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TRANSPARENCY: 
SPONSORS & INVESTIGATORS 

Source: Transparency International, Cochrane, CRIT and TranspariMED (2017) 
Clinical Trial Transparency:  A guide for policy makers



WE HAVE COME A LONG WAY

• Policy initiatives have emerged over the course of the
last 10 yrs. thanks to concerted effort on the part of
civil society groups, professional organizations, academic
journals, regulators, lawmakers, and individuals.

• The political significance of this development should not
be underestimated since it shows that – with enormous
determination, persistence, and vigilance – a loose
coalition of actors can achieve major policy
gains.



TRANSPARENCY CONSENSUS 

“Underreporting in general and selective reporting
of trials with positive outcome...compromise the
economic and scientific efficiency of clinical
research. In addition, unreported clinical trials
with unfavourable outcome can have negative
public health implications.”



PUBLICATION BIAS 
IN 60’S AND 70’S

Hemminki. E (1980) British Medical Journal

Approx. 40% of trials submitted to regulators  
went completely unpublished 



TRIALS REGISTRY: 
PROPOSAL IN 1986

Proposed international registration
of all clinical trials after he showed
that conclusions about treatments
for ovarian cancer and multiple
myeloma differed depending on
whether the results of
unpublished trials had been taken
into account.



PUBLICATION AND REPORTING 
BIAS IN THE 90’S

Melander. H, et al.  (2003) British Medical Journal

“Without access to all studies (positive
as well as negative, published as well as
unpublished) and without access to
alternative analyses (intention to treat
as well as per protocol), any attempt to
recommend a specific drug is likely to be
based on biased evidence.”

Evidence b(i)ased medicine



CHALLANGING REGULATORY 
SECRECY IN THE EU (2007-2010)



TURNING POINT 1

“The Ombudsman therefore found that EMA's refusal to grant access to the requested 
documents constituted an instance of maladministration.”



TURNING POINT II

The campaign:
• Facilitated the first ever Cochrane

review (2009-2014) based entirely on
clinical study reports and regulatory
data.

• Led to changes in transparency by
pharmaceutical companies and
triggered inquiries at the national and
international level.

• Heightened awareness of the
importance of independent access to
underlying trial data.



ALL TRIALS CAMPAIGN 
(SINCE 2013)

• All planned trials to be registered, with a summary
of the trial protocol, before the first participant is
recruited

• A summary of results to be made publicly available
where the trial was registered, within 1 year of
completion

• Full reports made publicly available by regulators
and industry

The AllTrials petition has been signed
by 95439 people and 747 organisations

http://www.alltrials.net/petition/
http://www.alltrials.net/petition/
http://www.alltrials.net/supporters/organisations/


FINALLY: PUBLIC CLINICAL 
TRIALS REGISTRY (2014) 

The year 2014 saw the adoption of a new
EU Regulation that requires clinical
trials to be registered in a publicly
accessible database before the trial
starts and mandates publication of
summary results within a year after
completion



GOOD VS. POOR 
REPORTING IN EU

Goldacre B, DeVito NJ, Heneghan C, et al. (2018) British Medical Journal



1. Reporting is a legal obligation
“As of July 2014, result-related information 
should be posted within one year (6 months 
for paediatric trials) after the end of a clinical 
trial.  The submission of the results to 
EudraCT is the direct responsibility of 
the sponsors.”

2. Non-commercial sponsors lag behind
“As of April 2019…31.8% (5,855) of the trials 
have missing results. This is an encouraging 
trend, though there is still significant progress to 
be made. In particular, the reporting compliance 
for non-commercial sponsors is much lower than 
for commercial sponsors (77.2% for commercial 
sponsors vs 23.6% for non-commercial 
sponsors).”
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