Discontinuation of Participation of Human Subject in Research 
Worksheet
For use by study personnel when the participation of a research subject is discontinued.  Retain completed worksheet in study files.  

	
Subject Name:
	
	
Subject Study #:  
	

	
Protocol Name:
	


	
	


	
Protocol Number:
	

	Decision to discontinue participation made by:
(check one)
	|_|Investigator 
 	
	|_|Research Subject

	
Date of discontinuation:
	
	

	
Reason for discontinuation:
	

	
If investigator decision, name of deciding investigator:
	


	If research subject decision, notification made via:
(check one)
	[bookmark: Check4][bookmark: Check5][bookmark: Check6][bookmark: Check7][bookmark: Check8]|_| Mail             |_| Phone        |_| Fax 
|_| E-Mail         |_| In Person 
|_| Other:

	
Discontinuation to include (check only the options that apply):


	|_|
	No additional intervention (such as procedures; lab tests) associated with the study. 

	|_|
	No additional interaction (such as office visits, H&Ps, interviews, surveys) associated with the study 

	|_|
	No further collection of individually identifiable private information about the subject without interaction or intervention (such as that found in the medical record of the subject)

	|_|
	No collection of individually identifiable biological specimens originating from the subject without interaction or intervention (such as excess specimens collected as a part of the routine care of the subject)

	|_|
	No further use or testing of individually identifiable biological specimens already collected by the investigator

	Completed by:
(Signature)
	
	Date Completed:
	



Per OHRP Draft Guidance (12/1/08, http://www.hhs.gov/ohrp/requests/200811guidance.html):  “When a subject chooses to completely discontinue participation in a research study, or an investigator decides to completely terminate a subject's participation in a research study without regard to the subject's consent, the investigator may continue to analyze individually identifiable private information about that subject or data that was derived by the investigator through a previous use or test of that subject's individually identifiable biological specimens prior to the subject's decision to discontinue participation in a study or prior to an investigator's decision to terminate a subject's participation without regard to the subject's consent provided the analysis of such private information or data was described in the IRB-approved protocol. This is because such activities are excluded from the scope of the meaning of the word participation.”

Per FDA Final Guidance (12/1/08, http://www.fda.gov/OHRMS/DOCKETS/98fr/FDA-2008-D-0576-gdl.pdf): “[D]ata collected on study subjects up to the time of withdrawal must remain in the trial database in order for the study to be scientifically valid.”
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