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Clinical Trial Registration: A Statement from the International Committee
of Medical Journal Editors. N Engl J Med 2004: 351;12.
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Research registration, Publication and
Dissemination of research results

Declaration of Helsinki Declaration of Helsinki
2008 2013

19.Every clinical trial must be 35. Every research study
registered in a publicly involving human subjects
accessible database before must be registered in a
recruitment of the first subject. publicly accessible database
before recruitment of the first
subject.
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Declaration of Helsinki 2013

36. Researchers, authors, sponsors, editors and publishers all
have ethical obligations with regard to the publication and
dissemination of the results of research.

Researchers have a duty to make publicly available the results

of their research on human subjects and are accountable for the
completeness and accuracy of their reports.

All parties should adhere to accepted guidelines for ethical
reporting.

Negative and inconclusive as well as positive results should be
published or otherwise made publicly available.

Sources of funding, institutional affiliations and conflicts of
interest must be declared in the publication.

Reports of research not in accordance with the principles of this
Declaration should not be accepted for publication.

CIOMS Guidelines 2012

Guideline 24: Public accountability for health-related
research

- In order to promote societal trust in health-related
research, researchers, sponsors, research ethics
committees, editors and publishers have an obligation to
ensure public accountability for research and its results.

- In particular, researchers must prospectively register their
studies, publish the results and share the data on which
these results are based in a timely manner.

- Negative and inconclusive as well as positive results of all

studies must be published or otherwise be made publicly
available.

International Committee of .
Medical Journal Editors WHO — International
e Clinical Trials Registry

(ICMJE) Platform - Mission
N Engl J Med 2004: 351;12.

- "is to ensure that a complete
view of research is
accessible to all those
involved in health care
decision making

- will improve research

- If all trials are registered in a
public repository at their
inception, every trial’s
existence is part of the
public record and the many
stakeholders in clinical
research can explore the full transparency
range of clinical evidence. - will ultimately strengthen the

G [EIE alberrerah N7 validity and value of the
: scientific evidence base."
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A regqistry should meets several criteria
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The registry must be accessible to the public at no charge
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Must be open to all prospective registrants and managed by a not-for-profit
organization
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There must be a mechanism to ensure the validity of the registration data
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The registry should be electronically searchable

Clinical Trials.gov, run by the United States National

Library Of Medicine (NLM) is the first online registry
and is the largest and most widely used

Clinical Trial Registration
before recruit 15t subject, update every 6 months

Researchers

Editors

publish the trial
registration number at the
end of the abstract

Sponsor

Published

after research
conclude
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Which type of clinical trial required registration?
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To study the cause-and-effect
relationship between a medical
intervention and a health outcome
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Behavioral treatments,

* N13U5UN92LIUNI95NE Process-
of-care changes,

* n134)eariulsA Preventive care,
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Minimal information required

* ANYAFIUIBINTTI9E (the study hypothesis)

* NIzUAUNTTINE saNDanguulsaLWay (the intervention(s) and
comparison(s) studied)

* nsUsziluNaNan AL NATaY (the primary and secondary outcome
measures)

* innsinsAn@aanidingasdat (Eligibility criteria),

¢ auugiinganisanatndnazdu (Target number of subjects),

* uuaeu (Funding source),

* dayalunisinsaiiae (Contact information for the principal
investigator)
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Minimal information required
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- Key trial dates

* Juiamnzilau registration date,
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* JuA1AINA2ENARE anticipated or actual start date,

. f‘fuﬁmmfj'\%guzgmﬂﬁiﬁmmummﬁ@”ﬂ anticipated or actual date of last
follow-up,

. 'Tuﬁmm’]%ﬂi@ﬂ%gﬂmﬁ%Lzﬁ@ planned or actual date of closure to
data entry,

* Juiiandnfiayareanisidtaziaiaanysni date trial data considered
complete
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meta-analysis

recruitment
process

Require by law!
Policy

Requirements Results Reporting

Registration

FDAAA Interventional studies of drugs, interventional
Amendments Act of biologics, or devices (whether or studies of drugs,
2007 not approved for marketing); biologics, or devices
phases 2 through 4; at least one only
U.S. site or IND or IDE after FDA-approved
for any use
European Interventional studies of drugs =~ Same as registration
Medical and biologics scope
I (whethgr or not approved_for.
(EMA) marketing); phase 1 (pediatrics

only); phases 2 through4; at
least one European Union site
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International Clinical Trials
A Registry Platform
4 Search Portal

Home Advanced Search Search Tips UTN » ICTRP website » Contact us
‘ ‘ ‘ Search ‘ Search tips

Welcome Data Providers

Data sets from data providers are updated every Tuesday evening according to the following schedule:

