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• Why share?

• Data issues

• Sharing issues

• Experimental therapeutics



Data sharing – why?
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Data sharing – why?
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It is in the public interest to:

• Make the results of clinical trials widely available 

• Facilitate replication

• Increase robustness and impact of research findings

• Maximize benefit from participants’ contributions

• Maximize benefit from public funds



• Problem: Diversity in interventions and methodology

Data Issues: Non-overlapping studies
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• Solution:



• Problem: Different studies use different measures of overlapping (and 
non-overlapping) constructs

Data issues: Non-overlapping measures
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• Solution: Curate the data elements to maximize overlap



Data issues: Non-overlapping measures
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www.ndar.nih.gov



Data issues: Non-overlapping measures
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• Moving from curated to all-inclusive

• Some centralized effort to harmonize across different measures of same 
construct, but mostly leaving those decisions to users

Data issues: Non-overlapping measures

10



• Problem: Collection of data from investigators necessitated 
Paperwork Reduction Act clearance from the Office of 
Management and Budget

• Solution: Approval has been granted for DoCTRS data submission

Sharing issues: Federal regulations
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• Problem: Some data were collected using consent forms that did not 
include data sharing

• Solution: PIs work with IRBs to get clearance to submit

Procedures to ensure de-identification

Global Unique Identifiers

Sharing issues: Consent from participants
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• Problem: Without some level of review of proposed analyses, 
investigators may draw false conclusions and make 
inaccurate evidence claims

• Solution: Rigorous peer review of publications

Sharing issues: Quality control for analyses
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• Problem: Without  centralized vetting of planned analyses, different 
groups will conduct overlapping analyses 

Sharing issues: Duplicative analyses
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• Solution: Without  centralized vetting of planned analyses, different 
groups will conduct overlapping analyses 

■ They are rarely truly overlapping 

o Different analytical approaches

o Different data

■ Tricky to define overlap

■ Is it reasonable for one group to block the question for others?

■ For how long?



• Problem: Investigators don’t want another group to publish their data 
before they have had a chance to fully analyze and publish it.

• Solution: For data currently in DoCTRS, limited period of exclusive 
access, followed by wide sharing

For new NIMH-funded trials, general guideline is that data will 
be shared upon publication of primary paper or one year 
following completion of study (whichever comes first) 

Sharing issues: Getting “scooped”
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Sharing issues: Getting “scooped”
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Institute of Medicine. Sharing Clinical Trial Data: Maximizing Benefits, Minimizing Risk. 

Washington, DC: The National Academies Press, 2015.



• Problem: Some non-U.S. institutions are not willing to share subject-
level data via a database run by U.S. federal government.

Sharing issues: International relations
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• Solution: NIMH databases can federate with non-U.S. databases, so 
that they can be queried, but access to the data is controlled 
by non-U.S. institutions 



• What is the target?

• Does the treatment engage the target?

• Does engaging the target affect clinical outcomes?

• What dose is optimal for clinical benefit?

• For whom is this treatment maximally effective?

Experimental therapeutics and 

personalized medicine
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Thank you!

DoCTRS team
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Adam Haim, Ph.D.

Robert Heinssen, Ph.D., APBB

Carol Odbert

Joanne Severe, M.S.

Til Wykes, Ph.D.

…and the current and future contributors of data to DoCTRS!


