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appears on your government-issued 
photographic identification), address, 
organization, telephone, and email 
address. At the time of registration, you 
will be asked to designate if you plan to 
attend in person or via webinar. You 
will receive a registration confirmation 
with instructions for your arrival at the 
CMS complex or you will be notified 
that the seating capacity has been 
reached. 

IV. Security, Building, and Parking 
Guidelines 

This meeting will be held in a Federal 
government building; therefore, Federal 
security measures are applicable. We 
recommend that confirmed registrants 
arrive reasonably early, but no earlier 
than 45 minutes prior to the start of the 
meeting, to allow additional time to 
clear security. Security measures 
include the following: 

• Presentation of government-issued 
photographic identification to the 
Federal Protective Service or Guard 
Service personnel. 

• Inspection of vehicle’s interior and 
exterior (this includes engine and trunk 
inspection) at the entrance to the 
grounds. Parking permits and 
instructions will be issued after the 
vehicle inspection. 

• Inspection, via metal detector or 
other applicable means of all persons 
entering the building. We note that all 
items brought into CMS, whether 
personal or for the purpose of 
presentation or to support a 

presentation, are subject to inspection. 
We cannot assume responsibility for 
coordinating the receipt, transfer, 
transport, storage, set-up, safety, or 
timely arrival of any personal 
belongings or items used for 
presentation or to support a 
presentation. 

Note: Individuals who are not 
registered in advance will not be 
permitted to enter the building and will 
be unable to attend the meeting. The 
public may not enter the building earlier 
than 45 minutes prior to the convening 
of the meeting. 

All visitors must be escorted in areas 
other than the lower and first floor 
levels in the Central Building. 

Authority: 5 U.S.C. App. 2, section 10(a). 

Dated: April 27, 2012. 
Marilyn B. Tavenner, 
Acting Administrator, Centers for Medicare 
& Medicaid Services. 
[FR Doc. 2012–10702 Filed 5–3–12; 8:45 am] 

BILLING CODE 4120–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Administration for Children and 
Families 

Submission for OMB Review; 
Comment Request 

Title: ACF–OGM–PPR–Form B— 
Program Indicators. 

OMB No.: New Collection. 

Description: The Office of Grants 
Management (OGM), in the 
Administration for Children and 
Families (ACF) is proposing the 
collection of program performance data 
for ACF’s discretionary grantees. To 
collect this data OGM has developed a 
form from the basic template of the 
OMB-approved reporting format of the 
Program Performance Report. OGM will 
use this data to determine if grantees are 
proceeding in a satisfactory manner in 
meeting the approved goals and 
objectives of the project, and if funding 
should be continued for another budget 
period. 

The requirement for grantees to report 
on performance is OMB grants policy. 
Specific citations are contained in: (1) 
OMB Circular A–102. Grants and 
Cooperative Agreements with States and 
Local Governments, also known as the 
‘‘Common Rule’’ [codified at 45 CFR 
Part 92] and (2) OMB Circular A–110, 
Uniform Administrative Requirements 
for Grants and Agreements with 
Institutions of Higher Education, 
Hospitals, and Other Non-Profit 
Organizations [codified at 2 CFR Part 
215]. 

Respondents: All ACF Discretionary 
Grantees. State governments, Native 
American Tribal governments, Native 
American Tribal Organizations, Local 
Governments, and Nonprofits with or 
without 501 (c)(3) status with the IRS. 

ANNUAL BURDEN ESTIMATES 

Instrument Number of 
respondents 

Number of 
responses per 

respondent 

Average 
burden hours 
per response 

Total burden 
hours 

ACF–OGM–PPR–B ......................................................................................... 6000 1 1 6000 

Estimated Total Annual Burden 
Hours: 6000. 

Additional Information 
Copies of the proposed collection may 

be obtained by writing to the 
Administration for Children and 
Families, Office of Planning, Research 
and Evaluation, 370 L’Enfant 
Promenade SW., Washington, DC 20447, 
Attn: ACF Reports Clearance Officer. All 
requests should be identified by the title 
of the information collection. Email 
address: infocollection@acf.hhs.gov. 

OMB Comment 
OMB is required to make a decision 

concerning the collection of information 
between 30 and 60 days after 
publication of this document in the 
Federal Register. Therefore, a comment 

is best assured of having its full effect 
if OMB receives it within 30 days of 
publication. Written comments and 
recommendations for the proposed 
information collection should be sent 
directly to the following: 

Office of Management and Budget, 
Paperwork Reduction Project, Email: 
OIRA_SUBMISSION@OMB.EOP.GOV, 
Attn: Desk Officer for the 
Administration for Children and 
Families. 

Robert Sargis, 
Reports Clearance Officer. 
[FR Doc. 2012–10746 Filed 5–3–12; 8:45 am] 

BILLING CODE 4184–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2011–E–0113] 

Determination of Regulatory Review 
Period for Purposes of Patent 
Extension; GILENYA 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) has determined 
the regulatory review period for 
GILENYA and is publishing this notice 
of that determination as required by 
law. FDA has made the determination 
because of the submission of an 
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application to the Director of Patents 
and Trademarks, Department of 
Commerce, for the extension of a patent 
which claims that human drug product. 
ADDRESSES: Submit electronic 
comments to http://www.regulations.
gov. Submit written petitions along with 
three copies and written comments to 
the Division of Dockets Management 
(HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, Rm. 
1061, Rockville, MD 20852. 
FOR FURTHER INFORMATION CONTACT: 
Beverly Friedman, Office of Regulatory 
Policy, Food and Drug Administration, 
10903 New Hampshire Ave., Bldg. 51, 
rm. 6284, Silver Spring, MD 20993– 
0002, 301–796–3602. 
SUPPLEMENTARY INFORMATION: The Drug 
Price Competition and Patent Term 
Restoration Act of 1984 (Pub. L. 98–417) 
and the Generic Animal Drug and Patent 
Term Restoration Act (Pub. L. 100–670) 
generally provide that a patent may be 
extended for a period of up to 5 years 
so long as the patented item (human 
drug product, animal drug product, 
medical device, food additive, or color 
additive) was subject to regulatory 
review by FDA before the item was 
marketed. Under these acts, a product’s 
regulatory review period forms the basis 
for determining the amount of extension 
an applicant may receive. 

