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for drugs. Dr. Ruth Day, a social
scientist researcher at Duke University,
has worked as a special government
employee on the labeling for drugs. Ron
Charnock is CEO of Kwikpoint, which is

a visual language developer for
instructions for use. His company
worked on a Cooperative Research and
Development Agreement with the
Center for Devices and Radiological

Health to determine if visual language
could be used in lieu of words on
certain portions of device labeling.
FDA estimates the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN

Number of Average
Number of responses | Total annual Total Capital
Type of respondent respondents per responses brLérSde;nggr hours 1 costs
respondent P
SCIEENET ...ttt 60 1 60 0.08 [ TR
Health care professionals participating at a hospital ....... 24 1 24 15 36 | e
Health care professionals participating at FDA ............... 12 1 12 3.5 42 $240
TOMAL et nes | erreesneeseesnnees | eessreeseesseene | eesreesreeeneesiees | eeesieeeseesieeans 83 $240

1 Numbers have been rounded.

We plan to screen approximately 60
potential respondents prior to being
included in the study. The screener will
be done using email. We estimate that
the screener will only take
approximately 5 minutes per person.

We will conduct the studies at three
different sites including two area
hospitals using their devices, existing
labeling, and HCPs. We expect that the
maximum time for testing will be 1.5
hours. Given a sample of 6 devices with
2 different labeling types, there will be
12 different labeling types to be tested.
We plan to have 24 people test each
type of the labeling.

We will also conduct the studies on
FDA’s campus using medical devices
received from medical device industry
representatives through a material
transfer agreement. To account for travel
time we have included 2 additional
hours per response in the burden
estimate for the 12 health care
professionals participating at FDA.

Dated: March 31, 2015.

Leslie Kux,

Associate Commissioner for Policy.
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BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meetings

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 meetings.

The meetings 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: Center for Scientific
Review Special Emphasis Panel; RFA-OD-
15—001: Building Interdisciplinary Research
Careers in Women’s Health K12s.

Date: April 28, 2015.

Time: 11:00 a.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health; 6701
Rockledge Drive; Bethesda, MD 20892;
(Virtual Meeting).

Contact Person: Suzanne Ryan, Ph.D.;
Scientific Review Officer; Center for
Scientific Review; National Institutes of
Health; 6701 Rockledge Drive, Room 3139,
MSC 7770; Bethesda, MD 20892; (301) 435—
1712; ryansj@csr.nih.gov.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Conference
and Meetings: Office of Research
Infrastructure Programs (ORIP).

Date: April 29, 2015.

Time: 3:00 p.m. to 4:40 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: Cathleen L Cooper, Ph.D.;
Scientific Review Officer; Center for
Scientific Review; National Institutes of
Health; 6701 Rockledge Drive, Room 4208,
MSC 7812; Bethesda, MD 20892; 301-443—
4512; cooperc@csr.nih.gov.

(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: March 31, 2015.
Michelle Trout,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2015-07740 Filed 4—-3-15; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Dental &
Craniofacial Research; Notice of
Closed Meetings

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 meetings.

The meetings 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
Dental and Craniofacial Research Special
Emphasis Panel Review of UH2 grant
applications.

Date: May 5-6, 2015.

Time: 8:00 a.m. to 2:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: Crowne Plaza Washington National
Airport, 1489 Jefferson Davis Hwy, Arlington,
VA 20220.

Contact Person: Savvas C Makrides, Ph.D.,
Scientific Review Officer, Scientific Review
Branch, National Institute of Dental and
Craniofacial Research, National Institutes of
Health, 6701 Democracy Boulevard, Suite
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