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Experience of ECRIN data center certification, and perspectives

https://authors.elsevier.com/sd/article/S2451865416300825

https://authors.elsevier.com/sd/article/S2451865416300825
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WP3.3 CLINICAL TRIAL DATA SHARING
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Task 3.3, Providing access to patient-level clinical trial data

• Consensus document (Ohmann et al, BMJ Open, in press)
• Development of data sharing services



3.3 PROVIDING ACCESS TO PATIENT-LEVEL 
CLINICAL TRIAL DATA
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Objective: 

Developing procedures to provide the scientific community

with access, upon request, to the patient-level data from

previous clinical trials for re-analyses, secondary analyses

and meta-analyses and to test them in a pilot/demonstrator

Rationale :

- Transparency, Open Data in science

- Data quality / robustness of results

- Optimal use of data (reanalyses, group analyses, 

secondary analyses meta-analyses,



WP 3.3: ACCESS TO IPD FROM CLINICAL TRIALS
ACTIONS ACHIEVED 
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Task 3.3.1: Establishment of a multi-stakeholder „patient-level data
taskforce“(ECRIN-ERIC)
done

Task 3.3.2: Building consensus on the procedure and IT-solutions 
(ECRIN-ERIC)
done

Task 3.3.3: Development of pilot/demonstrators (UDUS)
started
(survey on existing tools & services performed, development of use
case scenarios started, WT may need adaptation)

Task 3.3.4: Assessment of the cost and added value, proposal for a 
sustainable model (EATRIS)
started
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WP 3.3: Access to IPD from clinical trials
Consensus process

Aim: Development of a consensus document on providing access 
to individual participant data from clinical trials by a multi-
stakeholder taskforce

Approach:    Group Nominal Process with three workshops and written 
feedback

- 4 March 2016 (Paris)
- 6-7 October 2016 (Milano) 
- 27-28 March 2017 (Paris)
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Meta-analysis

Trial methodology
Univ. Copenhagen (C. Gluud)

Univ. Liverpool (C. Tudor Smith)

Transparency/registration
WHO ICTRP (G. Karam)

Ottawa Group (K. Krleza-Jeric)
EQUATOR (P. Ravaud)

MRCT Harvard (B. Bierer)

Funders
NCI (J. Galvez)

UK MRC (R. Knowles)
NHMRC (D. Ghersi)

Wellcome (J. O‘Callaghan)

ECRIN
(S. Battaglia, C. Kubiak, M. Matei, 

J. Demotes, C. Ohmann)

Publishers
BMJ (T. Groves)

BMC (D. Shanahan; H. Faure)

Regulatory bodies
EMA (M. Dias)

Patient organisations
EATG (P. Marques)

Ethics
Univ. Vienna (C. Druml)

Sanger (S. Bowers/C. Smee)

Data protection
MedConsult (E. van Veen)

TMF (I. Schluender)

IT-experts
ECRIN (S. Canham)

EBI (D. Spalding)
EUDAT (A. Lukkarinen, C. Ariyo)

Univ. Düsseldorf (W. Kuchinke)
Mario Negri (R. Banzi, L. Clivio)

Standardisation bodies
CDISC (P. Houston, R. Kush, 

L. Becnel, P. van Reusel)
Glob. All. Gen.Health (J. Wilson)

EHR4CR (D. Kalra)
DataCite (M. Fenner)

IT-/service provider
Medidata/TrialGrid (A. Newbigging)

Trial Data Solutions (G. Rienk)

Consensus expert
Univ. Marburg (H. Sitter)

WP 3.3: Access to IPD from clinical trials
Multi-stakeholder taskforce
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WP 3.3: Access to IPD from clinical trials
Consensus document*

Version6.0
Final

12 July 2017

10 principles
50 recommendations

exploration

*Ohmann et al., BMJ Open, in press, 2017
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WP 3.3: Access to IPD from clinical trials
Consensus document: Major aspects of data sharing*

*Ohmann et al., BMJ Open, in press, 2017
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P1: The provision of individual-participant data should be promoted, 

incentivised and resourced so that it becomes the norm in clinical 

research. Plans for data sharing should be described prospectively, and 

be part of study development from the earliest stages.

