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Guidance on Voluntary Closure of an IRB Protocol 

 
 

There is a big difference between human subject research study that is “voluntarily closed” or 
terminated” (the study is permanently CLOSED with the IRB) vs. a study that is “closed to 
accrual” (no more new subjects will be enrolled) vs. a study that is in the "evaluation, manuscript 
writing, or data analysis-only stage" (which remains open, but no more subject interactions will 
occur). 
 
1) “Voluntary Closure” means that ALL study activity has ceased - whether the investigator 
has choosen not to continue the research, or because the sponsor has decided that it may not 
continue, or when all study activities and data analysis are complete. Once closed, no further IRB 
reporting requirements such as renewal applications, etc. are needed.  However, the PI is still 
charged with oversight of proper research data storage and retention for the appropriate period of 
time (e.g.  3 years after completion for NIH funded studies, etc. - see guidance on this issue on 
the IRB website “PI Requirements for Retaining Research Records from IRB Approved 
Studies”). 
 
2) If a study is "closed to accrual" (no more new subjects will be enrolled), then all IRB 
reporting requirements must still be met.  This includes submitting continuing review application 
on time, problem reports of unanticipated problems involving risk to subjects, or other relevant 
IRB paperwork).  Continuing review is required because enrolled subjects may return for 
additional testing, have study related issues, and also because the research may involve sensitive 
identifiable data, posing a risk of breach of confidentiality to enrolled participants.    
 
3) If a research study is in the "evaluation, manuscript writing, or data analysis-only stage", 
then timely submission of continuing review application is required so long as the research uses 
identifiable data which poses a risk of breach of confidentiality to the participants.   
 
4). If the research study had identifiable research data but the PI has completely 
anonymized previously coded or identifiable data (and NO key to unlock the code exists), then 
the protocol can be voluntarily closed (see instructions below) and no further IRB oversight is 
required.     
 
To Voluntarily Close an IRB Protocol, the following steps are required: 
 

• The PI must apply in a timely manner to voluntarily close the research project by 
submitting the application to the IRB administrator prior to the date of protocol 
expiration.  The application form for voluntary closure of an IRB protocol can be 
downloaded from the Forms page of the IRB website. 

 
• Failure to apply for voluntary protocol closure prior to the end of the approval period will 

be considered non-compliance and will require submission of a post-approval problem 
report form.   

 

https://s3.amazonaws.com/rfums-bigtree/files/resources/pi-data-requirements.pdf
https://s3.amazonaws.com/rfums-bigtree/files/resources/pi-data-requirements.pdf
https://www.rosalindfranklin.edu/research/researchers/research-support-offices/institutional-review-board/applications/
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• The submitted application form for voluntary closure will be reviewed by the IRB Chair 

or designated member and approved if it is determined that:  1) the cessation of research 
activities will not create a hardship to the safety or welfare of enrolled subjects in the 
study and 2) further IRB oversight is not warranted. 

 
• The PI will be notified when the application for voluntary closure is approved and must 

then begin the clock for data retention (please see IRB Guidelines on this issue):  
 

• Approved voluntary closures of protocol/s will be reported to the convened IRB at the 
next meeting. 

https://s3.amazonaws.com/rfums-bigtree/files/resources/pi-data-requirements.pdf

