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TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN *

FD&C Act section
512(/)(3)

Form FDA No.

Number of
respondents

Number of
responses per
respondent

Total annual
responses

Average
burden per
response

Total hours

Capital costs

Annual Reports for
Sponsors With Ac-
tive Applications—
Paper Submission.

Annual Reports for
Sponsors With Ac-
tive Applications—
Electronic Submis-
sion.

Annual Reports for
Sponsors With In-
active Applica-
tions—Paper Sub-
mission.

Annual Reports for
Sponsors With In-
active Applica-
tions—Electronic
Submission.

e-Form 3744a ...

e-Form 3744a ...

14

12

13

11

5.9

6.7

6.2

7.3

83

80

81

80

60

50

4,980

4,000

162

160

$6,975

9,302

1There are no operating and maintenance costs associated with this collection of information.

The total annual responses were
calculated by multiplying the number of
respondents times the number of
responses per respondent. Total burden
hours were calculated by multiplying
total annual responses times the average
burden per response.

As explained in the supporting
statement for the subject collection of

information (OMB control number
0910-0659), the initial one-time capital
costs are for the design of the report.
Here, e-form FDA 3744a and reporting
via the Electronic Submission Gateway
are provided by FDA. Thus, the
remaining cost, as described in
approved OMB control number 0910—

0659 is $6,975 per year (3 hours x
$46.50 wage rate x 50 sponsors) =
$6,975. FDA believes that the sponsors
already possess the computer
equipment needed to prepare the report
so that additional capital expenditures
will not be necessary.

TABLE 2—ESTIMATED ANNUAL RECORDKEEPING BURDEN 1

Number of Average
Revised 21 CFR 514.80(b)(5) reggﬂffé oérs records per To::l:gpdnsual burden per Total hours
P recordkeeper recordkeeping
All ApPlICANtS ..o 34 1 34 2 68

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

Total annual records were calculated
by multiplying the number of
recordkeepers times the number of
records per recordkeeper. Total hours
were calculated by multiplying total
annual records times the average burden
per recordkeeping.

Dated: January 10, 2012.

Leslie Kux,

Acting Assistant Commissioner for Policy.
[FR Doc. 2012-639 Filed 1-13-12; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meetings

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of the following meetings.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant

applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Center for Scientific
Review Special Emphasis Panel, Member
Conflict: Diabetes and Obesity.

Date: January 26, 2012.

Time: 9:30 a.m. to 4 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD 20892,
(Virtual Meeting).

Contact Person: Krish Krishnan, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 6164,
MSC 7892, Bethesda, MD 20892, (301) 435—
1041, krishnak@csr.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel, Member
Conflict: Integrative Neuroscience.

Date: February 2, 2012.


mailto:krishnak@csr.nih.gov
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Time: 2 p.m. to 3 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD 20892,
(Telephone Conference Call).

Contact Person: Lynn E Luethke, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 5166,
MSC 7844, Bethesda, MD 20892, (301) 806—
3323, luethkel@csr.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel,
Collaborative Applications in Adult
Psychopathology and Disorders of Aging.

Date: February 6, 2012.

Time: 4 p.m. to 5 p.m.

Agenda: To review and evaluate grant
applications.

Place: Doubletree Guest Suites Santa
Monica, 1707 Fourth Street, Santa Monica,
CA 90401.

Contact Person: Mark Lindner, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 3182,
MSC 7770, Bethesda, MD 20892, (301) 435—
0913, mark.lindner@csr.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel,
Hypertension and Microcirculation A.

Date: February 7, 2012.

Time: 1 p.m. to 1:45 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, 6701
Rockledge Drive, Bethesda, MD 20892,
(Telephone Conference Call).

Contact Person: Larry Pinkus, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 4132,
MSC 7802, Bethesda, MD 20892, (301) 435—
1214, pinkusl@csr.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.306, Comparative Medicine;
93.333, Clinical Research, 93.306, 93.333,
93.337, 93.393-93.396, 93.837—-93.844,
93.846—-93.878, 93.892, 93.893, National
Institutes of Health, HHS)

Dated: January 9, 2012.

