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TABLE 2—ESTIMATED ANNUAL RECORDKEEPING BURDEN '—Continued
- Number of Annual frequency Total annual
Activity recordkeepers per recordkeeping records Hours per record Total hours
TOMAI e rriees | e snreens | eereeeerreessrreesnreeean | sreeesinreessrneesnnreenne | eeeesnreresnnere e e e 784,740

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

Dated: March 21, 2013.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2013—-06982 Filed 3—26—-13; 8:45 am|
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AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of cosponsored public
workshop; request for comments.

SUMMARY: The Food and Drug
Administration (FDA) and cosponsor
International Color Consortium (ICC) are
announcing the following public
workshop entitled “Summit on Color in
Medical Imaging: An International
Workshop on the Technical Framework
for Consistency and Interoperability
Approaches for Dealing with Color in
Medical Images.” The purpose of the
workshop is to bring together key
stakeholders to clearly identify areas of
need, investigate solutions, and propose
best-practice approaches. The
recommendations of the summit might
include the creation of a technical
special interest group either as part of
the ICC or in some other forum and the
establishment of best-practice
guidelines for industry.

DATES: Date and Time: The workshop
will be held on May 8 and 9, 2013, from
8:30 a.m. to 5 p.m.

Location: The public workshop will
be held at FDA’s White Oak Campus,
10903 New Hampshire Ave., Bldg. 31
Conference Center, the Great Room (Rm.
1503A), Silver Spring, MD 20993-0002.
Entrance for the public meeting
participants (non-FDA employees) is
through Building 1 where routine
security check procedures will be
performed. For parking and security
information, please refer to http://
www.fda.gov/AboutFDA/
WorkingatFDA/BuildingsandFacilities/

Contact: Aldo Badano, Center for
Devices and Radiological Health, Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 62, Rm. 3116,
Silver Spring, MD 20993-0002, 301—
796—-2534, Aldo.Badano@fda.hhs.gov.

Registration: Registration is free and
on a first-come, first-served basis.
Persons interested in attending this
public workshop must register online by
5 p.m. on April 26, 2013. Early
registration is recommended because
facilities are limited and, therefore, FDA
may limit the number of participants
from each organization. If time and
space permit, onsite registration on the
day of the public workshop will be
provided beginning at 7:30 a.m.

To register for the public workshop,
please visit FDA’s Medical Devices
News & Events—Workshops &
Conferences calendar at http://www.fda.
gov/MedicalDevices/NewsEvents/
WorkshopsConferences/default.htm.
(Select this public workshop from the
posted events list.) Please provide
complete contact information for each
attendee, including name, title,
affiliation, mailing address, email
address, and telephone number. Those
without Internet access should contact
Susan Monahan at 301-796-5661 to
register. Registrants will receive
confirmation after they have been
accepted. You will be notified if you are
on a waiting list.

If you need special accommodations
due to a disability, please contact Susan
Monahan (Susan.Monahan@fda.hhs.gov
or 301-796—5661) no later than April
26, 2013.

Streaming Webcast of the Public
Workshop: This workshop will also be
available via Webcast. Persons
interested in viewing the Webcast must
register online by 5 p.m. on April 26,
2013. Early registration is recommended
because Webcast connections are
limited. Organizations are requested to
register all participants, but to view
using one connection per location.
Webcast participants will be sent
technical system requirements after
registration and will be sent connection
access information after May 2, 2013. If
you have never attended a Connect Pro
event before, test your connection at
https://collaboration.fda.gov/common/

WhiteOakCampusInformation/
ucm241740.htm.

help/en/support/meeting test.htm. To
get a quick overview of the Connect Pro

program, visit http://www.adobe.com/
go/connectpro overview. (FDA has
verified the Web site addresses in this
document, but FDA is not responsible
for any subsequent changes to the Web
sites after this document publishes in
the Federal Register.)

Requests for Oral Presentations: This
workshop includes a public comment
session. If you wish to present during a
public comment session, you must
indicate this at the time of registration.
You shall also submit a title and short
abstract of your comments to Veronika
Lovell at
Veronika.lovell@sunchemical.com.

Comments: FDA is holding this public
workshop to obtain information on the
topics identified in Section II. No
commercial or promotional material
will be permitted to be presented or
distributed at the workshop. In order to
permit the widest possible opportunity
to obtain public comment, FDA is
soliciting either electronic or written
comments on all aspects of the public
workshop topics. The deadline for
submitting comments related to this
public workshop is May 31, 2013.

Regardless of attendance at the public
workshop, interested persons may
submit either electronic or written
comments. Submit electronic comments
to http://www.regulations.gov. Submit
written comments to the Division of
Dockets Management (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852. It
is only necessary to send one set of
comments. Please identify comments
with the docket number found in
brackets in the heading of this
document. In addition, when
responding to specific topics as outlined
in section II, please identify the topic
you are addressing. Received comments
may be seen in the Division of Dockets
Management between 9 a.m. and 4 p.m.,
Monday through Friday and will be
posted to the docket at http://
www.regulations.gov.

