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Federal Register/Vol. 82, No. 12/ Thursday, January 19, 2017 /Rules and Regulations

= )L—IL

7149

DEPARTMENT OF HOMELAND
SECURITY

6 CFR Part 46

DEPARTMENT OF AGRICULTURE

7 CFR Part 1c

DEPARTMENT OF ENERGY

10 CFR Part 745

NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

14 CFR Part 1230

DEPARTMENT OF COMMERCE

15 CFR Part 27

SOCIAL SECURITY ADMINISTRATION

20 CFR Part 431

NATIONAL SCIENCE FOUNDATION
45 CFR Part 690
DEPARTMENT OF TRANSPORTATION

49 CFR Part 11

Federal Policy for the Protectlon of
Human Subjects

AGENCY: Department of Homeland
Security; Department of Agriculture;
Department of Energy; National
Aeronautics and Space Administration;
Department of Commerce; Social
Security Administration; Agency for
International Development; Department
of Housing and Urban Development;
Department of Labor; Department of
Defense; Department of Education;
Department of Veterans Affairs;
Environmental Protection Agency:
Department of Health and Human
Services; National Science Foundation;
and Department of Transportation.

ACTION: Final rule.

https://lwww.gpo.gov/fdsys/pkg/FR-2017-01-19/pdf/2017-01058.pdf
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II. Definitions for Purposes of this Policy
(§  .102)

IV. Ensuring Compliance with this Policy
(§  .103)

V. Exempt Research (§  .104)

VL. Protection of Identifiable Private
Information and Identifiable
Biospecimens

VIL IRB Membership and Modification to
References to Vulnerahility

(8%  .107(a),  .111(a)(3), and
___111(b)

VIIL IRB Functions and Operations
(5 _ .108)

IX. IRB Review of Research (§  .109)

X. Expedited Review Procedures (§  .110)

XL Criteria for IRB Approval of Research
&  .1171)

XIL Cooperative Research (§

KNI IKB Eecords (8§ .115)

XIV. General Requirements for Informed
Consent (§  .116)

XV. Documentation of Informed Consent
5 .117)

XVL Applications and Proposals Lacking
Definite Plans for Involvement of Human
Subjects (§  .118)

XVIIL. Eesearch Undertaken Without the
Intention of Involving Human Subjects
% 11al

114)

yle



AKEICHITHERKBZEICFR D21 XA D R #l

<3dEVIL—IL>
OPMMEEZTRITTEIR SN SHERKRMAE I T SR

<IND>
OMZEFEF-WTHRBET HERAZEE (BE
R ZE (2319 4 7Rl

ol

~ 0

Merar) U -ER

& PHETOMRIZEINT & HESUHIATEM - BHEHLBHIN
o FMIPEFTIRICH2MEZF5 L TAH TWEWEREBEDY > JILEERMICE
RERESHE., BEBHRITLIHAEE mL. EF~ORESHRALZLICLAL,
£ (Yo O—JILy I EH) BEODT—AZINE LS, ST E

21452 ENERIL.

« BEDIZELELEET LLENVEADHR - ‘
*ERI HHER T, EBABENRRET ¢ HEEL LTI267TADERMZEZEL T,
28 AMFETS. #9100 A HY5BR. #0184 - 179822 NDEEHEIZEFHFm SNz (F1)

REHEEEHRE (R REFXF—FH) R4 FEH)

e N S— —— L
_MEUIE—;-SO

ICRweb http.//www.icrweb.jp/




FR28F12A13HEST 215t Century Cures Act NOVEMBER 25, 2016
~PROTECTION OF HUMAN RESEARCH SUBJECTS. ~

DIVISION A—21ST CENTURY CURES
TITLE Il—DEVELOPMENT
Subtitle C—Modern Trial Design and Evidence Development

SEC. 3023. PROTECTION OF HUMAN RESEARCH SUBJECTS.

