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Guidance on Preregistration and Sharing De-identified Data  

for Human Subjects Research 
 

Journals and conference submissions are increasingly requiring preregistration and access to 
de-identified data to ensure research integrity and replicable science. Thus, you should consider 
preregistering your study via the Open Science Framework, NIH’s Clinical Trials.gov, or a 
related entity. Note that ALL NIH-funded clinical trials must be preregistered prior to receiving 
funding (see our guidance on that process).    

For posting de-identified data on an entity like the Open Science Framework or other open 
access data repository, please consider the following issues before posting. 

1) Are or were participants informed that their data may be shared with other 
investigators?  

a. If you have not conducted the study yet, include language in the consent form 
and note your intention to share de-identified data in the application.  
 

b. If the study has been completed, and you collected identifiable information and 
participants were informed in the consent form that their data would not be 
shared with anyone outside of the research team, then openly sharing 
participant data could violate the consent agreement. In this case, you will need 
to submit an amendment to the IRB request permission to openly share de-
identified data. The IRB may require you to re-consent participants to allow their 
responses to be shared, and new IRB approval may be needed. 
 

2) Is the data truly de-identified? Please keep in mind that identifiable information 
encompasses more than just someone’s name or email address. See our guidance 
document that defines coded versus de-identified data.  The IRB is not responsible for 
monitoring your data, that responsibility falls to the principal investigator. However, if you 
are concerned about whether your data is truly de-identified, you can request that the 
IRB review your dataset prior to uploading. Please allow for two weeks for this review.  

Note that the NIH has updated their data management and data sharing policy, which will be 
enacted on January 25, 2023.  Please see the link:  NIH data management and data sharing 
policy for more information on what will required of NIH funded projects at that time.   

 


