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	SERIOUS ADVERSE EVENT REPORT
	[image: image1.jpg]



	Use this form for all Serious Adverse Events that occur at the Principal Investigator’s site.
Please submit one Serious Adverse Event Report within 10 days for 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
	     

	REPORT INFORMATION

	DATE OF REPORT
	     
	DATE SPONSOR NOTIFIED
	     
	SAE ONSET DATE
	     

	REPORT TYPE
	 FORMCHECKBOX 
  Initial Report
   

 FORMCHECKBOX 
  Follow-up Report
Report #       
Initial Report Date      



	EVENT OUTCOME
	
 FORMCHECKBOX 
  Resolved
 FORMCHECKBOX 
  Stabilized
 FORMCHECKBOX 
  Ongoing


	PARTICIPANT INFORMATION

	PARTICIPANT INITIALS / ID
	     
	AGE OR DATE OF BIRTH
	     
	GENDER
	 FORMCHECKBOX 
Male      FORMCHECKBOX 
 Female

	SERIOUS ADVERSE EVENT INFORMATION

	Was the event serious?  (Check all that apply below.  If the event does not meet any of the criteria below, check NO and DO NOT SUBMIT THE SERIOUS ADVERSE REPORT TO QUORUM REVIEW.)
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	
 FORMCHECKBOX 
 Death
	
 FORMCHECKBOX 
 Hospitalization 

	
 FORMCHECKBOX 
 Life threatening
	
 FORMCHECKBOX 
 Congenital anomaly / Birth defect

	
 FORMCHECKBOX 
 Persistent or significant disability / incapacity
	
 FORMCHECKBOX 
 Required intervention to prevent outcome listed above

	
 FORMCHECKBOX 
 Other (specify below)
	

	Was the event unanticipated?  (Check all that apply below.  If the event does not meet any of the criteria below, check NO and DO NOT SUBMIT THE SERIOUS ADVERSE REPORT TO QUORUM REVIEW.)
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	
 FORMCHECKBOX 
 Unanticipated because the event is not identified in specificity or severity in relevant study product documents 


(e.g. investigator’s brochure, device manual)

	
 FORMCHECKBOX 
 Unanticipated because the event is not identified in specificity or severity as a risk in the informed consent form

	
 FORMCHECKBOX 
 Other (specify below)

	Was the event related to the study product?  (Check all that apply below.  If the event is not at least possibly related to the study product, check NO and DO NOT SUBMIT THE SERIOUS ADVERSE REPORT TO QUORUM REVIEW.)
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	
 FORMCHECKBOX 
 Definitely Related 

	
 FORMCHECKBOX 
 Probably Related 

	
 FORMCHECKBOX 
 Possibly Related 

	
 FORMCHECKBOX 
 Unknown Relationship (Submission to Quorum not required)

	SERIOUS ADVERSE EVENT TERM(S) 

Include a list of Serious Adverse Event Terms that most accurately characterize the adverse event described in narrative format below.  Terms should be listed with the most important term(s) first.  
	     

	DESCRIPTION OF SERIOUS ADVERSE EVENT 
(Report pertinent participant health history, severity of SAE and assessment of causality, etc.)
	     

	ACTION TAKEN
	     

	CONCOMITANT MEDICATIONS OR PRODUCTS
	     

	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!
F-022.02, Serious Adverse Event Report, 09/20/2010
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