202)
622–3400 (not a toll-free call).

26 CFR 601.105: Examination of returns and claims
for refund, credit, or abatement; determination of
correct tax liability.

Rev. Proc. 2011–24

SECTION 1. PURPOSE

This revenue procedure establishes a
dispute resolution process for the prelim-
inary fee calculation for the 2011 annual
fee imposed on covered entities engaged
in the business of manufacturing or im-
porting branded prescription drugs. The
fee was enacted by section 9008 of the Pa-
tient Protection and Affordable Care Act
(ACA), Public Law 111–148 (124 Stat.
119 (2010)), as amended by section 1404
of the Health Care and Education Rec-
onciliation Act of 2010 (HCERA), Pub-
lic Law 111–152 (124 Stat. 1029 (2010)).
All references in this revenue procedure to
section 9008 are references to section 9008
of the ACA, as amended by section 1404
of HCERA.

SECTION 2. BACKGROUND

.01 Section 9008 imposes an annual
fee on each covered entity with gross re-
ceipts of over $5 million from branded pre-
scription drug sales to any specified gov-
ernment program or pursuant to coverage
under such program (branded prescription
drug sales). A covered entity is gener-
ally any manufacturer or importer with
gross receipts from branded prescription
drug sales. Multiple related manufactur-
ers or importers may be treated as a sin-
gle covered entity under certain circum-
stances. See §9008(d)(2) and Part 1 of No-
tice 2011–9, 2011–6 I.R.B. 459. The spec-
ified government programs are the Medi-
care Part D program, the Medicare Part B
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program, the Medicaid program, and any
program under which branded prescription
drugs are procured by the Department of
Veterans Affairs (VA), Department of De-
fense (DOD), and DOD’s TRICARE retail
pharmacy program (the Programs). Fees
collected under section 9008 are credited
to the Medicare Part B trust fund.

.02 Section 9008 sets the aggregate an-
nual fee for all covered entities. For 2011,
the aggregate fee is $2.5 billion. This
aggregate fee is apportioned among the
covered entities for each year based on
each covered entity’s proportionate share
of branded prescription drug sales that are
taken into account during the previous cal-
endar year. The Secretary of the Treasury
is to establish an annual payment date that
is no later than September 30 of each year.

.03 Special rules in section 9008 ex-
clude sales of certain orphan drugs from
“branded prescription drug sales”; provide
that a covered entity’s branded prescrip-
tion drug sales between $5 million and
$400 million will only partially be taken
into account in determining a covered en-
tity’s proportionate share of sales; and pro-
vide a controlled group rule so that all per-
sons that are treated as a single employer
under certain provisions of the Internal
Revenue Code (Code) will be treated as a
single covered entity.

.04 Section 9008 requires the Secretary
of Health and Human Services, the Sec-
retary of Veterans Affairs, and the Secre-
tary of Defense (the Agencies) to report
to the Secretary of the Treasury, at such
time and in such manner as the Secretary of
the Treasury prescribes, the total branded
prescription drug sales under each Secre-
tary’s jurisdiction. The provision includes
the detailed information to be included in
the reports by the respective Secretaries for
each specified government program.

.05 In Notice 2011–9, the Treasury De-
partment and the Internal Revenue Ser-
vice (IRS) described a proposed method-
ology for calculating the section 9008 fee
and the approach that the IRS will use
to perform a preliminary 2011 fee calcu-
lation for each covered entity. The IRS
will mail each covered entity notification
of its preliminary fee calculation for 2011
by May 16, 2011. (The IRS requested
that comments on this notice be submitted
by June 15, 2011.) Under that methodol-
ogy, the IRS will calculate each covered
entity’s fee for 2011 using data from the

2009 sales year. As set forth in Notice
2011–9, the IRS asked covered entities to
submit a Form 8947, Report of Branded
Prescription Drug Information, to the IRS
by February 11, 2011, to provide data on
branded prescription drugs, orphan drugs,
and rebates. In addition, any controlled
group treated as a single covered entity un-
der section 9008(d)(2) was asked to iden-
tify on Form 8947 a single person as the
“designated entity” to act for the controlled
group with respect to the section 9008 fee.