Jennifer S. Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2012-732 Filed 1-13-12; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Human Genome Research
Institute; Notice of Meeting

Pursuant to section 401(d)(4) of the
Public Health Service Act (42 U.S.C.
281(d)(4)), notice is hereby given that
the National Human Genome Research
Institute (NHGRI) will host a series of
meetings to enable public discussion of
the Institute’s proposal to reorganize its

internal structure. The proposed
reorganization reflects the expanding
scope of NHGRI'’s research portfolio in
response to the priorities detailed in the
Institute’s new strategic plan for
genomics research, titled “Charting a
Course for Genomic Medicine from Base
Pairs to Bedside.” (Green, E.D., Guyer,
M.S. Nature. (470) 204-213.2011.)

The first public meeting will be a
webinar and teleconference on January
18, 2012. The second public meeting
will be on February 13, 2012, during the
open session of the 64th meeting of the
National Advisory Council for Human
Genome Research. Background
materials on the proposed
reorganization and logistical
information regarding the two public
meetings are available at genome.gov/
reorg. Additional information and
updated details on these public
meetings will be added to this Web site
as the dates approach.

Organizing Institute: National Human
Genome Research Institute.

Dates and Times: January 18, 2012, at 2:30
p-m. EST.

February 13, 2012, at 1 p.m. EST.

Agenda: The agenda for each meeting will
include presentations and discussion about
the proposed internal reorganization.
Members of the public will have the
opportunity to ask questions and provide
comments on NHGRI’s proposal. Draft
agendas, background materials, and
instructions for joining the meetings will be
made available at genome.gov/reorg.
Individuals wishing to submit written
questions or comments should send them via
email to NHGRIcomments@nih.gov.

Contact Person: Laura Lyman Rodriguez,
Ph.D., Office of Policy, Communications, and
Education, National Human Genome
Research Institute, National Institutes of
Health, 31 Center Drive, Room 4B09,
Bethesda, MD 20892-2153, (301) 594-7185,
NHGRIcomments@nih.gov.

Dated: January 10, 2012.
Eric D. Green,
Director, NHGRI.
[FR Doc. 2012-729 Filed 1-13-12; 8:45 am|]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Alcohol Abuse
and Alcoholism; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App.), notice is
hereby given of the following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections

552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the and the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute on
Alcohol Abuse and Alcoholism; Special
Emphasis Panel, Review of the Collaborative
Initiative on Fetal Alcohol Spectrum
Disorders.

Date: March 28-29, 2012.

Time: 4 p.m. to 5 p.m.

Agenda: To review and evaluate
cooperative agreement applications.

Place: Legacy Hotel and Meeting Center,
1775 Rockville Pike, Rockville, MD 20852.

Contact Person: Beata Buzas, Ph.D.,
Scientific Review Officer, National Institute
on Alcohol Abuse and Alcoholism, National
Institutes Of Health, 5635 Fishers Lane, Rm
2081, Rockville, MD 20852, (301) 443—-0800,
bbuzas@mail.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.271, Alcohol Research
Career Development Awards for Scientists
and Clinicians; 93.272, Alcohol National
Research Service Awards for Research
Training; 93.273, Alcohol Research Programs;
93.891, Alcohol Research Center Grants;
93.701, ARRA Related Biomedical Research
and Research Support Awards., National
Institutes of Health, HHS)

Dated: January 9, 2012.

Jennifer S. Spaeth,

Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2012-733 Filed 1-13-12; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

[Docket ID: FEMA-2011-0042; OMB No.
1660-0083]

Agency Information Collection
Activities: Proposed Collection;
Comment Request, Application for
Community Disaster Loan (CDL)
Program

AGENCY: Federal Emergency
Management Agency, DHS.

ACTION: Notice.

SUMMARY: The Federal Emergency
Management Agency, as part of its
continuing effort to reduce paperwork
and respondent burden, invites the
general public and other Federal
agencies to take this opportunity to
comment on a proposed extension,
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