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IRB Closeout Report
	· Please read the IRB Closeout Report Policy prior to beginning this form.
· All applications must be typed and have original (not typed) signatures. Email scanned, signed PDF or Word doc titled:  LASTNAME.Closeout Report.DATE to irb@seattleu.edu. 
· All research data must be permanently de-identified (with no possibility of future identification of subjects by code or otherwise). If data is not de-identified, the study may not be closed but may qualify for “Downgrade to Exempt” status.
· Upon study closure, you may not contact study participants for further data collection. If future contact is needed, contact the IRB immediately to re-open the study through continuing review or a new protocol.


Section 1:  Investigator Information

	Principal Investigator

(Last name, First)
	

	Project Title
	

	IRB Protocol #
	

	Review Type (check one)
	 FORMCHECKBOX 
   Expedited             FORMCHECKBOX 
   Full Board Review

	Email
	
	Department
	

	Phone
	
	School or College
	


	Faculty Advisor (if not the PI)
	

	Email
	
	Phone
	


	Funding Agency (if applicable)
	


Section 2:  Current Study Status
 FORMCHECKBOX 

Data collection never initiated, enrollment not started, closing study. (Skip to “Section 6: Investigator Statement of Compliance”)
 FORMCHECKBOX 

Study closing early, data collection abandoned and obtained data destroyed.
 FORMCHECKBOX 

Data collection complete, enrollment closed, all data de-identified. (Completion date: 

 
  )
Section 3:  Project Information
	Below, provide a brief summary of your research below. Use ordinary language and avoid technical terms/jargon. (If you need additional space, please attach a separate, labeled sheet.)


>>  
Section 4:  Participant Information
	Since the beginning of the research project, please indicate:

	Total number of subjects who CONSENTED to participate
	

	Total number of subjects who have COMPLETED the study
	

	Total number of subjects who WITHDREW during the study*
	

	*If any subjects withdrew from the study, brief explanation of the reason(s) for withdrawal, if known, below.


>>  

Section 5: Summary of Events
	1. Did any deviation occur from the protocol submitted since your last IRB approval?  AND/OR
2. Did any deviation occur from the originally anticipated risks and/or benefits of the study?

	· If you answered YES to either question, provide a detailed explanation below, including actions taken to reduce the risks or discomforts to subjects and/or to communicate new findings or knowledge to subjects.


>>  
	3. Since the last IRB review, did unanticipated problems, adverse events, or subject complaints occur? If YES, provide a detailed explanation below. Indicate whether you reported the event to the IRB, and if not, explain why.


>>  
Section 6: Data Retention and Storage
	1. If you will retain data with direct identifiers or enough indirect identifiers that a participant’s identity could be determined, indicate the retention/storage plan described in your original protocol.


>>    
	2. [Students only] If you still possess data with identifiers, describe how you will transfer that data to your faculty adviser upon graduation, and 2) describe how he/she will retain the data, and until what point.


>>    
Section 6: Investigator Statement of compliance
	By submitting this form, I certify that all information provided is accurate and that procedures involved in this project were conducted in strict accordance with federal regulations and Seattle University policies governing human subject research.


Signature of Principal Investigator
Date (mm/dd/yyyy)
Signature of Co-Investigator  (if applicable)
Date (mm/dd/yyyy)
Signature of Co-Investigator  (if applicable)
Date (mm/dd/yyyy)
Signature of Faculty Advisor (if not the PI)
Date (mm/dd/yyyy)
	Important information about retention of informed consent forms and research records:
If this study was originally submitted after July 1, 2002, the principal investigator is expected to maintain records of consent as well as the research records for at least three (3) years after the close of the study, unless the study falls under the Health Insurance Portability and Accountability Act (HIPAA). For studies that fall under HIPAA regulation, consent forms and research records must be kept for a minimum of six (6) years. Further guidance on signed informed consent form retention and destruction may be located at  http://www.research.psu.edu/orp/areas/humans/samples/retention.asp.
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