.06 From the data on the Forms 8947,
the IRS compiled a list of National Drug
Codes (NDCs) for branded prescription
drugs sold to the Programs and, after ap-
propriate due diligence, provided that list
to the Agencies. The Agencies provided
sales data to the IRS on the branded pre-
scription drug sales for the 2009 sales year
by Program and NDC.

.07 After receiving the sales data from
the Agencies, the IRS will make adjust-
ments for orphan drug sales and rebates,
and then calculate each covered entity’s
branded prescription drug sales taken into
account for purposes of the ratio set forth
in section 9008(b)(1). The IRS will then
provide a preliminary fee calculation for
2011 for each covered entity by dividing
each covered entity’s branded prescription
drug sales taken into account under sec-
tion 9008(b)(2) by the aggregate branded
prescription drug sales taken into account
for all covered entities and multiplying that
fraction by the applicable amount for the
year as set forth in section 9008(b)(4). The
IRS will mail each covered entity notifica-
tion of its preliminary fee calculation for
2011 by May 16, 2011.

.08 The notification of the preliminary
fee calculation for 2011 will include: (1)
the covered entity’s preliminary fee cal-
culation; (2) the covered entity’s branded
prescription drug sales for 2009, by NDC,
for each Program; (3) the covered entity’s
branded prescription drug sales for 2009
taken into account after application of
section 9008(b)(2); and (4) the aggregate
branded prescription drug sales for 2009
taken into account for all covered entities.
Covered entities will be able to review
this information before the June 15, 2011,
deadline for commenting on the method-
ology proposal in Notice 2011–9.

.09 The IRS will mail a final fee calcu-
lation for 2011 to each covered entity by
August 15, 2011, and payment of the fee

from each covered entity will be due no
later than September 30, 2011.

SECTION 3. SCOPE

This revenue procedure provides the
process a covered entity may use to dis-
pute what it believes are errors in its 2011
preliminary fee calculation. This is the
exclusive process available to covered
entities to dispute the preliminary fee cal-
culation and obtain any change to data that
would be reflected in the final fee calcula-
tion mailed by the IRS by August 15, 2011.

SECTION 4. PROCEDURES FOR
DISPUTING A 2011 PRELIMINARY
FEE CALCULATION

.01 Submission of claimed error(s) to
the IRS

Upon receipt of the notification that
contains its 2011 preliminary fee calcula-
tion from the IRS, a covered entity should
review the data contained in the notifica-
tion. If the covered entity believes that
the notification contains one or more er-
rors in the mathematical calculation of
the fee, the orphan drug or rebate data,
the Program drug sales data, or any other
error, the covered entity must provide a
written error report to the IRS postmarked
by June 1, 2011, in order for a correction
to the claimed error(s) to be considered
by the IRS. If a designated entity filed a
Form 8947 on behalf of the covered entity,
the designated entity must also file any
error report for the covered entity.

.02 Program drug sales data errors
If a covered entity asserts that there has

been one or more errors in drug sales data,
the entity must submit a separate error re-
port for each Program with its asserted er-
rors. Each report must include the follow-
ing information:

(1) Entity name, entity number (if appli-
cable, from Part I(a) of the Form 8947), ad-
dress, and Employer Identification Num-
ber (EIN) as previously reported on the
Form 8947.

(2) The name, telephone number, and
e-mail address (if available) of one or more
employees or representatives of the entity
with whom the Agencies may discuss the
claimed errors. If the representative is not
an employee of the entity, a Form 2848,
Power of Attorney and Declaration of Rep-
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resentative, must be filed with the error re-
port.

(3) The name of the Program that re-
ported the data, the NDC, the specific
amount of sales data disputed, the pro-
posed corrected amount, an explanation of
why the Agency should use the proposed
corrected data instead, and documentation
of any Program drug sales data or other
information used to establish the existence
of any errors.

