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Outline 

What is EMA’s 
Clinical Data 
Publication 
Policy? 
 
 
Policy 0070 at a glance 

Which data was 
collected during 
the 1st year? 
 
 
 
CDP 1st year report 

What is 
happening 
during 2018? 
 
 
 
Focus during this year 

1 2 3 4 

What is the experience 
with Industry 
submissions, and what 
can be improved? 
 
 
Lessons Learned 



Policy 0070 purpose 
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• 2 October 2014, Clinical Data Publication (human medicinal products) Policy 0070:  

• Publication of clinical data supporting CHMP Assessments What is it:  

EMA Clinical Data Publication (CDP) 

 

• Transparency, continued EMA commitment 

• Enables public scrutiny: establishes trust, confidence 

• Avoids clinical trials duplication 

• Enhanced scientific knowledge: value of secondary analysis 

Benefits 
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Policy effective: 
2015 

1 January 2015: 
Marketing 
authorisation 
applications 
•Withdrawn applications 
pre opinion included 

1 July 2015: 
modification of 
indication + line 

extension 

Policy 0070 scope 
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Type of published documents 

 Module 2.5 - Clinical Overview 

 Module 2.7.1 to 2.7.4 - Clinical Summary 

 Module 5.3 Clinical Study Reports (CSR) - Body 

of the reports 

 Module 5.3 Clinical Study Reports – 3 

appendices per CSR 

– 16.1.1 (protocol and protocol amendments)  

– 16.1.2 (sample case report form)  

– 16.1.9 (documentation of statistical methods) 

 
                            + 

 For all applications falling within the scope of Policy 
0070 whether studies were conducted in or outside 
the EU 

 No Individual Patients Data  (IPD) listings 
 Anonymisation report 
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https://clinicaldata.ema.europa.eu  

Pro-active and on-line Clinical Data Publication (CDP) Access 
 

Objective 

5 EMA Clinical Data Publication (CDP) 

https://clinicaldata.ema.europa.eu/
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Registered accounts and documents views/downloads 

Average of:  
 11 documents viewed per general user 
 144 documents downloaded per non-commercial user 

*Yearly cumulative data 
(cut off date , Q1 2018) 

CDP web portal usage (since October 2016*) 
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Type of published procedure 

Initial marketing authorisation 36 

Extension of indication 18 

Line extension 0 

Total number of published procedures 54 

Published documents 
Anonymisation Report 54 

Module 2.5 63 

Module 2.7.1-2.7.4 160 

Module 5.3 (CSR) 3,002 

Total number of documents 3,279 

Total number of pages 1,308,244 

CDP Report: Overview of 1st year data  
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Percentage of Commercially Confidential Information (CCI) 
 

  Procedures Documents Pages 

Total published 54 3,279 1,308,244 

CCI proposed by the 
MAH/Applicant 

28 52% 145 4.4%   

  

CCI was accepted by 
EMA 

19 35% 48* 1.46% 134 0.0102% 
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172 

61 

57 

216 

50 

345 

Rejection 01 - In the public domain

Rejection 02 - No innovative feature

Rejection 03 - Public interest

Rejection 04 - Insufficient justification

Rejection 05 - Irrelevant justification

Instances rejected
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Reasons for rejection of CCI 

Rejection of CCI (overall/per code) 
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An instance is defined as a single CCI proposal per individual document regardless of how 
many times it appears in that individual document. 

 Of 454 instances (where CCI was proposed) in 145 individual documents, 

24% were accepted and 76% rejected. 



Anonymisation: overview of product type 

37 
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1 

non-generics with patient identifier

non-generics without patient identifier

generics with patient identifier

generics without patient identifier

biosimilars with patient identifier
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Overview of product type 
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Anonymisation: applied techniques (all procedures) 

11 Experience and Lessons Learned to Date 

76% 

4% 
20% 

redaction
transformation
not applicable

Redaction vs. Transformation 
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Lessons learned from submissions (1/2)  

•  85% of the eligible companies made use of it 

•  Increased quality packages when pilot draft documents were reviewed  

•  Great collaboration from companies and fruitful interactions with EMA 

1. Pilot phases 

•  26% of initial packages were invalid 

•  35% of final packages were resubmitted due to invalidation 

•  Checklist for “Redaction Proposal Document” package available in the guidance 

2. Technical submissions 

EMA Clinical Data Publication (CDP) 12 

http://www.google.co.uk/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjV4ZDI1qTWAhWlIMAKHbZZDY0QjRwIBw&url=http://dreamicus.com/journey.html&psig=AFQjCNFJQi5srzEqZT0XzIAH3oab2zpuCA&ust=1505478491698696


13 

Lessons learned from submissions (2/2) 

• Many AnRs not customised to the product type 

• List of quasi-identifiers unspecific to the package(s) 

characteristics 

• Inconsistencies: AnR instructions vs. redaction/transformation 

of identifiers in the reports 

• Lack of rationale for full redaction of narratives 

• Impact of anonymisation on data utility not adequately 

addressed 

• EMA’s comments to be implemented or feedback to be 

provided 

3. Anonymisation Report (AnR) review  

EMA Clinical Data Publication (CDP) 
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Focus on… 

What is happening during 2018? 

 Continue collaboration with industry towards: 

 Improving preparation of CCI proposals and rationales  

 Improving clarity and quality of AnR (revised AnR versions, need for feedback, etc.) 

 Ensuring guidance, templates and tool kit are used 

 

  TAG: Creating best practices for the anonymisation of the clinical reports 

 Data utility, anonymisation techniques, new technological developments, attackers, 

legal issues 
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A big      

 
to all patients  

who are volunteering to be part of trials  
and  

are making transparency on Clinical Data possible ! 
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Last but not least!  



Contact me at anne-sophie.henry-eude@ema.europa.eu 
European Medicines Agency 
30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 
Telephone +44 (0)20 3660 7048 Facsimile +44 (0)20 3660 5555 
Send a question via our website www.ema.europa.eu/contact 
 

Further information 

Follow us on      @EMA_News 

Any questions? 
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