Transcripts: Please be advised that as
soon as a transcript is available, it will
be accessible at http://
www.regulations.gov. It may be viewed
at the Division of Dockets Management
(see Comments). A transcript will also
be available in either hardcopy or on
CD-ROM, after submission of a
Freedom of Information request. Written
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requests are to be sent to the Division
of Freedom of Information (ELEM—
1029), Food and Drug Administration,
12420 Parklawn Dr., Element Bldg.,
Rockville, MD 20857. A link to the
transcripts will also be available
approximately 45 days after the public
workshop on the Internet at http://
www.fda.gov/MedicalDevices/
NewsEvents/WorkshopsConferences/
default.htm. (Select this public
workshop from the posted events list).
SUPPLEMENTARY INFORMATION:

I. Background

There is increased utilization of color
in several areas of medical imaging and
a wider range of availability of a variety
of hardware and software platforms that
rely on medical and non-medical
devices to implement medical imaging
product solutions for color imagery.
This new reality has brought up issues
related to the interoperability of devices
and to the framework of accurately
dealing with color data in medical
imaging products. This workshop brings
together key stakeholders to clearly
identify areas of need, investigate
solutions and propose best-practice
approaches. The recommendations of
the summit might include the creation
of a technical special interest group
either as part of the ICC or in some other
forum and the establishment of best-
practice guidelines for industry. The
summit will address emerging
utilization of color in medical imaging
in areas including clinical photography,
ophthalmic photography, digital
microscopy, digital histopathology,
endoscopy, laparoscopy, telemedicine,
handheld mobile displays, display
devices, color measurement, and
standards and professional group
recommendations from organizations
such as the Digital Imaging and
Communications in Medicine, ICC,
International Commission on
Nlumination, International
Electrotechnical Commission, and
American Association of Physicists in
Medicine.

I. Topics

There is increasing use of color in
medical imaging but so far there is no
clear definition of a technical
framework for color management across
the imaging chain from acquisition, pre-
and post-processing, to storage, transfer
and display. Due to the increasing use
of color images and the need for
integrated electronic health records, this
issue is of current relevance for device
manufacturers, users, and regulators. In
addition, topics might include color

methods for handheld display devices,
system approaches for color
consistency, and inter-vendor
interoperability.

Scheduled session topics include: (1)
General landscape of color use in
medical imaging, (2) whole-slide
imagers and digital microscopy/
histopathology, (3) endoscopy and
laparoscopy, (4) other medical imaging
modalities, (5) standards and
professional organization
recommendations, (6) color in
telemedicine, and (7) color in mobile
displays.

Dated: March 22, 2013.

Leslie Kux,

Assistant Commissioner for Policy.

[FR Doc. 2013-07031 Filed 3—-26—13; 8:45 am]
BILLING CODE 4160-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Proposed Collection; 60-Day Comment
Request; Web-based Media Literacy
Parent Training for Substance Use
Prevention in Rural Locations

SUMMARY: In compliance with the
requirement of Section 3506(c)(2)(A) of
the Paperwork Reduction Act of 1995,
for opportunity for public comment on
proposed data collection projects, the
National Institute on Drug Abuse
(NIDA), the National Institutes of Health
(NIH), will publish periodic summaries
of proposed projects to be submitted to
the Office of Management and Budget
(OMB) for review and approval.
Written comments and/or suggestions
from the public and affected agencies
are invited on one or more of the
following points: (1) Whether the
proposed collection of information is
necessary for the proper performance of
the function of the agency, including
whether the information will have
practical utility; (2) The accuracy of the
agency’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 those who are to respond, including
the use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology.
To Submit Comments and For Further
Information: To obtain a copy of the

data collection plans and instruments,
contact Dr. Augie Diana, Health
Scientist Administrator, Prevention
Research Branch, Division of
Epidemiology, Services, and Prevention
Research, NIDA, NIH, 6001 Executive
Boulevard, Room 5163, Bethesda, MD
20892, or call non-toll-free number (301)
443-1942 or Email your request,
including your address to:
dianaa@nida.nih.gov. Formal requests
for additional plans and instruments
must be requested in writing.

Comments Due Date: Comments
regarding this information collection are
best assured of having their full effect if
received within 60 days of the date of
this publication.

Proposed Collection: Web-based
Media Literacy Parent Training for
Substance Use Prevention in Rural
Locations, 0925-New, National Institute
on Drug Abuse (NIDA), National
Institutes of Health (NIH).

Need and Use of Information
Collection: This study will develop a
web-based media literacy substance use
prevention intervention for use with
parents and their elementary school
children (approximately ages 7-12), and
will evaluate the program in a
randomized controlled trial to establish
program efficacy in six rural
communities in North Carolina and
Texas. The primary objectives of the
study are to assess the efficacy of a
media literacy education program that is
specifically designed to overcome
barriers to prevention efforts in rural
communities, and to provide the
scientific basis for establishing the
program, Media Detective Family, as an
evidence-based substance use
prevention curriculum. The information
will provide valuable information
concerning: (1) The appropriateness of
using technology for substance use
prevention programming (i.e., internet,
Smartphone, or tablet-based
applications) to reach rural families
with elementary school-aged children;
(2) improvements in parents’ and
children’s critical thinking skills
associated with intervention exposure;
(3) improvements in parent-child
communication about substances and
the media associated with intervention
exposure; and (4) reductions in
children’s behavioral intentions to use
substances associated with intervention
exposure.

OMB approval is requested for two
years. There are no costs to respondents
other than their time. The total
estimated annualized burden hours are
1067.
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