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	PROTOCOL TITLE
	     

	QUORUM INTERNAL USE ONLY

	
	
	

	PROTOCOL  #
	     
	

	SPONSOR
	     
	

	QR FILE #
	     
	

	EXPIRATION DATE
	     
	

	This report is due by:      
Complete and return this report by the due date.  If your completed report is not received by the due date, Board review of your site may be delayed and Board approval may expire.



Please answer all Questions completely.  Blank and/or incomplete answers will result in delay of your review!
Section One: Study Status
	1.
	Are participants continuing to be screened for this study?
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


Section Two: Enrollment
**Complete ALL boxes (indicate 0 if appropriate)
	2.
	Please provide the following participation information for all sites (US and International) participating in the study (totals reflect Quorum Review plus non-Quorum sites) 

	
	A.
	Total number of people who signed a consent form for the study (if known)
	     

	
	B.
	Total number of participants who completed the screening process and continued with the study.   Please verify that B =C+D+E.
	     

	
	C.
	Participants who withdrew (not including screen failures)

	
	
	I. 
	Total number of participants who discontinued early due to an adverse event or unanticipated problem involving risk to participants or others
	     

	
	
	II. 
	Total number of participants who withdrew for any reasons other than an adverse event or unanticipated problem (i.e. withdrew consent, lost to follow-up, transferred sites, discontinued, or were terminated by the sponsor).
	     

	
	D.
	Total number of participants who have completed the study
	     

	
	E.
	Total number of participants who are still enrolled in the study
	     

	3.
	Does your response to question 2B represent a significant over enrollment (10% or greater) beyond the number of participants stated in the Board approved protocol?

(If “yes”, please attach an explanation that addresses the cause, the reason why the Board was not notified of this earlier, and the measures taken to provide adequate resources and minimize risk to participants.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 
 NO


Section Three: Participant Safety
	4.
	Since the last IRB review, are there IND safety reports or Medwatch Reports of serious and unexpected adverse events, Multi-center trial reports, Research Participant Complaints, or other Unanticipated Problems involving risks to participant or others for this study that have NOT already been reported? 
If “yes”, please attach reports.
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 
 NO

	5.
	Since the last IRB review, have any risks or side effects been different in type, specificity, severity, or frequency, from the study product information provided to the IRB? (i.e. Investigator’s Brochure, package insert, device manual, or product literature) 

If “yes”, please attach a description.
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 
 NO

	6.
	Does this study have a data safety monitoring board (DSMB)?
(If no, skip to question 7)
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	
	A.
	If this study has a data safety monitoring board:  How many times has the DSMB met over the previous approval period? 
	 FORMCHECKBOX 
 The DSMB has not met 


 FORMCHECKBOX 
 The DSMB has met ____ times.

	
	B.
	If the DSMB has met:   Have all DSMB reports from these meetings been submitted to Quorum?
If “no”, please attach all DSMB reports that have NOT already been submitted.  (Please provide the summary portions of such reports, not raw adverse event data). 
	 FORMCHECKBOX 
 YES


 FORMCHECKBOX 
 NO (please attach)

	7.
	Have any other interim findings become available that have NOT already been reported to Quorum Review, but could affect the risk/benefit analysis or a participant’s willingness to be in the study?  (e.g.: FDA advisories, related clinical study data, scientific literature, and/or post-marketing safety reports)
If “yes”, please attach a description. 
	 FORMCHECKBOX 
 YES (please attach)

 FORMCHECKBOX 
 NO

	8.
	Since the last IRB review, have there been any publications in the literature relevant to this research that has NOT already been reported?  

If “yes”, please attach related documents
	 FORMCHECKBOX 
 YES (please attach) 


 FORMCHECKBOX 
 NO

	9.
	Have the participants experienced any unexpected benefits?
If “yes”, please attach a description.
	 FORMCHECKBOX 
 YES (please attach) 


 FORMCHECKBOX 
 NO

	10.
	Has there been a change in the overall risk/benefit ratio since the Board last reviewed this research?
If “yes”, please attach a description.
	 FORMCHECKBOX 
 YES (please attach) 


 FORMCHECKBOX 
 NO

	11.
	Since the last IRB review, have there been any protocol modifications or consent form revisions that have NOT already been reported?
If “yes”, please attach a description of the changes.  Additionally, if the changes have not yet been submitted to Quorum, please indicate the anticipated timeline for formal submission for IRB review. 
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 
 NO

	12.
	Given the events and findings relating to the study over the past approval period, is there a need to modify the protocol?
If “yes”, please attach a description of the events and findings.  Additionally, if the protocol changes have not yet been submitted to Quorum, please indicate the anticipated timeline for formal submission for IRB review.
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 
 NO

	13.
	Given the events and findings relating to the study over the past approval period, is there a need to modify the consent form(s) for the study?
If “yes”, please attach a description of the events and findings.  Additionally, if the consent form changes have not yet been reported to Quorum, please indicate the anticipated timeline for formal submission for IRB review.
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 
 NO


Section Four: Product Information
	14.
	Please indicate the most current version(s) and date(s) of all Product Information (including Investigator’s Brochures, package inserts, and/or device manuals) for primary and comparative drugs/devices for this Protocol:

	
	A.
	Product:      
	VERSION                                DATE      

	
	B.
	Product:      
	VERSION                                DATE      

	
	C.
	Product:      
	VERSION                                DATE      

	
	D.
	Product:      
	VERSION                                DATE      

	
	E
	If any product information listed above has not yet been submitted to Quorum Review, please attach a copy.  
	Attach to this form


	I certify that the information provided above is true and accurate to the best of my knowledge and hereby request a continuing review by Quorum Review for the purpose of securing Board approval to continue this research. 

                                                                                                                                  
Signature 
Date
                  



Printed Name and Title



	


Please forward this document directly to:
Quorum Review, Inc.
or fax to:
(206) 448-4193


1601 Fifth Ave. Ste. 1000


Seattle, WA  98101


Contact Your Study Manager if you have questions:
 

(206) 448-4082
Quorum’s acknowledgement of receipt/review of this form when submitted for Continuing Review is the Letter of Re-Approval Document.
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