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• Potential & issues
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Potential*
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*Thomas & Paarlberg, Medical Writing 2019; 28: 66



Patient-level data sharing
Public good and human right
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• Publicly-funded research data are a
   public good, produced in the public
   interest 
• Publicly-funded research data should
   be openly available to the maximum
   extent possible 

Assess to meaningful 
information is a critical 
determinant in the right to 
highest attainable standard of 
health and requires a reliable 
system of knowledge production



Patient-level data sharing
Cultural change in research
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Waste in research 

Efficiency of knowledge generation 

Transparency/open science/FAIR 

Reproducability crisis 



Patient-level data sharing
Problems/concerns*
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« What problems/concerns do you have with sharing datasets? »

• Concerns about misuse of my data

• Unsure about copyright and licensing

• Not receiving appropriate credit or acknowledgement

• Unsure I have the rights to share

• Organising data in a presentable and useful way

• Contains sensitive information

*Digital Science report 2018, Figshare
https://figshare.com/articles/The_State_of_Open_Data_Report_2018/7195058
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Principles and recommendations
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• Principles for responsible clinical trial data sharing (PhMRA, EFPIA, 2014)

• Good practice principles for sharing individual participants data from publicly funded trials 
(MRC, UKCRC, CRUK, Wellcome, 2015)

• Transparency and registration in clinical research in the Nordic Countries (Nordic Trial 
Alliance Group on Trasparency and Registration, 2015)

• Sharing clinical trial data: Maximizing benefits, minimizing risks (Institute Of Medicine, 2015)

• Data Sharing Statements for Clinical Trials (International Committee of Medical Journal 
Editors, 2017)

• Some more



Patient-level data sharing
Outstanding examples



Patient-level data sharing
Achievements so far
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• Culture of openness improves steadily and sharing of research data increases

• High rates of intention of data sharing in surveys

• Several policies and recommendations for data sharing have been developed by different 
stakeholders (funders, publishers)

• Implementation of policies/recommendations lacks behind, availability of IPD from clinical 
trials and research output of secondary analysis need to be improved

• Access to IPD established for some disease-specific scientific networks but not generally 
implemented for academic trials 

• Publication output of IPD sharing still limited

• Impact of research output of data sharing still very slow 



Patient-level data sharing
Contribution by CORBEL/ECRIN

*https://www.ecrin.org/sites/default/files/Data%20brochure/ECRIN%20data%20sharing%20brochure%202019.pdf

Toolbox

Principles, 
recommen- 

dations

Definition of 
processes

Training of 
researchers

Quality 
criteria for 

repositories
Pilot 

repository

Review the 
impact

Banzi et al., Trials 2019; 20: 169

Ohmann et al., BMJ Open 2017

Ohmann et al., F1000Research 2018

Ohmann et al., BMJ Open, submitted

Tilki et al., Methods Information Med, submitted

ECRIN, Data Workshop, 11/2018



Patient-level data sharing
Principles & recommendations*

*doi:10.1136/bmjopen-2017-018647



Patient-level data sharing
Workflow modelling*

* Ohmann C et al., 
F1000Research 2018, 7:138 



Patient-level data sharing
Evaluation of repositories*

*Banzi et al.       
Trials 2019; 20:169

Suitability of the repository for hosting clinical study data



Patient-level data sharing
Assessment of a Dspace pilot*

* Tilki et al., Submitted to Methods 
of Information in Medicine, 2019

Requirement Result

1a. The repository should support a range of file types and metadata schema Demonstrated

1b. The repository should provide mechanisms for the upload of files, including instructions Demonstrated

2a. The repository should be able to provide links to de-identification tools and requirements Partially demonstrated

2b. The repository should implement de-identification tools Not demonstrated

3a. The repository should support quality control in its workflow Partially demonstrated

4a. The repository should incorporate a data transfer agreement in system workflow Partially demonstrated

5a. The repository should use a consistent metadata schema to describe its content Demonstrated

5b. The repository should allow a customised metadata schema to be applied Demonstrated

5c. The repository should provide tools to help data generators to complete metadata fields Demonstrated

5d. The repository should make metadata openly (public) available Demonstrated

6a. The repository should be able to apply a primary persistent identifier system Demonstrated

6b. The repository should be able to use other persistent identifiers as appropriate Demonstrated

7a. The repository should allow open access to material, with an optional embargo period Demonstrated

7b. The repository should allow open access after web-based self-attestation of the user Not demonstrated

7c. The repository should offer managed access through group membership Demonstrated

7d. The repository should offer managed access through application on a case by case basis Demonstrated

7e. The repository should support granular access to different parts of datasets collections Demonstrated

8a. The repository should support long-term preservation of data and metadata Demonstrated

8b. The repository should make use of sustainable software systems Demonstrated



Patient-level data sharing
Status and impact of data sharing*

* Ohmann, Naudet, Moher, OSF home, 2018, 
https://osf.io/pb8cj/

Scoping review
Status of sharing of Individual Participant Data from clinical trials, use of shared 
data and impact of research outputs of sharing data: a scoping review protocol

Share data
Use shared 

data

Produce 
research 
outputs

Improve 
medical 
research

Improve 
medical care



Patient-level data sharing
Status and impact of data sharing*

* Ohmann et al. BMJ Open - 
submitted
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Current work
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CORBEL WP3.3: Providing access to patient-level clinical trials data (lead: ECRIN)

Deliverable 3.8: report on implementation, including economic model and solutions 
for sustainability

3 scenarios are considered and explored:

a) Best practice illustrative example

b) Operational repository

c) Repository support service (Figshare)



Patient-level data sharing
Impact*
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« Although evidence documenting tangible benefits of 
data sharing has not emerged, optimism about the 

potential clinical and scientific benefits is 
considerable » 

* Miller et al. BMJ 2019 ; 36614127 
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Challenges*
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* Kratz J, Strasser C: Data publication consensus and contoversies
F1000 Research 2014; 3:94

Data should become first class research product

• Validated

• Preserved

• Cited

• Credited



Patient-level data sharing
Challenges
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• User-friendly data sharing tools & services incorporated into the data sharing workflow 
(« data sharing toolbox »)

• Training of researchers in data sharing and education of data scientists to support of data 
sharing

• Improvement of platforms/repositories (e.g. quality assessment – certification, 
interoperability, business model, fragmentation)

• Harmonisation of data sharing processes (e.g. data transfer agreements, data access boards, 
data use agreements)

• Exploration and application of reliable measures of true impact of data sharing



Patient-level data sharing
what’s next
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In the EU H2020-funded project XDC a demonstrator for a metadata repository (MDR) for clinical 
research has been implemented under the coordination of ECRIN with the following functionality:

• Identification of clinical research studies (e.g. via clinical trial registries) 

• Display and selection of data objects related to a specific clinical study 

• Display of metadata of a data object, including nature of the object (e.g. name, type, provenance) 
and the mode of access (public, restricted, private).

• Link to the data object (if possible)

Within EOSC-Life the demonstrator will be extended, completed and qualified and finally 
published as FAIR data source in the EOSC. 

Presentation by Sergey Goryanin (ECRIN) this afternoon
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