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What I aim to cover 

What is it we are thinking of sharing? 

Why should we share? 

What are the benefits? 

 



What is it we are thinking of sharing? 

“Participant level data” 

“Raw data” 
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Data flow in the ACTION trial. All investigator-completed documents except Serious 

Adverse Event (SAE) reports and notification forms were first verified on-site by 

Clinical Research Associate (CRA). Documents were sent to the Coordinating 

Centre (CC) for data processing. A Data Clarification Form (DCF) was generated if 

necessary. SAE reports and notification forms were sent by telefax directly to the 

CC (dotted arrow). 
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Challenges in Coding Adverse Events 

The MedDRA 5-level hierarchy demonstrated by using ‘common cold’ as an example 
Schroll JB, Maund E, Gøtzsche PC (2012) Challenges in Coding Adverse Events in Clinical Trials: A Systematic Review. PLoS ONE 7(7): e41174. doi:10.1371/journal.pone.0041174 



“Raw data about adverse 
events should mean the 

original descriptions, 
exactly as reported 

narratively by patients or 
researchers on the case 

report forms, before any 
coding or adjudication 

has taken place for 
categorization 

purposes.”   

 

Gotzsche P. Why we need easy access to all data from all clinical trials and how to accomplish it. Trials 

2011, 12:249 doi:10.1186/1745-6215-12-249 

 

 



What is it we are thinking of sharing? 

“…all data from all randomized clinical trials, 
including raw anonymized individual 

participant data that do not allow 
identification of individual participants, and 
the corresponding trial protocols to become 
publicly available free of charge and in easily 

accessible electronic formats…” 

  
                        The Cochrane Collaboration. 5 October 2011. Accessed at:  http://www.cochrane.org/about-us/our-

policies/support-free-access-to-all-data-from-all-clinical-trials 



Example of individual participant data from 10 hypertension trials that 
assess effect of treatment versus placebo on systolic blood pressure 

 
 

Study 

ID Patient ID Age (years) 

Sex (1=male, 

0=female) 

Treatment group 

(1=treatment, 

0=control) 

Systolic blood 

pressure before 

treatment (mm Hg) 

Systolic blood 

pressure after 

treatment (mm Hg) 

1 1 46 1 1 137 111 

1 2 35 1 0 143 133 

… … … … … … … 

1 1520 62 0 0 209 219 

2 1 55 0 1 170 155 

2 2 38 1 1 144 139 

… … … … … … … 

2 368 44 1 0 153 129 

3 1 51 1 1 186 166 

3 2 39 0 1 201 144 

… … … … … … … 

3 671 54 0 0 166 141 

… … … … … … … 

10 1 71 0 1 149 128 

10 2 59 1 0 168 169 

… … … … … … … 

10 978 63 0 1 174 128 

Dotted line indicates where non-displayed rows of data occur.  

Hypothetical data based on Wang et al.27 

 
Riley RD, et al. BMJ 2010;340:c221  
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Fig 2 Comparison of the power of meta-analyses to detect a differential treatment effect 
across two groups of patients when individual participant data (IPD) or aggregate data (AD) 

are used.  

Riley R D et al. BMJ 2010;340:bmj.c221 

©2010 by British Medical Journal Publishing Group 
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Fig 1 Number of distinct, applied meta-analyses of individual participant data published up to 
March 2009, as identified by a systematic review of Medline, Embase, and the Cochrane 

Library.  

Riley R D et al. BMJ 2010;340:bmj.c221 

©2010 by British Medical Journal Publishing Group 
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Everyone 

Any researchers 

Other approved researchers 

Original researchers 

Sponsor 

What does “sharing” mean? 



Phrases that resonate throughout their statements 

• Research is a public good  

• Restoration of trust 

• Respect for research 
participants 

• Higher quality science 

• Faster progress 

• Avoid duplication  

• Better value for money 

 

 

 

Larry Page, the founder of Google, has called on scientists to make 

more of their research available. “We have to unlock the wealth of 

scientific knowledge and get it to everyone.” 



