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ICMJE Transparency Policies for Clinical Trials

1 Jul. 2005

Clinical trials need to be registered 
at the beginning of the trial or 
before the enrolment of the first 

patient

2016

First proposal regarding data sharing
The ICMJE  “believes that there is an ethical 
obligation to responsibly share data generated 
by interventional clinical trials because 
participants have put themselves at risk. “

1 Jul. 2018

Results of Clinical Trials submitted 
to ICMJE journals must contain a 

data sharing statement
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BMJ Open, May 2020, https://doi.org/10.1136/bmjopen-2020-038887



Data Sharing Statements & Intention to Share 

ICMJE Member Journals

• 8/14
explicit Data Sharing Policy on their 
website

• 98% Data 
Sharing Statements in a sample of 
100 Clinical Trials

• 77% Intention to 
share data
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Journals stating that they 
follow the ICMJE 
Recommendations
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Journals stating that they 
follow the ICMJE 
Recommendations

February 2019 : ~ 5000

February 2022 : ~ 7000

June 2024: ~ 9000



Data Sharing Statements & Intention to Share 

ICMJE Member Journals

• 8/14
explicit Data Sharing Policy on their 
website

• 98% Data 
Sharing Statements in a sample of 
100 Clinical Trials

• 77% Intention to 
share data

Journals stating to follow ICMJE 
guidelines

• 30%
explicit Data Sharing Policy on 

their website

• 25% Data 
Sharing Statements in a sample of 
100 Clinical Trials 

• 22%
Intentions to share data



What about the funders?



PLOS ONE, August 2020, https://doi.org/10.1371/journal.pone.0237464



Funders

Non-commercial Funders
(78 funders on Sherpa/Juliet)

• 38%
explicit Data Sharing Policy on their 
website

• 77% Data 
Sharing Statements in a sample of 
100 Clinical Trials

• 12% Intention to 
share data

Commercial Funders
(100 top pharmaceutical companies)

• 41%
explicit Data Sharing Policy on 

their website

• 81% Data 
Sharing Statements in a sample of 
100 Clinical Trials     

• 59%
Intentions to share data



Is it possible that ICMJE 
recommendations and data sharing 

statements are only a checkbox?

And what would this mean for other 
guidelines?



Way forward



New BMJ data sharing policy

“From 1 May 2024, The BMJ will require authors of all 
submitted trials to post relevant trial data in an enduring, 
publicly accessible repository such as Vivli before publication.”







Methods

• 158 Clinical Trials published between July 
1, 2018, and April 4, 2020 

• JAMA

• The Lancet

• The New England Journal of Medicine

which included embargoes on data sharing 
in their data sharing statements



Results

• 2/3 of Clinical Trials in our sample had lifted 
(65.8%) their embargo

• Half of them were deposited on data sharing 
platforms

• Only 3 of them were accessible without any 
restriction



NIH’s new data sharing policy

• When submitting a funding application from 2023, the NIH will ask for a DMS plan at the 
time of submission

• The two main requirements of the final policy are 

(1) the submission of a Data Management and Sharing (DMS) plan

(2) compliance with the approved Plan

• The DMS plan should contain details about the software or tools needed to analyze the 
research data, when and where the scientific data will be published and any special 
considerations for accessing or distributing that research data



Conclusion

Issues have 
been detected 

in the past

Many 
incentives over 
the last 5 years

Tilting at 
windmills



Thank You
maxsiebert@stanford.edu
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COPE position on Data and 
Reproducibility

Daniel Kulp, COPE Chair and
Founder, PIE Consulting 
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Data and Reproducibility

Journals should include policies on data availability and encourage the use of reporting guidelines and registration of 
clinical trials and other study designs according to standard practice in their discipline.

To achieve greater transparency, replicability, and trust in scientific findings, research authors are increasingly 
expected to enhance reporting by registering clinical trials, using standardised guidelines, and sharing associated data, 
code, and materials. 