(@) IN GENERAL.—In order to simplify and facilitate compliance by researchers with
applicable regulations for the protection of human subjects in research, the Secretary
of Health and Human Services (referred to in this section as the “Secretary”) shall, to
the extent practicable and consistent with other statutory provisions, harmonize
differences between the HHS Human Subject Requlations and the FDA Hum
Subject Regulations in accordance with subsection (b).

(b) AVOIDING REGULATORY DUPLICATION AND UNNECESSARY DELAYS.—The
Secretary shall, as appropriate— (1) make such modifications to the provisions of the
HHS Human Subject Regulations, the FDA Human Subject Regulations, and the
vulnerable populations rules as may be necessary—

(A) to reduce requlatory duplication and unnecessary delays;

(B) to modernize such provisions in the context of multisite and cooperati'ye
research projects; and

(C) to protect vulnerable populations, incorporate local considerations, and sup
community engagement through mechanisms such as consultation with lo
researchers and human research protection programs, in a manner consi
with subparagraph (B); and

http://docs.house.gov/billsthisweek/20161128/CPRT-114-HPRT-RU00-SAHR34.pdf 51
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21st Century Cures Act NOVEMBER 25, 2016
~PROTECTION OF HUMAN RESEARCH SUBJECTS.~

(2) ensure that human subject research that is subject to the HHS Human Subjeat
Regulations and to the FDA Human Subject Regulations may—

(A) use joint or shared review;

(B) rely upon the review of—
(i) an independent institutional review board; or
(i) an institutional review board of an entity other than the sponsor of the

research; or
(C) use similar arrangements to avoid duplication of effort.

(c) CONSULTATION.—In harmonizing or modifying regulations or guidance under tl
section, the Secretary shall consult with stakeholders (including researchers,
academic organizations, hospitals, institutional research boards, pharmaceuticz
biotechnology, and medical device developers, clinical research organizations,
groups, and others).

(I TIMING.—The Secretary shall complete the harmonization described in subsection (a)
not later than 10 years after the date of enactment of this Act.

(e) PROGRESS REPORT.—Not later than 2 years after the date of enactment of this Act,
the Secretary shall submit to Congress a report on the progress made toward
completing such harmonization.

http://docs.house.gov/billsthisweek/20161128/CPRT-114-HPRT-RU00-SAHR34.pdf §2
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H H S y QDV U.S. Department of Health & Human Services

Office for Human Research Protections

Final Revisions to the Common Rule

The U.S. Department of Health and Human Services and fifteen
other Federal Departments and Agencies have issued final
revisions to the Federal Policy for the Protection of Human
Subjects (the Common Rule). The Final Rule was published in
the Federal Reqister on January 19, 2017. It implements new
steps to better protect human subjects involved in research, while
facilitating valuable research and reducing burden, delay, and
ambiguity for investigators.

Read the HHS Press Release

-Read the Final Rule (PDF - 794 KB)

https://www.hhs.gov/ohrp/regulations-and-policy/regulations/finalized-revisions-common-rule/index.html# 53
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Federal Register /Vol. 82, No. 12 /Thursday, January 19, 2017 /Rules and Regulations
PART I—PROTECTION OF HUMAN SUBJECTS

§ .114 Cooperative Research

(a) Cooperative research projects are those projects covered by this policy that involve more
than one institution. In the conduct of cooperative research projects, each institution is
responsible for safeguarding the rights and welfare of human subjects and for complying

with this policy.

(b)(1) Any institution located in the United States that is engaged in cooperative

research must rely upon approval by a single IRB for that portion of the

research that is conducted in the United States. The reviewing IRB will be identified by the

Federal department or agency supporting or conducting the research or proposed by the

lead institution subject to the acceptance of the Federal department or agency supporting

the research.
(2) The following research is not subject to this provision:

(i) Cooperative research for which more than single IRB review is required by law
(including tribal law passed by the official governing body of an American Indian or
Alaska Native tribe); or

(i) Research for which any Federal department or agency supporting or conducting the
research determines and documents that the use of a single IRB is not appropriate for
the particular context.

