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●  Data sharing landscape 
●  Our commitment to share 
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Escalating Demands for Clinical Trial 
Transparency 
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2000 
Clinical 
Trials.gov 
Launched 
in US 

2007 
FDA 
Amendments 
Act 

2011 
EU public 
register of 
clinical trials 
Launched 
online 
 
US requires 
disclosure of 
results 
notification 
process 
during 
informed 
consent (in 
effect 2012) 

Courtesy of TransCelerate BIOPHARMA INC 

2012 
US TEST Act 
introduced to 
expand 
requirements (not 
enacted) 
 
2013 
Declaration of 
Helsinki 
Revised article 26 
 
AllTrials Campaign 
Launched 
 
PhRMA / EFPIA 
issued principles 
for responsible 
data sharing 

2014 
NIH announces 
intention to 
develop 
procedures for 
registering study 
results to CT.gov 
 
 
2015 
IOM issues 
report on sharing 
clinical trial data 
 
EMA Policy 070 
in effect 
 
WHO endorses 
all results public 

Future 
EU Clinical 
Trial 
Regulations  
 
TransCelerate 
MRCT white 
paper on 
return of 
results to 
clinical trial 
participants 
(input from 
EMA / FDA)  



1:  Savage & Vickers, 2009.  PLoS One 
 
 

FDA sees huge opportunities in opening up 
drug data 
LONDON | Mon Dec 5, 2011 9:23pm IST  

(Reuters) - Regulators and drugmakers need to find ways to make 
more clinical data openly available, since vital knowledge about 
fighting disease is often locked away in confidential databases, the 
head of the U.S. drugs watchdog said on Monday. Food and Drug 
Administration (FDA) Commissioner Margaret Hamburg said opening 
up data to public scrutiny needed to be done selectively, given 
legitimate concerns among companies over commercial 
confidentiality, but more could still be done. 
 

The Data Sharing Landscape 
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The Data Sharing Landscape 

●  Mounting public pressure for 
clinical trial transparency 
●  “Transparency Campaigners” 

●  2013 - EMA proposal to release 
all data they hold once a drug 
has been approved 

●  Industry responds  - concerns 
competitiveness, IP, data 
protection 
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The Data Sharing Landscape 

●  PhRMA working group drafted set of voluntary 
guiding principles for the Responsible Sharing of 
Clinical Trial Data. 

●  Adopted by PhRMA and EFPIA in July 2013. 
●  Came into effect Jan 1, 2014 
●  Five ‘commitments’ 

1.  Enhancing Data Sharing with Researchers 

2.  Enhancing Public Access to Clinical Study Information 

3.  Sharing Results with Patients who Participate in Clinical Trials 

4.  Certifying Procedures for Sharing Clinical Trial Information 

5.  Reaffirming Commitments to Publish Clinical Trial Results 

●  Academic and Quasi-government Organizations 
have proposed recommendations  

 
|         6 



The Data Sharing Landscape 

●  EMA, after stakeholder 
feedback from the industry, 
has re-thought it’s data 
sharing proposals 

●  Policy 070 final Oct 2014 
and came into effect Jan 1 
2015 

●  Clinical Study Reports will 
become publically available 
upon decision of the 
application 
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Sanofi is Committed to Sharing Clinical Trial 
Data, Information, and Results 
 

 
 

§  Making clinical trial data, information and results available to 
researchers, promises to advance science and medicine, contribute 
to improvements in public health and improve knowledge about, 
and trust in, pharmaceutical product development 

§  It is equally important to protect the privacy of the participants in 
our clinical trials as well as to maintain incentives for investment in 
biomedical research  
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