Pros

• Accessibility to data

• Increased transparency

• Interpretation of data

Cons

• Incorrect use of data

• Privacy and consent

• Mosaic effect

• Costs and sustainability of open data projects

https://merlcenter.org/guides/pros-and-cons-of-open-data/



Biomedical Research Data

• Healthy and well-being of patients

• Trust in science

• Availability of data should be the rule with few exceptions



Biomedical Research Data

• Pre-registration

• Registered reports

• Ethical approvals



AI as Author
• https://world.hey.com/ian.mulvany/data-to-paper-and-some-reflections-on-llms-5ffe9350

"In February I had the great pleasure to participate in a small workshop at EMBO in Heidelberg to discuss the role LLMs 
may play in the future of single cell biological science. It was Chatham house rules, and in the two days we covered an 
extensive set of themes. We should be having a paper coming out soon with a structured write up.

One of the things that blew me away is one of the people at the workshop demoed data-to-paper - a system they built 
to get two instances of LLMs to work together in an agent based framework to write an academic paper, from coming 
up with the hypothesis, writing the analysis code, doing to analysis, writing the paper. I see that the code is now 
available and you can check out the code here - https://github.com/Technion-Kishony-lab/data-to-paper. It really 
works, though the papers are not top flight science, the fact that you can even do this is frankly astonishing."

https://world.hey.com/ian.mulvany/data-to-paper-and-some-reflections-on-llms-5ffe9350
https://github.com/Technion-Kishony-lab/data-to-paper


Daniele Fanelli

Policies should have a light touch and be adaptable.



THANK YOU
https://publicationethics.org/contact-us

https://publicationethics.org/contact-us


Registered charity No 1123023
Registered in England and Wales, Company No 6389120
Registered office: COPE New Kings Court, Tollgate, Chandler's Ford,
Eastleigh, Hampshire, SO53 3LG, United Kingdom

©2023 Committee on Publication Ethics (CC BY-NC-ND 4.0)

facebook.com/publicationethics

@C0PE LinkedIn
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Toward responsible clinical trial 
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… and data sharing must be « fair »

Among NIH funded trials started between 1-January-2018 and 

31-December-2023, 918 (8.6%) did not involve US sites. 

Dal Ré et al. In preparation
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Data Sharing for Clinical Trials and Health 
Research in Africa

Nchangwi Syntia Munung
University of Cape Town, South Africa
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• Clinical trial support systems in Africa

• Incentives and disincentives for data sharing in Africa (qualitative study)

• Interface of data sharing and research Integrity 

• Personal reflections on the way forward

Outline of Presentation
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• Compared to other regions Africa significantly fewer clinical trials

• Clinical trials started and completed December -March 2023

• less than 3% of global clinical trials take place on the African continent (about 5K)

• Majority of trials;
• Egypt
• South Africa
• Nigeria
• Kenya
• Uganda

https://www.pharmaceutical-technology.com/sponsored/africa-unleashing-the-potential-of-the-new-superpower-in-clinical-trials/

The  State of Clinical Trials in Africa

https://www.pharmaceutical-technology.com/sponsored/africa-unleashing-the-potential-of-the-new-superpower-in-clinical-trials/
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Supporting Clinical Trial Implementation in Africa
Africa CRC locations

https://www.iavi.org/africa/africa-clinical-research-centers/

https://www.iavi.org/africa/africa-clinical-research-centers/
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Big Funders of Health Research in Africa  and Position on 
Data Sharing

Adam et al. 2020 World RePORT: a database for mapping biomedical research funding The Lancet Global Health 8: 1, e27 - e29 
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• Personal reflections as part of consortia with a data sharing mandate

• Qualitative study (African Researchers involved in health data sharing)

Attitudes and Perceptions Towards-Data Sharing
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• Willingness to share data

• Institutional data repositories on the rise

• Research Consortia developing data policies

• Noticeable investment in data management and infrastructure

It is not enough that we require data to be shared

Data Sharing and Reuse: How Is Africa Doing?
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• Complete and quality data is not often shared even if a requirement of funders

• ISRCTN registry (primary clinical trial registry recognized by WHO and ICMJE)

• Raw data for studies in Africa not readily available (results available)

• Tend to provide information on data availability-requested by journal

• Promise: Request for data by contacting authors-No response

• Data privacy and protection laws- more confusion or reason not to share?

