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tolerance. Additionally, a physical
examination and fingerstick blood tests
will be used for health screening. The
purpose of collecting data in the
environmental chamber is to compare
physiologic and cognitive

measurements at different core body
temperatures to evaluate factors
contributing to individual variability in
cognitive and physiologic responses to
heat and to evaluate whether core body

ESTIMATED ANNUALIZED BURDEN HOURS

temperature thresholds exist above
which cognitive deficits are observed.

The total estimated burden hours are
103. There are no costs to respondents
other than their time.

Number Average
Type of respondent Form name rglsuprggggr?tfs responses per brtérsd;(;lngeer
respondent (hours)
Miners.
Ingestion of temperature pill ..., 30 2 1/60
Fitting of chest strap ............ 30 2 1/60
Consent form (field) ........ccccevveenenenn. 30 1 30/60
Health screening questionnaire (field) ........... 30 1 30/60
Heat stress app—shift questionnaire (field) ... 30 4 1/60
PVT cognitive test (field) ........ccccorviiniiiiniiiieee, 30 5 5/60
Heat stress app—post—shift questionnaire (field) .. 30 2 10/60
Ingestion of temperature pill ............cocoeiiiniinieen. 15 3 1/60
Fitting of chest strap ................ 15 3 1/60
Consent form (chamber) .. 15 1 30/60
Physical ........ 15 1 10/60
€XamiNAtioN ......cocviriiieiieiee e
Health screening questionnaire (chamber) .........ccccccceveiens 15 1 30/60
MINers/ ....occoovviiiiiiciieeieeee
firefighters/ ......ccccvevinvriinene
construction workers.
Fingerstick blood sample for point-of-care testing ................. 8 1 1/60
Release of .....cociiiiiiiii 3 1 1/60
Information (HIPPA)
Borg and thermal scale ..........cccocoeiiiiiiiiicii e 15 5 1/60
PANAS KSS fatigue ......ccceceeiiireriineeie e 15 5 2/60
Cognitive test: PVT (chamber) 15 5 10/60
Cognitive test: N-back ........ccccocevvvviiiiiinene 15 5 1/60
Pre-test screening questionnaire (chamber) ..........ccccoeeeneee. 15 2 5/60

Jeffrey M. Zirger,

Lead, Information Collection Review Office,
Office of Scientific Integrity, Office of Science,
Centers for Disease Control and Prevention.
[FR Doc. 2020-18275 Filed 8—19-20; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Submission for OMB Review;
Administration for Native Americans
(ANA) Ongoing Progress Report (OPR)
and Objective Work Plan (OWP)
AGENCY: Administration for Native
Americans, Administration for Children
and Families, HHS.

ACTION: Request for public comment.

SUMMARY: The Administration for
Children and Families’ (ACF)
Administration for Native Americans
(ANA) is requesting a revision to the
information collection: Ongoing
Progress Report (OPR) and the Objective
Work Plan (OWP) (OMB #0970-0452).
Changes are proposed to reduce the

burden on the public by combining
ANA’s Annual Data Report (OMB
#0970-0475) with the OPR.

DATES: Comments due within 30 days of
publication. OMB must make a decision
about the collection of information
between 30 and 60 days after
publication of this document in the
Federal Register. Therefore, a comment
is best assured of having its full effect

if OMB receives it within 30 days of
publication.

ADDRESSES: Written comments and
recommendations for the proposed
information collection should be sent
within 30 days of publication of this
notice to www.reginfo.gov/public/do/
PRAMain. Find this particular
information collection by selecting
“Currently under 30-day Review—Open
for Public Comments” or by using the
search function.

SUPPLEMENTARY INFORMATION:
Description: Content changes are being
made to the currently approved OPR.
ANA will continue to use the currently
approved OPR with minimal changes to
the instructions for the remainder of
fiscal year (FY) 2020 and will use the
modified OPR beginning FY 2021. The

modified OPR combines ANA’s Annual
Data Report (OMB #0970-0475) with the
OPR.

