NSU-IRB Closing Report Form for  
IRB Approved Studies
Version 12/2009
Instructions: This form is to be completed for all studies approved via expedited or full review procedures.  The form must be submitted within 30 days of the conclusion of research activities (intervention/interaction with human subjects AND data analysis have ended).  This form should be sent directly to the IRB Office at NSU, Office of Grants and Contracts, 3301 College Avenue, Fort Lauderdale, FL  33314, ATTN: IRB.
Please download this document and fill in the BLUE sections using a word processor.  You may expand the size of sections if needed to answer the questions.  Do not be concerned about where page breaks fall.  Fill in all questions; if not applicable, write NA.

	I. General Information

	Project Title



	Insert Principal Investigator’s (PI) Last Name and Date of Submission in the footer.


	IRB Protocol #

	Initial IRB Approval Date


	Previous Reapproval Date(s)


	Current Continuing Review Date




	II.  Principal Investigator (PI) Information

	Name
	
	Relationship to NSU

(Check Applicable)



	Mailing Address 

(for students)

	
	Faculty
	

	
	
	Staff
	

	
	
	Student
	

	Daytime Phone
	
	NSU Center/College/Dept


	Alternate Phone
	
	

	NSU Email Address
	
	

	Alternate Email Address
	
	

	Principal Investigator’s Signature: _______________________________Date: _____________


	III. Subject/Participant Information and Study Timelines

	Types of Subjects/Participants (complete all that apply)

	
	Fetus/

abortuses
	Newborns/

Infants
	Children (2-7)
	Children (8-12)
	Adolescents 

(13-17)
	Adults (18+)
	Pregnant Women

	Total # Originally Approved
	
	
	
	
	
	
	

	# Entered in Study to Date*
	
	
	
	
	
	
	

	# Of Screen Failures**
	
	
	
	
	
	
	

	# Completing Study to Date
	
	
	
	
	
	
	

	# Who Withdrew
	
	
	
	
	
	
	


*By Entered the IRB means any subjects who consented to participate in the study.

**By Screen Failure the IRB means an individual who signed the consent form, but later proves not to qualify for the study during screening procedures.

	Please provide a detailed description as to why the subjects withdrew or were withdrawn.



	IV. Summary

	Please briefly describe in a non-technical manner the purpose of the research.



	Please briefly describe any findings.




	V. Participant Complaints 

	Yes 
No
 Were there any complaints from subjects?



	If “Yes,” please provide a detailed description of the subjects’ complaint(s).  If more than one subject complained, please provide the information by subject. For example, “Subject 1: Nature of complaint. Nature of resolution.” 

	

	Is this study multi-site?

Yes 
No
If “Yes,” please attach any related reports from the other sites.


	VI. Unanticipated Problems/Adverse Events

	List ALL adverse events or unanticipated problems (for multi-center studies, from NSU researchers only) and their resolution. (If none, state none). Attach copies of all adverse reaction reports, even if previously reported.

	Unexpected/Adverse Reaction and Resolutions 



	Yes 
No
Do the results of the study to date suggest that the study risks differ from what was originally described in the research submission?  



	If “Yes,” please describe.

	


PI: INSERT PI LAST NAME
Version Date: INSERT DATE OF CLOSING REPORT SUBMISSION
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