Attitudes and Perceptions Towards-Data Sharing
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• Federated approach ( most preferred approach)

• Centralised System (if really required)

• Open Data Sharing ( common with those wo do secondary analysis)

Are we developing a culture of data hoarding or other factors at play?

Data Culture:  HOW WOULD YOU LIKE TO SHARE 
DATA?
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Barriers and Disincentives to Data Sharing and 
Reuse

Both Incentives and Disincentives

• Data Sharing embargoes

• Data Sovereignty ( DPAs)
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Incentives for  Data Sharing
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Research Integrity Considerations

• In appropriate authorship

• Concerns around data integrity and
reproducibility

• Whose data is it anyway?

• Reward system in academia

Research Integrity Considerations for Data Sharing in Africa
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• Develop and promote a culture of responsible data sharing and reuse

• Set up and sustain data access committees post trial/study

• Invest in data management and sharing infrastructure (including policies)

• Develop mechanisms for appropriate and transparent use of data

• Training (FAIRification of data and ethical reuse of data sets)

• Address issues at the interface of ethics and science integrity (funders, librarians
research consortia, ethicists, research integrity professions etc)

• Codes of conduct for responsible data sharing and reuse in Africa (Ethics and integrity
offices?????)

Reflections of Improving Data Sharing and Reuse
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• Training (FAIRification of data and ethical reuse of data sets)

• Address issues at the interface of ethics and science integrity (funders,
librarians, researchers, ethicists, research integrity professionals etc)

• Codes of conduct for responsible data sharing and reuse in Africa (ethics
and integrity offices)

Reflections of Improving Data Sharing and Reuse
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Thank you/ Merci/ Asante Sana
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Sometimes, data sharing is not so easy

“[…] However, I am just wanting to confirm School policy and our 

ethical obligations regarding the sharing of data before we 

proceed”

“Please can you let me know how you have been receiving data 

from other centers securely?”

“As the study was launched we did not plan the cost for this 

preparation”

“ Please find attached the data-spreadsheet from our 

trial ”XXX” . The variables are all labelled in a way that should be 

self-explanatory, if you require further explanation, I am very 

happy to answer you questions and support your work.”
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Sometimes, it is easy

“thank you for your request. […] 

In the “XXX” trial, there is one single primary efficacy outcome 
(number of vertigo attacks). Therefore, you will need the 
corresponding dataset only for these data, right?
=> I could provide an R workspace (or an export .csv-file, or the 
original SAS dataset). If an R file is OK with you, I would prepare 
a separate document explaining labels for each variable.
The efficacy analyses were performed in R. Hence, I could 
provide relevant R code to reproduce the results of the principal 
model (maybe I should include some comments in English...). 
Additionally, we used WinBUGs to get estimates of primary 
interest reported in Table 4.
We could send all these files in the next couple of weeks...”
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CHAIR OF BIOMETRY AND BIOINFORMATICS
PETTENKOFER SCHOOL OF PUBLIC HEALTH

How and why to teach young medical scientists 
about clinical trials data sharing?

The SHARE-CTD project

Ulrich Mansmann
ulrich.mansmann@lmu.de



INSTITUT FÜR MEDIZINISCHE INFORMATIONSVERARBEITUNG, BIOMETRIE UND EPIDEMIOLOGIE
CHAIR OF BIOMETRY AND BIOINFORMATICS
PETTENKOFER SCHOOL OF PUBLIC HEALTH

Conflicts of interest

I receive funds from the EU (MSCA-DN), the German Research Agency (DFG), 
the Federal Institute for Nutrition and Agriculture (Max-Rubner Institute, 
MRI), and the German Ministry of Education and Science (BMBF).



INSTITUT FÜR MEDIZINISCHE INFORMATIONSVERARBEITUNG, BIOMETRIE UND EPIDEMIOLOGIE
CHAIR OF BIOMETRY AND BIOINFORMATICS
PETTENKOFER SCHOOL OF PUBLIC HEALTH

• Nine medical schools 
from six European 
countries

• Twelve partners 
covering a wide range 
of data sharing 
activities.
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• Eleven individual 
scientific projects 
and 

• Six joint projects 
(group papers) 
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Four pillars of data sharing and three specific foci

• Impact
• Practices
• Competences

https://pubmed.ncbi.nlm.nih.gov/36732626/
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The State of Open Data November 2023 (Springer Nature Report)