A regulatory review period consists of 
two periods of time: A testing phase and 
an approval phase. For human drug 
products, the testing phase begins when 
the exemption to permit the clinical 
investigations of the drug becomes 
effective and runs until the approval 
phase begins. The approval phase starts 
with the initial submission of an 
application to market the human drug 
product and continues until FDA grants 
permission to market the drug product. 
Although only a portion of a regulatory 
review period may count toward the 
actual amount of extension that the 
Director of Patents and Trademarks may 
award (for example, half the testing 
phase must be subtracted as well as any 
time that may have occurred before the 
patent was issued), FDA’s determination 
of the length of a regulatory review 
period for a human drug product will 
include all of the testing phase and 
approval phase as specified in 35 U.S.C. 
156(g)(1)(B). 

FDA recently approved for marketing 
the human drug product GILENYA 
(fingolimod). GILENYA is indicated for 
treatment of patients with relapsing 
forms of multiple sclerosis to reduce the 
frequency of clinical exacerbations and 
to delay the accumulation of physical 
disability. Subsequent to this approval, 
the Patent and Trademark Office 

received a patent term restoration 
application for GILENYA (U.S. Patent 
No. 5,604,229) from Novartis 
Pharmaceuticals Corp., and the Patent 
and Trademark Office requested FDA’s 
assistance in determining this patent’s 
eligibility for patent term restoration. In 
a letter dated April 25, 2011, FDA 
advised the Patent and Trademark 
Office that this human drug product had 
undergone a regulatory review period 
and that the approval of GILENYA 
represented the first permitted 
commercial marketing or use of the 
product. Thereafter, the Patent and 
Trademark Office requested that FDA 
determine the product’s regulatory 
review period. 

FDA has determined that the 
applicable regulatory review period for 
GILENYA is 4,296 days. Of this time, 
4,021 days occurred during the testing 
phase of the regulatory review period, 
while 275 days occurred during the 
approval phase. These periods of time 
were derived from the following dates: 

1. The date an exemption under 
section 505(i) of the Federal Food, Drug, 
and Cosmetic Act (the FD&C Act) (21 
U.S.C. 355(i)) became effective: 
December 19, 1998. The applicant 
claims December 25, 1998, as the date 
the investigational new drug application 
(IND) became effective. However, FDA 
records indicate that the IND effective 
date was December 19, 1998, which was 
30 days after FDA receipt of the IND. 

2. The date the application was 
initially submitted with respect to the 
human drug product under section 
505(b) of the FD&C Act: December 21, 
2009. The applicant claims December 
18, 2009, as the date the new drug 
application (NDA) for GILENYA (NDA 
22–527) was initially submitted. 
However, FDA records indicate that 
NDA 22–527 was submitted on 
December 21, 2009. 

3. The date the application was 
approved: September 21, 2010. FDA has 
verified the applicant’s claim that NDA 
22–527 was approved on September 21, 
2010. 

This determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. 
However, the U.S. Patent and 
Trademark Office applies several 
statutory limitations in its calculations 
of the actual period for patent extension. 
In its application for patent extension, 
this applicant seeks 5 years of patent 
term extension. 

Anyone with knowledge that any of 
the dates as published are incorrect may 
submit to the Division of Dockets 
Management (see ADDRESSES) either 
electronic or written comments and ask 
for a redetermination by July 3, 2012. 

Furthermore, any interested person may 
petition FDA for a determination 
regarding whether the applicant for 
extension acted with due diligence 
during the regulatory review period by 
October 31, 2012. To meet its burden, 
the petition must contain sufficient facts 
to merit an FDA investigation. (See H. 
Rept. 857, part 1, 98th Cong., 2d sess., 
pp. 41–42, 1984.) Petitions should be in 
the format specified in 21 CFR 10.30. 

Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES) electronic or written 
comments and written petitions. It is 
only necessary to send one set of 
comments. However, if you submit a 
written petition, you must submit three 
copies of the petition. Identify 
comments with the docket number 
found in brackets in the heading of this 
document. 

Comments and petitions that have not 
been made publicly available on http://
www.regulations.gov may be viewed in 
the Division of Dockets Management 
between 9 a.m. and 4 p.m., Monday 
through Friday. 

Dated: April 16, 2012. 
Jane A. Axelrad, 
Associate Director for Policy, Center for Drug 
Evaluation and Research. 
[FR Doc. 2012–10819 Filed 5–3–12; 8:45 am] 

BILLING CODE 4160–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2011–E–0153] 

Determination of Regulatory Review 
Period for Purposes of Patent 
Extension; EGRIFTA 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) has determined 
the regulatory review period for 
EGRIFTA and is publishing this notice 
of that determination as required by 
law. FDA has made the determination 
because of the submission of an 
application to the Director of Patents 
and Trademarks, Department of 
Commerce, for the extension of a patent 
which claims that human drug product. 
ADDRESSES: Submit electronic 
comments to http:// 
www.regulations.gov. Submit written 
petitions along with three copies and 
written comments to the Division of 
Dockets Management (HFA–305), Food 
and Drug Administration, 5630 Fishers 
Lane, rm. 1061, Rockville, MD 20852. 
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