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400B, Rockville, MD 20857, 301-796—
7726, Ila.mizrachi@fda.hhs.gov.
SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
Agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes Agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
Agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.
With respect to the following
collection of information, FDA invites
comments on these topics: (1) Whether
the proposed collection of information
is necessary for the proper performance
of FDA'’s functions, including whether
the information will have practical
utility; (2) the accuracy of FDA’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance

the quality, utility, and clarity of the
information to be collected; and (4)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Applications for Food and Drug
Administration Approval To Market a
New Drug; Postmarketing Reports;
Reporting Information About
Authorized Generic Drugs—(OMB
Control Number 0910-0646)—Extension

In the Federal Register of July 28,
2009 (74 FR 37163), FDA published a
final rule that required, under
§314.81(b)(2)(ii)(b) (21 CFR 314.81(b)(2)
(i1)(b)), the holder of a new drug
application (NDA) to notify the Agency
if an authorized generic drug is
marketed by clearly including this
information in annual reports in an
easily accessible place and by sending a
copy of the relevant portion of the
annual reports to a central contact point.
We took this action as part of our
implementation of the Food and Drug
Administration Amendments Act
(Public Law 110-85), which requires
that FDA publish a list of all authorized
generic drugs included in an annual
report after January 1, 1999, and that the
Agency update the list quarterly. We
initially published this list on June 27,
2008, on the Internet and notified
relevant Federal Agencies that the list

was published, and we will continue to
update it.

Based on the number of annual
reports the Agency currently receives
under § 314.81(b)(2) containing
authorized generic drug information, we
estimate that we will receive
approximately 500 annual reports
containing the required information on
authorized generic drugs. Based on the
number of sponsors that currently
submit these annual reports, we
estimate that approximately 70 sponsors
will submit these 500 annual reports.
We estimate that each sponsor will need
approximately 30 minutes to include
the required information on authorized
generic drugs in each annual report.

We also estimate that we will receive
authorized generic drug information on
first marketed generics in approximately
20 annual reports from approximately
20 sponsors, and that each sponsor will
need approximately 1 hour to include
the required information in each annual
report.

We also estimate that we will receive
a copy of that portion of each annual
report containing the authorized generic
drug information for approximately 500
annual reports from approximately 70
sponsors, and that each sponsor will
need approximately 3 minutes to submit
a copy of that portion of each annual
report containing the authorized generic
drug information.

FDA estimates the burden of this
collection of information is as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN !

Number of
- Number of Total annual
21 CFR 314.81(b)(2)(ii)(b) respondents re%g%r;i%seﬁter responses Average burden per response Total hours

Submission of authorized generic drug 70 7 490 | 0.5 (30 MINULES) ...covvveverrereenririens 245

information in each annual report.
Submission of authorized generic drug 20 1 20 | 1 oo 20

information on  first marketed

generics in an annual report.
Submission of a copy of that portion of 70 7 490 | 0.05 (3 MINULES) .eevvvveveeriririeeiienns 25

each annual report containing au-

thorized generic drug information.
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1There are no capital costs or operating and maintenance costs associated with this collection of information.

Dated: May 6, 2013.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2013-11127 Filed 5-9-13; 8:45 am]
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ACTION: Notice.

This notice announces a forthcoming
meeting of a public advisory committee
of the Food and Drug Administration
(FDA). The meeting will be open to the
public.

Name of Committee: Anesthetic and
Analgesic Drug Products Advisory
Committee.

General Function of the Committee:
To provide advice and
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recommendations to the Agency on
FDA'’s regulatory issues.

DATES: Date and Time: The meeting will
be held on July 18, 2013, from 8 a.m. to
5 p.m.

Location: FDA White Oak Campus,
10903 New Hampshire Ave., Bldg. 31
Conference Center, the Great Room (Rm.
1503), Silver Spring, MD 20993-0002.
Information regarding special
accommodations due to a disability,
visitor parking, and transportation may
be accessed at: http://www.fda.gov/
AdvisoryCommittees/default.htm; under
the heading “Resources for You,” click
on “Public Meetings at the FDA White
Oak Campus.” Please note that visitors
to the White Oak Campus must enter
through Building 1.

Contact Person: Yvette Waples, Center
for Drug Evaluation and Research, Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 31, Rm. 2417,
Silver Spring, MD 20993-0002, 301—
796—9001, Fax: 301-847—8533, email:
AADPAC@fda.hhs.gov, or FDA
Advisory Committee Information Line,
1-800-741-8138 (301—443-0572 in the
Washington, DC area). A notice in the
Federal Register about last minute
modifications that impact a previously
announced advisory committee meeting
cannot always be published quickly
enough to provide timely notice.
Therefore, you should always check the
Agency’s Web site at http://
www.fda.gov/AdvisoryCommittees/
default.htm and scroll down to the
appropriate advisory committee meeting
link, or call the advisory committee
information line to learn about possible
modifications before coming to the
meeting.

