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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Announcement of the Award of Single
Source Expansion Supplement Grants
to 11 Personal Responsibility
Education Program Innovative
Strategies (PREIS) Grantees

AGENCY: Family and Youth Services
Bureau, ACYF, ACF, HHS.

ACTION: Notice of the award of single
source expansion supplement grants to
11 Personal Responsibility Education
Program Innovative Strategies (PREIS)
grantees to support the expansion of
program services necessary to meet the
requirements for reporting performance
measures and conducting evaluation-
related activities.

CFDA Number: 93.297.

Statutory Authority: Section 2953 of the
Patient Protection and Affordable Care Act of
2010 (ACA), Public Law 111-148, which
adds a new Section 513 to Title V of the
Social Security Act, codified at 42 U.S.C.
713, authorizing the Personal Responsibility
Education Program.

SUMMARY: The Administration on
Children, Youth and Families (ACYF),
Family and Youth Services Bureau
(FYSB), Division of Adolescent

Development and Support (DADS)
announces the award of single source
expansion supplement grants to 11
PREIS grantees for the purpose of
expanding program participation and/or
sites to support the increase of data
necessary to determine the level of
program effectiveness. In FY 2010,
FYSB awarded thirteen cooperative
agreement grants under Funding
Opportunity Announcement (FOA)
number: OPHS/OAH/TPP PREP Tier 2—
2010. Under this FOA a total of $9.7
million was made available on a
competitive basis to implement and test
innovative strategies.

The award of 11 single source
expansion supplement grants to PREIS
grantees is required because of the
necessary expansion of the original
scope of approved activities. In the
provision of evaluation related technical
assistance to grantees during the first
year of the project, it was determined by
FYSB that all grantees needed to
increase the number of program
participants and/or sites for program
implementation. Increased funding will
help the grantee programs obtain the
minimal statistical power required to
report significant outcome data that can
be utilized to determine the
effectiveness of the implemented
pregnancy prevention models. Thus, the

increased number of program
participants supports the evaluation
requirements outlined in the FOA and
by ACA.

Additionally, grantees are required to
report on performance measures that
were specifically defined by FYSB and
are pending approval by the Office of
Management and Budget under the
Paperwork Reduction Act (44 U.S.C.
3501-3520). The data collection will
require additional staff time and other
resources to compile and report on
performance indicators. Performance
indicators are based upon the
performance measures established by
HHS, to include: (a) The number of
youth served and hours of service
delivery; (b) fidelity to the program
model or adaptation of the program
model for the target population; (c)
community partnerships and
competence in working in working with
the target population; (d) reported gains
in knowledge and intentions and
changes in self-reported behaviors of
participants; and (e) community data,
like birth rates and the incidence of
sexually transmitted infections.

The 11 single source expansion
supplement grants will support
activities from September 30, 2011
through September 29, 2012. The
grantees are:

Grantee City State Award amount
Child & Family RESOUICES, INC. ...ooiiiiiiiiiieeeiee ettt et eneeeeenes TUCSON v AZ ... $64,652.00
Childrens Hospital LOS ANQEIES ........oiiuiiiiiiiiiiie ettt Los Angeles .........cceene CA ......... 86,208.00
OhioHealth Research & Innovation INStitute ..........cc.eeeeiiiiiiiiiiie s Columbus ......cccceeeeeenn. OH ......... 23,040.00
Oklahoma Institute for Child ADVOCACY ........cccoiiiiiiiiiiieiie et Oklahoma City ............... oK .......... 160,011.00
Demoiselle 2 FEMME, NFP .......oooi e e e e e earaeeeeeas Chicago .....cccccecvenevenenne | | 67,320.00
Philadelphia Health Management Corporation ............cccooceerieeiiiiiieenie e Philadelphia ................... PA .......... 42,656.00
The Village for Families & Children INC. ........cooiiiiiiiiiiiieece e Hartford .......cccceeeevvnnnns CT ... 76,113.00
Big Brothers Big Sisters of Northern Nevada ...........cccocoeiiiiiiiiieineee e Reno ...cccoveviiiiiee, NV .......... 67,500.00
Cicatelli ASSOCIAIES INC. ...eiiiiiiiiieee et e e e e a e e e e e e e eanaees New York ....ccccceeeveecunnnnes NY .ol 100,000.00
Education Development Center, Inc. ... MA ... 72,289.00
Teen Outreach Pregnancy Services AZ ... 89,000.00

DATES: September 30, 2011—September
29, 2012.

