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EMA Clinical Data Publication Policy 

October, 2014 

 EMA policy on publication of clinical 

data for medicinal products for human 

use (POLICY/0070) 

 Q&A on the EMA policy on publication 

of clinical data for medicinal products 

for human use 

 

January, 2015 

 Coming into force 

 

March, 2016 

 External guidance on the 

implementation of the EMA policy  

on the publication of clinical data  

for medicinal products for human use 
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Область применения 

 Initial marketing-authorisation 

applications  

 Extension of indication  

 Line extension 
 

 EMA will publish the reports 60 days 

after a decision on the application has 
been taken. The publication of the first 

reports is foreseen for mid-September 

2016. 
 

Clinical study report: 

 Scientific review version 
(full CSR text + all CSR appendices) 

 Redacted clinical report 
(redacted CSR text + selected 

appendices) 
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CORE Reference 

 Website: www.core-reference.org 
 

 Review process:  

 Health Canada team 

 DIA Medical Writing Community 

 Academic and Principal investigator 

 Patient Advocate 

 

 Publications: 

The EMWA Budapest Working Group: A 2-year collaboration 

to make recommendations for aligning the ICH E3 
guidance with current practice and developing clinical 
study protocol guidance. Hamilton, S, Seiler W, Gertel A. 
Medical Writing 2014. 

Hamilton S, Bernstein AB, Blakey G, Fagan V, Farrow T, 
Jordan D, Seiler W, Shannon A, Gertel A, Budapest Working 

Group: Developing the Clarity and Openness in Reporting: 

E3-based (CORE) Reference user manual for creation of 
clinical study reports in the era of clinical trials 
transparency.  Research Integrity and Peer Review. 2016. 
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