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	SAE REPORT FORM
(Individual Reports) 

	Internal* SAEs (occurring to RCH participants) must be reported to the RCH HREC within 24-72 hours of occurrence and must be accompanied by a detailed report of the event.

External SAEs (occurring to participants from other sites) must be reported in a prompt manner if the information impacts the continued ethical acceptability of the trial or requires documentation to be updated (i.e. protocol or PIS).

*An Internal SAE is one occurring in a participant that RCH researchers are responsible for, this is independent of where the event occurs.

	HREC Reference #
	

	Project title
	

	Principal Investigator
	


	Date that SAE occurred :
	

	Date Investigator became aware of SAE :
	

	Participant ID :
	

	Internal or External (see above definition):
	

	Event management (synopsis):
	

	Event outcome (synopsis):
	

	Expectedness of the SAE (PI Opinion):
	 FORMCHECKBOX 
 Expected   
 FORMCHECKBOX 
 Unexpected 

	Relationship to the study drug
	 FORMCHECKBOX 
  Unrelated

 FORMCHECKBOX 
  Possibly related

 FORMCHECKBOX 
  Probably Related 

 FORMCHECKBOX 
 Definitely Related


	Other Comments

	Does the protocol require amending as a result of these SAEs?

(If Yes, please submit a modification request with the amended protocol)
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Do the information statements require amending as a result of these SAEs?
(If Yes, please submit a modification request with the amended forms)  
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No


	
	

	Signature
	Date


Please submit 1 hard copy with signature OR an electronic copy signed (or emailed) by the PI to rch.ethics@rch.org.au
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