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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2011-N-0002]
Science Board Advisory Committee;
Notice of Meeting

AGENCY: Food and Drug Administration,
HHS.

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: Science Board to
the Food and Drug Administration
(Science Board).

General Function of the Committee:
The Science Board provides advice
primarily to the Commissioner of Food
and Drugs and other appropriate
officials on specific complex and
technical issues, as well as emerging
issues within the scientific community
in industry and academia. Additionally,
the Science Board provides advice to
the Agency on keeping pace with
technical and scientific evolutions in
the fields of regulatory science, on
formulating an appropriate research
agenda, and on upgrading its scientific
and research facilities to keep pace with
these changes. It will also provide the
means for critical review of Agency
sponsored intramural and extramural
scientific research programs.

Date and Time: The meeting will be
held on Friday, May 20, 2011, from
9 a.m. to 4 p.m.

Location: Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 31, 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. For those unable to
attend in person, the meeting will also
be Web cast. The link for the Web cast
is available at https://
collaboration.fda.gov/scienceboard.

Contact Person: Martha Monser,
Office of the Commissioner, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 32, rm. 4286,
Silver Spring, MD 20993-0002, 301—
796—4627, or FDA Advisory Committee
Information Line, 1-800-741-8138
(301-443-0572 in the Washington, DC

area), and follow the prompts to the
desired center or product area. Please
call the Information Line for up-to-date
information on this meeting. 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 and call the
appropriate advisory committee hot
line/phone line to learn about possible
modifications before coming to the
meeting.

Agenda: On May 20, 2011, the
Science Board will discuss the report
from the subcommittee’s review of the
Pharmacovigilance Program at the
Center for Drug Evaluation and
Research. The Science Board will be
provided with updates on FDA’s
nanotechnology research program plans
and on FDA’s activities in support of
Comparative Effectiveness Research.
The Science Board will also initiate the
charge to the subcommittee for a science
review of the Center for Devices and
Radiological Health.

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 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 May 13, 2011. 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 May 5,
2011. 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 May 6, 2011.

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 Martha
Monser, 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/About
AdvisoryCommittees/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: April 28, 2011.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2011-10763 Filed 5-3—11; 8:45 am]
BILLING CODE 4160-01-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 project or
to obtain a copy of the information
collection plans, call the SAMHSA
Reports Clearance Officer at (240) 276—
1243.

Comments are invited on (a) whether
the proposed collection of information
is 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
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collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology.

Proposed Project: Assessment of the
Underage Drinking Prevention
Education Initiatives State/Territory
Videos Project—New

The Substance Abuse and Mental
Health Services Administration/Center
for Substance Abuse Prevention
(SAMHSA/CSAP) is requesting Office of
Management and Budget (OMB)
approval of three new data collection
instruments—

e State/Territory Video Contacts
Interview Form

e State/Territory Videos Project—
Dissemination Update Form

e Video Viewers Feedback Form

This new information collection is for
a process assessment of the Underage
Drinking Prevention Education
Initiatives State/Territory Videos project
to be conducted from 2011 through
2014. In 2007, four States participated
in a pilot study to produce videos
highlighting the underage drinking
(UAD) prevention efforts of the States.
Based upon the success of those videos
in showcasing the States’ UAD
prevention activities, 10 additional
States and 1 Territory were provided
funds to produce UAD prevention
videos in 2009. SAMHSA/CSAP intends
to support the production of the State/
Territory UAD prevention videos
annually. Therefore, from 2010 through
2013, SAMHSA/CSAP will invite
approximately 45 additional States/
Territories to produce their own UAD
prevention video.

The information collected for the
assessment will be used by SAMHSA/
CSAP to (1) ascertain whether the
videos produced under the State/
Territory Videos project are assisting
States and Territories in communicating
effectively about their underage
drinking prevention initiatives, goals,
and objectives; (2) document the
dissemination efforts of the videos; and
(3) enhance the technical assistance
(TA) that is provided by the video
production team in producing the
videos. This information collection is
being implemented under authority of
Section 501(d)(4) of the Public Health
Service Act (42 USC 290aa).

There are three phases to the process
assessment of the State/Territory Videos
project—(1) State/Territory video
contacts interviews, (2) dissemination
updates, and (3) video viewers feedback.

