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BANNATYNE CAMPUS RESEARCH ETHICS BOARDS                    



LOCAL SERIOUS ADVERSE EVENT (SAE) FORM  


                           **To be completed for all SAEs occurring at YOUR center only**

	Is Acknowledgement of Receipt Required?   Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

(If Yes, please include an extra copy of this form to be used as the receipt, and supply a self-addressed return envelope or mailing label.)

	study information

	Ethics Number:
	     
	Principal Investigator:
	     
	

	date of Report:
	     
	Type of Report:
	Initial   FORMCHECKBOX 

	Follow-up   FORMCHECKBOX 

	

	sponsor:
	     
	Protocol No.:
	     
	

	Study Title:       

	description of event  (include a brief description of the event and any treatment given for the event)

	     

	Onset date (dd/mm/yy):
	     
	Severity:
	 FORMCHECKBOX 
  Mild
	

	Onset time:

Onset time:
	     

	
	 FORMCHECKBOX 
  Moderate


	

	Date site personnel notified:
	     
	
	 FORMCHECKBOX 
  Severe
	

	

	Have similar events occurred previously at this site or other sites:
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	Was the consent form modified to reflect this SAE?
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

	







	Event outcome:


	 FORMCHECKBOX 
  Ongoing


	
	Resolution time:
	
	

	
	 FORMCHECKBOX 
  Resolved
	Resolution date:   date: (dd/mm/yy):
	     
	Resolution time:
	     
	

	
	
	
	
	
	
	

	Relationship to study drug/DEVICE OR rESEARCH iNTERVENTION

	

	Investigator’s Assessment:
 FORMCHECKBOX 
  Not related
 FORMCHECKBOX 
  Remote
 FORMCHECKBOX 
  Possible
 FORMCHECKBOX 
  Probably    FORMCHECKBOX 

Definite 

	Provide your rationale for assessing the SAE as not related, remote or possible:
     

	Sponsor’s Assessment (if available):
 FORMCHECKBOX 
  Not related
 FORMCHECKBOX 
  Remote
 FORMCHECKBOX 
  Possible
 FORMCHECKBOX 
  Probably    FORMCHECKBOX 

Definite

	

	Check all that are appropriate to the event:
	Patient outcome (at the time report filed):

	 FORMCHECKBOX 
  Medically significant

	 FORMCHECKBOX 
  Improved


	 FORMCHECKBOX 
  Death
	 FORMCHECKBOX 
  Worsened

	 FORMCHECKBOX 
  Resulted in new or prolonged hospitalization
	 FORMCHECKBOX 
  Unchanged

	 FORMCHECKBOX 
  Resulted in significant disability or incapacity
	 FORMCHECKBOX 
  Not applicable (e.g. death)

	 FORMCHECKBOX 
  Life-threatening (patient at immediate risk of death)
	

	 FORMCHECKBOX 
  Other:


	     
	

	Patient Information

	Patient Number:
	     
	Sex: 
	Male  FORMCHECKBOX 
      Female  FORMCHECKBOX 

	

	Age:
	     
	
	
	

	


	Study Drug Information

	Study Drug(s):

	     
	

	Route:
	     
	

	Disease Under Investigation:
	     
	

	
	
	
	
	
	

	Date Study Drug Started (dd/mm/yy):
	     
	Time:
	     
	

	Date Study Drug Ended (dd/mm/yy):
	     
	Time:
	     
	

	Study drug stopped?    

Study drug dosage reduced?              

Study drug reintroduced?   


	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No


	
	Event abated after drug stopped? 

Event abated after dosage reduced?         

Event reappeared after reintroduction?   
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No


	

	Was the study blind broken?
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No
	
	If yes, what was the outcome?
	     
	

	
	
	
	
	     
	


	MEDICAL History/Medications:
	

	Concomitant diseases:
	
	

	     
	

	Concomitant medications:
	Please list medications on form.  Do not attach relevant CRF pages, etc.
	

	     

	

	Relevant test/laboratory data:
	Please list values on form.  Do not attach relevant pages, etc.
	

	     

	

	Other relevant medical history:
	
	

	     

	Signature of Principal or co-Investigator:
	

	I, the undersigned, attest that I have reviewed this SAE Report.  I will discuss this SAE with all my patients who are/will be enrolled in studies, if appropriate.


	

	Signature:
	
	Date (dd/mm/yy):
	
	

	NOTE:  Signature must be that of the Principal or Co-investigator.
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