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IRB STUDY CLOSURE SUMMARY

	 Section 1: GENERAL INFORMATION

	Protocol Title:
	

	Protocol ID:
	

	Type of Review Approval:
	☐  Exempt
	☐  Expedited
	☐  Full Board

	Approval Date:
	
	Expiration Date:
	

	



	Section 2: CONTACT INFORMATION

	Organization:
	

	Address:
	

	Principal Investigator
	Additional Contact Person (optional)

	Name:
	
	Name:
	

	Email:
	
	Email:
	

	Phone:
	
	Phone:
	

	



	Section 3: RESEARCH DETAILS

	Is the study closed to enrollment and have all research-related activities, long term follow-ups, and data analyses been completed?        ☐ Yes   ☐ No

	If no, submit a continuance application instead of a closure

	Reason for Closure

	☐ Study Complete
	☐ Closed by Organization

	☐ Departure of Principal Investigator
	☐ Closed by Sponsor/Funding Agency

	☐ Departure of Student
	☐ Lack/Loss of Funding

	☐ Other:
	

	Summarize the study including measures taken to prevent potential risks to participants:

	



	If applicable, describe the data monitoring plan:

	



	Were there any preliminary findings associated with the study?
If yes, please summarize:
	☐ Yes   ☐ No

	


	Was there an annual progress report required by the funding agency?  
If yes, submit any relevant reports and documents as attachments
	☐ Yes   ☐ No

	Has the study resulted in any new publications?
If yes, please submit a copy as an attachment
	☐ Yes   ☐ No

	Has the study received IRB approval for any amendments within the past year? 
	☐ Yes   ☐ No

	After receiving IRB approval, has the submission been further modified without an amendment approval from the IRB?
If yes, please indicate all the ways in which the study was modified then explain in further detail:
	☐ Yes   ☐ No

	☐ Overall Study Design/Protocols:


	☐ Surveys/Questionnaires/Interview Questions:


	☐ Recruitment Methods/Materials:


	☐ Consent Forms: 


	☐ Data Management Methods:


	☐ New Investigators:


	Does this submission include a report of noncompliance?
If yes, please submit a description of the noncompliance including:
· Details on how and why IRB protocols/procedures were not followed.
· Whether noncompliance affected integrity of data, risks/benefits to participants, informed consent procedures, or participants’ willingness to participate.
· Corrective measures taken to prevent future instances of noncompliance
	☐ Yes   ☐ No

	





	Section 4: ENROLLMENT DETAILS

	Target Enrollment:
	
	Total Number of Participants Enrolled:
	

	Number Of Participants Enrolled Since Most Recent Approval:
	
	Do any participants remain on the study?
	☐ Yes   ☐ No

	If any participants remain with the study, submit a continuance application instead of a closure

	How many participants completed participation?
	
	How many participants were removed by the Principal Investigator?
	

	Did you lose contact with any participants?
	
	How many participants withdrew themselves?
	

	Have any complaints been received from participants?
If yes, describe the nature of the complaint and any applicable resolution:
	☐ Yes   ☐ No

	

	Did all participants receive a copy of the consent form?
If no, please elaborate:
	☐ Yes   ☐ No

	

	Was consent received from all participants? 
If no, please elaborate:
	☐ Yes   ☐ No

	

	Where are signed consent forms stored?

	

	Were there any issues obtaining informed consent from participants?

	

	Have any participants experienced harm as a part of enrollment?
If yes, please clarify the harm and any applicable resolution.
	☐ Yes   ☐ No

	

	Did any participants die during the course of the study?
If yes, please clarify if the death was related to study participation:
	☐ Yes   ☐ No

	
	



	Section 4: INVESTIGATOR ASSURANCE

	As principal investigator, I, ________________________________________________ assure and certify that the project and research described in this application, to the best of my knowledge, is true, accurate, complete, and correct. 

X
	PRINCIPAL INVESTIGATOR							DATE

X
	FACULTY SPONSOR								DATE




	TIER IRB
1392 Jayhawk RD
Redfield, KS 66769
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