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WHO regards trial registration as the publication of an
internationally-agreed set of information about the design,
conduct and administration of clinical trials. These details

are published on a publicly-accessible website managed by a
registry conforming to WHO standards.
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INTERNATIONAL COMMITTEE of — ‘)lﬁ, :I:- = = A
I C MJ E MEDICAL JOURNAL EDITORS i Efﬁ R & i %‘!-'f T fﬁiﬁ% N

" S R S S SRS s R
Ii' The ICMJE is a small group of general medical journal "n‘
: editors and representatives of selected related :
i organizations working together to improve the quality of i
i medical science and its reporting. ICMJE meets annually |
| to refine its Recommendations for the Conduct, Reporting, |
| Editing and Publication of Scholarly Work in Medical |
!;\ Journals. ’,'
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Recommendations Conflicts of Interest

Recommendations for the Conduct, Reporting, Editing, and

Publication of Scholarly Work in Medical Journals*
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INTERMATIONAL CORMITTLL o
MEDICAL JOURNAL EDITORS

ICMJE Form for Disclosure of Potential Conflicts of Interest
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{ % World Health
+ .~ Organization

‘-"H

()

Health topics

Primary Registries

WHO Registry Criteria | WHO Data Set | Primary Registries | Partner Registries
Primary Registries in the WHO Registry Network
I.I‘.';lt'- nat] ng‘ﬁ . :jﬂ’f"" Primary Registries in the WHO Registry Network meet specific criteria for content,
” guality and validity, accessibility, unigue identification, technical capacity and
Abaut administration. Primary Registries meet the requirements of the ICMJE.
Registry Network
The registries that currently meet these criteria are:
Search portal
Australian Mew Zealand Clinical Trials Registry Profle  Website
Unambiguous tnial ig Amzcm}
Repaonting of findingsy inese Clinical Trial Reqistry rofile ebsite
INCal Research INTormation Semvice [CRis), Prome . VWeDsie
Mews and events Repuhlic of Korea
Clinical Trials Registry - India (CTRI) Profile Website
Publications Cuban Public Registry of Clinical Tnals(RPCEC) Profile  Website
EU Clinical Trials Register (EU-CTR. Profle  Website
Climical tnals in chil]  German Clinical Trials Register (DRKS) Profle  Website
Iranian Registry of Clinical Trials (IRCT) Profle  Website s
ISRCTH Frofile Website 5
Japan Primary Registries Metwork (JPRN) Profile Website(in ICountrias
Japanese)
Metwork members:
UMIN CTR -
JapicCTl
JMACCT CTR ndards for Chinical Tnal
Thai Clinical Trials Registr}l (TCTR) Profle  Website
The Metherlands Mational Trial Fiegmter{NTR} Profile  Website
FPan African Clinical Trial F{egmtg PACTR. Profle  Website
Peruvian Clinical Trial Re&pstry[ PEC Profile VWebsite
Sri Lanka Clinical Trials Reqgistry (SLCTR) Profile  Website material
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1 Clinical Trials;¥E#EHEE ( http://www.clinicaltrials.gov )
2 REEZEHZEMEE ( BNRR, http://www.nrr.nhs.uk )
3 BAFIIRAFRIEEMEE ( ACTR http://www.actr.org.au/)

4 EZEZHFINI RIS EMEE ( CCT http://www.controlled-trials.com )
5 Trials Centrali¥fBEE ( http://www.trialscentral.org/ )

6 HE EfrtrEREHNIIERHIE S R

( ISRCTN, http://www.isrctn.org/)

+ Clinical TrialsfE AR AR iZA%E

AR
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http://www.clinicaltrials. gov/

£ B s AR EM-FE @6 4R EFTIERXE.
20074F, £ [EFDA ( FDAAA 801 ) &K & Kprh W kX
H#HATEM, HFifEclinicaltrials. govitiT,

EM N : Protocol Registration and Results System

(PRS) Ahttps://register.clinicaltrials. gov/
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NIHIaFREEMFES

.S, National Library of Medicine

ClinicalTrials.gov

Find Studies - About Studies - Submit Studies -

ClinicalTrials.gov is a database of privately and publicly funded clinical studies

conducted around the world.

