Adverse Event Report Form
Department:  _________________________________
      The attached form is to be used for problems/adverse events involving Animal Use Protocol (AUP) subjects and:
	Both criteria are true:
	

	
	1. The problem/adverse event is serious/life-threatening or involving risks to  subjects or others
2. The problem/adverse event was an unanticipated incident.

	
	

	            OR:
	The problem/adverse event involves death.

	OR:
	In the PI's judgment, prompt reporting of the event(s) is in the best interest of the subject (s) because it may affect the safety and/or welfare of subjects and/or change the risk level of the study.


Reporting Timeframe: 

All problems/adverse events that are serious or life-threatening AND unanticipated must be reported to the Attending Veterinarian and IACUC within 48 hours.
All other problems/adverse events must be reported to the Attending Veterinarian within 5 days.
Reporting Form Instructions:

Complete all applicable items by entering information in the space provided.  If items do not apply to your research, insert “N/A” (Not Applicable).

Submit one original and one copy to:

Attending Veterinarian 
c/o IACUC Office 
ADVERSE EVENT REPORT FORM
Department: _________________________________
	Check the applicable boxes:


	1.  FORMCHECKBOX 
 

	The problem/adverse event is serious/life-threatening or involving risks to subjects or others;


	2.  FORMCHECKBOX 
 

	The problem/adverse event was an unanticipated incident;


	3.  FORMCHECKBOX 
 
	The problem/adverse event involves death.


	4.  FORMCHECKBOX 
 
	in the PI's judgment, prompt reporting of the event(s) is in the best interest of the subject (s) because it may affect the safety and/or welfare of subjects and/or change the risk level of the study.



	ADMINISTRATIVE INFORMATION

	PI Name:
	

	PI Telephone Number:
	

	PI E-mail Address:
	

	Title of Study:                 
	

	Date this Report Completed:
	    /    /   
	

	Date Attending Veterinarian Notified:
	    /   /
	

	Type of report:
	 FORMCHECKBOX 
 Initial  
	 FORMCHECKBOX 
 Follow-up

	
	
	
	
	

	Patient Identification:  ______________________________

	Animal Use Protocol (AUP) Number: ___________________________________

	Event Occurred at:
	___________________________________________


	
	
	

	Reporter Name: 
	

	Reporter Telephone number:
	

	Reporter E-mail address:
	


	PROTOCOL AND PROBLEM / ADVERSE EVENT (AE) TYPE

	Seriousness of the Problem/AE 
(check all that apply):
	____ Death                          ____ Required intervention to prevent permanent
____ Life-threatening                   impairment/damage
____ Initial or prolonged      ____ Emotional/Psychological Harm
         hospitalization             ____ Other medically important condition
____ Disability                     ____ Non-serious
                                            ____ Other


	Severity of the Problem/AE
	____ Mild  ____ Moderate  ____ Severe

____ Life-Threatening  ____ Fatal  ____N/A

	If death, date of death:
	       /       /      
	

	

	Problem/AE Attributed to:

	____ Study medication                     ____ Medical Intervention
____ Underlying disease                  ____ Surgical Intervention
____ Errors in study medication       ____ Other suspected cause (describe on
         administration, or deviations             separate sheet)
____ Concomitant medication         
____ Route of administration           
____ Device Failure        

	Has the same Problem/AE occurred previously in this study?
	____ Yes          ____ No
	If yes, how many times?
	 

	
	
	
	

	SUBJECT DEMOGRAPHICS

	Research Participant’s gender:
	____ M  
	____ F

	Research Participant’s Age in Years:
	
	Species:  ___________________

	

	DETAILED UNANTICIPATED PROBLEM/
ADVERSE EVENT INFORMATION

	

	Problem/AE Onset Date:
	    /    /
	

	
	
	

	Problem/AE Termination Date:
	    /    /
	      ____ N/A                        ____ Event Continuing

	
	

	Timing Relative to Last Study Intervention
	___/__/_______

	Description of Event (include time relationship to investigational procedures): 



	Action taken in response to Problem/AE:
	

	
	

	
	

	If a subject death, was necropsy performed?           ____ Yes  ____ No  ____  N/A

	Date of necropsy:
	    /    /
	or   ____ N/A

	


	Relevant tests (e.g. x-rays) and results:
	

	
	____ N/A

	Describe treatment(s) of Problem/AE (Include medications used to treat this event.)
	

	
	____ N/A

	List name of Concomitant Medications

(Do not include medications used to treat this event.)
	

	
	____ N/A

	Describe pre-existing conditions/relevant clinical history:
	

	
	____ N/A

	Date(s) of treatment(s) of the Problem/AE:
	    /    /
	or  ____ N/A

	

	Outcome of the Problem/AE:
	____ Recovered/resolved

____ Recovering/resolving

____ Not recovered/not resolved

____ Recovered/resolved with sequelae

____ Fatal

____ Unknown

____ Other _________________________________________

	Was the intervention stopped because of this Problem/AE?
	____ Yes  ____ No  ____ N/A

	Documentation accompanying the report

(e.g., H& P, Progress Notes, Discharge Summary, Lab or Necropsy Reports, Other, etc.):
	

	
	____ N/A

	Description of any “other” documentation:
	

	
	____ N/A

	Is this Problem/Event a result of a protocol deviation/exception/ violation?  
	____ Yes, the Problem/Event resulted from an IACUC-approved protocol deviation/exception (provide details on a separate sheet)

____ Yes, the Problem/Event resulted from a protocol deviation/exception that did not receive prior IACUC-approval (provide details on a separate sheet)

	
	____ No


	Principal Investigator Signature: ________________________________  
Date _______________

Veterinarian Signature:    ________________________________
Date _______________ 

(if PI is not DVM)




	For Attending Veterinarian (AV) Use Only

AV Determinations:

 (1) Report Acknowledged/accepted without recommendation (SUP/SAE is not serious, unanticipated, and related to research).
 (2) Report Acknowledged/accepted pending receipt of additional information to be submitted to the AV.
  (3) Report Acknowledged/Accepted: All three criteria (serious, unanticipated, and related to research) apply and SUP/SAE must be put on agenda for next convened IACUC meeting.

Recommended Action:

If all three criteria (serious, unanticipated, and related to research) apply, check all recommendations and, if applicable, describe recommendations below:

 Need for action to prevent immediate hazard to subjects (describe action below)

 Suspension

 Modification (describe recommendations below)
Recommendations/Comments:

Attending Veterinarian Signature __________________________________  Date  ______________
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