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DISCLAIMER 

The views and opinions expressed in this presentation are those of the 

authors and do not necessarily reflect the official policy or position of the 

corresponding companies 

2 



CONTENTS – introduction 

• Early days of Transparency 

• Registries 

• US Legislation 

• Industry Guidance 

 

• Recent days of Transparency 

• EMA policy 

• PhRMA/EFPIA Principles 

 

• Today 

3 



EARLY CALL FOR TRANSPARENCY – FDA 1997 
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EARLY CALL FOR TRANSPARENCY – 2004 

• GlaxoSmithKline sued for concealing negative information about the 

antidepressant medication paroxetine 

• In August 2004, GSK agreed to post on its corporate Website a 

summary of clinical-study reports for every company-sponsored 

trial of its medications completed after December 27, 2000 

 

• In September 2004, Forest Laboratories, which manufactures the 

anti-depressant medications citalopram and escitalopram, agreed to 

post on its corporate Website summaries of the results of clinical 

studies of marketed drugs completed after January 1, 2000 

 

This followed enquiries into the off-label use of anti-depressant drugs 

GlaxoSmithKline sued for concealing negative information about the 

antidepressant medication paroxetine 
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EARLY CALL FOR REGISTRATION – 2004 
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REGISTRATION  of Protocols & Results - 2005 

 

Clinical Trial 

Register 

Clinical Trial 

Results 
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CLINICAL TRIAL REGISTRIES 

REGISTER -  

Trial Initiation  

Law 

• FDAMA 113 1997 

• State of Maine 2007 

• FDAA Act of 2007 2007 

 

Guidance 

• WHO 2005 

• EFPIA/PhRMA/JPMA 2005 

• ICMJE  2005 

 
Register Protocol Information 

Publicly, e.g., ClinicalTrials.gov (Feb 2000) 

Within 21 days of FPFV 

RESULT DATABASE -  

Trial Completion  

Law 

 

• State of Maine 2007 

• FDAA Act of 2007 2007 

 

Guidance 

• PhRMA  2002 

• EFPIA/PhRMA/JPMA 2005 

• ICMJE 2005 

Post Trial Results marketed drugs 

Sponsor website / ClinicalStudyResults.org 

Within 1 year after LPLV 
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PROTOCOL REGISTRATION – WHAT TO POST 

NEJM/WHO minimal data set (#20) 

1. Unique trial number 

2. Trial registration date 

3. Secondary IDs 

4. Funding source(s) 

5. Primary sponsor 

6. Secondary sponsor(s) 

7. Responsible contact person 

8. Research contact person 

9. Title of the study 

10. Official scientific title of study 

11. Research ethics review 

12. Condition 

13. Intervention(s) 

14. Key in- and exclusion criteria 

15. Study type 

16. Anticipated trial start date 

17. Target sample size 

18. Recruitment status 

19. Primary outcome 

20. Key secondary outcomes 

ICMJE,  NEJM 2005 
9 



RESULTS DATABASE – WHAT TO POST 

What to post: 

• Participant Flow 

• Baseline Characteristics 

• Outcome Measures and Statistical Analyses 

• Adverse Events 
 

How to post: 

• Strict formats; review cycle; PRS system 
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LEGAL CALL FOR TRANSPARENCY – 2007  

EU OMBUDSMAN 

• In 2007, Danish researchers turned to EMA and requested access 

to clinical study reports for two anti-obesity drugs 

• wanted to conduct an independent analysis, given that, in their 

view, biased reporting on drug trials was common 

• EMA refused disclosure because it would undermine drug producers' 

commercial interests. 

• EU Ombudsman called on EMA to disclose the documents or provide 

a convincing explanation as to why no access could be given. 

