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INTERNAL SERIOUS ADVERSE EVENT REPORT FORM 

HANDWRITTEN FORMS WILL NOT BE ACCEPTED.

A Serious Adverse Event (SAE) is an adverse event that results in death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly, or birth defect. All SAE must be reported to the IRB, using this form, within 5 working days after the investigator learns of the event.
All INTERNAL DEATHS during the study or 30 days post termination from the protocol are required to be reported as adverse events, even if they are unrelated. All internal deaths must be reported to the IRB as soon as possible, but no later than 5 working days after the investigator learns of the event. This applies to all research studies.
	Today’s Date:      
	IRB Protocol No:      
	Sponsor:      

	Protocol Title:      

	Principal Investigator:      
	Submission Preparer:      

	Department:       
	Mail code:      
	Department:       
	Mail code:      

	Direct Phone:       
	E-mail:      
	Direct Phone:       
	E-mail:      

	Subject ID:      


Subject Age:       Sex:   FORMCHECKBOX 
 M     FORMCHECKBOX 
 F
	Is this project closed to accrual? 
 FORMCHECKBOX 
  FORMCHECKBOX 
No  FORMCHECKBOX 
 
  FORMCHECKBOX 
Yes*

*If Yes, check the appropriate box below.

 FORMCHECKBOX 

Subjects are still receiving study treatment/ intervention/ procedures.

 FORMCHECKBOX 

Subjects have completed study treatment/intervention/ procedures; continue in follow-up observation or long-term follow-up.

 FORMCHECKBOX 

Subject involvement completed, but data 
analysis is continuing.

	Date event occurred:       
	Date Investigator Learned of Event:      
	

	 FORMCHECKBOX 
 Initial report

 FORMCHECKBOX 
 Follow-up report #      
	

	Patient was enrolled in the study at:  

 FORMCHECKBOX 
This medical center

 FORMCHECKBOX 
 Other medical facility
	

	Has the event been reported to: 

Study sponsor  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Reported to the FDA (if necessary)  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 



	Severity of event:    

 FORMCHECKBOX 
 Fatal    

 FORMCHECKBOX 
 Life Threatening or Permanently or Severely Disabling (Severe)

 FORMCHECKBOX 
 Required or resulted in prolonged inpatient hospitalization (Serious)

 FORMCHECKBOX 
 Not severe (Mild or Moderate)
	Event category:  

 FORMCHECKBOX 
 Serious Adverse Event


 FORMCHECKBOX 
 Not serious, but Unanticipated Adverse Event or More Prevalent than Expected

	Description of adverse event/reaction, in context of present illness:      

	Description of AE using Key Words:      

	Event related to research:

 FORMCHECKBOX 
 Definitely related
      FORMCHECKBOX 
 Probably related
 FORMCHECKBOX 
 Possibly related
     FORMCHECKBOX 
 Not related**
   FORMCHECKBOX 
 Not assessable

	**Cause of event (if not related to research):  

	 FORMCHECKBOX 
 Underlying disease                        
Specify underlying disease:      



	 FORMCHECKBOX 
Concomitant medication

Specify concomitant medication:      


	 FORMCHECKBOX 
 Other



Specify (why not related):       

	Outcome:  
 FORMCHECKBOX 
 Ongoing (please file update when event resolves)    




 FORMCHECKBOX 
 Resolved, date       






 FORMCHECKBOX 
 Death

	Has the same reaction occurred in any other study patient:   

(If the event was judged to be not related to the research by the investigator, respond N/A to this question.) 

 FORMCHECKBOX 
 Yes***      FORMCHECKBOX 
 No    
 FORMCHECKBOX 
 N/A    

	*** If Yes, how often       times out of      subjects enrolled.

*** Should consent form be revised to inform subjects of event: 

 FORMCHECKBOX 
 Yes.   If yes, attached a revised form for review.

 FORMCHECKBOX 
 No.   If no, explain:      
 FORMCHECKBOX 
 Unsure
	If related or possibly related, is this event occurring in greater frequency than indicated in the protocol or on the consent form (this is to be determined by the investigator).  NOT




 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No   


	Subject ID:      
Date event occurred:        (This information is repeated so that sponsor can verify that p. 






2 goes with page 1)


Signature of Principal Investigator: _____________________________          Date _____________
*********************************************************************************************************************************************
ADVERSE EVENT EVALUATION BY IRB (Completed by IRB reviewer)

 FORMCHECKBOX 
 Internal

RELATIONSHIP TO STUDY PROCEDURES (Reviewer’s determination):

 FORMCHECKBOX 
 Definitely related     FORMCHECKBOX 
 Probably related
 FORMCHECKBOX 
 Possibly related        FORMCHECKBOX 
 Not related

 FORMCHECKBOX 
 Unknown (Additional information requested)

DECISION (Check all that apply):

 FORMCHECKBOX 
 
Noted. Event to be filed and IRB shall be notified of the filing at the next meeting. No significant change in risks to subjects or others or the overall risk/benefits ratio. No consent form or protocol changes are necessary at this time.

 FORMCHECKBOX 
 
Event may represent an unanticipated problem involving risks to human subjects or others. Refer to the fully convened IRB for further evaluation and discussion.

 FORMCHECKBOX 
 
Requires substantive action by the IRB (i.e. substantive changes to the protocol/consent form, or restriction, suspension, or termination of a study or investigator) and must be reported to ORO and/or other applicable agencies.

 FORMCHECKBOX 
 
Event represents an unexpected death (as defined in VHA Handbook 1058.1) and must be reported to ORO and/or other applicable agencies.

--------------------------------------

Requested information:      
Additional comments:      
Reviewer (IRB Chair or Voting IRB Member): 

 _____________________    
_____________________   ____/____/____


  Printed Name


Signature


Date

