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Who volunteers for research?

 Many people participate in trials because they 

believe the results, if successful, could help them 

and many others like them. They are even prepared 

to accept certain amount of risk for trying an 

experimental drug or procedure.  They will also put 

some degree of trust o the researchers.  



Research community's 

responsibility

 Research enterprise has the responsibility of 

reciprocating this trust by full adherence to ethical 

codes and complete and honest reporting. 

 Complete and honest reporting begins with reporting 

all trials the way they happen. Reporting the results 

which are favorable from the sponsor’s point of view 

as well as those that are not. 



Selective reporting results in 

distortion of evidence

 Trial results may be reported selectively i.e. not 
reporting the results regarded as unfavorable. This 
has the potential of distorting the existing body of 
evidence on any particular issue.   

 We also know that the researchers tend to report 
positive findings more than the rest and the Journal 
editors for their part are also looking for trials with 
positive findings either a large effect of a new 
treatment or equivalence of two approaches to 
treatment (non-inferiority trials). 



Financial interests creates 

reporting BIAS

 It is regrettably true that many trial results 

irrespective of their scientific importance will 

remain unpublished if they put the financial 

interests of the sponsor at risk. 



Conception of the idea

 If all trials, before their results are known, are 

registered in a public place, their existence is 

unlikely to remain hidden to the future 

researchers who choose to investigate that 

particular area of science. This could be 

achieved by asking researchers to register 

their trials before enrolling their first patient. 



ICMJE initiative 

 September 2004: first statement simultaneously 

published in eleven medical journal

 The ICMJE member journals will not consider a trial 

for publication unless it has already been registered 

in a public trials registry. 

 Trials must register at or before the onset of patient 

enrollment. 



Source: Hazim Timimi (WHO)

WHO International Clinical Trials 

Registry Platform (ICTRP)

2004: Ministerial Summit on Health Research: 

52 health ministers decided that WHO should: 

 establish a network of trial registers

 ensure a single website for access

 ensure the identification of all trials

2005: 58th World Health Assembly: 192 Member 

States called for:

 the establishment of a voluntary platform to link 

clinical trials registers



Source: Hazim Timimi (WHO)

WHO policy on trial registration

 All interventional clinical trials must be 

registered

 All registration data items must be publicly 

disclosed before enrolment of the first 

participant

(including early phase uncontrolled trials in patients 

or healthy volunteers)



Source: Hazim Timimi (WHO)

ICTRP's Mission

A complete view of research accessible to all

Improve research transparency 

Strengthen the scientific evidence base.

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



Source: Hazim Timimi (WHO)

Progress since 2005





What is a clinical trial?

 For the purposes of registration, a clinical trial is any 
research study that prospectively assigns human 
participants or groups of humans to one or more 
health-related interventions to evaluate the effects 
on health outcomes. 

 Interventions include but are not restricted to drugs, 
cells and other biological products, surgical 
procedures, radiologic procedures, devices, 
behavioural treatments, process-of-care changes, 
preventive care, etc

http://www.who.int/ictrp/en/



Which trials should be registered?

 a trial must have at least one prospectively assigned 

concurrent control or comparison group in order to 

trigger the requirement for registration

 Among the trials that meet this definition, ICMJE 

wants to ensure public access to all “clinically 

directive” trials — trials that test a clinical hypothesis 

about health outcomes

Clinical trial registration: a statement from the International Committee of Medical Journal Editors.

N Engl J Med 2004;351(12):1250-1



What is a WHO primary registry?

 They are publicly accessible clinical trial registries 

which have been approved by WHO

 WHO Primary Registries meet specific criteria for 

content, quality and validity, accessibility, unique 

identification, technical capacity and administration



Requirements of a primary register 1

 Accept prospective registration of interventional 
clinical trials submitted by Responsible Registrants. 

 Participate in the development of Guidelines for 
Clinical Trial Registers. All registers will have 
documented Standard Operating Procedures (SOP). 

 Be able to collect and display the WHO Trial 
Registration Data Set 

 Flag trials that do not provide the complete WHO Trial 
Registration Data Set at the time of initial registration. 

 Submit the WHO Trial Registration Data Set, in 
English, to the Central Repository. 

 Endeavour to keep registered information up-to-date. 



Requirements of a primary register 2

 Endeavour to maintain a publicly accessible audit 
trail so changes made to the WHO Trial Registration 
Data Set can be tracked. 

 Never remove a trial once it has been registered. 

 Be searchable over the Internet at no charge. 

 Publicly disclose ownership, governance structure 
and not/for-profit status. 

 Be managed by a not-for-profit agency 

 Be open to all prospective registrants 

 Should a register cease to function the register 
agrees that at least the WHO Trial Registration Data 
Set (original and updated) for all trial records will be 
transferred to a Primary Register or appropriate 
alternative. 



WHO trial registration data set

1. Primary Register and Trial 
Identifying Number 

2. Date of Registration in Primary 
Register

3. Secondary Identifying Numbers

4. Source(s) of Monetary or 
Material Support

5. Primary Sponsor

6. Secondary Sponsor(s)

7. Contact for Public Queries

8. Contact for Scientific Queries

9. Public Title

10. Scientific Title

11. Countries of Recruitment

12. Health Condition(s) or 
Problem(s) Studied 

13. Intervention(s)

14. Key Inclusion and Exclusion 
Criteria

15. Study Type 

16. Date of First Enrollment

17. Target Sample Size

18. Recruitment Status

19. Primary Outcome(s)

20. Key Secondary Outcomes







Pubmed search



Trials Registered in clinicaltrials.gov









Declaration of Helsinki

October 2008: The World Medical 
Association's General Assembly approved a 
new version, which includes:

"19. Every clinical trial must be registered in a 
publicly accessible database before 
recruitment of the first subject."

http://www.wma.net/e/policy/b3.htm
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