(c) For research not subject to paragraph (b) of this section, an institution participating in a
cooperative project may enter into a joint review arrangement, rely on the review of another
IRB, or make similar arrangements for avoiding duplication of effort.

hEfps JWWW.gpo.goviidsys/pkg/FR-2017-01-197pdi72017-01058.par I
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Office for Human Research Protections

The Office for Human Research Protections (OHRP) was created in June 2000 to lead
the Department of Health and Human Services’ efforts to protect human subjects in
biomedical and behavioral research and to provide leadership for all federal agencies
that conduct or support human subjects research under the Federal Policy for the
Protection of Human Subjects, also known as the Common Rule. OHRP replaced the
Office for Protection from Research Risks (OPRR), which was created in 1972 and was
part of the National Institutes of Health (NIH). In June 2000, HHS established the
National Human Research Protections Advisory Committee (NHRPAC) to provide HHS
with expert advice and recommendations on human subject protections matters.

B ERH3K 3141

2 LEREF 1873 (E#NE : 59.6%)
FDA only 14 < INDDIRB#,

OHRP only 928 000
fR R BT 2R DIRBEX
OHRP/FDA 931 928+ 931 = 1859

https://ohrp.cit.nih.gov/search/irbsearch.aspx?styp=adv 55
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Federal Register /Vol. 82, No. 12 /Thursday,
January 19, 2017 /Rules and Regulations

SUMMARY: The departments and agencies listed in this document
announce revisions to modernize, strengthen, and make more effective
the Federal Policy for the Protection of Human Subjects that was
originally promulgated as a Common Rule in 1991. This final rule is
intended to better protect human subjects involved in research, while
facilitating valuable research and reducing burden, delay, and ambiguity
for investigators. These revisions are an effort to modernize, simplify, and
enhance the current system of oversight.

DATES: This rule is effective on January 19, 2018. The compliance date for
this rule, except for §11.114(b) (cooperative research), is January 19,
2018. The compliance date for § [1.114(b) (cooperative research)

IS January 20, 2020.

https://www.gpo.gov/fdsys/pkg/FR-2017-01-19/pdf/2017-01058.pdf 56
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€ DEPARTMENT OF HOMELAND SECURITY 6 CFR Part 46
€ DEPARTMENT OF AGRICULTURE / CFR Part 1c
€ DEPARTMENT OF ENERGY 10 CFR Part 745

€ NATIONAL AERONAUTICS ANDSPACE ADMINISTRATION
14 CFR Part 1230

€ DEPARTMENT OF COMMERCE 15 CFR Part 27

€ SOCIAL SECURITY ADMINISTRATION 20 CFR Part 431
INDELERR E PART 312 [INDxE s R4 i- ;

PART 50(IC) &56(IRB) (xR ELEHOTULVELN !
& AGENCY FOR INTERNATIONAL DEVELOPMENT 22 CFR Part 225
4 DEPARTMENT OF HOUSING AND URBAN DEVELOPMENT
24 CFR Part 60
4 DEPARTMENT OF LABOR 29 CFR Part 21
€ DEPARTMENT OF DEFENSE 32 CFR Part 219

€ DEPARTMENT OF EDUCATION 34 CFR Part 97
€ DEPARTMENT OF VETERANS AFFAIRS 38 CFR Part 16
4 ENVIRONMENTAL PROTECTION AGENCY 40 CFR Part 26
€ DEPARTMENT OF HEALTH AND HUMAN SERVICES 45 CFR Part 46

€4 NATIONAL SCIENCE FOUNDATION 45 CFR Part 690
€ DEPARTMENT OF TRANSPORTATION 49 CFR Part 188
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FEDERAL REGISTER

The Daily Journal of the United States Government
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® Rule H

Clinical Trials Registration and Results Information Submission

A Rule by the Health and Human Services Department on 09/21/2016 $ v
] [ Start Printed Page 64982 W
- - Printed version:

