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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

The meeting announced below
concerns Evaluating Promising
Strategies to Build the Evidence Base for
Sexual Violence Prevention, Funding
Opportunity Announcement (FOA)
CE14-005, 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 the aforementioned meeting:

Time and Date: 11:30 a.m.—12:30
p-m., EDT, July 30, 2014 (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
“Evaluating Promising Strategies to
Build the Evidence Base for Sexual
Violence Prevention, FOA CE14—-005.”
The panel is reconvening to review one
application that was not reviewed in the
previous panel for FOA CE14-005 on
May 15, 2014.

Contact Person For More Information:
Donald Blackman, Ph.D., Scientific
Review Officer, CDC, 4770 Buford
Highway NE., Mailstop F63, Atlanta,
Georgia 30341, Telephone: (770) 488—
0641.

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. 2014—-16453 Filed 7-14—14; 8:45 am]|

BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Advisory Committee on Breast Cancer
in Young Women (ACBCYW)

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 the following meeting of the
aforementioned committee:

Time And Date: 1:00 p.m.—5:00 p.m.,
EST, August 11, 2014.

Place: This meeting is accessible by
teleconference and web access.
Teleconference and web access login
information is as follows:

Toll-Free Telephone: 1-877-917—
7126, Participant passcode: 1594803.
There is also a toll free number for
anyone outside of the USA: TOLL
NUMBER: 1-415-228-4972, Participant
passcode: 1594803.

Net Conference And Web URL:
https://www.mymeetings.com/nc/join/.

Conference number: PW7515819,
Audience passcode: 1594803 and:
https://www.mymeetings.com/nc/
join.php?i=PW7515819&p=1594803
&t=c.

Status: Open to the public, limited
only by the net conference and audio
phone lines available.

Purpose: The committee provides
advice and guidance to the Secretary,
HHS; the Assistant Secretary for Health;
and the Director, CDC, regarding the
formative research, development,
implementation and evaluation of
evidence-based activities designed to
prevent breast cancer (particularly
among those at heightened risk) and
promote the early detection and support
of young women who develop the
disease. The advice provided by the
Committee will assist in ensuring
scientific quality, timeliness, utility, and
dissemination of credible appropriate
messages and resource materials.

Matters For Discussion: The agenda
will include discussions on the current
and emerging topics related to breast
cancer in young women. These include
current survivorship activities and
public health campaign activities. Other
areas of discussion may include risk
communication and health education,
as well as approaches to increase
awareness of clinicians/practitioners
regarding topics such as breast cancer
risk, breast health, symptoms, diagnosis,
and treatment of breast cancer in young
women.

Agenda items are subject to change as
priorities dictate.

Online Registration Required: All
ACBCYW Meeting participants must
register for the meeting online at least
three business days in advance at
http://www.cdc.gov/cancer/breast/what
_cdc_is_doing/meetings.htm. Please
complete all the required fields before
submitting your registration and submit
no later than August 6, 2014.

Contact Person For More Information:
Temeika L. Fairley, Ph.D., Designated
Federal Officer, National Center for
Chronic Disease Prevention and Health
Promotion, CDC, 4770 Buford Highway,
NE., Mailstop K52, Atlanta, Georgia
30341, Telephone (770) 488-4518, Fax
(770) 488—4760 Email: acbcyw@cdc.gov.

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 Agency for Toxic
Substances and Disease Registry.

Elaine Baker,

Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention.
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2014-D-0900]

Benefit-Risk Factors To Consider
When Determining Substantial
Equivalence in Premarket Notifications
[510(k)] With Different Technological
Characteristics; Draft Guidance for
Industry and Food and Drug
Administration Staff; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of the draft guidance
document entitled “Benefit-Risk Factors
to Consider When Determining
Substantial Equivalence in Premarket
Notifications [510(k)] with Different
Technological Characteristics.”” This
guidance is intended to provide greater
clarity regarding the principal benefit-
risk factors that FDA considers during
the review process for a premarket
notification (510(k)) submission when
there are different technological
characteristics between the new device
and the legally marketed (predicate)
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device. This draft guidance is not final
nor is it in effect at this time.

