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the contractor enters into bankruptcy.
The Procuring Contracting Officer and
the Administrative Contracting Officer
use the information to ensure the
contractor’s ability to perform its
Government contract.

A. Purpose

Under statute, contractors may enter
into bankruptcy which may have a
significant impact on the contractor’s
ability to perform its Government
contract. The Government often does
not receive adequate and timely notice
of this event. The clause at 52.242-13
requires contractors to notify the
contracting officer within 5 days after
the contractor enters into bankruptcy.

B. Annual Reporting Burden

Respondents: 545.

Responses per Respondent: 1.
Annual Responses: 545.
Hours per Response: 1.25.
Total Burden Hours: 681.

Frequency of Collection: On occasion.
Affected Public: Businesses or other
for-profit and not-for profit institutions.

Obtaining Copies of Proposals:
Requesters may obtain a copy of the
information collection documents from
the General Services Administration,
Regulatory Secretariat Division (MVCB),
1800 F Street NW., Washington, DC
20405, telephone 202-501-4755. Please
cite OMB Control No. 9000-0108,
Bankruptcy, in all correspondence.

Dated: April 20, 2016.
Lorin S. Curit,
Director, Federal Acquisition Policy Division,
Office of Governmentwide Acquisition Policy,
Office of Governmentwide Policy, Office of
Acquisition Policy.
[FR Doc. 2016-09487 Filed 4—-22-16; 8:45 am]
BILLING CODE 6820-EP-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Disease, Disability, and Injury
Prevention and Control Special
Emphasis Panel (SEP): Initial Review

In accordance with Section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92—-463), the Centers for Disease
Control and Prevention (CDC)
announces a meeting for the initial
review of applications in response to
Funding Opportunity Announcement
(FOA) PS16-006, “‘Early HIV Treatment
to Optimize Patient Health and HIV
Prevention”.

Time and Date: 10:00 a.m.-5:00 p.m.,
EDT, May 24, 2016 (Closed).

Place: Teleconference.

Status: The meeting will be closed to
the public in accordance with
provisions set forth in Section
552b(c)(4) and (6), Title 5 U.S.C., and
the determination of the Director,
Management Analysis and Services
Office, CDC, pursuant to Public Law 92—
463.

Matters for Discussion: The meeting
will include the initial review,
discussion, and evaluation of
applications received in response to
“Early HIV Treatment to Optimize
Patient Health and HIV Prevention”,
PS16-006.

Contact Person for More Information:
Gregory Anderson, M.S., M.P.H.,
Scientific Review Officer, CDC, 1600
Clifton Road NE., Mailstop E60, Atlanta,
Georgia 30333, Telephone: (404) 718—
8833. The Director, Management
Analysis and Services Office, has been
delegated the authority to sign Federal
Register notices pertaining to
announcements of meetings and other
committee management activities, for
both the Centers for Disease Control and
Prevention and the Agency for Toxic
Substances and Disease Registry.

Elaine L. Baker,

Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention.

[FR Doc. 2016—09536 Filed 4-22—16; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Disease, Disability, and Injury
Prevention and Control Special
Emphasis Panel (SEP): Initial Review

In accordance with Section 10(a)(2) of
the Federal Advisory Committee Act
(Pub. L. 92—-463), the Centers for Disease
Control and Prevention (CDC)
announces a meeting for the initial
review of applications in response to
Funding Opportunity Announcements
(FOAs) GH16—-006, Conducting Public
Health Research in Kenya; GH16—-008,
Hospital-based birth defects
surveillance in Kampala, Uganda, and
GH14-002, Addressing Emerging
Infectious Diseases in Bangladesh.

Times and Dates:

9:00 a.m.—2:00 p.m., EDT, Panel A, May

17, 2016 (Closed)

9:00 a.m.—2:00 p.m., EDT, Panel B, May

18, 2016 (Closed)

Place: Teleconference

Status: The meeting will be closed to
the public in accordance with

provisions set forth in Section 552b(c)
(4) and (6), Title 5 U.S.C., and the
Determination of the Director,
Management Analysis and Services
Office, CDC, pursuant to Public Law 92—
463.

Matters for Discussion: The meeting
will include the initial review,
discussion, and evaluation of
applications received in response to
“Conducting Public Health Research in
Kenya, GH16-006, Hospital-based birth
defects surveillance in Kampala,
Uganda, GH16-008, and Addressing
Emerging Infectious Diseases in
Bangladesh, GH14-002.”

Contact Person for More Information:
Hylan Shoob, Scientific Review Officer,
Center for Global Health (CGH) Science
Office, CGH, CDC, 1600 Clifton Road
NE., Mailstop D-69, Atlanta, Georgia
30033, Telephone: (404) 639-4796.

The Director, Management Analysis
and Services Office, has been delegated
the authority to sign Federal Register
notices pertaining to announcements of
meetings and other committee
management activities, for both the
Centers for Disease Control and
Prevention and the Agency for Toxic
Substances and Disease Registry.

