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Adverse Event/Incident (“Unanticipated Problem”) Reporting Form

IACUC Office Use Only
	Date Received:
	Completion Date:

	
	 




Protocol Number:	
	     


Protocol Title:	
	     


Animal Laboratory/Facility Room Number:  
	     




Principal Investigator (Must be Montclair faculty member – only one PI signature required):		
Investigator’s Name:		
	


Email:		
	     


Phone number:	
	     


Investigator’s Signature: 
	     


Date: 
	     





Name and contact information of individual making report (if other than Principal Investigator):
Name:		
	     


Email:		
	     


Phone number:		
	     


Signature:	
	     


Date:	
	





Adverse Event/Problem Description:

	Date of Event/Problem:
	
	Date Identified:
	 

	Location of Event:
	  

	Is the possibility of this event noted in the current approved protocol?
	· Yes     ☐
· No      ☐
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	Category of Adverse Event/Unanticipated Problem (select all that apply):



	        ☐  A)
	Levels of mortality 10% or greater than those anticipated in the approved protocol. This includes both spontaneous animal deaths and animals euthanized at study-specified or other humane endpoints. Please select from below:

	
	☐        a. Higher than expected mortality. An increase in the percentage of mortality as a direct result of protocol procedures (e.g., protocol predicts 15% death during a surgical procedure expected, but 30% death is occurring).

	
	☐        b. Unexpected death of an animal. An animal dies either as a result of an approved procedure (e.g., death during anesthesia*, administration of a drug) or an animal dies due to illness or injury unrelated to a protocol procedure (e.g., infectious disease, injury caused by aggression). 
*For rodents: Only report >5 fatalities/100 animals anesthetized/strain.

	
	☐        c. Unexpected euthanasia of an animal. This does not include euthanasia as part of the protocol or for criteria for moribundity that are reasonably expected as part of the protocol procedures and are listed on the protocol (e.g., development of a tumor in mice known to spontaneously develop tumors).

	
	☐         d. Unexpectedly high levels of early, relative mortality. (i.e. mortality to date divided by animals used to date).

	
	☐         e. High levels of “cluster” mortality. Cluster mortality is defined as a grouping of animal deaths occurring closely together which are significantly above anticipated study loss levels.

	        ☐  B)
	Unexpected clinical signs/morbidity occurring either in frequency or severity beyond that anticipated in the approved protocol.  This does not include clinical signs that are reasonably expected as part of the protocol procedures and are listed on the protocol (e.g., frequent urination in animals with diabetes).

	
	☐         a.  An animal develops clinical signs as a result of an approved procedure (e.g., administration of a drug causes unexpected diarrhea) 

	
	☐         b.  An animal develops clinical signs due to illness or injury unrelated to a protocol procedure.

	
	☐         c.  Morbid complications leading to unanticipated animal discomfort creating difficult to manage levels of pain and distress or situations of uncontrollable pain or distress (i.e. - Category E conditions)

	    ☐ C)
	Observation of a new negative phenotype in trangenics. Negative phenotypes may be observed when strains are acquired from a new source, two strains are crossed, or a transgenic strain is developed. Negative phenotypes include early mortality, spontaneous development of tumors, neurological conditions, blindness, skin conditions, reduced fertility, etc.

	        ☐  D)
	A condition that jeopardizes the health or well-being of animals. This includes accidents, mechanical failures, and natural disasters that result in harm or death to animals.

	
	Has a work order been submitted to University Facilities?
· ☐  Yes     
· ☐  No     
· ☐  N/A

	        ☐  E)
	Frequent incidents of drowning or near-drowning of rodents in cages as a result of issues with water source.

	        ☐  F)
	Accident during animal transport resulting in either an injury (animal is treated or euthanized), or death.

	        ☐  G)
	Other. The incident does not fit one of the above categories, or you are unsure which category to choose.
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	Indicate below who has been notified of this Event (select all that apply):



	☐	a. Principal Investigator

	☐	b. Attending Veterinarian

	☐	c. LAR Staff

	☐	d. CSAM Dean’s Office

	☐	e.  Other (explain below)   
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	Provide a description (include dates and details) of the adverse event/unanticipated problem:
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	Provide a description (include dates) of how this event/problem was managed (include who performed corrective actions):
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	Provide a description of the corrective actions taken to ensure that this type of event/problem does not occur in the future:
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Results of Review by the IACUC:

	☐
	Corrective action described above is sufficient

	☐
	Additional corrective action needed, as specified below in comments

	☐
	Submission of a protocol modification is needed, as specified below in comments

	Comments:
	






Please reference the following link for guidance on reporting adverse events directly to the Montclair State University IACUC:
https://inside.montclair.edu/colleges-schools-research/research-office/research-compliance-and-regulatory-programs-office/institutional-animal-care-and-use/incident-concern-reporting/incident-reporting
Please email this form immediately to the Montclair State University IACUC: iacuc@montclair.edu
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