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The European Medicines Agency (EMA) Released a draft policy on access to 
clinical trial data as it tries to strike a balance between transparency and 

confidentiality of sensitive information

EMA commits to disclosure of data from trials

Seeks feedback on clinical trial data access policy
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Recent Public and Academic Call for Sharing of 
Clinical Trial data  





1 
Share anonymized patient level and study level data with qualified investigators 

•  For medicines and indications approved in US and EU 
•  Develop process to qualify investigators 
•  Identify external review body 

2 
Publish Study Synopsis online 

At a minimum, make publicly available the synopsis of CSR filed with regulators as of Jan 2014,  for 
medicines or indications approved in US and EU 

3 Share study results with patients 
Work with regulators to adopt mechanism to share clinical trial results with patients 

4 Certify on pubic web site we have processes in place to follow principles 

5 Publish results regardless of outcome, particularly for Phase 3 studies; studies with medically 
significant findings; discontinued program 



IOM publication

“Data sharing could advance scientific discovery and improve clinical 
care by maximizing the knowledge gained from data collected in 

trials, stimulating new ideas for research, and avoiding 
unnecessarily duplicative trials.” 

Guiding Principles 

• Maximize the benefits of clinical trials while minimizing the risks of data sharing. 

• Respect individual participants whose data are shared. 

• Increase public trust in clinical trials and the sharing of trial data. 

• Conduct the sharing of trial data in a fair manner. 

 

https://www.iom.edu/Reports/2015/Sharing-Clinical-Trial-Data.aspx 

Sharing Clinical Trial Data, Maximizing Benefits, Minimizing Risk



IOM Publication Recommendation

RECOMMENDATION 1: Stakeholders in clinical trials should foster a culture in 
which data sharing is the expected norm, and should commit to responsible 
strategies aimed at maximizing the benefits, minimizing the risks, and overcoming 
the challenges of sharing clinical trial data for all parties. 

RECOMMENDATION 2: Sponsors and investigators should share the various 
types of clinical trial data no later than the times specified below. Sponsors and 
investigators who decide to make data available for sharing before these times are 
encouraged to do so. 

RECOMMENDATION 3: Holders of clinical trial data should mitigate the risks and 
enhance the benefits of sharing sensitive clinical trial data by implementing 
operational strategies that include employing data use agreements, designating an 
independent review panel, including members of the lay public in governance, and 
making access to clinical trial data transparent. Specifically, they should take the 
following actions: 

RECOMMENDATION 4: The sponsors of this study should take the lead, together 
with or via a trusted impartial organization(s), to convene a multistakeholder body 
with global reach and broad representation to address, in an ongoing process, the 
key infrastructure, technological, sustainability, and workforce challenges 
associated with the sharing of clinical trial data. 

http://iom.edu/~/media/Files/Report%20Files/2015/SharingData/CompleteRecommendations.pdf 
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