➢ standard practice

➢ prospectively planned

➢ rewards

➢ citations

➢ economic model

➢ time ?

WP 3.3: Access to IPD from clinical trials
Principle 1
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P2: Individual-participant data sharing should be based on explicit 

broad consent by trial participants (or if applicable by their legal 

representatives) to the sharing and re-use of their data for scientific 

purposes.

➢ consent collected

➢ same time as CT

➢ distinct

➢ broad (exclusion forensic, insurance)

➢ nature of information

WP 3.3: Access to IPD from clinical trials
Principle 2
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P3: Individual-participant data made available for sharing should be 

prepared for that purpose, with de-identification of datasets to minimise 

the risk of re-identification. The de-identification steps that are applied 

should be recorded.

➢ de-identification

➢ risk of re-identification (forbidden)

➢ pseudonymization

➢ anonymization (full vs. effective)

➢ services for de-identification

WP 3.3: Access to IPD from clinical trials
Principle 3
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P4: To promote inter-operability and retain meaning within interpretation 

and analysis, shared data should, as far as possible, be structured, 

described and formatted using widely recognised data and metadata 

standards.

➢ data standards defined prospectively

➢ CDISC ?

➢ with metadata

.

WP 3.3: Access to IPD from clinical trials
Principle 4
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P5: Access to individual-participant data and trial documents should be 

as open as possible and as closed as necessary, to protect participant 

privacy and reduce the risk of data misuse.

➢ Various access models

➢ Downloadable datasets

➢ Controlled access : request to registry 

➢ Non-downloadable, virtual machine and transient data warehouse

➢ Boards

➢ Oversee compliance of registries

➢ Handle requests 

➢ Transparency in access management

➢ Identification of re-users

WP 3.3: Access to IPD from clinical trials
Principle 5
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P6: In the context of managed access, any citizen or group that has 

both a reasonable scientific question and the expertise to answer that 

question should be able to request access to individual-participant data 

and trial documents.

➢ requests by patients / citizens

➢ collaboration with data generators ? (not mandatory)

➢ results publicly available

WP 3.3: Access to IPD from clinical trials
Principle 6
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P7: The processing of data access requests should be explicit, 

reproducible, and transparent but, so far as possible, should minimise 

the additional bureaucratic burden on all concerned.

➢ interface

➢ data use agreements

➢ metrics for reuse

➢ feedback from re-users

WP 3.3: Access to IPD from clinical trials
Principle 7
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P8: Besides the individual-participant data datasets, other clinical trial 

data objects should be made available for sharing (e.g. protocols, 

clinical study reports, statistical analysis plans, blank consent forms), to 

allow a full understanding of any dataset.

P9: Data and trial documents made available for sharing should be 

transferred to a suitable data repository, to help ensure that the data 

objects are properly prepared, are available in the longer term, are 

stored securely and are subject to rigorous governance.

➢ quality criteria for repositories

➢ information on repositories

➢ data transfer agreement

WP 3.3: Access to IPD from clinical trials
Principle 8 & 9
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P10: Any dataset or document made available for sharing should be 

associated with concise, publicly available and consistently structured 

discovery metadata, describing not just the data object itself but also 

how it can be accessed. This is to maximise its discoverability by both 

humans and machines.

➢ metadata standards

➢ metadata repositories

➢ sustainability

WP 3.3: Access to IPD from clinical trials
Principle 10
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• Completion of a survey on existing repositories
(„environmental scan“, 2017)

• Templates data sharing plan, broad consent

• Specification criteria for repositories of clinical trial data

• Certification of repositories of clinical trial data 

• Metadata repository

• Data sharing services (data gererators, data re-users)

WP 3.3: Access to IPD from clinical trials
Next steps



European Open Science Cloud and data services

e-infrastructures EOSC

deploy

develop

needs ?


