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20 years ago …
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2006, Trials



20 years ago …

3
2006, Am J Epi



Replication: Misuse of scarce expertise?
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2023 doi:10.1128/mbio.01607-23

2023 doi:10.1128/mbio.01607-23

Errors may happen …

Aboumatar, JAMA 2018, doi:10.1001/jama.2018.17933

https://jamanetwork.com/journals/jama/fullarticle/2714645


Clinical data sharing
Ethical obligation 
towards participating 
patients 

But data sharing 
platforms require:

• common data 
standards

• standards for data 
use agreements
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Data sharing platforms
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Share-CTD: An EU-funded 
Doctoral Training Network
Aims: 

● to train a new generation of 
biomedical researchers in clinical 
trial data sharing

● implementing Open Science in 
medical research

Research projects:
● Impact of preparing data for sharing
● Using shared data
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https://sharectd.eu/



Share-CTD

https://sharectd.eu/
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• Provides structured professional 
development through 
schoolings, datathons and 
professional trainings

• Datathon: intensive workshop 
where participants use clinical 
trial data to answer specific 
research questions



Original study
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Data availability
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● Anonymized data was acquired in Jan 2025 in .rda format.
● Access to the material secured on a closed cloud storage was provided. 
● Each team was required to complete an exercise on Git and Markdown.
● The original dataset was not accompanied by a data dictionary, thus a 

centralized data dictionary was prepared by the event organizer.



Datathon 1 
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Datathon 1, Göttingen 2025
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Results
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Discussion
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Reproducing the findings of an RCT is feasible and provides 
meaningful scientific value:
● validating the original findings 
● revealing discrepancies that warrant further investigation

Availability of data, code and statistical analysis plan (SAP) 
and appropriate reporting is vital.

Data sharing and reuse generally assume the underlying 
data are of high quality and correctly recorded.



Reporting Guidelines: 2025 Updates 
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Data sharing at the review stage
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For clinical trials, the FDA routinely access individual-level data and 
independently reproduce analyses as part of the regulatory 
process leading to possible marketing approval (This is not the case 
for investigator-initiated clinical trials).



Further reading
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Data Sharing - Good Practice
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https://www.youtube.com/watch?v=wjWAUrvA6c4

https://www.youtube.com/watch?v=wjWAUrvA6c4
http://www.youtube.com/watch?v=wjWAUrvA6c4


Data Sharing - Bad Practice Part 1

Page 20

https://www.youtube.com/watch?v=RVZbk3GEVSw&t=15s

http://www.youtube.com/watch?v=RVZbk3GEVSw
https://www.youtube.com/watch?v=RVZbk3GEVSw&t=15s


Data Sharing - Bad Practice Part 2 
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https://www.youtube.com/watch?v=RtSv0gSbCP8

http://www.youtube.com/watch?v=RtSv0gSbCP8
https://www.youtube.com/watch?v=RtSv0gSbCP8


Data Sharing - Bad Practice Part 3 

Page 22

https://www.youtube.com/watch?v=-MIH8PkuUo4

http://www.youtube.com/watch?v=-MIH8PkuUo4
https://www.youtube.com/watch?v=-MIH8PkuUo4