Resources = About Site =

Explore 275,028 research studies in
all 50 states and in 204 countries.

ClinicalTrials.gov is a resource provided by the
U.S. Natonal Library of Medicine

IMPORTANT. Listing a study does not mean it has
been evaluated by the U.5. Federal Government
Read our disclaimer for details

Before participating in a study, 12lk to your health
care provider and learmn about the nisks and

potental benefits

Find a study wses s

) Recruiting and not yet recruiting studies

@ Al studies

Condition or disease @ [For example: breast cancer)

Other terms @ (For example: NCT number, dreg name, invessigalor name)

17
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A service of the U S National Institutes of Health
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The table below shows the number and types of studies that are registered and have results posted on ClinicalTrials.gov.

Study and Intervention Type
(as of March 14, 2019)

Total
Interventional

Drug or
biologic

Behavioral,
Type of other
Intervention*
Surgical

procedure
Device**
Observational

Expanded Access

Number of Registered Studies and
Percentage of Total

300,060

237,782 (79%)

136,349

792,005

25,166

29,932
60,935 (20%)

548

18

Number of Studies With Posted Results and

35477

33,414 (94%)

26,414

6,051

1,804

4,258
2,063 (6%)

MNYA,

Percentage of Total***
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Percentage of Registered Studies by Location (as of February 26, 2019)
Total of 298,505 sludies

' I Non-u.s. only (48%)

B us.oniy 35%)

Both U.S. and non-U. 8. (5%)

Not provided (12%)

Humber of Registered Studies Over Time

Ve Number of Registered Stu and Some Significant Events (as of March 14,2019)
(as of Febn sscs DR L TR
300,000 |
Non-U.S. only 143,717 (48%)
U.S. only 103,196 (35%)

Both U.S. and non-U.S. 15869 (5%) P

Mot provided 36,723 (12%)

Total 298,505 (100%)

100,000

Hum ber of Registered Studies
ant Ever

2000 2005 200 2015 2020
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Region Name
World
East Asia
China
Hong Kong
Korea, Democratic People's Republic of
Korea, Republic of
Mongolia

Taiwan

Number of Studies
300,209
32,595

13,86

;

1,84

L% ]

o |

9,880

1
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///#r A clinical trial i1s a research study in whichqﬂk\\

human volunteers are assignhed to interventions
(for example, a medical product, behavior, or
procedure) based on a protocol (or plan) and
are then evaluated for effects on biomedical
or health outcomes. ClinicalTrials. gov also
includes records describing observational
studies and programs providing access to
investigational drugs outside of clinical

trials (expanded access).
clinicaltrials.gOfJ#//
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T AWt FC R HEAT W FTIE M

/‘rﬂTCMJE requires, and recommends that all medical ﬁﬂx\\

journal editors require, registration of clinical trials

in a public trials registry at or before the time of
first patient enrollment as a condition of
consideration for publication.

® |[CMJE defines a clinical trial as any research project
that prospectively assigns people or a group of people
to an intervention, with or without concurrent
compar ison or control groups, to study the cause—and-
effect relationship between a health-related

interventionanda health outcome.
o ous/
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The table below shows the number and types of studies that are registered and have results posted on ClinicalTrials.gov.

Study and Intervention Type Number of Registered Studies and Number of Studies With Posted Results and
(as of March 14, 2019) Percentage of Total Percentage of Total***
Total 300,080
Interventional 237,782 (79%) IR
Drug or
9 136,349
peoue Es=AuEa 21091
Behavioral, -l
Type of ol 75,005 Fu AT 16686
Intervention* s L 2=d=D
nteventon® #NEAR 4402
25,166
procedure a7 1ERsE 11548
Device** 20 932 -
) . TS IEEASS 143
Observational 60,935 (209%) A by s
e Z2Hn3E 1019
Expanded Access 548

......................................... ﬁ@?g% 350
Fafsiise 221

oA TRt eT 33
HXREZRMF 2008
TAZRIEGAST 4896
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B u.s. National Library of Medicine

Find Studies About Studies « Submit Studies v Resources « About Site =

ClinicalTrials.gov :

Why Should | Register and Submit Results?

