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	Use this form for reporting Major Protocol Deviations / Violations only.  If you are reporting a Major Protocol Deviation / Violation, please submit one report within 10 days of each reportable event.  If you are requesting a Protocol Waiver / Exception, you must complete the Prospective Protocol Waiver/Exception Request Form.

Quorum Review Safety Information and Unanticipated Problem Reporting Guidelines are available at http://www.quorumreview.com.
	QUORUM INTERNAL USE ONLY

	
	

	STUDY INFORMATION
	

	SPONSOR
	     
	PROTOCOL NUMBER
	     

	PRINCIPAL INVESTIGATOR
	     
	QUORUM REVIEW NUMBER
	     

	SITE/ CENTER NAME
	     
	PHONE
	     

	PARTICIPANT INFORMATION

	PARTICIPANT INITIALS / ID
	
	Is the Participant still enrolled in the study?
	   FORMCHECKBOX 
 YES
    FORMCHECKBOX 
 NO

	REPORT INFORMATION

	DATE OF REPORT
	     
	DATE SPONSOR NOTIFIED
	     
	DATE OF DEVIATION/ VIOLATION
	     

	REPORT TYPE
	 FORMCHECKBOX 
 FORMCHECKBOX 
  Initial Report
 FORMCHECKBOX 
  Follow-up Report
Report #       
Initial Report Date       



	Did the deviation / violation occur in order to eliminate an apparent hazard?
	 FORMCHECKBOX 
 YES
         FORMCHECKBOX 
 NO

	Reason for submission:  (You are required to check at least one box in the section below)

	
 FORMCHECKBOX 
 This Major Protocol Deviation / Violation resulted in an increased risk to participants or others

	
 FORMCHECKBOX 
 This Major Protocol Deviation / Violation affected the rights, safety or welfare of the participants

	
 FORMCHECKBOX 
 This Major Protocol Deviation / Violation affected the integrity of the study

	
 FORMCHECKBOX 
 None of the above submitting to meet Sponsor or Site requirements (*Quorum Review does not require sites to submit Minor Protocol Deviations. If the Protocol Deviation / Violation did not meet the criteria listed above, do not submit this form to Quorum.) 

	Type of Deviation / violation:  (You are required to check at least one box in the section below)

	 FORMCHECKBOX 
  Failure to consent or reconsent appropriately
	 FORMCHECKBOX 
  Drug dispensing/dosing error 

	   FORMCHECKBOX 
  Failure to obtain informed consent prior to the initiation of study  procedures 
	 FORMCHECKBOX 
  Failure to control the study product  (i.e. temperature       monitoring, secure storage)

	   FORMCHECKBOX 
  Use of an unapproved consent form
	 FORMCHECKBOX 
  Inclusion / Exclusion criteria deviation 

	   FORMCHECKBOX 
  Performing a study procedure that is not outlined in the IRB-approved protocol
	 FORMCHECKBOX 
  Participant non-compliance

	   FORMCHECKBOX 
  Omitting study procedure(s) required by approved protocol 
	 FORMCHECKBOX 
  Failure to promptly report serious adverse event(s)

	 FORMCHECKBOX 
  Failure to follow  safety monitoring plan 
	 FORMCHECKBOX 
  Study visit or procedures outside of window, only if in the opinion of the   investigator, it meets Quorum’s reporting criteria listed above.  

	 FORMCHECKBOX 
 Other (please describe type of deviation/ violation):      


	Description of the Major Protocol Deviation / Violation:

	     

	     

	     

	Explain the reason for the Major Protocol Deviation / Violation.  

	     

	     

	Has this type of deviation / violation occurred before or could it occur again?
	    FORMCHECKBOX 
 YES
   FORMCHECKBOX 
 NO

	Describe any corrective action implemented to prevent recurrence:  

	     

	     

	     

	RECOMMENDATIONS

	Do you recommend a change to the protocol based on this deviation?  
(If yes, please attach recommended changes.)
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	Do you recommend a change to the site’s consent form?

(If yes, please attach a tracked consent form and sponsor approval.  If sponsor does not agree with recommended changes, please include sponsor rationale as to why a change is not necessary.)
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	Do you recommend a change to the study-wide consent form?

(If yes, please attach a tracked consent form and sponsor approval.  If sponsor does not agree with recommended changes, please include sponsor rationale as to why a change is not necessary.)
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	PRINTED/TYPED NAME OF REPORTER

	DATE


	SIGNATURE (PRINCIPAL INVESTIGATOR OR AUTHORIZED DESIGNEE )*
	DATE

	*A signature is not required if your site is submitting this form through the OnQ™ Portal.

	Please submit to Quorum Review IRB
OnQ™ Portal:  www.quorumreview.com
Fax:  (206)  448-4193
Quorum Review IRB  1601 Fifth Ave., Ste. 1000  Seattle, WA 98101
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