
Aurora IRB Protocol #:  

Protocol Title:  

PI:  

Is there a DSMB for Study?  FORMCHECKBOX 
 Yes /  FORMCHECKBOX 
 No

Type of report:

	 FORMCHECKBOX 
 Adverse Events Previously Reported to IRB since the last Continuing Review report (Question #36)
	 FORMCHECKBOX 
  Previously Unreported Adverse Events since the last Continuing Review report (Question #37)


	Sponsor’s AE #  / Subject ID
	Date Site Notified / Made Aware of AE
	Date Reported to IRB*
	External or Local Event

(E or L)
	Serious (Yes/No)
	Expected (Yes/No)
	Related or possibly related (Yes/No)
	Sponsor UPIRSO** Determination

(Yes/No)
	Brief Description of AE
	Required medical treatment or intervention?

(Yes/No)
	Subject’s participation level after AE 

(See Aurora IRB AE reporting form for options)
	Risk contained in ICF? (Yes/No)

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


   * The Date Reported to the IRB may be the continuing review application date for those AEs that met criteria for reporting at the time of continuing review. 

** UPIRSO: Unanticipated Problem Involving Risks to Subjects or Others (see Policy 403 for definition)
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