FDAAA 801 and the Final Rule

ClinicalTrials.gov 1s a database of privately and publicly funded clinical stuGEEESEREICIELEIDITY

conducted around the world. How to Register Your Study

How to Edit Your Study Record

How to Submit Your Results

Find a study s spoes

Explore 284,665 research studies in
all 50 states and in 204 countries.

Frequently Asked Cuestions

Status @ | Support Materials

ClinicalTnals.gov is a resource provided by the U.S.
Mational Library of Medicine.

(O Recruiting and not yet recruiting Training Materials

@ All studies
IMPORTANT: Listing a study does not mean it has

been evaluated by the U S. Federal Government.
Read our disclaimer for details.

Condition or disease @ (For example: breast cancer)

X
Before participating in a study, talk to your health
care prowider and learn about the risks and potential D‘l;he_r terms & (For example: NCT number drug name, imestigator name)
benefits. [
X
Country ©
X

m Advanced Search

HE|E Studies by Topic  Studies on Map  Glossary

30 HELEETY TR T EEL



s R X, B ¥ Atk
B AN

clinicaltrials. gov

31

e T G 3R S BUR
(W2, B 2REN)

v

M RE. TRRE
R EGE, L
Jr &M REECPRS Y 2 5

B

Wk, SeObilmixutaaib )

T 6 80 A 7 S 1 52
(NCTYETSs FERAEN I %

.

seRid By A i A

.

1] 20 Wi A e £ S T it
2, WiHENHE 2

v

I A 1l 58 SE R R J by
K. [FESTEEM T 6RAL
EE TGRS

v

&5 i

Blaegh Ak m, Wwnk

I LEZRBAATHEML P



e N H Rt A, funding, AR B89, AR N N
ANBHEIRE, ZPOHRXFEFOFANTIA
HRE, PO EIKA T X, FFRLL 50
R, HARER ., pARMMILT X, %itH
*. FIFERER. REER M. AT AEF
4& R A 1A) 3 5

32 LEZ Rk ATEERE P



EBNAERFESEFHEMAS ( clinicaltrials.gov/afl )

Submit Studies « Resources = About

Why Should | Register and Submit Results?

FDAAA 801 and the Final Rule

How to Apply for an Account

—Liow 1o ReQiSICL Your Study

How to Edit Your Study Record ]

—How 10 SUbMILYour Results

N c— T

Editing and Updating a Record

At any time, you can make updates and edits to a record published on ClinicalTrials.gov by
logging into the Protocol Registration and Results System (PRS) and clicking on Edit Record
under the Protocol Records heading on the PRS main menu. After you finish making changes,
you will need to release (submit) the record to ClinicalTrials.gov for review and processing. See
the ClinicalTrials.gov protocol review criteria (PDF) for a description of items that should be
addressed before releasing the record to ClinicalTrials.gov. See the ClinicalTrials.gov Protocol
Information Review Process for more information.
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() u.s. National Library of Medicine

e z Find Studies = About Studies *  Submit Studies « Resources = About Site
ClinicalTrials.gov
Home >  Search Resulls
Modify Search  Start Over
1846 Studies found for; aspirin
Also searched for Acetylsalicylic Acid and Arthritis Pain. See Search Defails
List By Topic On Map Search Details
" Download ™ Subscribe to RSS
# Show Filters oWnioa UBSCrbe 1o
Showing: 1-10 of 1,846 studies 10 studies per page ShowfHide Cofumns
Row | Saved Status Study Title Conditions Interventions Locations
1 [0 Motyetrecruiing Serum Thromboxane B2 Assay a5 a Measure of Platelet Production in Healthy  » Aspirin « Drug: Aspirin 31 mg
Veluniteers Taking Aspirin
2 [0 Active, not Effect of Precperative Aspirin in Patients Undergaing Off-pump Coronary « Coronary Artery « Drug: Aspirin » Medinet Heart Centre
reciuiting Artery Bypass Grafting Disease + Drug: vitamin C Mowa Sol, Lubuskie, Poland
» Aspirin
3 0O Active ot Aspirin Supplementation for Pregnancy Indicated Risk Reduction in » Premature Birth » Drug: Low dose aspirin « University of Alabama, Birmingham
reciuiting Nuliparas (ASPIRIN) + Drug: Placebo Birmingham, Alabama, United States
+ University of Colorado, Denver
. Denver. Colorado. Uniled States
a4 || nEzmBAsnAEAEte



(17 SREES )i 3| kS
International Clinical Trials Registry Platform (ICTRP)

Welcome to the WHO ICTRP

The mission of the WHO International
Clinical Trials Registry Platform is to
ensure that a complete view of
research is accessible to all those
involved in health care decision
making. This will improve research
transparency and will ultimately
strengthen the validity and value of the
scientific evidence base.