— PDF
AGENCY: |
@ Publication Date:
National Institutes of Health, Department of Health and Human Services. 09/21/2016
# Agency:
ACTION: Department of Health and Human
Services

B e Dates:

https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and-results-information-submission ﬁ?
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12F 138 &% - #1T 21st Century Cures Act peREER
~UPDATES TO POLICIES TO IMPROVE DATA~

DIVISION A—21ST CENTURY CURES
TITLE II—DISCOVERY
Subtitle E—Advancement of the National Institutes of Health Research and Data Access
SEC. 2053. UPDATES TO POLICIES TO IMPROVE DATA.

Section 492B(c) of the Public Health Service Act (42 U.S.C. 289a-2(c)) is amended—

(1) by striking “In the case” and inserting the following: “(1) IN GENERAL.—In the case”;
and

(2) by adding at the end the following:“(2) REPORTING REQUIREMENTS.—For any new
and competing project of clinical research subject to the requirements under this section
that receives a grant award 1 year after the date of enactment of the 21st Century Cures
Act, or any date thereafter, for which a valid analysis is provided under paragraph (1)—
“(A) and which is an applicable clinical trial as defined in section 402(j), the entity
conducting such clinical research shall submit the results of such valid analysis to
the clinical trial registry data bank expanded under section 402(j)(3), and the
Director of the National Institutes of Health shall, as appropriate, consider whether such
entity has complied with the reporting requirement described in this subparagraph in
awarding any future grant to such entity, including pursuant to section 402())(5)(A)(ii)
when applicable; and

“(B) the Director of the National Institutes of Health shall encourage the reporting of the
results of such valid analysis described in paragraph (1) through any additional means
determined appropriate by the Director.”.

http://docs.house.gov/billsthisweek/20161128/CPRT-114-HPRT-RUQ0-SAHR34.pdf 063
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Example: "Heart attack” AND "Los Angeles”

C linical Tria ! S, gav Search for studies: Search

Advanced Search | Help | Studies by Topic | Glossary
Try our beta test site

IMPORTANT: Listing of a study on this site does not reflect endorsement by the National Institutes of Health. Talk with a trusted healthcare
professional before volunteering for a study. Read more.

Find Studies About Clinical Studies Submit Studies Resources About This Site
Home > Find Studies Text Size -
D STUDIES Find Studies

The Find Studies section of this site describes all the options for finding studies on ClinicalTrials gov,

HEEEEETE how to use those options to find the studies you are looking for, and how to read study records.

Advanced Search

See Studies by Topi
e Options for Finding Studies

See Studies on Map

How to Search Basic Search

Conduct a general search for studies. A general search may also be conducted using the search box on
How to Find Results of Studies the home page or at the top of every page of the site. See also How to Use Basic Search.

How to Use Search Results

How to Read a Study Record

Advanced Search

Conduct a focused search of studies by matching one or more words entered in specific fields. See also
How to Use Advanced Search.

https://clinicaltrials.gov/ct2/search/index 04
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Locations of Registered Studies

The chart below shows the distribution of locations for all studies registered on ClinicalTrials.gov.

Percentage of Registered Studies by Location (as of August 31, 2017)
Total N = 253,557 studies

. Non-U.S. only (47%)

. U.S. only (36%)

Not provided (12%)

Both U.S. and non-U.S. (5%)

Number of Registered Studies and Percentage of Total

Location (as of August 31, 2017)
Non-U.S. only 118,956 (47%)
{Usony | 90,779 (36%)
K EEER: £4AD41% Not provided 29,932 (12%)
{BothUS. andnon-U.S, | 13,920 (5%)
https://clinicaltrials.gov/ct2/resources/trends#tLocationsOfRegisteredStudies 60
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Figure 2. Yearly Publications of Trials Supporting Approval of New Drugs: Publication of
Supporting Trials (n = 394/909)

Trials from less than half of the cohort (43%) were published. Of the trials that were published,
92% were published within 3 y of FDA approval. Trials could be published prior to or following
submission of data to the FDA.

