Instructions:  Use this form for reporting all protocol deviations, protocol violations, unanticipated problems, and non-compliance as outlined in IRB Policy 30.  If the incident also involves an Adverse Event, please refer to the Adverse Event webpage for reporting guidelines and reporting forms. Email all completed form(s) to IRB@seattlechildrens.org.

A. Study Information
	[bookmark: Text14]IRB Study #:      
	[bookmark: Text13]Date:      

	[bookmark: Text12]Project/Study Title:      

	[bookmark: Text1]Principal Investigator:      
	[bookmark: Text2]Phone:      

	[bookmark: Text3]School, Department, Division :      
	Center Affiliation: 

	[bookmark: Text6]Contact Person:      
	[bookmark: Text7]Phone:      

	[bookmark: Text11]Department, Division:     
	Center Affiliation: 
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B. Study Status
[bookmark: Check28]|_|	Enrollment open, participant(s) active in research intervention
|_|	Enrollment closed, participant(s) active in research intervention	

|_|	Enrollment open, no participant(s) currently active in research intervention
|_|	Enrollment closed, research limited to follow-up only 				
|_|	Enrollment closed, research limited to data analysis only
|_|	Other, please explain:      


C.  Reporting Status (check all that apply)
	|_|	Initial report to SCH							|_|	Reported to Sponsor/Coordinator					|_|	Reported to DSMB
|_|	Follow up to report submitted on:       		|_|	Other:      


D.  Reported Incident Information: Please provide the following information about each incident:
a. Summary of the incident, including reason(s) occurred:       

b. Did the incident involve an adverse event?	|_| No 	|_| Yes  Explain whether an AE form was submitted to the IRB:      

c. Explain whether the incident impacted the safety or rights of participants or others:         

d. Explain whether the incident impacted study integrity (e.g., study data):        

e. Describe the corrective action plan for each reported incident (this plan must include a description of what steps will be taken to prevent the incident from reoccurring and most plans should address how the actions taken will protect enrolled participants and any follow-up with participants such as providing additional information to or re-consenting):        




E. Signatures/Initials and Determinations

PI Signature: ______________________________________________________     Date: ___________
(Optional Signature if submitted from PI’s e-mail account.)




For IRB/HSPP use only:
	
Reviewed by:    
|_| IRB Subcommittee/Chair    
|_| Convened IRB 

Determinations:
|_| No further action required   
|_| Proposed corrective action sufficient
|_| Satisfies the requirements for IRB approval

|_| Additional Actions required (See letter dated____________)
|_|IRB requirements met on:  ___________

	

Initials:       

Date Reviewed:      

	
Institutional Official Determination (if applicable, check all that apply):
|_| Reportable (to OHRP, FDA, and/or other federal agency) 
 |_| Unanticipated Problem   

 |_| Serious Non-compliance   
 |_| Continuing Non-compliance

|_| Not Reportable

	

Initials:       


Date Compliance 
Determination Made:      

	
IRB Chair Determination (if applicable):
 |_| Suspend:  
        |_| enrollment 
        |_| limited study activities (specify) _______________________
        |_| all study activities

 |_| Terminate

	

Initials:       


Date Determination Made:      
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