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National Aeronautics and
Space Administration
	[bookmark: boardReviewType]Form:  Study Close-Out Report


Date:_________________________  

	
Institutional Review Board (IRB)
Committee for the Protection of Human Subjects (CPHS)
2101 NASA Parkway
Houston, Texas 77058
	
IRB Administrators
 mary.p.flores@nasa.gov  281.212.1468  karen.mathes@nasa.gov  281.212.1228
Facsimile:  281.212.1210 



General Instructions - Study Close-Out Reporting is required for any study:  1) that received a Full Committee Review, or 2) received Expedited Review and involved human subject participation.
Studies must remain active and continue to receive IRB review and approval if any of the following conditions exist: 
1.  Subject enrollment is ongoing.
2.  Research-related interventions are ongoing.
3.  Participant follow-up is ongoing.
4.  Data analysis or manuscript preparation that involves use or access to individually identifiable information is     	ongoing.
5.  Biological specimens containing individually identifiable information are being maintained in a repository 	that has been approved as part of this study or upon which analysis of research is ongoing.  If specimens 	were transferred to a separate repository that has ongoing IRB approval, then the study may be closed.
Do not close-out a study if any of the above conditions apply.


	A.  General Information

	Principal Investigator:

	Name
	Degree

	
	

	Affiliation
	Department/Division

	
	

	Mailing Address
	Phone

	


	

	
	e-mail

	
	

	Study Title:

	

	IRB Protocol Number:
	Expiration Date:

	
	






	B.  Study Status at Close-Out

	Study was not started
	[  ]  

	Study was started but closed prior to completion
	[  ]  

	Study was completed
	[  ]  

	1.  Provide information in the space below about why the study was not started or closed prior to completion.

	






	2.  Did this study involve the collection, storage, or use of any human biological specimens?   
	[  ]  Yes
[  ]   No 

	If yes, please explain what will happen with the specimens at the close of the study.




	C.  Summary of Study Results

	1.  Summarize the results of this project in the space below.

	








	2.  Have any presentations or publications resulted from this project?	
	[  ]  Yes
[  ]   No

	If yes, please describe and cite references here.





	

D.  Recruitment and Enrollment

	Was there any participant contact since the date of the last renewal?
	[  ]  Yes
[  ]   No

	If yes, complete Section E. 



	E.  Reporting and Summary of Reportable Adverse Events, Safety Information, and/or          Unanticipated Problems Involving Risks to Participants or Others

	1.  Are you submitting any new or missed Adverse Event, Safety or Unanticipated Problems Involving Risks to Participants or Others reporting forms now?	
	[  ]  Yes
[  ]   No

	2.  Are there any other unexpected safety developments that the IRB should know       about?	
	[  ]  Yes
[  ]   No

	If yes to question #2 please explain:




	3.  Were there any other unexpected developments in the study that the IRB should know about (e.g. problems with study activities or participant complaints)?	
	[  ]  Yes
[  ]   No

	If yes to question #2 please explain:





	G.  Study Activity after the IRB Approval Validity Expiration 

	Did a lapse in the protocol approval validity occur?
If yes, answer the following question.
	[  ]  Yes
[  ]   No

	Did any research-related activity(ies) occur during the lapse in approval?
	[  ]  Yes
[  ]   No

	If yes, provide answers to the following questions:  

	1.  Were any participants enrolled during the period of protocol lapse? 

	[  ]  Yes
[  ]   No

	2.  Did any other research-related activity(ies) continue during the period of protocol     lapse? 

	[  ]  Yes
[  ]   No

	If yes to either questions #1 or #2, please describe all research-related activities that continued, including number of participants involved and any adverse events, violations or incidents that occurred during the period of protocol lapse:



	3.  Explain how the approval lapse occurred? 



	4.  Explain corrective actions to prevent this from happening in the future for other studies? 
	




	G.  Study Activity after the IRB Approval Validity Expiration 

	· I certify that all study activity involving participant contact, or use or access to individually identifiable information has ceased and the information provided in this report is complete and correct.




	
	Principal Investigator's Signature

	
	Date





	H.  Attachments 

	Please include attachments, supplements, and / or appendices.  If at all possible, paste electronic attachments in the space provided below.  Space between attachments so they start on new pages.  

	















































NASA IRB	Study Close-Out Report DRAFT #1	2 of 4
image1.png