• EMA decided to grant access to the documents requested 

• EMA further committed itself to reactive disclosure 
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PARADIGM SHIFT - EMA INITIATIVE - April 2012 
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EMA‘S ROAD TO TRIAL DATA DISCLOSURE 

• Announcement April 2012 

• Draft EMA policy June 24th 2013 

• Consultation until September 30th 2013 

1,138 comments submitted by 169 entities 

• Final EMA policy November 30th 2013  October 2nd 2014 
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EMA FINAL POLICY – SUMMARY  

• Effective: submissions after Jan 1st 2015 (new products) 

                                                      Jul 1st 2015 (line extensions) 
 

• Scope: centralized procedure only 
 

• Publication of Clinical Reports 

(modules 2.5/ 2.7/ 5) 

• Redacted for data protection & 

commercial confidential information 

• Redaction to be approved by EMA 

• Publication upon approval: 
 

 

• Release of patient level data postponed 

• Stakeholder discussion planned, revision of policy thereafter 
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PUBLIC DEMAND FOR TRANSPARENCY 

• The ALLTRIALS Campaign, launched January 2013 
 

the AllTrials petition has been signed by 

89507 people and 705 organisations 

26 Nov 2016 
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INDUSTRY’S REACTION - 2013 

• GSK: Clinical Study Requests website released: May 2013 
(https://clinicalstudydata.gsk.com/ sep2013) 

 

• Many others joined 

 

 

 

 

• Resulted in a joined website: 

 
• Two companies brought cases to Court 

EMA has been ordered by the General Court of the European Union 

not to provide documents until a final ruling is given 
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INDUSTRY’S REACTION - 2013 

• PhRMA/EFPIA: “Principles for Responsible Clinical Trial Data 

Sharing” (July 2013, effective 2014) 

• Released 24 Jul 2013 

 

 

• May 2014: EFPIA launches clinical trial data portal gateway 

• Provides links to policies of companies for Data Sharing 

• Companies have adopted different approaches to comply with the 

Principles 
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PhRMA/EFPIA PRINCIPLES – 5 Commitments 

 

1. Clinical Data Sharing, Study Protocol and Study Report under 

Controlled Access governed by an Independent Board 

2. Making available publicly study synopses 

3. Making available to patients that participated in the trial a summary 

of the findings of that trial 

4. Certification of the processes concerned and making that publicly 

available 

5. Publication of results of phase 3 trial or other trial with medical 

important findings (reiteration) 

• Applicable to all submissions to FDA, EMA, or EU NC 

• As of 01 JAN 2014, and within reasonable time after approval 

product and indication 
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EFSPI 

 

1. by an Independent Board 

Participant 

contributions 

Position 

Statement 
Stats 

Leaders 

Meeting 

Workshop 

April 2013 June 2013 2012-2013 Aug 2013 Oct 2013 

Position 

paper 

Work Group Data Transparency 

with 5 work streams 
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EFSPI 

 

EFSPI believes access to clinical trial data should be implemented 

in a way which 

• supports good research 

• avoids misuse of such data 

• fully protects patient confidentiality 
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PhUSE 

 

• Data Transparency working group 

“collaborated to define a set of rules built around the CDISC SDTM 

standards to provide the industry with a consistent approach to data de-

identification and increase consistency across anonymized datasets.” 

 

• Now working on solutions for CDISC ADaM standards 
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AGENDA OF TODAY 

 

 

 

 

 

 

13.10 Introduction 
Egbert Biesheuvel (Nutricia) 

13.35 Discussion of current status Uli Burger (Roche) 

14.00 Scientific Health Research: legal and 
other issues 

Marie-José Bonthuis 
(University Medical Center 
Groningen) 

14.25 Clinical Study Data Request Site 
(incl.demo) 

Thijs van den Hoven (Astellas) 

14.50 Coffee-break  
 

Data sharing – Case studies 

15.20 – Astellas Ad Theeuwes 

15.45 – Nutricia Egbert Biesheuvel 

16.10 Panel discussion Stefan Driessen - All 
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FUTURE … 

DATA 

SHARING 
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MEDICAL JOURNALS - Now  
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