The registration of all interventional trials is a scientific, ethical and moral
responsibility.

http://apps.who.int/trialsearch/
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WES®” Organization

World Health

International Clinical Trials
B Registry Platform
i Search Portal

Home Advanced Search List By b Search Tips UTH b ICTRP website b Contact us
Seatch tos
[CJsearch for clinical trials in children
COwithout Synonyms
Phases are  [an A
Phase 0
Phuse 1
Piasa 2
Fhase 3
Phase 4 et
Welcome Data Providers

Data seds from data proyviders are updated every Friday evening according io the follo scheduls:
* The Cinical Trials Search Portal provides access 1o a central database containing the irial regsiration data.  Every week: e

sels provided by the registries Ested on the right. B also provides inks to the full original reconds,
» To facitate the mm@mmmh Search Porinl bridges (groups together) mulliple records

= Australian New Zealand Cinical Trials Registry, last data fie imported cn 10 September 2018

about the same trial Lore informaton
= Please nole: This Search Poralis not a clinical trials registry. How to register  trial

= Chines¢ Cinical Trial Regisdry, last data fie mporied on 10 September 2018
= ChnicalTrials gov, last data fie mporied on 10 September 2018

= ks now possible o axport the resuls of the search into XML More information

» Crawhng the ICTRP database now réquires & usérnamé/password, To réquest access to the crawling
pages please sand an emad to clrpin fod wihouinl (This service & now enabled)

= A new fiekd called Prospective registration’ has been added fo the ICTRP daiabase, More detals about this
new field can be found herg

= EU Clinical Trials Register (EL-CTR), last data fie imported on 10 September 2018
= [SRCTH, kst data fie imported on 10 September 2018
= The Metherlands Mational Trial Register. last data file imported on 10 September 2018

Ewvery 4 wesks:

= Braziian Cinical Triaks Registry (ReBec), last data fie impoded on 10 Saptamber 2018
« Clinical Triaks Registry - indin, last data fi imported on 41 September 2018

= Chnical Ressarch information Service - Republic of Konea, st dats fie imported on 11
September 218

= Cuban Pubbc Regisiry of Clinical Trials, last data fie imporied on 27 August 2018
+ German Clnical Trials Register, last data file imported on 27 August 2048

= iranian Registry of Chnical Trials, last data fie imporied on 11 September 2018
= Japan Primary Registries Network, last data fie imported on 10 September 2018
4 Ban African Cinical Trial Registry, last data fie imported on 10 September 2018




World Health

Organization

International Clinical Trials
BB Registry Platform
: Search Portal

Home Advanced Search List By ¥ Search Tips UTH ¥ ICTRP website ¥ Contact us
| Back to Seaech [ EgottocsV | eocrtrmmwnn |
| 3258 records for 2705 tnals found for: aspinn st i wmiss) Shew | 10 .- records par page

Recruitment Prospective Date of Results

status Registration Registration available
Mot Recruiting Yas CTRIF2018/09/015635 06-09-2018
Mot recruiting Yes MNCTO3SE1411 050872018
Mot Recruiting Yas CTRI018/09/015585 05-09-2018
Mot Recruiting Mo CTRI2018/09/015574 04-09-2018
Recruiting Yes MCTOI66 1489 03/0872018
Mot Recruiting Mo JPRM-UMINOO00335934 0972018
Mot Recruiting Yes SLCTR/2018/029 2018-08-31
Mot Recruiting Yes CTRIF2018/08/015535 30-08-2018
Mot Recruiting  Yes CTRI2018/08/015513 28-08-2018
Mot recruiting Mo ACTRHN12618001451291 2810872013
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The NEW ENGLAND JOURNAL of MEDICINE

