
Open research for clinical trials and
public health interventions

Géraldine Clément-Stoneham
Head of Knowledge Management and Scholarly Communication
5 September 2023



 encourage and support research to improve human 
health

 produce skilled researchers
 advance and disseminate knowledge and 

technology to improve the quality of life and 
economic competitiveness of the UK

 promote dialogue with the public about medical 
research.

Medical Research Council’s 
mission is to:

 G.Clement-Stoneham



Medical research funding in the UK

Source: MRC



Open science in political context



Not quite going according to plan…

Wired: January 2018



Open science in focus in 2023



Open access to journal article not enough, must go 
beyond
 Preprint
 Data
 Code
 Protocols
 Methods
 …

Open science to support 
positive research culture

UNESCO Recommendation on Open Science. CC BY IGO 3.0

https://unesdoc.unesco.org/ark:/48223/pf0000379949.locale=en
https://creativecommons.org/licenses/by/3.0/igo/


What can funders do? 



What can funders do? (2) 



“Data must be made available with as few restrictions as 
possible, to maximise the value of the data, improve 
research reproducibility and for patient and public benefit. 
Data must be shared in a timely and responsible manner 
and in line with relevant legal, policy and ethical standards, 
including when operating internationally. ”

MRC data sharing policy
Chronology
 2005 1st Data sharing policy
 2012 MRC guidance on 

sharing research data from 
population and patient 
studies

 2016 MRC policy on open 
research data: clinical trials 
and public health 
intervention studies

 2016 Concordat on Open 
Research Data

 2023 (TBC) refresh data 
sharing policy and guidance



To consider
 Ethical concerns & consent

 Data protection legislation – international 
research

 Public trust

To enable
 Sharing data from research can enhance the 

use of existing data, avoid duplication of 
research effort and stimulate new discoveries

Human participants & data sharing

Credit: National Institute of Allergy and Infectious Diseases, NIH  Public Domain Mark 1.0



Good practice principles for sharing 
individual participant data from publicly 
funded clinical trials (2015)
 Data sharing models – open vs controlled
 How to design study following good data 

management principles throughout
 What to include  in a study-level data 

sharing policy
 List of 28 potential patient identifiers in 

datasets 
 Example Anonymisation Standards

Specific Policies & Guidance 
Policy on Open Research Data from 
Clinical Trials and Public Health 
Intervention Studies (2016)

 Registration of Clinical and Public 
Health Intervention Studies

 Publishing the Study Protocol and 
Statistical Analysis 

 Publishing Study Results
 Data Sharing and Transparency: 

Individual Participant Data
 Secondary Use of Data

 Yearly  monitoring process and 
follow-up



Specific infrastructure

Controlled access data vs open data

 FAIR – Findable, Accessible, Interoperable, Re-usable, 

 Trusted Research Environments



UKRI Additonal Terms and Conditions for Covid-19 rapid response calls
 requirement to publish research finding in preprint as soon as possible and before 

publishing in journals
 when publishing in journals, must make openly available at the time of publication with 

CCBY licence 
 all submissions (to platforms, preprint servers and journals) must include clear 

statements regarding the availability of underlying data and/or software/code
 interim and final data is shared as rapidly and openly as possible – as soon as it is 

appropriately quality assured, in line with any ethics requirements, disciplinary good 
practice and irrespective of the timing of journal publication.

 Software, analysis scripts or modelling codes are shared as rapidly and openly as 
possible. 

From public health emergency to common practice



Supporting positive research culture
 Facilitate access to and implementation of policies 

and guidance – opportunity to work with funders
 Provide training and advice, as well as being 

embedding in teams
 Develop and maintain infrastructures
 Evaluation of platforms and data repositories –

trusted advisor
 Representing users needs in negotiation with 

publishers –increasingly moving into data 
management

 FAIR (Findable, Accessible, Interoperable, 
Reusable)

Metadata, catalogues, registers, archiving formats 
= specialist skills which are needed at every stage

Role of medical librarians – key complementary skills

CC0 Public Domain
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