Agenda: On July 18, 2013, the
committee will discuss new drug
application (NDA) 022225, sugammadex
sodium injection, submitted by Organon
USA Inc., for the proposed indications
of routine reversal of moderate and deep
neuromuscular blockade (NMB)
induced by rocuronium or vecuronium
and immediate reversal of NMB at 3
minutes after administration of
rocuronium.

FDA intends to make background
material available to the public no later
than 2 business days before the meeting.
If FDA is unable to post the background
material on its Web site prior to the
meeting, the background material will
be made publicly available at the
location of the advisory committee
meeting, and the background material
will be posted on FDA’s Web site after
the meeting. Background material is
available at http://www.fda.gov/
AdvisoryCommittees/Calendar/
default.htm. Scroll down to the

appropriate advisory committee meeting
link.

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committee. Written
submissions may be made to the contact
person on or before July 3, 2013. Oral
presentations from the public will be
scheduled between approximately 1
p-m. and 2 p.m. Those individuals
interested in making formal oral
presentations should notify the contact
person and submit a brief statement of
the general nature of the evidence or
arguments they wish to present, the
names and addresses of proposed
participants, and an indication of the
approximate time requested to make
their presentation on or before June 25,
2013. Time allotted for each
presentation may be limited. If the
number of registrants requesting to
speak is greater than can be reasonably
accommodated during the scheduled
open public hearing session, FDA may
conduct a lottery to determine the
speakers for the scheduled open public
hearing session. The contact person will
notify interested persons regarding their
request to speak by June 26, 2013.

Persons attending FDA’s advisory
committee meetings are advised that the
Agency is not responsible for providing
access to electrical outlets.

FDA welcomes the attendance of the
public at its advisory committee
meetings and will make every effort to
accommodate persons with physical
disabilities or special needs. If you
require special accommodations due to
a disability, please contact Yvette
Waples at least 7 days in advance of the
meeting.

FDA is committed to the orderly
conduct of its advisory committee
meetings. Please visit our Web site at
http://www.fda.gov/
AdvisoryCommittees/
AboutAdvisoryCommittees/
ucm111462.htm for procedures on
public conduct during advisory
committee meetings.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: May 6, 2013.

Leslie Kux,

Assistant Commissioner for Policy.

[FR Doc. 2013-11133 Filed 5-9-13; 8:45 am|]
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ACTION: Notice.

SUMMARY: In compliance with the
requirement for opportunity for public
comment on proposed data collection
projects (Section 3506(c)(2)(A) of Title
44, United States Code, as amended by
the Paperwork Reduction Act of 1995,
Pub. L. 104-13), the Health Resources
and Services Administration (HRSA)
publishes periodic summaries of
proposed projects being developed for
submission to the Office of Management
and Budget (OMB) under the Paperwork
Reduction Act of 1995. To request more
information on the proposed project or
to obtain a copy of the data collection
plans and draft instruments, email
paperwork@hrsa.gov or call the HRSA
Reports Clearance Officer at (301) 443—
1984.

HRSA especially requests comments
on: (1) The necessity and utility of the
proposed information collection for the
proper performance of the agency’s
functions, (2) the accuracy of the
estimated burden, (3) ways to enhance
the quality, utility, and clarity of the
information to be collected, and (4) the
use of automated collection techniques
or other forms of information
technology to minimize the information
collection burden.

Information Collection Request Title:
Develop and Implement UCARE4LIFE
Message Library (OMB No. 0915-
xxxx)—New

Abstract: HRSA HIV/AIDS Bureau
(HAB) will develop and implement the
UCAREA4LIFE message library project
aimed at increasing HIV primary care
retention rates for racial and ethnic
minority youth aged 15 to 24 living with
HIV/AIDS. The primary aims are: (1) to
develop, test, and maintain a text
message library, which addresses topics
of HIV disease management, e.g.
appointment keeping, retention in care,
and medication adherence rates; and (2)
to develop, implement, conduct, and
evaluate a pilot study of delivering text
messages to targeted youth receiving
care at Ryan White grantee sites and
other clinical sites. HRSA awarded a
two-year contract to the Research
Triangle Institute (RTI) International to
conduct the UCARE4Life project. The
UCAREA4Life project is supported by the
Department of Health and Human
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