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Serious Adverse Event/Device Effect Reporting Form 

Please complete this form and submit within 10 calendar days from the date of discovery for serious adverse events involving a drug or biologic and unanticipated serious adverse device effect occurring at your site.

	Anticipated Adverse Event(s)  (i.e. listed in the Investigator Brochure, Informed Consent and or Protocol )
	No Need to Report to the IRB

	
	 FORMCHECKBOX 
 Unanticipated Serious Adverse Device Effect  (device)
	Report to IRB using this form

	
	 FORMCHECKBOX 
 Serious Adverse Event (drug or biologic)
	Report to IRB using this form


	
	Protocol Number:
	     
	
	Principal Investigator:
	     

	
	
	

	
	Site Address:
	     

	
	Type of Report:
	 FORMCHECKBOX 
 Initial Report
	 FORMCHECKBOX 
 Follow-up Report
	 FORMCHECKBOX 
 Final Report

	
	Subject Identifier:
	     
	
	Sex:
	 FORMCHECKBOX 
M   FORMCHECKBOX 
F
	Age:
	  
	

	

	
	Date of Event:
	     
	
	Date of Discovery:
	     
	
	

	
	
	
	
	
	
	

	
	Relationship to Study Drug/Device:
	 FORMCHECKBOX 
 Not Related
	 FORMCHECKBOX 
 Possible
	 FORMCHECKBOX 
 Probable
	 FORMCHECKBOX 
 Definite
	 FORMCHECKBOX 
 Unable to Assess

	
	
	
	
	
	
	

	Diagnosis or Signs/Symptoms of SAE: (Attach report to describe treatment/follow-up/outcome)
     


	Relevant Medical History:
     

	
	Is this event already included in the current IRB approved Informed Consent form?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	
	
	

	
	Do you recommend changes to the informed consent?
	

	
	
	 FORMCHECKBOX 
Yes (Attach a copy of proposed changes)  FORMCHECKBOX 
No
	

	
	
	
	
	
	
	

	
	Date Test Article Started:
	     
	
	Date Test Article Stopped:
	     
	

	
	
	
	
	
	
	

	
	Status of Event
	 FORMCHECKBOX 
 On-Going    
	or
	Date Resolved:
	     
	

	
	

	
	Outcomes Attributed to Serious Adverse Event/Effect:

	
	1.
	 FORMCHECKBOX 
 Death Occurred (Date): 
	     
	

	
	2.
	 FORMCHECKBOX 
 Life-Threatening
	

	
	3.
	 FORMCHECKBOX 
 Hospitalization – initial or prolonged
	

	
	4.
	 FORMCHECKBOX 
 Disability
	

	
	5.
	 FORMCHECKBOX 
 Congenital anomaly
	

	
	6.
	Other: 
	

	
	
	     


	
	
	(   )   -    

	Investigator/Designee  (Print)
	
	Phone Number

	     
	
	(   )   -    

	Investigator/Designee Signature /Date
	
	Fax Number








	2525 Camino del Rio South
	Phone:  (619) 282-9997

	Suite 300
	Fax:   (619) 282-9998

	San Diego, CA 92108
	E-mail:  mailbox@biomedirb.com
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