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Expiration Date 01/31/2017). This
Revision includes new requests for
approval to: (1) Replace “Hepatitis C
virus, past or present” and ‘‘Hepatitis C,
acute” with “Hepatitis C” on the List of
Nationally Notifiable Conditions, (2)
replace all listed Arboviral conditions
with an inclusive category, ‘‘Arboviral
Diseases” on the List of Nationally
Notifiable Conditions, (3) receive case
notification data for Hantavirus
infection, non-Hantavirus Pulmonary
Syndrome, (4) receive case notification
data for Acute Flaccid Myelitis should
it become nationally notifiable, (5)

receive case notification data for
Amebic Encephalitis should it become
nationally notifiable, (6) receive new
laboratory and vaccine data elements for
all conditions, and (7) receive new
disease-specific data elements for
Mumps, Pertussis, Varicella, Arboviral
Diseases, and Sexually Transmitted
Diseases (STD).

Although this Revision includes case
notifications that were not part of the
last NNDSS Revision, the estimate of the
average burden per response based on
the burden tables from all of the
consolidated applications has not

changed. The burden on the states and
cities is estimated to be 10 hours per
response and the burden on the
territories is estimated to be 5 hours per
response. The addition of new vaccine,
laboratory, and disease-specific data
elements do not add any additional
burden because the states, territories,
and cities already collect those data
elements. There will be no increase in
burden for the states, territories, and
cities to send those data elements to
CDC. The estimated annual burden is
28,340 hours.

Estimated Annualized Burden Hours

Number of Number of Avg. burden
Type of respondents Form name respondents responses per | per response
respondent (in hrs.)
SHALES i Weekly and Annual ..........ccccerciiiiiiiinnncnen, 50 52 10
Territories .. Weekly and Annual ... 5 52 5
CItIES v Weekly and Annual 2 52 10

Leroy A. Richardson,

Chief, Information Collection Review Office,
Office of Scientific Integrity, Office of the
Associate Director for Science, Office of the
Director, Centers for Disease Control and
Prevention.

[FR Doc. 201524681 Filed 9-28-15; 8:45 am|
BILLING CODE 4163-18-P

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

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 a meeting for the initial
review of applications in response to
GH15-002: Conducting Public Health
Research in Georgia, and GH16-002:
Impact Evaluation of Combination HIV
Prevention Intervention in Botswana
under PEPFAR.

TIME AND DATE: 9:30a.m.—1:30p.m., EST,
November 4, 2015 (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
GH15-002: Conducting Public Health
Research in Georgia, and GH16-002:
Impact Evaluation of Combination HIV
Prevention Intervention in Botswana
under PEPFAR.

CONTACT PERSON FOR MORE INFORMATION:
Hylan Shoob, Scientific Review Officer,
Center for Global Health (CGH) Science
Office, CGH, CDC, 1600 Clifton Road
NE., Mailstop D-69, Atlanta, Georgia
30033, Telephone: (404) 639—4796.

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.

Claudette Grant,

Acting Director, Management Analysis and
Services Office, Centers for Disease Control
and Prevention (CDC).

[FR Doc. 2015-24657 Filed 9-28-15; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Performance Review Board Members

AGENCY: Centers for Disease Control and
Prevention (CDC), Department of Health
and Human Services (HHS).

ACTION: Notice.

SUMMARY: In this notice, the Centers for
Disease Control and Prevention (CDC)
located within the Department of Health
and Human Services (HHS) is
publishing the names of the
Performance Review Board Members
who are reviewing performance for
Fiscal Year 2015.

FOR FURTHER INFORMATION CONTACT:
Sharon O’Brien, Deputy Director,
Executive and Scientific Resources
Office, Human Resources Office, Centers
for Disease Control and Prevention,
4770 Buford Highway, Mailstop K-07,
Atlanta, Georgia 30341, Telephone (770)
488-1781.

SUPPLEMENTARY INFORMATION: Title 5,
U.S.C. Section 4314(c)(4) of the Civil
Service Reform Act of 1978, Public Law
95-454, requires that the appointment
of Performance Review Board Members
be published in the Federal Register.
The following persons will serve on the
CDC Performance Review Boards or
Panels, which will oversee the
evaluation of performance appraisals of
Senior Executive Service members for
the Fiscal Year 2015 review period:

Christine Branche, Co-Chair



Federal Register/Vol. 80, No. 188/ Tuesday, September 29, 2015/ Notices

58487

James Seligman, Co-Chair
Irma Arispe

Janet Collins

Hazel Dean

Joseph Henderson
Christine Kosmos

Alan Kotch

Jennifer Parker

Judith Qualters

Kalwant Smagh

Dated: September 24, 2015.
Veronica Kennedy,

Acting Director, Division of the Executive
Secretariat, Office of the Chief of Staff,
Centers for Disease Control and Prevention.