Lee K, Bacchetti P, Sim | (2008) Publication of Clinical Trials Supporting Successful New Drug Applications: A Literature Analysis.
PLOS Medicine 5(9): e191. https://doi.org/10.1371/journal.pmed.0050191 67
http://journals.plos.org/plosmedicine/article?id=10.1371/journal.pmed.0050191
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SPECIAL REPORT

Update on Trial Registration 11 Years after the ICMIE Policy
Was Established

Deborah A. Zarin, M.D., Tony Tse, Ph.D., Rebecca J. Wiliams, Pharm.D., M.P.H., and Thiyagu Rajakannan, Ph.D.
M Engl J Med 2017, 376:383-391 | January 26, 2017 | DOI: 10.1056/MEJM=sr1601330

Table S1. Registration Status of Trials by Sponsor Class for CY2012-2014 using “First Received Date”
(as of March 2015)

Trials — Trials - . .
Sponsor Class Registered “On Time™ Registered “Late™" Total Trials Registered
N Y% N % N
2012
Industry 4,337 76.1 1,360 239 5,697
NIH 724 718 284 282 1,008
Others 5,081 58 3674 42 8,755
Total 10,142 65.6 5318 34.4 15,460
2013
Industry 4,239 801 1,052 199 5,291
NIH 803 748 270 252 1,073
Others 5,873 598 3,955 402 9,828
Total 10,915 67.4 5277 32.6 16,192
2014
Industry 3,869 733 1,407 267 5,276
NIH 809 78.5 22 215 1,020
Others 7,674 651 4,119 349 11,793
Total 12,352 68.2 5747 31.8 18,099
Grand Total 33,409 67.2 16,342 [ 32.8) 49,751

*0n Time” is defined as trials registered before or within three months of the study start date.
“"Late” is defined as trials received before or within three months of the study start date.

http://www.nejm.org/doi/suppl/10.1056/NEJMsr1601330/suppl_file/nejmsr1601330_appendix.pdf 70
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<ICMJE Recommendation (3) >

Briefly, the ICMJE requires, and recommends that all medical journal
editors require, reqistration of clinical trials in a public trials reqistry at or
before the time of first patient enrollment as a condition of consideration

for publication.

& LHAML. ERIZIE. KE®D [lClinical Trial.govl O&EFRIKRE
*RTHDE., BERGEREIBEIAFEAL TEHEEHR SN TL
EWENZREEFET HAEDHE L H D,

& FRIBAIOEHREL, 7EILYELEICEVNEREDN S,
3 New England Journal of Medicine 2017182685 71
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<42 CFR Part 11>

Clinical Trials Registration and Results Information Submission;
Final Rule

@ [Clinical Trials.govJl&. 19974 IZFDAMA;X (the Food and Drug
Administration Modernization Act) ICEDWTEIR SN ET-EELKEED
BEEOMEETEMDI=ODINDIZE DN TEHEINIE KA ERIFHmAEZFT
BHIEMBDIREY ., 2000FEM 5 (X, FDAENIHDR AIZKY , — 2RI B KD
[Zh5o7=,

& FDik. 2007EDFDAAAE (FDA Amendments Act) [Z&Y . ZERREH LK
SN R FEELEEBLEIT T ETDERICRAEEREITTHCEERS
RAW-ERIREABE N EFEI R ESN ., BIMEATEHR (adverse events) Z= L
ERHE R O E ( summary of study outcomes ) 3L, & $RIEH LS. 2008498
FYUBNEHSINTLNVS,

® EELNBELNDERET. SMAlReLEERARIEHRZ B D(TH<IHLEEDHEY
T.20165%F 98218 . FERAAEFDEXIZEAT H2ZRIEEHRD LR - FUE
AEsnSEEL o=, iTHIZ2017F1H18H, 79
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Clinical Trials Registration and Results Information Submission