¢ The Clinical Trials Search Portal provides access to a central database containing  Every week:
the trial registration data sets provided by the registries listed on the right. It also
provides links to the ful original records. « Australian New Zealand Clinical Trials Registry, last data file imported on 2 December 2013
« To facilitate the unique identification of trials, the Search Portal bridges (groups

x G = ClinicalTrials.gov, last data file imported on 2 December 2013
together) multiple records about the same trial. More information

5 . = 2 s = # EU Clinical Trials Register (EU-CTR), last data file imported on 2 December 2013
* Please note: This Search Portal is not a clinical trials registry. How to register a

trial = ISRCTN, last data file imported on 26 November 2013

« For mobile users, please use this link http://apps.who.inttrialsearch

fictrpmob. aspx_ It can be opened from any smartphone: Every 4 weeks:
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International Clinical Trials
Registry Platform

World Health
Organization

Health topics ~ Data and statistics =~ Media centre = Publications = Cou

Programmes and projects ~ About WHO

[ 21 { | Search ‘
International Clinical Trials Registry Platform (ICTRP)

News and Events

About 7 August 2013
Registry Network Today the Thai Clinical Trials Registy Archives
Search portal (TCTR) became a member of the Primary Mo Sl Events
UGG wial Registry Network of ICTRP. TCTR is also o
SRALNUCY ST becoming a data provider and trials Newsletter mailing list
identification 5
registered with TCTR will be added to the
Reporting of findings .

News and events
Publications.

ICTRP database in early September 2013.
ransparency and ensures the registration of all clinical é

pi
mals conducted in Thailand.

Clinical frials in children

A Clirk hara tn view the nrofile nf the TOTR

Advanced se

http://www.who.int/ictrp/network/primary/en/index.html

3 Health topics Data and statistics Media centre Publications Countries Programmes and projects About WHO

Advanced search

International Clinical Trials Registry Platform (ICTRP)

International Clinical Trials About Registries o
Registry Platform g < share ' Print
About WHO Registry Criteria | WHO Data Set Primary Registries | Partner Registries

Registry Network
Primary Registries in the WHO Registry Network

Search portal
Unambiguous trial anaw Reglstngs in the WHO Reg!sln' Network I'I;IEB[ specific criteria for content,
identification quality and validity, , unique 1, technical capacity and

Reporting of findings administration. Primary Registries meet the requirements of the ICMJE

News and events The registries that currently meet these criteria are:

Publications
Clinical trials in children mlelzrglj?Rn)New Zealand Clinical Trials Regisfry Profile  Go to Website
Brazilian Clinical Trials Registry (ReBec} Profile Go to Website
Chinese Clinical Trial Registry (ChiCTR) Profile Go to Website
ical Research Information Serwce {CRiS), Profile Go to Website
ublic of Korea
Clinical Trials Registry - India (CTRI) Profile  Go to Website
E:u ban P;.IDIIC Registry of Clinical Trials Profile  Go to Website
EU Clinical Trials Register (EU-CTR) Profile Go to Website
German Clinical Trials Register (DRKS) Profile Go 1o Website
Iranian Registry of Clinical Trials (IRCT) Profile Go 1o Website
ISRCTN.org Profile Go to Website
Japan Primary Reqgistries Network (JPRMN} Prafile Go to Website (in
Japanese)

Metwork members:
UMIN CTR Website
JapicCTI Website

JMACCT CTR Website
i Clis i ) Profile Go 1o Website
The Netherlands National Trial Reglster (NTR] Profile Go 1o Website
Pan African Clinical Trial Registry (PACTR) Profile Go to Website
Sri Lanka Clinical Trials Registry (SLCTR) Profile Go to Website

LBUVALANS Al WEY. 98 FAIIITUL

ThailClinicalrials

www.clinicaltrials.in.th

£y

wum AUNITRINELTAUNUIFLULULNARDINIIAITUN

(TCTR)

Thailand Center of Exellence for Life Sciences. Thai Medical Schools Consortiu

N
»1eeLs MBE MedResNet




”
uﬂﬂﬂnﬂuam ﬂ Wgy qm ﬂaqsiﬁu:

[ wgidulasd www.clinicaltrials.in.th o
: QAUNITUIAUR

&

TaraUNsTAMNNga ANNEUYla

[Log in 1hgseuu TCTR

"

Create ta9uideuazaiunisnsandoya v n Submit for approval a1eTu 15 5y

v/ 53Uu3de e-mail Waulviins submit for

&

] v & o 1)
Wansandayansu 20 items ¥a9 ICTRP-WHO AlRITEIN ) T 68 BIMRITARRS £ e

Tvina Submit for Approval v yndislaifingg submit for Approval A

\«
FEYLLIAININRUANNIZUVISTINITAUIUINY

1 = i o v ague = B
J9ANIZNTIUNITNANTUN D Approve $1U3I8 "‘i“{m“““wm“‘“ Approve 1133y Mgl
48 YU

Approve 914338

[ Update dayasnuide v/ Update foyanuidelu 180 Ju (6 iiaw)

&

&

&