.03 Errors other than Program drug
sales errors

If a covered entity asserts that there has
been one or more errors in the mathemat-
ical calculation of the fee, the rebate data,
the listing of an NDC for an orphan drug,
or any other error (other than Program drug
sales data errors), the entity must submit
one error report, separated into sections by
type of error, and must include the follow-
ing information:

(1) Entity name, entity number (if appli-
cable, from Part I(a) of the Form 8947), ad-
dress, and Employer Identification Num-
ber (EIN) as previously reported on the
Form 8947.

(2) The name, telephone number, and
e-mail address (if available) of one or more
employees or representatives of the entity
with whom the IRS and/or the Agencies
may discuss the claimed errors. If the rep-
resentative is not an employee of the entity,
a Form 2848, Power of Attorney and Dec-
laration of Representative, must be filed
with the error report.

(3) For a mathematical calculation er-
ror, the specific calculation element(s) that
the entity disputes and its proposed cor-
rected calculation.

(4) For a rebate data error, the NDC for
the drug to which it relates; a discussion
of whether the data used in the prelimi-
nary fee calculation matches previously re-
ported Form 8947 data on rebates; and if
the data used in the preliminary fee cal-
culation does match the Form 8947 data,
an explanation of why the Form 8947 data
was erroneous and why the IRS should use
the proposed corrected data instead.

(5) For the listing of an NDC for an
orphan drug, the name and NDC of the
orphan drug; a discussion of whether the
data used in the preliminary fee calcu-
lation matches previously reported Form
8947 data on orphan drugs; and if the
data used in the preliminary fee calculation
does match the Form 8947 data, an expla-

nation of why the Form 8947 data was er-
roneous and why the IRS should use the
proposed corrected data instead.

(6) For any other asserted error, an ex-
planation of the nature of the error, how the
error affects the fee calculation, an expla-
nation of how the entity established that an
error occurred, the proposed correction to
the error, and an explanation of why the
IRS or Agency should use the proposed
corrected data instead.

(7) If an entity is using data to establish
the existence of an error and that data was
not reported on Form 8947 or contained
in the notification of the preliminary fee
calculation, a description of what the data
is, how the entity acquired the data, and
who maintains it.

(8) Documentation of any rebate and or-
phan drug data, or other information used
to establish the existence of any errors.

.04 Form and manner of submission
(1) Each covered entity must submit its

error report(s) in the following format and
manner:

(a) All error reports and the supporting
documentation must be submitted on a sin-
gle CD-ROM.

(b) A separate folder must be created
for each Program with asserted drug sales
data errors and the corresponding files
for each Program placed in the Program
folder. (For example, a Microsoft Excel
spreadsheet file with drug sales data er-
rors for the Medicaid program must be
separate from a Microsoft Excel spread-
sheet file with drug sales data errors for
the Medicare Part D program). The folder
and file names of the Microsoft Excel,
Word, or Adobe files must include the
name of the Program to which the asserted
errors will be communicated. Asserted
errors in Program drug sales data must
be presented in a Microsoft Excel spread-
sheet file (no version newer than 2007)
in a format consistent with the data for-
mat from Attachment 2 of the Preliminary
Fee Calculation Letter (the IRS will mail
these letters (Letter 4657) by May 16,
2011) showing the amount reported by the
Program and the corresponding amount
asserted by the covered entity, with the
difference between the two.

(c) Asserted errors in mathematical cal-
culations, rebate data, an NDC listing for
an orphan drug, or any other asserted errors
must be submitted on a separate Microsoft
Excel spreadsheet file (no version newer

than 2007). This spreadsheet file must be
placed in a folder separate from the Pro-
gram sales data folder(s). The folder and
file names must distinguish these items
from the Program sales data folder and
files. These folders must also contain the
corresponding files for the asserted errors.

(d) A separate narrative for each Mi-
crosoft Excel spreadsheet file must be sub-
mitted and must be in Microsoft Word for-
mat (no version newer than 2007).

