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Why register trials?

ñRegistration of all interventional trials 

is a scientific, ethical and moral 

responsibilityò

WHO ICTRP Secretariat, Nov 2005

A trial is any research study that 

prospectively assigns humans or groups 

of humans to health-related interventions

¸ Includes Phase I to Phase IV trials



Why register trials

¸ An ethical responsibility

¸ Publication bias

¸ Transparency and accountability

¸ Identifying gaps



An ethical responsibility

" Medical research involving human subjects must é 
be based on a thorough knowledge of the scientific 
literature, other relevant sources of informationé."

" Every medical research project involving human 
subjects should be preceded by careful assessment 
of predictable risks and burdens in comparison with 
foreseeable benefits to the subject or to othersé. 
The design of all studies should be publicly 
available." 

Declaration of Helsinki



Publication bias

Publication bias
ñWhere the likelihood of publication  is influenced by the  
direction or strength of the trial resultsò (Dickersin 1990)

Selective publication
ñDifferent conclusions may be reached by selecting trials 
from the published literature or from a clinical trials 
registryò (Simes 1986)

Selective reporting
Incomplete reporting of trial outcomes associated with 
statistical significance (Chan 2005)



Registered v Published studies
OVARIAN CANCER CHEMOTHERAPY:  SINGLE V COMBINED

 Published Registered 

No. studies 16 13 

Survival ratio 1.16 1.05 

95% CI 1.06-1.27 0.98-1.12 

P-Value 0.02 0.25 
 

 

Simes, J.  Clin Oncol, 86, p1529



Other research in publication bias

üFollow-up of 737 studies at Johns Hopkins 

(Dickersin, JAMA, 1992)

¸ Positive SUBMITTED more than negative   

(2.5 times)



Public (mis)trust

In a recent survey, only a quarter of Americans said 

the (pharmaceutical) industry was doing a good job, 

putting it on a par with the tobacco industry. When 

your customers see you as "manipulative, dark, 

menacing," you could be said to be losing the battle 

for hearts and mindsé drug companies are under 

increasing pressure to prove value for money, where 

"value" is about more than just the effectiveness of 

their drugs. 

Fiona Godlee: BMJ 2005;330 (28 May)

doi:10.1136/bmj.330.7502.0-g 



Enhancing public trust

Two initiatives é could help improve the industry's 

image or help individual drug companies stand out 

from the crowd. The first is trial registration. .... 

Drug companies have been closely involved in 

recent negotiations and should now, for their own 

sake as much as the public's, embrace this 

opportunity to show their commitment to greater 

transparency.

Fiona Godlee: BMJ 2005;330 (28 May)

doi:10.1136/bmj.330.7502.0-g 



Other reasons to register

ü increase participation in clinical trials

ücontribute to systematic reviews

üspeed access to results

ü increase effectiveness of research 

funding

ü impending increase in number of trials

ü improve access to research information


