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challenging research activities.
Oversight systems and tools are critical
for the NIH to ensure participant safety,
data integrity, and accountability of the
use of public funds. The NIH has been
engaged in a multi-year effort to
examine how clinical trials are
supported and the level of oversight
needed. The collection of more

structured information in the PHS
applications and pre-award reporting
requirements as well as continued

monitoring and update during the post-

award reporting requirements will

facilitate the NIH’s oversight of clinical

trials. In addition, some of the data

reported in the RPPR will ultimately be

accessible to investigators to update

ESTIMATED ANNUALIZED BURDEN HOURS

certain sections of forms when
registering or reporting their trials with
ClinicalTrials.gov.

OMB approval is requested for 3
years. There are no costs to respondents
other than their time. The total
estimated annualized burden hours are
519,408.

Average
Number of
Information collection forms rglsupnt;gg;r?tfs response&s per brtérsd:(;lngeer J&?éﬁﬂ%ﬂ?ls
respondent (in hours)
Reporting:
PHS 41687 oo 12,580 1 30/60 6,290
L ST B e SR 1,778 1 20/60 593
PHS 568 11,180 1 5/60 932
iEdison ...... 5,697 1 15/60 1,424
PHS 2271 ... 22,035 1 15/60 5,509
PHS 2590 ...ttt 243 1 18 4,374
RPPR—COre Data .....cc.ooieiiriiiiiitieie ettt 32,098 1 8 256,784
Biosketch (Part of RPPR) ....... 2,544 1 2 5,088
Data Tables (Part of RPPR) 758 1 4 3,032
Trainee Diversity Report (Part of RPPR) ......oociiiiiiiiiieeeeeeee e 480 1 15/60 120
PHS Human Subjects and Clinical Trial Information (Part of RPPR, in-
cludes inclusion enrollment report) ........ccccoeeceeerrieeeriiee e 6,420 1 4 25,680
Publication Reporting .........cccooeeveieeis 97,023 3 5/60 8,085
Final RPPR—Core Data .......cc..c...... 18,000 1 10 180,000
Data Tables (Part of Final RPPR) .......ccccccoevennne. 758 1 4 3,032
Trainee Diversity Report (Part of Final RPPR) ......ccccooiiiiiiiiiiececcee, 480 1 15/60 120
PHS Human Subjects and Clinical Trial Information (Part of Final
RPPR, includes inclusion/enrollment) .........ccccccceeiiiieriieeeecieeeciee e 3,600 1 4 14,400
PHS 3734 479 1 30/60 240
Final Progress REPOIT .......ccooiiiiiiiiiiiiiiieeeeee et 2,000 1 1 2,000
SBIR/STTR Phase Il Final Progress Report .........cccccoviiiieneniieeneeeen. 1,330 1 1 1,330
Reporting Burden Total ..o niieis | eereesiee e enies | sreesreesne e snees | eeeieeesee e 499,033
Recordkeeping:
SBIR/STTR Life Cycle Certification ............cccoooiiiiiniiiiiiieie e, 1,500 1 15/60 375
Grand TOtAl ...ooooeeiiee et estree e erreeeerees | eeeseeeesieeeesieeess | eereeesesseeessieeeenss | seeeessreeessseeeennes 519,408

Dated: February 1, 2017.
Lawrence A. Tabak,

Deputy Director, National Institutes of Health.
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BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Mental Health;
Amended Notice of Meeting

Notice is hereby given of a change in
the meeting of the National Institute of
Mental Health Special Emphasis Panel,
February 03, 2017, 10:00 a.m. to
February 03, 2017, 03:00 p.m., National
Institutes of Health, Neuroscience
Center, 6001 Executive Boulevard,
Rockville, MD, 20852 which was
published in the Federal Register on
January 18, 2017, 82FR5588.

This meeting notice is amended to
change the meeting time to 1:00 p.m.—
5:00 p.m. The meeting is closed to the
public.

Dated: February 1, 2017.

Melanie J. Pantoja,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2017—02430 Filed 2—-6-17; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Submission for OMB Review; 30-Day
Comment Request PHS Applications
and Pre-Award Reporting
Requirements (OD/OPERA)

AGENCY: National Institutes of Health,
HHS.
ACTION: Notice.

SUMMARY: In compliance with the
Paperwork Reduction Act of 1995, the
National Institutes of Health (NIH) has
submitted to the Office of Management
and Budget (OMB) a request for review
and approval of the information
collection listed below. This proposed
information collection was previously
published in the Federal Register on
November 2, 2016, Volume 81, No. 212,
pages 76368—76370 and allowed 60 days
for public comment. No public
comments were received. The purpose
of this notice is to allow an additional
30 days for public comment.

DATES: Comments regarding this
information collection are best assured
of having their full effect if received
within 30-days of the date of this
publication.

ADDRESSES: Written comments and/or
suggestions regarding the item(s)
contained in this notice, especially
regarding the estimated public burden
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