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IRB Downgrade to Exempt
	· Please read the Downgrade to Exempt Policy prior to submitting this form.
· DTE option valid only for non-federally funded studies where data collection is complete, but the PI will or may continue to work with identifiable data for analysis only (no further contact with participants).
· All applications must be typed and have original (not typed) signatures. Email scanned, signed PDF or Word doc titled:  LASTNAME.CRA Application.DATE or LASTNAME.DTE Application.DATE to irb@seattleu.edu .


Section 1:  Investigator Information

	Principal Investigator  (Last name, First)
	

	Approved Project Title
	

	IRB Protocol #
	

	Original Approval Expiration Date
	

	Initial 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:  Project Information
	If applicable, provide a brief summary of your research findings to date. Use lay language and avoid technical terms/jargon.


>>  
Section 3:  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 (or did not complete) the study, if known.*
	

	*If any subjects withdrew from the study, briefly explain below the reason(s) for withdrawal, if known.


>>  
Section 4: 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 5: 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 1) how you will transfer that data to your faculty adviser upon graduation, and 2) how he/she/they will retain the data, and until what point.


>>    

Section 6: Investigator Statement of Compliance
	By submitting this form, I certify all information provided is accurate and this project is being conducted in accordance with federal regulations and Seattle University policies for human subject research.


Signature of Principal Investigator
Date   (mm/dd/yyyy)
Signature of Faculty Advisor (if not the PI)
Date   (mm/dd/yyyy)
Office Use Only    


Date Received: 			 


Downgraded to Exempt:    (


IRB Official: 				
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