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TABLE 2—ESTIMATED ANNUAL THIRD-PARTY DISCLOSURE BURDEN !

No. of Average
-, No. of : Total annual
Activity respondents dlfte:lsopsgjr:gznp;er disclosures %Li‘srgﬁ)nsgg Total hours
Format labeling in accordance with §201.66(c) and (d) 20 3 60 | 12 i, 720
for new sunscreen SKUs.
Request for Drug Facts exemption or deferral 1 0.125 0.125 | 24 ...t 3
§201.66(e).
TOMAL s | e | srreesee e sneesiees | eeesieesseeseeeneens | seesnsee e 723

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

Dated:* July 17, 2015.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2015-18026 Filed 7—22-15; 8:45 am]|
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

Findings of Research Misconduct

AGENCY: Office of the Secretary, HHS.
ACTION: Notice.

SUMMARY: Notice is hereby given that
the Office of Research Integrity (ORI)
has taken final action in the following
case:

Julia Bitzegeio, Ph.D., Aaron Diamond
AIDS Research Center: Based on the
Respondent’s admission, an assessment
conducted by the Aaron Diamond AIDS
Research Center (ADARC), and analysis
conducted by ORI in its oversight
review, ORI found that Dr. Julia
Bitzegeio, former Postdoctoral Fellow,
ADARGC, engaged in research
misconduct in research supported by
National Institute of Allergy and
Infectious Diseases (NIAID), National
Institutes of Health (NIH), grants R01
Al078788, R21 AI093255, and R37
AI064003.

ORI found that Respondent engaged
in research misconduct by falsifying
and/or fabricating data that were
included in one (1) publication, two (2)
unfunded grant applications, and one
(1) unpublished manuscript:

Journal of Virology 87:3549-3560,
2013 (hereafter referred to as “JVI
2013”).

e R0O1 AI114367-01A1

e R0O1 AI120787-01

e “A single amino acid in the CD4
binding site of HIV-1 Env is a key
determinant of species tropism.”

Unpublished manuscript

Specifically, ORI found that:

1. Respondent falsified and/or
fabricated in vitro rates of viral
replication or infection in human and
macaque lymphocytes and infectious

titers on reporter cells, for multiple
strains of SIV based chimeric viruses
such that the results were not accurately
represented in:

e Figure 7 in JVI 2013

¢ Figures 6B and 8C in R01 AI114367—
01A1

¢ Figures 1, 2B, and 3B in RO1
AlI120787-01

e Figures 1A-D, 2D, 3D, 5A-C, 5], 6C,
and S3D in the unpublished
manuscript

2. Respondent falsified and/or
fabricated in vitro binding data of SIV
based chimeric viruses to human or
macaque CD4 such that the results were
not accurately represented in:

e Figure 6 in R01 AI120787-01
¢ Figures 5D-F in the unpublished
manuscript

ADARC has submitted a request for
correction of JVI 2013.

Dr. Bitzegeio has entered into a
Voluntary Settlement Agreement and
has voluntarily agreed:

(1) That if within three (3) years from
the effective date of the Agreement,
Respondent receives or applies for U.S
Public Health Service (PHS) support,
Respondent agreed to have her research
supervised for a period of three (3) years
beginning on the date of her
employment in a position in which she
receives or applies for PHS support and
to notify her employer(s)/institution(s)
of the terms of this supervision;
Respondent agreed that prior to the
submission of an application for PHS
support for a research project on which
her participation is proposed and prior
to her participation in any capacity on
PHS-supported research, Respondent
shall ensure that a plan for supervision
of her duties is submitted to ORI for
approval; the supervision plan must be
designed to ensure the scientific
integrity of her research contribution;
Respondent agreed that she shall not
participate in any PHS-supported
research until such a supervision plan is
submitted to and approved by ORI;
Respondent agreed to maintain
responsibility for compliance with the
agreed upon supervision plan;

(2) that if within three (3) years from
the effective date of the Agreement,
Respondent receives or applies for PHS
support, Respondent agreed that any
institution employing her shall submit
in conjunction with each application for
PHS funds, or report, manuscript, or
abstract involving PHS-supported
research in which Respondent is
involved, a certification to ORI that the
data provided by Respondent are based
on actual experiments or are otherwise
legitimately derived, and that the data,
procedures, and methodology are
accurately reported in the application,
report, manuscript, or abstract; and

(3) to exclude herself voluntarily from
serving in any advisory capacity to PHS
including, but not limited to, service on
any PHS advisory committee, board,
and/or peer review committee, or as a
consultant for a period of three (3) years,
beginning on June 23, 2015.