The information in the OPR is
collected on a semi-annual basis to
monitor the performance of grantees and
better gauge grantee progress. The semi-
annual data collection replaces the
previous quarterly filing requirement of
the OPR.

The OPR information collection is
conducted in accordance with Sec. 811
[42 U.S.C. 2992] of the Native American
Programs Act and will allow ANA to
report quantifiable results across all
program areas. It also provides grantees
with parameters for reporting their
progress and helps ANA better monitor
and determine the effectiveness of their
projects.

There are no changes proposed to the
OWP. The OWP information collection
is conducted in accordance with 42
U.S.C. of the Native American Programs
Act of 1972, as amended. This
collection is necessary to evaluate
applications for financial assistance and
determine the relative merits of the
projects for which such assistance is


http://www.reginfo.gov/public/do/PRAMain
http://www.reginfo.gov/public/do/PRAMain
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requested, as set forth in Sec. 806 [42
U.S.C. 2991d-1](a)(1).

Respondents: Federally and state-
recognized tribes, Native Pacific

Islanders, Tribal Colleges and

ANNUAL BURDEN ESTIMATES

Universities, native non-profits, and
consortia.

Total
Instrument Total number of number of Aver{ggres t;)uerrden Total burden Annual burden
respondents responses per response hours hours
respondent

Objective Work Plan ........cccccoceviveeneiennenienns 300 3 900 300
Ongoing Progress Report FY 2020 ................. 200 1 400 133
Ongoing Progress Report FY 2021—Exp.

Date .o 200 4 2 1600 533

*Burden is annualized over the three year approval period.

Estimated Total Annual Burden
Hours: 966.

Authority: Sec. 806 [42 U.S.C. 2991d—
1](a)(1) and Sec. 811 [42 U.S.C. 2992].

John M. Sweet Jr.,

ACF/OPRE Certifying Officer.

[FR Doc. 202018219 Filed 8-19-20; 8:45 am|]
BILLING CODE 4184-34-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2013-N-1429]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Registration of
Human Drug Compounding
Outsourcing Facilities under Section
503B of the Federal Food, Drug, and
Cosmetic Act and Associated Fees

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing an opportunity for public
comment on the proposed collection of
certain information by the Agency.
Under the Paperwork Reduction Act of
1995 (PRA), Federal Agencies are
required to publish notice in the
Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information, and
to allow 60 days for public comment in
response to the notice. This notice
solicits comments on information
collection pertaining to the registration
of human drug compounding
outsourcing facilities under the Federal
Food, Drug, and Cosmetic Act (FD&C
Act) and associated fees.

DATES: Submit either electronic or
written comments on the collection of
information by October 19, 2020.

ADDRESSES: You may submit comments
as follows. Please note that late,
untimely filed comments will not be
considered. Electronic comments must
be submitted on or before October 19,
2020. The https://www.regulations.gov
electronic filing system will accept
comments until 11:59 p.m. Eastern Time
at the end of October 19, 2020.
Comments received by mail/hand
delivery/courier (for written/paper
submissions) will be considered timely
if they are postmarked or the delivery
service acceptance receipt is on or
before that date.

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to https://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on https://www.regulations.gov.

¢ If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see “Written/Paper
Submissions” and ‘““Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand Delivery/Courier (for
written/paper submissions): Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

¢ For written/paper comments
submitted to the Dockets Management
Staff, FDA will post your comment, as
well as any attachments, except for
information submitted, marked and
identified, as confidential, if submitted
as detailed in “Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2013-N-1429 for “Agency Information
Collection Activities; Proposed
Collection; Comment Request;
Registration of Human Drug
Compounding Outsourcing Facilities
Under Section 503B of the FD&C Act
and Associated Fees.” Received
comments, those filed in a timely
manner (see ADDRESSES), will be placed
in the docket and, except for those
submitted as “Confidential
Submissions,” publicly viewable at
https://www.regulations.gov or at the
Dockets Management Staff between 9
a.m. and 4 p.m., Monday through
Friday, 240-402-7500.

¢ Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on
https://www.regulations.gov. Submit
both copies to the Dockets Management
Staff. If you do not wish your name and
contact information to be made publicly
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