SUMMARY:

This final rule details the requirements for submitting registration and
summary results information, including adverse event information, for
specified clinical trials of drug products (including biological products) and
device products and for pediatric postmarket surveillances of a device
product to ClinicalTrials.gov, the clinical trial registry and results data
bank operated by the National Library of Medicine (NLM) of the National
Institutes of Health (NIH). This rule provides for the expanded registry
and results data bank specified in Title VIII of the Food and Drug

Administration Amendments Act of 2007 (FDAAA) to help patients

find trials for which they might be eligible, enhance the
design of clinical trials and prevent duplication of unsuccessful or unsafe
trials, improve the evidence base that informs clinical care, increase the
efficiency of drug and device development processes, improve clinical
research practice, and build public trust in clinical research. The
requirements apply to the responsible party (meaning the sponsor or
designated principal investigator) for certain clinical trials of drug products
(including biological products) and device products that are requlated by
the Food and Drug Administration (FDA) and for pediatric postmarket
surveillances of a device product that are ordered by FDA.

DOCUMENT DETAILS

Printed version:
PDF

Publication Date:
09/2172016

Agency:
Department of Health and Human
Services

Dates:

These regulations are effective
on January 18, 2017. Additional
information on the effective date
and the compliance date can be

found in Section IV.F.
eNEEEEEEED

" Effective Date: 5
| 01/18/2017 =

amsenmmnn?

Document Type:
Rule

Document Citation:
81 FR 64981

Page:
64981-65157 (177 pages)

CFR:

https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and-
results-information-submission
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ClinicalTrials.gov

What Is ClinicalTrials.qov?
HITHS

The ClinicalTrials.gov registration requirements were expanded after Congress
passed the FDA Amendments Act of 2007 (FDAAA). Section 801 of FDAAA
(FDAAA 801) requires more types of trials to be reqgistered and additional trial
reqgistration information to be submitted. The law also requires the submission
of results for certain trials. This led to the development of the ClinicalTrials.gov
results database, which contains summary information on study participants
and study outcomes, including adverse events. The results database was
made available to the public in September 2008. FDAAA 801 also established
penalties for failing to register or submit the results of trials. In September
2016, HHS issued the Final Rule for Clinical Trials Registration and
Results Information Submission (42 CER Part 11) clarifying and expanding
the registration and results information submission requirements of FDAAA
801. This requlation takes effect in January 2017.

i

https://clinicaltrials.gov/ct2/about-site/background 74
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Summary of the Major Provisions of the Regulatory Action:
Results Information Submission

In general, this rule requires the submission of results information not later than
1 year after the completion date (referred to as the “primary completion date”) of the
clinical trial, which is defined as the date of final data collection for the primary
outcome measure. Results information submission could be delayed for up to 2
additional years from the date of submission of a certification that either an
unapproved, unlicensed, or uncleared product studied in the trial is still under
development by the manufacturer or that approval will be sought within 1 year after the
primary completion date of the trial for a new use of an approved, licensed, or cleared
product that is being studied in the trial. This rule also permits responsible parties to
request extensions to the results information submission deadlines for “good cause” as
well as a permanent waiver of results information submission requirements for
extraordinary circumstances (see Section IV.C.3 and Section IV.C.6).

https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and- 7 5
results-information-submission
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Clinical Trials Registration and Results Information Submission

Summary of the Major Provisions of the Regulatory Action:
Results Information Submission

This final rule addresses the statutory requirement for the submission of summary
results information for applicable clinical trials of drug products (including biological
products) and device products that are approved, licensed, or cleared by FDA. It also
extends the requirement for results information submission to applicable clinical trials
of drug products (including biological products) and device products that are not
approved, licensed, or cleared by FDA. The rule requires the submission of data in a
tabular format summarizing participant flow; demographic and baseline characteristics;
primary and secondary outcomes, as well as results of any scientifically appropriate
statistical tests; and adverse event information. In addition, the rule requires the
submission of the full protocol and statistical analysis plan (if a separate
document) (see Section 111.D).

