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	RELYING SITE SERIOUS ADVERSE EVENT REPORTING FORM


	INSTRUCTIONS AND INFORMATION

· DO NOT ENTER ANY HIPPA IDENTIFIERS RELATED TO SUBJECTS ON THIS FORM.
· Use this form to report serious adverse events that occur at the relying site when UVA IRB is serving as the IRB of record  
Complete the information requested below and submit any additional documentation directly to the responsible UVA study team member. Do not submit directly to the IRB-HSR.  
NOTE: UVA local study team will input SAE into IRB online and a SAE report will be generated that will require Relying Site PI signature. 
Refer to the link below for definitions and reporting timelines:

https://research.virginia.edu/irb-hsr/serious-adverse-events



	IRB-HSR or UVA IRB Tracking #:      
	Relying Site Name:      

	Relying Site PI:      
	Subject ID:      

	Date of SAE:      

	 Date Study team became aware of the event:      



	1.
	SAE Name:       


	
	SAE Narrative:      


	
	1a.
	Is this an initial report?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 


	
	1b.
	Is this a follow-up report?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 
If yes, is this a subject status update?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No OR correction to original report?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
Comments:      


	3. 


	Reason for submission of SAE (select one in each category) *REQUIRED

	
	3a.
	Seriousness*
If serious, complete #4 below
	 FORMCHECKBOX 
Serious

 FORMCHECKBOX 
Not serious

 FORMCHECKBOX 
Not reported

 FORMCHECKBOX 
Not yet Determined



	
	3b
	Relatedness*
	 FORMCHECKBOX 
Related/Possibly Related

 FORMCHECKBOX 
Not Related

 FORMCHECKBOX 
Not reported

 FORMCHECKBOX 
Not yet Determined



	
	3c.
	Expectedness*
	 FORMCHECKBOX 
Unexpected

 FORMCHECKBOX 
Expected

 FORMCHECKBOX 
Not reported

 FORMCHECKBOX 
Not yet Determined



	4. 
	If serious, select reason:
	 FORMCHECKBOX 
 Fatal 
 FORMCHECKBOX 
 Life Threatening

 FORMCHECKBOX 
 Resulted in or prolonged hospitalization

 FORMCHECKBOX 
 Resulted in Congenital Abnormality

 FORMCHECKBOX 
 Resulted in significant or permanent disability

 FORMCHECKBOX 
 Medically Important



	5.
	Severity/Intensity*
	 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Moderate
 FORMCHECKBOX 
 Severe



	6.
	AE outcome at time of report*
	 FORMCHECKBOX 
 SAE resolved, no sequlae

 FORMCHECKBOX 
 SAE resolved with sequlae
 FORMCHECKBOX 
 SAE has not resolved

 FORMCHECKBOX 
 SAE resulted in death
 FORMCHECKBOX 
 SAE information unknown



	7.
	*Was this an Internal, Serious, Unexpected, Related/Possibly Related event resulting in increased risk, increased potential risk or actual harm or death to a subject or others? 
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 



Submitted by:      





Date:      
EMAIL:
     






PHONE #      
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