EDITORIALS ‘
OnlineFirst Current Issue  All lssues  Special Issues  Multimedia ~  Information for Authors
Ml Content * | | Search | Advanced Search
Data Sharing &
ﬂf thE Intern: = Previous Article Online First Mext Article =
. Comme

Data sh thE'hm] Research™  Education™  Mews & Views™  Campaigns ¥
Interna

Darren B Takh
Abraham Haibe
Bauchner, Chr Editorials

Data sharing statements for clinical trials

BMJ 2017 :: Editorial ONLINE FIRST | [FREE|
Cite this as: £ June 5, 2017

Data Sharing Statements for Clinical Trials

A Requirement of the International Committee of
Medical Journal Editors

Darren B, Taichman, MD, PhDY; Peush Sahni, MB, BS, M5, PhDE; Anja Pinborg, MDY gt al
I Author AfRliations | Argicle Informataon

JAMA, Published online June 5, 2007 de&10.1000 fjama, 200176514

Darren B Taichman et al.Data Sharing Statements for Clinical Trials : A Requirement of the International I ) _
Committee of Medical JournalEditors. NEJM, Lancet, BMJ, etal. 2017.83 HEZRBAATHFAL P
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Table. Examples of Data Sharing Statements That Fulfill These ICMJE Requirements*

Example 1

Example 2

Example 3

Example 4

Will individual participant
data be available
{including data
dictionaries)?

What data in particular
will be shared?

What other documents
will be available?

When will data be
available (start and end
dates)?

With whom?

Far what types of
analyses?

By what mechanism will
data be made
available?

Yes

All of the individual
participant data collected
during the trial, after
deidentification,

Study Protocol, Statistical
Analysis Plan, Informed
Consent Form, Clinical
Study Report, Analytic
Code

Immediately following
publication. Mo end date.

Anyone who wishes to access
the data.

Any purpose.

Data are available indefinitely
at (Link to be included).

Yes

Individual participant data
that underlie the results
reported in this article,
after deidentification
(text, tables, figures,
and appendices).

Study Protocol, Statistical
Analysis Plan, Analytic
Code

Beginning 3 months and
ending 5 years
following article
publication.

Researchers who provide
a methodologically
sound proposal.

To achieve aims in the
approved proposal.

Proposals should be
directed to xo@yyy. To
gain access, data
requestors will need to
sign a data access
agreement, Data are
available for 5 years at a
third party website (Link
to be included).

Yes

Individual participant data that
underlie the results
reparted in this article, after
deidentification (text, tables,
figures, and appendices).

Study Protocol

Beginning 9 months and
ending 34 months following
article publication,

Investigators whose proposed
use of the data has been
approved by an
independent review
committee ("learned
intermediary”) identified for
this purpose.,

For individual participant data
meta-analysis.

Proposals may be submitted
up to 36 months following
article publication. After 36
months the data will be
available in our University's
data warehouse but without
investigatar support other
than deposited metadata.
Information regarding
submitting proposals and
accessing data may be

Mo

Mot available

Mot available

Mot applicable

Not applicable

Mot applicable

Not applicable

o n el an S ful L
ST G and e L D Ao = oo
(o (SR A T 97 | A IIE B2 =
* These examples are meant to illustrate a range of, but not all, data sharing options.
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* top-down regulation has its limitations and
cannot completely control the rogues

* a comprehensive ecosystem of governance

e ethics demands development of a pathway to
effective governance and a road map for
responsible translational research and criteria
for commencing clinical trials

Charo, R. A. (2019). Rogues and regulation of germline editing. The New England Journal of
Medicine, 380(10), 976-980. doi:10.1056/NEJMms1817528
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+ AL e ik DR A G B 1 v B R AT

— Ve (professional governance)
— Pl ¥EE (institutional governance)
— INEVRFE (regulatory governance)

—

— VA (legal governance)

— [EPr¥GFE (international governance)

BRAZSR, REMEME, TEEGOMG, FIEeAgniE SRR E AR R P, B e H ¥,
2019, 40 (2) : 1-6
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ACTUALLY, JUST THE
TREADMILL WAS IN MY
PROTOCOL ... THEREST OF
1t was THE ZRB's T0eA

WHVEH (governance)
il (prevention)

Better protection than perfection
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