For Further Information CONTACT:
Marc Clark, Director, Division of Teen
Pregnancy Prevention, Family and
Youth Services Bureau, 1250 Maryland
Avenue SW., Suite 800, Washington, DC
20024, Phone: 202—205—-8496.

Bryan Samuels,

Commissioner, Administration on Children,
Youth and Families.

[FR Doc. 2012-12021 Filed 5-17-12; 8:45 am]
BILLING CODE 4184-37-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2012-N-0471]

Agency Information Collection
Activities: Proposed Collection;
Comment Request; User Fee Cover
Sheet; Form FDA 3397

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain

information by the Agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal Agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension of an existing collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
Form FDA 3397, User Fee Cover Sheet,
which must be submitted along with
certain drug and biologic product
applications and supplements.

DATES: Submit either electronic or
written comments on the collection of
information by July 17, 2012.
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ADDRESSES: Submit electronic
comments on the collection of
information to http://
www.regulations.gov. Submit written
comments on the collection of
information to the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. All
comments should be identified with the
docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT: Ila
S. Mizrachi, Office of Information
Management, Food and Drug
Administration, 1350 Piccard Dr., PI50-
400B, Rockville, MD 20850, 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
comment 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.

User Fee Cover Sheet; Form FDA
3397—(OMB Control Number 0910-
0297)—Extension

Under sections 735 and 736 of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 379g and 379h), as amended,
FDA has the authority to assess and
collect user fees for certain drug and
biologics license applications and
supplements. Under this authority,
pharmaceutical companies pay a fee for
certain new human drug applications,
biologics license applications, or
supplements submitted to the Agency
for review. Because the submission of
user fees concurrently with applications
and supplements is required, review of
an application by FDA cannot begin
until the fee is submitted. Form FDA
3397, the user fee cover sheet, is
designed to provide the minimum
necessary information to determine
whether a fee is required for review of
an application, to determine the amount
of the fee required, and to account for
and track user fees. The form provides
a cross-reference of the fee submitted for
an application by using a unique
number tracking system. The
information collected is used by FDA’s

(CDER) and Center for Biologics
Evaluation and Research (CBER) to
initiate the administrative screening of
new drug applications, biologics license
applications, and supplemental
applications.

Respondents to this collection of
information are new drug and biologics
manufacturers. Based on FDA’s database
system for fiscal year (FY) 2011, there
are an estimated 260 manufacturers of
products subject to the Prescription
Drug User Fee Act (Public Law 105—
115). The total number of annual
responses is based on the number of
submissions received by FDA in FY
2011. CDER received 3,363 annual
responses that include the following
submissions: 114 new drug
applications; 4 biologics license
applications; 1,900 manufacturing
supplements; 1,209 labeling
supplements; and 136 efficacy
supplements. CBER received 768 annual
responses that include the following
submissions: 6 biologics license
applications; 698 manufacturing
supplements; 44 labeling supplements;
and 20 efficacy supplements. The
estimated hours per response are based
on past FDA experience with the
various submissions.

FDA is revising Form FDA 3397 in the
following ways: (1) By updating the
applicable Web sites; (2) adding a
Privacy Act Notice pursuant to the
Privacy Act of 1974, 5 U.S.C. 552a(3)j;
(3) by adding 351(k) applications to the
CDER and CBER lists of applications
and supplements for which Form FDA
3397 need not be submitted; (4) by
adding “or proper name” to instruction
number 3; and (5) by making minor
editorial changes.

FDA estimates the burden of this

Center for Drug Evaluation and Research collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN !

Number of Average
FDA Form No. Number of responses per Total annual burden per Total hours
respondents respondent responses response
FOrm FDA 3397 ...t 260 15.89 4,131 20.5 2,065.5

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

230 minutes.

Dated: May 14, 2012.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2012—-12038 Filed 5-17-12; 8:45 am|
BILLING CODE 4160-01-P
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