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% Building of an International Consensus on
| Trial Registration

* Meeting in October 2004 hosted by CIHR during the
CC in Ottawa

e Objective: To define principles (part 1) and
operationalisation (part 2) of trial registration

o Ottawa Statement on principles of trial registration
- as of May 2005 endorsed by more than 80 individuals
& groups

 Published in BMJ, 23 April 2005; Editors: K Krleza-
Jeri¢, A-W Chan, K Dickersin, | Sim, J Grimshaw, C
Gluud
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“”‘ff Ottawa Group: NEXT Steps In

Consensus Building

* http://ottawagroup.ohri.ca
 Dialogue on operationalisation:
othe Portland meeting 23rd of May 2005 (SCT),

othe Melbourne meeting, 24rd of October 2005
(CC)

 Interact & feed into other major initiatives
such as WHO & Medical Editors;
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Ottawa statement and others

e ICMJE & BMJ and other journal
editors

 Pharma industry Jan 2005 Joint
Statement

—Canada examples:
- CAREB
« HCCC - Charities
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WHO

e The WHO International Clinical Trial
Registry Platform (ICTRP) is a global
project to facilitate access to information
about controlled trials and their results.
http://www.who.int/ictrp/en/
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Ottawa Statement; General time-line for trial
registration process

Unique ID
Protocol . .
Protocol registration
Ethics approval Public release of

q
protocol

Recruitment jep Recording of

amendments
Results _ _
o Registration of results
Publication Public release of results



Keep in mind:
scope Is a variable of end user

why and for whom

e potential participants —users — people
e researchers

e systematic reviewers

e funders

e pharma

 journal editors - science

e general public- global knowledge
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Keep In mind

How to overcome a conflict btw various
Interests

e Ethical

e Scientific

e Health — clinical
e Profit
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We shall continue this dialogue

e hitp://ottawagroup.ohri.ca

* Melbourne: 24" October, during
the Cochrane Colloguium
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Ottawa Statement 23" May,

Portland, Oregon

An open discussion of

The Operationalisation of trial registration
principles of

e protocol reqgistration 12:00 - 15:30
— Chair: Kay Dickersin

e registration of results 5:00 - 6:30 PM
— Chair: Ida Sim
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Today,23@ May

Let us start a dialogue to complete the
Ottawa Statement on trial registration with
the operationalisation of principles of

» protocol
&

> results.
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