Phase I—State/Territory Video
Contacts Interviews—A member of the

assessment team will contact the
designated State/Territory point of
contact once the video is finalized. The
focus of the interview will be around
the State’s/Territory’s experience in
producing the UAD prevention video,
the dissemination efforts of the video,
and TA received. The interview will be
guided by the State/Territory Video
Contacts Interview Form. The State/
Territory Video Contacts Interview
Form includes 31 items, among which
are included the following:

e Objectives of the video.

o Targeted audiences of the video.

e Dissemination efforts of the video.

o Identification of how the video
increases capacity to communicate
about UAD prevention activities.

e Usefulness of the preplanning
materials and activities.

o Assessment of the TA received.

By 2014, the State/Territory Video
Contacts Interview Form will be
completed with approximately 45 State/
Territory points of contact for videos
produced from 2010 through 2013. It
will take an average of 20 minutes
(0.333 hours) to read the informed
consent statement and complete the
interview. This burden estimate is based
on interviews that were conducted with
the pilot sites in 2007. Only 1 response
per respondent is required.

Phase II—Dissemination Updates—At
about 6 months after the interview, the
State/Territory points of contact will be
sent an e-mail from the assessment team
detailing the need to update the
dissemination efforts of the video for the
past 6 months. The e-mail will include
a coded link to access the State/
Territory Video Project—Dissemination
Update Form. The State/Territory Video
Project—Dissemination Update Form
includes 16 items, among which are
included the following:

¢ Dissemination efforts of the video
in the past 6 months.

e Feedback received on the video in
the past 6 months.

e Unintended positive outcomes from
the video in the past 6 months.

o Assessment of TA received in the
past 6 months.

At the end of the form, the contact is
thanked and reminded that they will be
recontacted in about 6 months to update
the dissemination efforts of their State’s/
Territory’s video. Following OMB
clearance, an e-mail will be sent to the
State/Territory points of contact for
videos produced during 2007—-2009
noting that OMB clearance has been
received for the assessment and asking
them to update the dissemination efforts
of the video for the past 6 months.
These State/Territory points of contact
provided initial details of the

dissemination activities of their State’s/
Territory’s video to the video
production team during the post-
production phase of the video. All
videos produced under the State/
Territory Videos project during 2007—
2013 (total of 60) will be assessed in this
phase.

The State/Territory Videos Project—
Dissemination Update Form will be
completed by State/Territory points of
contact every 6 months through 2014. A
total of 226 updates are expected
through 2014. It will take an average of
10 minutes (0.167 hours) to review
instructions and complete the online
form. The burden estimate is based on
comments from several potential
respondents who reviewed the form and
provided comments on how long it
would take them to respond to it. The
annualized hour burden is expected to
vary because of differences in when the
videos were produced and the number
of updates that are expected through
2014.

Phase IlI—Video Viewers Feedback—
The purpose of this phase of the
assessment is to obtain feedback on the
videos to determine if the videos
increased community awareness of the
UAD prevention efforts of the States/
Territories. The Video Viewers
Feedback Form will be located on the
“State Videos” page of http://
www.stopalcoholabuse.gov. A link to
the feedback form may also be placed on
SAMHSA’s YouTube channel (if
additional clearance is obtained). If
States/Territories conduct in-person
meetings to showcase the video, they
may direct persons to the “State Videos”
page of http://
www.stopalcoholabuse.gov to complete
the form or a link to the form will be
provided that can be placed on their
agency’s Web site. Viewers will be
asked to complete 1 feedback form for
each video viewed. The Video Viewers
Feedback Form includes 16 items,
among which are included the
following:

e Indication of which video was
viewed.

e When and how the video was
viewed.

e Indication of increased awareness
of the State’s/Territory’s UAD
prevention activities.

¢ Perception of increased
involvement.

e Demographics of the viewers.

This phase will include all videos
produced since 2007 (total of 60). It is
estimated that by 2014, a total of
12,224.40 viewers will complete the
online form, which will take an average
of 5 minutes (0.083 hours) to review the
informed consent statement,
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instructions, and complete the form.
The average completion time is based
on comments from several potential

provided comments on how long it
would take them to respond to it.
Viewers of the video are assumed to be
respondents who reviewed the form and persons in the health education field or

members of the general public (25 and
75 percent, respectively). The hour
burden is expected to vary because of

this difference in viewers.