(e) Supporting documentation for each
Microsoft Excel spreadsheet file must be
in Adobe Portable Document Format (no
version newer than 8.0), if not available in
Microsoft Word or Excel format.

(2) A covered entity must also provide
an additional copy of its error report(s)
and supporting documentation in a sepa-
rate folder labeled “IRS Comprehensive
Error Report.”

.05 Alternative Formats
Formats for submission other than Mi-

crosoft Word or Excel, or Adobe Portable
Document format may be arranged on a
case-by-case basis, if necessary, by con-
tacting the first IRS representative listed in
Section 6 of this revenue procedure.

.06 Address for submission
Error reports and all supporting docu-

mentation must be mailed to:

Department of the Treasury
Internal Revenue Service
1973 N. Rulon White Boulevard,

Mail Stop 4916
Ogden, UT 84404

SECTION 5. REVIEW OF CLAIMED
ERROR(S)

.01 In general
If a claimed error involves a mathemat-

ical calculation or a correction to orphan
drug or rebate data, the IRS will review
the information and determine whether to
make a correction. If a claimed error in-
volves drug sales data provided by a Pro-
gram, the IRS will provide the information
sent by the covered entity to the Agency
with jurisdiction over the appropriate Pro-
gram to determine whether to make a cor-
rection. For any other claimed error, the
IRS will review the information and deter-
mine whether the IRS or an Agency should
determine whether to make a correction.

.02 Period of review of error reports and
notification of final determinations
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(1) The IRS and the Agencies will
review the error reports to determine
whether to make the proposed corrections
to the covered entity’s preliminary fee
calculation for 2011. The IRS will rely
exclusively on the Agencies to make de-
terminations with respect to any proposed
corrections to the Program drug sales data.
The IRS will notify the covered entity in
writing of the final determination with re-
spect to error reports when the IRS sends
the covered entity the final fee calculation
no later than August 15, 2011.

(2) The IRS will base a covered entity’s
final fee determination solely on the data
used for the preliminary fee calculation to-
gether with any adjustments to that data
made as a result of the dispute resolution
process described in this revenue proce-
dure. To the extent any covered entity’s
preliminary fee calculation is changed as a
result of the dispute resolution process, the
final fee calculation for one or more cov-
ered entities may differ from the prelimi-
nary fee calculations those entities previ-
ously received. Any such changes will be
reflected in the covered entity’s final fee
calculation for 2011.

SECTION 6. CONTACT
INFORMATION

For questions regarding this dispute
resolution process, contact Lou Milano at
(908) 301–2118 (not a toll-free call). For
all other questions regarding this revenue
procedure, contact Celia Gabrysh at (202)
622–3130 (not a toll-free call).

SECTION 7. EFFECTIVE DATE

This revenue procedure is effective
May 2, 2011.

SECTION 8. PAPERWORK
REDUCTION ACT

The collections of information con-
tained in this revenue procedure have
been reviewed and approved by the Office
of Management and Budget in accor-
dance with the Paperwork Reduction Act
(44 U.S.C. § 3507) under control number
1545–2209.

An agency may not conduct or sponsor,
and a person is not required to respond
to, a collection of information unless the
collection of information displays a valid
control number.

The collections of information in this
revenue procedure are in section 4.

This information is required to evaluate
whether an error report regarding a prelim-
inary fee calculation is valid and justifies
an adjustment to the preliminary fee cal-
culation. The likely respondents are busi-
nesses.

The estimated total annual reporting
and/or recordkeeping burden of this rev-
enue procedure is 4,760 hours.

The estimated annual burden per re-
spondent/recordkeeper varies from 8 hours
to 64 hours, depending on individual cir-
cumstances, with an estimated average
burden of 40 hours. The estimated number
of respondents and/or record keepers is
119.

The estimated frequency of responses is
annual.

Books or records relating to a collection
of information must be retained as long as
their contents may become material in the
administration of the branded prescription
drug fee and any related internal revenue
law. Generally, this information is confi-
dential, as required by 26 U.S.C. § 6103.
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