Reasons and Benefits: Main Themes 

 
Practical and Scientific 

 Detect and deter selective or inaccurate reporting of research 
 To ensure access to valid information about previously 

performed trials and avoid duplication 
 Accelerate research and enhance collaboration by making 

knowledge available 
 Restore trust in the clinical research enterprise 
 

 

 Ethical and Moral 
 To fulfill obligations to research participants 
 Minimize known risks and potential harm from 

unnecessary exposure to previously tested interventions 
 Medical research is a public good 

Very similar to the arguments for trial registration!  
Krleza-Jeric K et al. Principles for international registration of protocol information and results from human trials of health related 

interventions: Ottawa Statement. BMJ 2005;330:956-958. 



Obligations to Research Participants 

 People participate in clinical 
research at least in part in the 

expectation that it might benefit 
others in the future.   

“Patients who put themselves at risk 

to provide these data earn our 

respect for their participation…”  

                        --  Jeff Drazen 



A Duty to Future Research Participants 

 

Might the  adverse 
effects of TGN1412 

have been predicted 
if unpublished 

information had 
been available? 

 
Chalmers, I. The Lancet, Volume 368, Issue 9554, 

Pages 2206 - 2207, 23 December 2006  

http://www.thelancet.com/journals/lancet/issue/vol368no9554/PIIS0140-6736(06)X6225-6


Medical research is a public good 

“The development of 
new therapies is, in 

the end, a group 
endeavor: taxpayers 

support basic 
research, companies 
fund trials, academic 

medical centers 
provide the space 

and equipment, and 
scientists conduct 

the research.” 

Kimmelman J, London A. 

http://scienceprogress.org/2010/06/clinical-

trials-and-the-common-good/ 



“This may require the global organisation of a suitable 
shared database for all raw data from human 
trials...Concealment of data should be regarded as the 
serious ethical breach that it is, and clinical 
researchers who fail to disclose data should be subject 
to disciplinary action by professional organisations. 
This may achieve quicker results than legislation in 
individual countries, although this is also desirable.” 



Addition of unpublished FDA trial 
data caused 46% of the summary 
estimates from the meta-analyses to 
show lower efficacy of the drug, 7%  
to show identical efficacy, and 46% 
to show greater efficacy. 



Accelerate research 

Compressing 

decades to 

years,  

years to 

months,  

and months 

to days 

Spence K. USDOE OSTI. Presentation at Fesabid 2007, the 10th Spanish Conference 

on Documentation June 12–13, 2007  

 



Collaboration and cooperation among 
scientists 

http://olihb.com/2011/01/23/map-of-scientific-collaboration-between-

researchers/  and http://www.scimagolab.com/blog/2011/institutional-

collaboration-in-global-science/ 

http://olihb.com/wp-content/uploads/2011/01/collabo1.jpg
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Benefits: Citizen Science 

 

“The next 

Beethoven 

Pasteur will 

from 

Colorado 

Maryland 

come…” 

The Maryland native, who won 

$75,000 at the Intel International 

Science and Engineering Fair in 

May for his creation, cites search 

engines and free online science 

papers as the tools that allowed 

him to create the test...." 

 

 



Benefits of Sharing:  
Restore trust in the clinical research enterprise 

“The clinical research enterprise faces its 
greatest crisis ever: widespread distrust. 

Without public and patient support, there 
can be no translation of innovations into 

medical therapies. In the absence of study 
volunteers, clinical trials cannot be 

conducted and, ultimately, public health 
advances cannot be realized. An alarmingly 
low 4 to 6% of ELIGIBLE patients participate 

in US-based clinical trials annually.”  
http://www.ciscrp.org/professional/medheroes_campaign.html 



http://www.ciscrp.org/professional/medhero/Hero_Coffee_Low_Res2.pdf


Benefits of Sharing:  
Restore trust in the clinical research enterprise 





We are engaged in one of  
the great struggles of human 

knowledge 



Thanks ! 
 
  

twitter@eloder 
 

eloder@bmj.com 


