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RESEARCH STANDARD OPERATING PROCEDURES (SOP) 
Handling of Research Non-Compliance and/or Reportable Incidents/ Unexpected Events 

Involving Laboratory Animals 
 

1.   PURPOSE:  To outline the procedures for handling of research non-compliance and/or reportable 
incidents/unexpected events related to research studies involving laboratory animals conducted at 
STVHCS. 

 
2.   POLICY:   
 

a.  The monitoring and reporting of research non-compliance and/or unexpected events are key 
components of the protection of laboratory animals in research and are critical to the function of 
the Animal Care and Use Program (ACUP) at STVHCS.  

 
b. The Associate Chief of Staff (ACOS) for Research is responsible to ensure that all concerns or 

complaints related to research at STVHCS, received from any source, are promptly investigated.   
 
c.   Definitions:  
 

(1) Research Non-Compliance: Conducting research in a manner that 1) disregards or violates 
federal regulations or institutional policies and procedures applicable to use of animals, or 2) 
failure to follow the research practices listed in the IACUC-approved proposal. 
Noncompliance is characterized by severity of the event (i.e., serious or not serious) and the 
pattern of like or similar events (continuing or not continuing).   Noncompliance that is 
determined by the IACUC to adversely affect animal welfare is also considered a deviation.  
 

(2) Unanticipated or Unexpected Events. The terms unanticipated and unexpected refer to 
an event or problem in VA research that is new or greater than previously known in 
terms of nature, severity, or frequency, given the procedures described in protocol-
related documents and the characteristics of the study population.  Examples presented 
in VHA Handbook 1058.01 include, but are not limited to: unanticipated loss of animal 
life, animal theft or potentially dangerous escape, work-related or research-related injury 
to any person requiring more than minor medical intervention or extended surveillance 
or leading to serious complications or death.  

 
3. ACTION: 
 

a. IACUC Review of Reportable Incidents/Unexpected Events.  Within 5 business days of 
becoming aware of any reportable incident/unexpected event, members of the VA research 
community are required to ensure that the incident has been reported in writing to the IACUC.  
The IACUC must review any reportable incident/unexpected event at its next convened 
meeting.  
 
(1) Incidents that present a significant risk to the safety of research personnel, animals, or the 

environment may require immediate attention and result in the need to convene an emergency 
session of the IACUC prior to the next scheduled meeting.  










