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	Use this form to request Board review of prospective Protocol Waivers / Exceptions. You must receive Board approval before initiating any change to the research.

If the Protocol Deviation / Violation has already occurred, please complete a Protocol Deviation Report within 10 days of each reportable event.

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
	     

	SPONSOR APPROVAL

	HAS THE SPONSOR APPROVED THIS PROTOCOL WAIVER/EXCEPTION REQUEST?
	 FORMCHECKBOX 
 
YES (Please attached a copy of Sponsor approval of the waiver/exception.)  

 FORMCHECKBOX 
 
NO (Quorum requires Sponsor approval of waiver/exception requests. If you do not have Sponsor approval, please attach explanation as to why you are submitting the request without Sponsor approval.)

	PARTICIPANT INFORMATION

	PARTICIPANT INITIALS / ID
	     

	TYPE OF WAIVER

	PARTICIPANT ELIGIBILITY TO ENTER THE STUDY 
	 FORMCHECKBOX 

	PARTICIPANT ELIGIBILITY TO CONTINUE THE STUDY 
	 FORMCHECKBOX 

	OTHER
	 FORMCHECKBOX 


	PARTICIPANT STIPEND **  PLEASE NOTE A CONSENT FORM REVISION OR ADDENDA MIGHT BE NECESSARY
	 FORMCHECKBOX 


	Description of the Protocol Waiver/Exception request       

	     

	     

	     

	Reason Protocol Waiver/Exception is needed      

	     

	     

	     

	Will the Protocol Waiver/Exemption affect any of the following criteria?  Provide rationale for all checked answers.    

	
 FORMCHECKBOX 
 Result in an increased risk to participant(s) or others

	
 FORMCHECKBOX 
 Affect the rights, safety or welfare of the participant(s)

	
 FORMCHECKBOX 
 Affect the integrity of the study

	
 FORMCHECKBOX 
 None of the above 

	RATIONALE
     

	Have you requested this protocol waiver/exception before?
	 FORMCHECKBOX 
 YES (If yes, please provide explanation below)
 FORMCHECKBOX 
 NO

	Do you think this waiver/exception is likely to be needed again?
	 FORMCHECKBOX 
 YES (If yes, lease provide explanation below)
 FORMCHECKBOX 
 NO

	     

	     

	RECOMMENDATIONS

	Do you recommend a change to the protocol?

(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 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 this document directly to:

Quorum Review

1601 Fifth Ave., Ste. 1000

Seattle, WA 98101

Or fax to:

(206) 448-4193

Thank you!
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