ESTIMATED BURDEN TABLE BY PHASE—ALL FOUR YEARS (2011-2014)

Number of
Phases respondents Respgpses Total Hours per Total hour
(production res %nd ent responses response burden
year of video) P
Phase |—State/Territory Contacts Interviews ...........c.ccccoc.. 45 1 45 0.333 14.99
4 (2007) 6 24 0.167 4.01
11 (2009) 6 66 0.167 11.02
Phase ll—Dissemination Updates ........ccccceevrerivreenieeeennnnns 8 (2010) 6 48 0.167 8.02
13 (2011) 4 52 0.167 8.68
12 (2012) 2 24 0.167 4.01
12 (2013) 1 12 0.167 2.00
Phase lll—Video Viewers Feedback ...........cccceiieviiieennnnnes 3,056.10 1 3,056.10 0.083 253.66
9,168.30 1 9,168.30 0.083 760.97
Total—all Phases .........cccvvererieieniee e 12,329.40 | .oooveieeeeieeee, 12,495.40 | .ooovieeieienee, 1,067.36
ESTIMATED AVERAGED* ANNUALIZED BURDEN TABLE
Form name Number of Respgpses Total Hours per Total hour
respondents resp%nd ent responses response burden

State/Territory Video Contacts Interview Form ................... 15 1 15 0.333 5.00

State/Territory Videos Project—Dissemination Update
FOMM e 15 6.25 56.50 0.167 9.44
Video Viewers Feedback FOrm .........cccccoviiiiiiiinniiieeneen, 764.03 1 764.03 0.083 63.42
2,292.08 1 2,292.08 0.083 190.24
TOAl 1ot 3,086.11 | oeoiieiieeee 3,127.61 | oo 268.10

*The numbers reflected in this table are averaged across all 4 years of the assessment, except for the State/Territory Video Contacts Interview
Form which is averaged across 3 years. The hours per response rates are actual not average figures. Figures in this table may be off slightly
from figures in the Estimated Burden Table by Phase—All Four Years (2011-2014) due to rounding.

Send comments to Summer King,
SAMHSA Reports Clearance Officer,
Room 8-1099, One Choke Cherry Road,
Rockville, MD 20857 and e-mail a copy
to summer.king@samhsa.hhs.gov.
Written comments should be received
within 60 days of this notice.

Dated: April 27, 2011.
Elaine Parry,

Director, Office of Management, Technology,
and Operations.

[FR Doc. 2011-10851 Filed 5-3-11; 8:45 am]
BILLING CODE 4126-20-P

DEPARTMENT OF HOMELAND
SECURITY

Office of the Secretary

[Docket No. DHS-2011-0022]

DHS Data Privacy and Integrity
Advisory Committee
AGENCY: Privacy Office, DHS.

ACTION: Committee Management; Notice
of Federal Advisory Committee Meeting

SUMMARY: The DHS Data Privacy and
Integrity Advisory Committee will meet
by teleconference on May 19, 2011. The
meeting will be open to the public.

DATES: The DHS Data Privacy and
Integrity Advisory Committee will meet
on Thursday, May 19, 2011, from 11
a.m. to 1 p.m. Eastern Daylight Time.
Please note that the meeting may end
early if the Committee has completed its
business.

ADDRESSES: Members of the public may
attend the meeting by calling 1-800—
320—4330 and entering the PIN 673978.
The number of teleconference lines is
limited, however, and lines will be
available on a first-come, first-served
basis.

For information on services for
individuals with disabilities, or to
request special assistance during the
meeting, contact Martha K. Landesberg,
Executive Director, DHS Data Privacy
and Integrity Advisory Committee, as
soon as possible.

To facilitate public participation, we
invite public comment on the issues to
be considered by the Committee as
listed in the “Supplementary

Information” section below. A public
comment period will be held during the
meeting from 12:30 p.m. to 1 p.m., and
speakers are requested to limit their
comments to 3 minutes. If you would
like to address the Committee at the
meeting, we request that you register in
advance by contacting Martha K.
Landesberg at the address provided
below or notify the Chairman of your
interest during the teleconference. The
names and affiliations, if any, of
individuals who address the Committee
are included in the public record of the
meeting. Please note that the public
comment period may end before the
time indicated, following the last call
for comments. Written comments and
requests to have a copy of your
materials distributed to each member of
the Committee prior to the meeting
should be sent to Martha K. Landesberg,
Executive Director, DHS Data Privacy
and Integrity Advisory Committee, by
May 13, 2011. Persons who wish to
submit comments and who are not able
to attend or speak at the meeting may
submit comments at any time. All
submissions must include the Docket
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