• Support is not making the way 
to those who need it;

• One size does not fit all;
• Challenging stereotypes;
• Credit is an ongoing issue;
• AI awareness hasn’t translated to action.
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Support is not reaching those who need it: Role models and 
roadmaps in different areas

• Roadmaps for industry: Infrastructure, big data agenda
• Academic prospects: Data Champions, Centers for Data Competencies, 

Biostatistic Units, Clinical Study Centers
• Funders: Promoting, reviewing, crediting
• Journals: Promoting, crediting, business models
• Agencies: Initiating and using clinical trial data sharing (CTDS)

take the stage as architect of a 
brighter scientific future
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Six European academic medical research systems
Example Germany – stakeholder for academic CTDS

• NFDI
• DZ..(..HK, ..L, ..I, ..NE, ..KJ, ..PG)
• MII
• Specific medical societies
• AWMF: Working Group of the Scientific Medical Societies (Umbrella 

organization)
What SHARE-CTD can do: Collect ideas, set impulses, participate on opinion 
building, get in touch with stakeholders in different systems, provide synopses.
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One size does not fit all: Why clinical trial data sharing (CTDS) ?

• Data of high quality;
• Well defined by a PICO;
• Data with a rich set of metadata: Protocol, DMP, DVP, SAP, Data dictionary, 

annotated CRFs, ….
• Sharing platforms are established and developing;
• Using the multiversity of clinical trial data for further research.
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Our approach: Research, theory, practice, and communication

We are not frontrunners and 
thus can pair up with many 
consortia and projects that 
focus comparable intentions

CTDS: Clinical trial data sharing

Understand challenges, leverages, 
and barriers to CTDS

Four pillars of data sharing:
Principles, Governance, Skills, Operations

Best practices: Sharing and using CTD

Meta-reserach to demonstrate relevance of CTDS

Strengthen sklills for collaborative and reproducible 
research

Use advanced methodology on CTDS
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Our approach: Research, theory, practice, and communication
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Joint projects

• Datathons: Participants utilise the data provided to develop and answer 
topic-driven questions or to develop innovative approaches to analyse the 
data

• Policies: High grade convincing evidence on the value of CTDS for all 
stakeholders involved in therapeutic research 

• Communication: Project webpage (share-ctd.eu), blog and social media, 
audio podcast, webinar series
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We do not want to see all our DCs ending up in well functioning 
industrial data sharing infrastructures

• Horrifying prospects in the German academic system: Underfinanced and 
reluctant development

• Challenging stereotypes: we hope to meet an academic environments in 
which all members develop increasing enthusiasm and engagement into 
open science issues. 
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Using AI instruments

• Improve metadata
• Improve Data quality
• Improve proposals
• Help searching for papers and data
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Leaving the closed circle of academia

• Enabling affordable citizen science 
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Research Integrity: Micro and macro level effects

• Improve your own working methods through intensive 
engagement with the fundamentals of research findings that 
are extremely relevant to your own work

• Establishing re- and sensitivity analyses as a counter-model to 
the current process of evidence production in medicine.
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Many thanks for your attention

A landscape as seen from above
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Additional slides
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Responsible Data Sharing and Scientific integrity

• To understand what was done: 
Independent Sensitivity and re-analyses

• Exploring untapped information: 
Secondary analyses and IPD Meta-Analyses

• Leaving the closed circles of academia: 
Enabling affordable citizen science

• Scientific obligations: 
Maximize value and reduce waste
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Best practices need specific infrastructures and a well trained 
research community

• Preparing data to be shared
• Establishing and using infrastructures to share data
• Reusing data to be shared: Designs and methodologies
• How to implement the new vision - Role models and road maps
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The SHARE-CTD
network
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Why to train young medical scientists on data sharing?

• Lack of data related skills;
• Not knowing what opportunities communication with data experts offers 

them for their research;
• Searching for and finding good data promotes your own research as well as 

the search for relevant literature;
• Making your own research data and methods accessible increases the 

thoroughness, transparency, and credibility of someone’s work.
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The ubiquity of data and the related epistemic gap

• Data Science overtakes medicine: The self learning health care system
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