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High methodological quality  



 
 

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.  

 

 

Introduction 
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• There is a need to ensure that decisions about health care are 

informed by all of the available evidence 

• The Declaration of Helsinki states that "Every clinical trial must be 

registered in a publicly accessible database before recruitment of 

the first subject". 

• Describing clinical trials in progress can make it easier to identify 

gaps in clinical trials research 

• Registries checking data as part of the registration process may lead 

to improvements in the quality of clinical trials by making it possible 

to identify potential problems (such as problematic randomization 

methods) early in the research process 

 

Why is Trial Registration Important? 

 



  
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.  

 

Clinical trials may also be referred to as interventional trials. 
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. This 
definition includes Phase I to Phase IV trials. 

 

What is a clinical trial? 

 



International Clinical Trials Registry platform 

(ICTRP)  

 
• The minimum information that must be registered is specified 

in the WHO Trial Registration Data Set 

 

• A Primary Registry in the WHO Registry Network is a clinical 

trial registry with at least a national remit that meets WHO 

Registry Criteria for content, quality and validity, accessibility, 

unique identification, technical capacity and governance and 

administration 
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October 2012: more than 175.140 clinical trials; 15 primary registries and 

clinicaltrials.gov 

 





Examples 

 

   Assessment of clinical trials registered 

from LAC in 2010 related with maternal 

mortality and neglected diseases/ HIV/ 

Malaria 

 



Maternal mortality 

• 950 clinical trials 

• 23 (2.4%) related with 

maternal mortality 

• 65% from Brazil 

• 13% multinational 
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HIV/SIDA, malaria, tuberculosis, dengue, lepra, 

leishmamiasis y otras enfermedades desatendidas 

• 950 clinical trials 

• 33 (3.5%) EC 

• 46% from Brazil 

• 21% multinational  

(private) 

 

 



Progress in the Américas 



Number of Clinical trials from LAC 
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TOTAL NUMBER OF REGISTERED CLINICAL TRIALS IN LATIN 

AMERICA FROM 2004-2011
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Monitoring trial registration 2011 

Objective*: To determine to what extent LAC biomedical journals have 

endorse and implement clinical trial registration and reporting 

guidelines 

 

Methods:  

• We identified randomized controlled trials published in 2011 from 

journals indexed in LILACS;  

• From the online author instructions we extracted information 

regarding endorsement of trial registration  

• We check for compliance (Trial registration in the ICTRP and 

mention of using CONSORT) in published RCT of those journals   

*Reveiz L. Endorsement of the clinical trial registration initiative and reporting guidelines by biomedical 

journals.Unpublished data.  



Monitoring trial registration 2011 

Results 

• 477 controlled trials were identified by the search. A random sample 

of 240 were assessed and finally 101 RCT published in 56 journals 

(10 countries) were included 

• Prospective trial registration was explicitly required by 20/56 journals 

(36%) 

• Trial registration was reported in the abstract of 9 RCT (9%) and in 

20% of manuscripts. Overall, prospective registration was done in 7 

RCT (7%). 

• 11/56 journals (20%) had at least one RCT reporting trial registration 

 

 

 

 



Monitoring trial registration 2010 

Objective*: To determine the prevalence of trial registration in 

randomized controlled trials (RCTs) from LAC researchers and 

assess methodological characteristics  

Methods:  
• We identified and assessed randomized controlled trials published 

in 2010 from LAC authors in PUBMED/LILACS;  

• Data were independently extracted by two authors 

• We also check in the International Clinical Trials Registry platform 

(ICTRP) 

Reveiz L et al. Trial registration in Latin America and the Caribbean’s: study of randomized trials published in 2010 

Reveiz L et al. Characteristics of randomized trials published in Latin America and the Caribbean according to 

funding source 

 



Monitoring trial registration 2010 

Results 

 

Trial registration 

• 526 RCTs from 19 countries were finally included (70% Brazil).  

• 17% (89/526) of RCTs were registered in the ICTRP 

• Only 4.0% were prospectively registered.  

• 16% RCT were published in LAC journals; only 15% of them were 
registered 

• Overall, registered RCTs were multinational, had larger sample size 
and longer follow-up, and reported more frequently information on 
funding, conflict of interests, and ethic issues 

• 21% of publicly funded RCTs were registered compared to 36% of 
non-publicly funded RCTs (private, NGOs). 



Informed consent 

 *Reveiz L, et  al. Clinical trial registration. N Engl J Med. 2005;352(2):198-9. 
 

  

 

 



Mapping ethic review committees   

 



Result reporting 

 

 

 

“The ClinicalTrials.gov results database was launched in September 

2008 to implement Section 801 of the Food and Drug Administration 

Amendments Act of 2007 (FDAAA 801), which requires the 

submission of "basic results" for certain clinical trials, generally not 

later than one year after the Completion Date” 

http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=110_cong_public_laws&docid=f:publ085.110.pdf
http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=110_cong_public_laws&docid=f:publ085.110.pdf
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