FOR FURTHER INFORMATION CONTACT:
Acting Director, Office of Research
Integrity, 1101 Wootton Parkway, Suite
750, Rockville, MD 20852, (240) 453—
8200.

Donald Wright,
Acting Director, Office of Research Integrity.

[FR Doc. 2015-18088 Filed 7—22-15; 8:45 am|
BILLING CODE 4150-28-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; 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 discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
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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; Biophysical
Studies of Receptors, Channels, and
Transporters.

Date: July 30, 2015.

Time: 1:00 p.m. to 4:00 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: Peter B. Guthrie, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 4142,
MSC 7850, Bethesda, MD 20892, (301) 435—
1239, guthriep@csr.nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

(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: July 17, 2015.
Anna Snouffer,

Deputy Director, Office of Federal Advisory
Committee Policy.

[FR Doc. 2015-18005 Filed 7-22-15; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Biomedical
Imaging and Bioengineering; Notice of
Meeting

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

Biomedical Imaging and Bioengineering.

The meeting will be open to the
public as indicated below, with
attendance limited to space available.
Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the 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/or contract proposals 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 and/or contract proposals,
the disclosure of which would
constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Advisory
Council for Biomedical Imaging and
Bioengineering.

Date: September 18, 2015.

Open: 8:30 a.m. to 1:00 p.m.

Agenda: Report from the Institute Director,
other Institute Staff, Task Group reports and
Scientific presentations.

Place: The William F. Bolger Center,
Franklin Building, Classroom 1, 9600
Newbridge Drive, Potomac, MD 20854.

Closed: 1:00 p.m. to 4:00 p.m.

Agenda: To review and evaluate grant
applications and/or proposals.

Place: The William F. Bolger Center,
Franklin Building, Classroom 1, 9600
Newbridge Drive, Potomac, MD 20854.

Contact Person: Jill Heemskerk, Ph.D.,
Associate Director, Office of Research
Administration, National Institute of
Biomedical Imaging and Bioengineering,
6707 Democracy Boulevard, Room 241,
Bethesda, MD 20892.

Any interested person may file written
comments with the committee by forwarding
the statement to the Contact Person listed on
this notice. The statement should include the
name, address, telephone number and when
applicable, the business or professional
affiliation of the interested person.

Information is also available on the
Institute’s/Center’s home page: http://
www.nibib1.nih.gov/about/NACBIB/
NACBIB.htm, where an agenda and any
additional information for the meeting will
be posted when available.

Dated: July 17, 2015.
David Clary,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2015-18004 Filed 7-22-15; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Mental Health;
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 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 of
Mental Health Special Emphasis Panel NIMH
Career Transition Award to Tenure-Track
and Tenured Intramural Investigators (K22).

Date: August 11, 2015.

Time: 12:00 p.m. to 1:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
Neuroscience Center, 6001 Executive
Boulevard, Rockville, MD 20852, (Telephone
Conference Call).

Contact Person: David M. Armstrong,
Ph.D., Scientific Review Officer, Division of
Extramural Activities, National Institute of
Mental Health, NIH, Neuroscience Center/
Room 6138/MSC 9608, 6001 Executive
Boulevard, Bethesda, MD 20892-9608, 301—
443-3534, armstrda@mail.nih.gov.
(Catalogue of Federal Domestic Assistance
Program No. 93.242, Mental Health Research
Grants, National Institutes of Health, HHS)

Dated: July 17, 2015.
Carolyn A. Baum,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2015-18006 Filed 7—22—15; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Substance Abuse and Mental Health
Services Administration

Agency Information Collection
Activities: Proposed Collection;
Comment Request

In compliance with Section
3506(c)(2)(A) of the Paperwork
Reduction Act of 1995 concerning
opportunity for public comment on
proposed collections of information, the
Substance Abuse and Mental Health
Services Administration (SAMHSA)
will publish periodic summaries of
proposed projects. To request more
information on the proposed projects or
to obtain a copy of the information
collection plans, call the SAMHSA
Reports Clearance Officer on (240) 276—
1243.

Comments are invited on: (a) Whether
the proposed collections of information
are necessary for the proper
performance of the functions of the
agency, including whether the
information shall have practical utility;
(b) the accuracy of the agency’s estimate
of the burden of the proposed collection
of information; (c) ways to enhance the
quality, utility, and clarity of the
information to be collected; and (d)
ways to minimize the burden of the
collection of information on
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