Elaine L. Baker,

Director, Management Analysis and Services
Office Centers for Disease Control and
Prevention.

[FR Doc. 2016—09535 Filed 4-22—-16; 8:45 am|
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Community Living

Announcement of the Intent To Award
Single-Source Cooperative Agreement
to the University of Southern
California, Department of Family
Medicine and Geriatrics, National
Center on Elder Abuse

AGENCY: Administration for Community
Living, HHS.
ACTION: Notice.

SUMMARY: The Administration for
Community Living (ACL) announces the
intent to award a supplemental single-
source cooperative agreement in the
amount of $275,000 to the University of
Southern (U.S.C.) California,
Department of Family Medicine and
Geriatrics, National Center on Elder
Abuse (NCEA) to support and stimulate
the expansion of work already
underway by U.S.C./NCEA proving
public awareness and improving the
national response to elder abuse, neglect
and exploitation to all.
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DATES: The award will be issued for the
project period to run concurrently with
the existing grantee’s budget period of
September 30, 2015 through September
29, 2016.

FOR FURTHER INFORMATION CONTACT:
Aiesha Gurley, Office of Elder Justice
and Adult Protective Services,
Administration on Aging,
Administration for Community Living,
330 C Street SW., Washington, DC
20024. Telephone: 202—-795-7358;
Email: aiesha.gurley@acl.hhs.gov.

SUPPLEMENTARY INFORMATION: The ACL
National Center on Elder Abuse serves
as a national resource center dedicated
to the prevention of elder mistreatment.
The NCEA disseminates elder abuse
information to professionals and the
public, and provides technical
assistance and training to states and to
community-based organizations. NCEA
is unique because it operates as a multi-
disciplinary consortium of equal
partners with expertise in elder abuse,
neglect, and exploitation. They serve as
a national clearinghouse of information
for elder rights advocates, law
enforcement, legal professionals, public
policy leaders, researchers, and others
working to ensure that all older
Americans will live with dignity,
integrity, independence, and without
abuse, neglect, and exploitation.

Additional funds are needed to
leverage the resource center’s funding
for elder abuse awareness through social
media and creating state leadership
networks through targeted campaigns
that will assist states in spreading
awareness. This supplementary funding
would be provided for the approved
period.

This program is authorized under
Title II of the Older Americans Act
Section 202(d)(2) which establishes the
requirements for the National Center for
Elder Abuse.

Dated: April 19, 2016.

Kathy Greenlee,

Administrator and Assistant Secretary for
Aging.

[FR Doc. 2016—09560 Filed 4-22—-16; 8:45 am|
BILLING CODE 4154-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2009-D-0539]

Assay Development and Validation for
Immunogenicity Testing of Therapeutic
Protein Products; Revised Draft
Guidance for Industry; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing the availability of a revised
draft guidance for industry entitled
“Assay Development and Validation for
Immunogenicity Testing of Therapeutic
Protein Products.” This guidance
provides recommendations to facilitate
industry’s development and validation
of immune assays for assessment of the
immunogenicity of therapeutic protein
products during clinical trials. The
guidance for assay development and
validation provided in this document
applies to assays for detection of anti-
drug antibodies (ADA). This document
includes guidance regarding the
development and validation of
screening assays, confirmatory assays,
titering assays, and neutralization
assays. This guidance revises the draft
guidance for industry entitled “Assay
Development for Immunogenicity
Testing of Therapeutic Proteins” issued
in December 2009. This revised draft
guidance includes new information on
titering and confirmatory assays.

DATES: Although you can comment on
any guidance at any time (see 21 CFR
10.115(g)(5)), to ensure that the Agency
considers your comment on this revised
draft guidance before it begins work on
the final version of the guidance, submit
either electronic or written comments
on the revised draft guidance by June
24, 2016.

ADDRESSES: You may submit comments
as follows:

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to http://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,

such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on http://www.regulations.gov.

e If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see ‘“Written/Paper
Submissions” and “Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand delivery/Courier (for
written/paper submissions): Division of
Dockets Management (HFA—-305), Food
and Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

e For written/paper comments
submitted to the Division of Dockets
Management, FDA will post your
comment, as well as any attachments,
except for information submitted,
marked and identified, as confidential,
if submitted as detailed in
“Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2009-D—-0539 for ““Assay Development
and Validation for Immunogenicity
Testing of Therapeutic Protein Products;
Revised Draft Guidance for Industry;
Availability.” Received comments will
be placed in the docket and, except for
those submitted as “Confidential
Submissions,” publicly viewable at
http://www.regulations.gov or at the
Division of Dockets Management
between 9 a.m. and 4 p.m., Monday
through Friday.

¢ Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on
http://www.regulations.gov. Submit
both copies to the Division of Dockets
Management. If you do not wish your
name and contact information to be
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