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 Disclosures and Potential Conflicts of Interest 

I am a full time employee of GSK and hold stocks and stock options 
 
The views presented in these slides are my own and not necessarily those of GSK 
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 What I’m going to talk about... 

 I’m old ---I’ll say a little bit about the history of clinical trial data sharing at GSK 

 I’ll show you some data on re-use of clinical trial data and some examples 

 Along the way I’ll discuss some of the issues and opportunities 

– Fragmentation 

– Impact 

– Using different types of data 

 



 
4 Disclosure of clinical studies that evaluate the clinical efficacy, safety, or effectiveness of 
a product in humans. Additional analyses and other types of human subject research, 
where results provide important scientific knowledge or are relevant for patient care are 
submitted for manuscript  publication or, where manuscript publication is not practical, 
submitted for a citable abstract publication or a results summary is posted 

What is our disclosure Policy for clinical studies on our 
products? 

Protocol  
summary 
posted 

Before 
study  
start 

Study 
completion 

Result summary,  
full protocol and  
statistical analysis  
plan posted 
 

Manuscript  
submitted 

Clinical study 
report posted 

Within 12 
months of 

completion1,2.4 

Within 18  
months of 

completion2,3 

Within 6  
months of  
publication 

1 From primary completion date for interventional studies. 
2 From completion of analysis for non-interventional studies. 
3 From last subject last visit for interventional studies 
4 Or earlier if required by regulation 

Manuscript 
published 

Listed for data sharing 
(interventional studies) 
 

Within 1 month of 
publication after 

medicine 
approved/terminated 



All Trials Transparency Index 
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Protocol 
Registration 
(>4,000) 

Summary  
results 
(>6,000) 

Clinical study 
 reports 
(>2,500) 
 

Individual  
patient data 
(>2,000) 

 



 

Scientists should communicate the data they collect and 
the models they create, to allow free and open access, 
and in ways that are intelligible, assessable and usable 
for other specialists in the same or linked fields wherever 
they are in the world. ” 

UK Royal Society 2012 



Benefits and risks 
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 Verify publications/ 
enhances reproducibility 

 Ask new research questions 

 Helps ensure the data provided by 
research participants are used to 
maximum effect in the creation of 
knowledge and understanding.  

MAIN BENEFITS MAIN RISKS 
 
 Protecting the privacy of research 

participants.  

 Ensuring the data are used for valid  
scientific investigation. 

 Ensuring the data are usable. 
 Helps avoid waste 
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Corporate Executive Team paper 
SEPT 2012 

“It is proposed that the ultimate objective is a model where data from all research sponsors (including industry 
and academe) is made available for research (STEP 2), however the first step would be for GSK to adopt a 
leadership role to demonstrate our commitment and the feasibility of the approach (STEP 1).”  

Senior management endorsement 



Public commitment 
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Press Release Oct 2012 

 

 



Providing Access To Patient Level Clinical Trial Data 10 

 

 

 
 

 



 

GSK request site – May 2013 



How it works… 
 

Providing Access To Patient Level Clinical Trial Data 12 

Select studies that are 
needed for the 

research 

Submit a research 
proposal 

Review of proposal by 
independent review 

panel 

Agree: where 
approved, a data 

sharing agreement 
is signed 

Access data in secure 
access system 

Conduct research  
and publish 

  

 

  



  

 

 
 

 



…some significant things happened 
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Industry commitment July 2013 

Journal editors’ proposal April  2016 

Institute of Medicine guiding principles 2015 

 



Collaboration -  
Site reconfigured and owned/used by multiple sponsors 

 

 



The challenge of fragmentation.. 

Presentation title 16 

Secure  access  
system used by  
Data provider 1 

Combining data from different systems and using  
software not provided in these systems 
is problematic 

Secure  access  
system used by  
Data provider 2 

Secure  access  
system used by  
Data provider 3 



Presentation title 17 

The challenge of fragmentation.. 



This is not a theoretical issue… 

Presentation title 18 



An alternative model – the researcher provides the secure access system 

19 

Secure download by  
Data Provider 1 

Secure download by 
Data Provider 2 

 
- Contractual IT and data 
   governance requirements 

- Subject to audit 

- Accreditation of researchers? 

Secure download by 
Data Provider 3 



Has our data sharing enabled more science? 
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Has our data sharing enabled more science? 
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Has our data sharing enabled more science? 
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Has our data sharing enabled more science? 
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Has our data sharing enabled more science? 

24 
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Examples of published research 

 



What has been the impact? 

October 27, 2016 
N Engl J Med 2016; 375:1608-1609 
DOI: 10.1056/NEJMp161033 

 

https://www.nejm.org/toc/nejm/375/17?query=article_issue_link
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https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-
project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-
Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209 

Awareness and expertise may limit use… 

https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
https://www.statnews.com/2019/11/18/data-sharing-clinical-trials-lessons-yoda-project/?utm_source=STAT+Newsletters&utm_campaign=ff05bd5e58-Pharmalot&utm_medium=email&utm_term=0_8cab1d7961-ff05bd5e58-135106209
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Can we do more to enable use of different  
types of data…? 
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Can we do more to enable the use of AI and machine 
learning…? 
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Aliment Pharmacol Ther. 2018;47:763–772.  
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 34 processes mapped 

– H 

Can we incentivise data re-use with Challenges? 
Prostate Cancer Challenge  
 

Guinney J et al Lancet Oncol. 2017 18(1) 132-142 

 



Summary 
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– We have been sharing anonymised patient level data from our clinical trials since 2013 

– These data are used in further research 

– Lack of awareness/capabilities may limit use 

– The use of centralised secure data repositories could limit use of these data 

– Can we do more to enable use of these data using machine learning or with other types of data?  

– Are data challenges a good way to encourage use? 

– H 
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