[FR Doc. 2015-24650 Filed 9-28-15; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2012-N-0438]

Agency Information Collection
Activities; Submission for Office of
Management and Budget Review;
Comment Request; Early Food Safety
Evaluation of New Non-Pesticidal
Proteins Produced by New Plant
Varieties Intended for Food Use

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.
DATES: Fax written comments on the
collection of information by October 29,
2015.

ADDRESSES: To ensure that comments on
the information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: FDA Desk Officer, FAX:

202-395-7285, or emailed to oira_
submission@omb.eop.gov. All
comments should be identified with the
OMB control number 0910-0583. Also
include the FDA docket number found
in brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT: FDA
PRA Staff, Office of Operations, Food
and Drug Administration, 8455
Colesville Rd., COLE-14526, Silver
Spring, MD 20993—-0002, PRAStaff@
fda.hhs.gov.

SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Early Food Safety Evaluation of New
Non-Pesticidal Proteins Produced by
New Plant Varieties Intended for Food
Use OMB Control Number 0910-0583—
Extension

Since May 29, 1992, when we issued
a policy statement on foods derived
from new plant varieties, we have
encouraged developers of new plant
varieties, including those varieties that
are developed through biotechnology, to
consult with us early in the
development process to discuss possible
scientific and regulatory issues that
might arise (57 FR 22984). The guidance
entitled, “Recommendations for the
Early Food Safety Evaluation of New
Non-Pesticidal Proteins Produced by
New Plant Varieties Intended for Food
Use,” continues to foster early
communication by encouraging
developers to submit to us their
evaluation of the food safety of their
new protein. Such communication
helps to ensure that any potential food
safety issues regarding a new protein in
a new plant variety are resolved early in
development, prior to any possible
inadvertent introduction into the food
supply of the new protein.

We believe that any food safety
concern related to such material

entering the food supply would be
limited to the potential that a new
protein in food from the plant variety
could cause an allergic reaction in
susceptible individuals or could be a
toxin. The guidance describes the
procedures for early food safety
evaluation of new proteins produced by
new plant varieties, including
bioengineered food plants, and the
procedures for communicating with us
about the safety evaluation.

Interested persons may use Form FDA
3666 to transmit their submission to the
Office of Food Additive Safety in the
Center for Food Safety and Applied
Nutrition. Form FDA 3666 is entitled,
“Early Food Safety Evaluation of a New
Non-Pesticidal Protein Produced by a
New Plant Variety (New Protein
Consultation),” and may be used in lieu
of a cover letter for a New Protein
Consultation (NPC). Form FDA 3666
prompts a submitter to include certain
elements of a NPC in a standard format
and helps the respondent organize their
submission to focus on the information
needed for our safety review. The form,
and elements that would be prepared as
attachments to the form, may be
submitted in electronic format via the
Electronic Submission Gateway, or may
be submitted in paper format, or as
electronic files on physical media with
paper signature page. The information is
used by us to evaluate the food safety of
a specific new protein produced by a
new plant variety.

In the Federal Register of June 19,
2015 (80 FR 35370), FDA published a
60-day notice requesting public
comment on the proposed collection of
information. No comments were
received.

Description of Respondents: The
respondents to this collection of
information are developers of new plant
varieties intended for food use.

We estimate the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1

Number of Average
Category FDA Form No. reNSumbSr of responses per Total annual burden per Total hours
pondents respondent responses response
First four data components 3666 6 1 6 4 24
Two other data components 3666 6 1 6 16 96
TOMAl s | e | reeeneeennreeennes | eeesnreressneeesnreens | rsrreesssneessnnneennns | eeeesseeesneesnnnes 120

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

The estimated number of annual
responses and average burden per
response are based on our experience

with early food safety evaluations.
Completing an early food safety

plant variety is a one-time burden (one
evaluation per new protein). Many
evaluation for a new protein from a new developers of novel plants may choose
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