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Value of IPD





• 23 (51%) of UK CRC registered CTUs responded to the survey

• Supportive of sharing in a controlled access approach

• Concerns: Misuse of data, resources, loss of IP

CTU survey
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http://www.network-hubs.org.uk/files/7114/3682/3831/Datasharingguidance2015.pdf

Guidance

Endorsed by Cancer Research UK, MRC 
Methodology Research Programme Advisory 
Group, Wellcome Trust and the Executive 
Group of the UK CRC Registered CTUs 
Network. The National Institute for Health 
Research (NIHR) has confirmed it is supportive 
of the application of this guidance.



Good practice at CTU/sponsor level

• A data sharing policy should be developed by the CTU outlining

– Scope

– Data request process (approval within 3 months, all requests and their 
outcomes publicly available)

– Data release process

– Data use agreement

• Resources

– Funds requested from trial funders as part of initial trial grant applications 

– Reasonable costs may be recovered from data requesters if appropriate (not 
profit generating)

– Host organisations to provide funds for ongoing support of a data sharing 
system



Good practice at trial level

• Prior to trial funding

– Identify data sharing stakeholders and highlight the data sharing policy

– Understand the trial funder’s policy and include funds in grant applications 
where appropriate

• During trial set-up

– Identify roles and responsibilities for data sharing 

– Include plans for data sharing in the protocol and data management plan 

– Include a data sharing statement in the consent form and patient information 
leaflet

– Annotate the complete set of blank Case Report Forms (CRFs) 

• End of trial

– Prepare ‘data pack’ ready for sharing. This would typically include 

Anonymised datasets, protocol with amendments, blank CRFs, dataset 
specifications (or annotated CRFs) including data variable amendments





SANAD and MENDS trials

SANAD: n=2437
MENDS: n=146 

SANAD 387 variables, 98 text 
MENDS 650 unique 
variables, 150 text variables



SANAD - resources

Statistician Information
Systems

Trial Management

Getting access 2.5 3 5

Anonymisation 32 0 0

Final data pack 1.5 0 0

Quality control 6 0 0

TOTAL hours 42 3 5

Estimated cost (SANAD)
Directly Incurred Staff Total £1,750
Estimate of FEC £1,435
Total project cost £3,185 50 hours



MENDS - resources

Statistician Information Systems

Getting Access 1.5 6

Anonymisation 26 0

Final data pack 1 0

Quality control 5 0

TOTAL hours 33.5 6

Estimated cost (MENDS)
Directly Incurred Staff Total £1,397
Estimate of FEC £1,143
Total project cost £2,540 39.5 hours



Is culture changing? 

“… IPD retrieval rate across 760 published IPD meta-
analyses …

“IPD retrieval rate of the Cochrane Epilepsy Group has declined 
from 83% (up to 2005) to 65% (between 2012 and 2015)….”

“… reported reasons for lack of data availability 
have changed in recent years”

has not improved over time”



Final remarks

• Sharing clinical trial data 

– ethically and scientifically warranted

– should be done responsibly and risk 
proportionally

– barriers are not insurmountable

– integrated into trial process
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