https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and- 7 6
results-information-submission
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Summary of the Major Provisions of the Regulatory Action:
Adverse Events Information

This final rule requires the responsible party to submit information summarizing the
number and frequency of adverse events experienced by participants enrolled in a
clinical trial, by arm or comparison group, as well as a brief description of each arm or
group as a component of clinical trial results information. It also requires submission of
three tables of adverse event information: One summarizing all serious adverse
events; another one summarizing other adverse events that occurred with a
frequency of 5 percent or more in any arm of the clinical trial; and finally, one
summarizing all-cause mortality data by arm or group. This final rule clarifies that
these adverse event tables must include information about events that occurred,
regardless of whether or not they were anticipated or unanticipated. In addition, this
rule requires responsible parties to provide the time frame for adverse event data
collection and specify whether the collection approach for adverse events was
systematic or non-systematic. The final rule does not require a responsible party to
collect adverse event information that is not specified in the protocol (see Section
IV.C.4).

https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and- 7 7
results-information-submission
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Summary of the Major Provisions of the Requlatory Action:
Reqistration

This final rule specifies requirements for registering applicable clinical trials at
ClinicalTrials.gov. It requires that the responsible party register an applicable clinical trial
not later than 21 calendar days after enrolling the first human subject (also referred to
as participant or subject), and it specifies the data elements of clinical trial information
that must be submitted at the time of registration. These data elements include the
descriptive information, recruitment information, location and contact information, and
administrative data elements listed in section 402(j) of the PHS Act, as well as
additional required data elements under the Secretary's authority to modify the
registration information requirements by rulemaking as long as such modifications
iImprove, and do not reduce, the clinical trial information available to the public in
ClinicalTrials.gov. We consider these additional required registration data elements
necessary to enable the NIH to implement other statutory provisions, indicate the status
of human subjects protection review of the trial, facilitate the public's ability to search
and retrieve information from ClinicalTrials.gov, and help ensure that entries are
meaningful and unambiguous. We note that some of these additional data elements
required under this rule were included in ClinicalTrials.gov before FDAAA was enacted
or have been implemented since 2007 as optional data elements (see Section |V.B). 78

ICRweb http.//www.icrweb.jp/



EUICHE 1T 2 # T= 75 ER R B 3T 2R
~medicinal products~

REGULATIONS

REGULATION (EU) No 536/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014

on clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC

{Text with EEA relevance)

THE EUROPEAN FARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty on the Functioning of the European Union, and in particular Articles 114 and 168(4)(c)

thereof,
June 2017 MEMA Management Article 99
Board meeting T20194 [ZEHA
#RE, Entry into force

This Redylation fhall enter into force on the twentieth day following that of its publication in the Official Journal of the
European

It shall apply ds from six months after the publication of the notice referred to in Article 82(3), but in any event no

earlier than 28 May 2016.
|

http://ec.europa.eu/health/files/eudralex/vol-1/reg_2014 536/reg_2014 536 _en.pdf 79
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REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 5 April 2017

on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and
Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC

Article 123
Entry into force and date of application

1. This Regulation shall enter into force on the twentieth day following that of its publication in the Official Jowrnal of

the European Union.

2. It shall apply from 26 May 2020
I —

3. Bv way of derogation from paragraph 2:

(a) Articles 35 to 50 shall apply from 26 November 2017. However, from that date until 26 May 2020, the obligations
on notified bodies pursuant to Articles 35 to 30 shall apply only to those bodies which submit an application for

designation in accordance with Article 38;

(b) Articles 101 and 103 shall apply from 26 November 2017;

(c) Article 102 shall apply from 26 May 2018;

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv:0J.L_.2017.117.01.0001.01.ENG&toc=0J:L:2017:117:TOC 80
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