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 draft
guidance before it begins work on the
final version of the guidance, submit
electronic or written comments on the
draft guidance by October 14, 2014.
ADDRESSES: An electronic copy of the
guidance document is available for
download from the Internet. See the
SUPPLEMENTARY INFORMATION section for
information on electronic access to the
guidance. Submit written requests for a
single hard copy of the guidance
document entitled “Benefit-Risk Factors
to Consider When Determining
Substantial Equivalence in Premarket
Notifications [510(k)] with Different
Technological Characteristics” to the
Office of the Center Director, Guidance
and Policy Development, Center for
Devices and Radiological Health, Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 66, Rm. 5431,
Silver Spring, MD 20993-0002 or the
Office of Communication, Outreach and
Development, Center for Biologics
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 71, Rm. 3128,
Silver Spring, MD 20993—-0002. Send
one self-addressed adhesive label to
assist that office in processing your
request.

Submit electronic comments on the
draft guidance 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. Identify
comments with the docket number
found in brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT:
Office of Center Director, Center for
Devices and Radiological Health, Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 66, Silver Spring,
MD 20993-0002, 301-796-5900, or,
Stephen Ripley, Center for Biologics
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 71, Rm. 7301,
Silver Spring, MD 20993, 240-402—
7911.

SUPPLEMENTARY INFORMATION:

I. Background

A submitter of a premarket
notification submission (510(k)) must
demonstrate to FDA in its 510(k)
submission that the new device is
“substantially equivalent” to a
“predicate device” (see section 513(i) of

the Federal Food, Drug & Cosmetic Act
(21 U.S.C. 360c(i)). At certain points in
the substantial equivalence analysis, the
probable benefits and risks of a new
device as compared to a legally
marketed (predicate) device may be
relevant. This draft guidance does not
focus on benefit-risk factors that may be
considered during the first step of the
510(k) review process where FDA must
find that the intended use of the device
and the predicate device are “the same.”
Instead, this guidance focuses on the
step of the 510(k) review process after
FDA has determined that there are
different technological characteristics
between the new device and the
predicate device, and FDA has
determined that the differences in the
technological characteristics do not
raise different questions of safety and
effectiveness. At this step in the review
process, FDA must determine whether
the new device is “as safe and effective”
as the predicate device. This draft
guidance discusses the principal
benefit-risk factors FDA considers when
making this determination, and also
provides examples of how these factors
may be used during premarket review.

The benefit-risk factors discussed in
this guidance may assist FDA reviewers
in making substantial equivalence
determinations and may help
accommodate evolving technology
during the 510(k) premarket process.
This guidance may also help submitters
of 510(k) premarket notifications
demonstrate substantial equivalence in
their premarket submissions. FDA has
developed this guidance in order to
improve the predictability, consistency,
and transparency of the 510(k)
premarket review process. This
guidance does not change the 510(k)
premarket review standard or create
extra burden on a submitter of a 510(k)
to provide additional performance data
from what has traditionally been
submitted during the review process for
510(k) submissions.

II. Significance of Guidance

This draft guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115).
This draft guidance, when finalized,
will represent the Agency’s current
thinking on benefit-risk factors to
consider when determining substantial
equivalence in medical device
premarket notifications (510(k)) with
different technological characteristics. It
does not create or confer any rights for
or on any person and does not operate
to bind FDA or the public. An
alternative approach may be used if
such approach satisfies the

requirements of the applicable statute
and regulations.

II1. Electronic Access

Persons interested in obtaining a copy
of the guidance may do so by using the
Internet. A search capability for all
CDRH guidance documents is available
at http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/
GuidanceDocuments/default.htm.
Guidance documents are also available
at http://www.regulations.gov. or http://
www.fda.gov/BiologicsBloodVaccines/
GuidanceCompliance
Regulatorylnformation/default.htm.
Persons unable to download an
electronic copy of “Benefit-Risk Factors
to Consider When Determining
Substantial Equivalence in Premarket
Notifications [510(k)] with Different
Technological Characteristics,” may
send an email request to CDRH-
Guidance@fda.hhs.gov to receive an
electronic copy of the document. Please
use the document number 1818 to
identify the guidance you are
requesting.

IV. Paperwork Reduction Act of 1995

The draft guidance refers to currently
approved collections of information
found in FDA regulations. These
collections of information are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520). The collections of information in
21 CFR part 807, subpart E have been
approved under OMB control number
0910-0120; and the collections of
information in 21 CFR part 803 have
been approved under OMB control
number 0910-0437.

V. Comments

Interested persons may submit either
electronic comments regarding this
document to http://www.regulations.gov
or written comments to the Division of
Dockets Management (see ADDRESSES). It
is necessary to send only one set of
comments. Identify comments with the
docket number found in brackets in the
heading of this document. 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.

Dated: July 10, 2014.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2014-16565 Filed 7-14—14; 8:45 am|
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