Required Reporting - Animal and Lab Studies

Investigators: you must report any of the following events to the ACOS/R&D and the appropriate committee (IACUC or Safety) as soon as possible but no later than 5 business days after you become aware of the events:

Animal Studies:
1. Unanticipated loss of animal life including loss due to physical plant deficiencies, engineering failures, worker errors, or other mishaps. 

2. Animal theft or potentially dangerous escape. 

3. Work-Related or Research-Related Injuries Involving Animal Research that requires more than minor medical intervention (i.e., basic first aid), requires extended surveillance of the affected individual(s), or leads to serious complications or death. 

4. Reportable incidents under applicable federal standards including but not limited to VHA Handbooks on laboratory animal welfare and research safety, NIH OLAW requirements, the Public Health Service (PHS) Policy on Humane Care and Use of Laboratory Animals, the Guide for the Care and Use of Laboratory Animals, and United Stated Department of Agriculture (USDA) Animal Welfare Act Regulations (UAWAR) Examples include but are not limited to: 

· Any finding of noncompliance with animal research requirements by any VA office (other than ORO) or any other Federal or state entity (e.g., USDA, OLAW). 

· Initiation of VA animal research without written notification from the ACOS for Research that the project may begin. 

· Conduct of VA animal procedures without approval by the IACUC. 

· Continuation of research beyond the specified approval period, even if the research is a continuation of work that was previously approved by all relevant research review committees. 

· Failure to implement changes required by the IACUC as a condition of approval. 

· Significant deviation from the IACUC-approved protocol prior to receiving approval from the IACUC to amend the protocol formally

· Failure to comply with annual review requirements of the IACUC or other relevant research review committees. 

· Conduct of official IACUC business by an improperly constituted committee or with less than a quorum of voting members present. 

· Any failure to provide adequate veterinary care (e.g., inappropriate or ineffective pain or distress management, inadequate post-procedural care, use of improper euthanasia techniques) whether intentional or accidental. 

· Conduct of animal procedures by untrained or unauthorized personnel. 

· Any noncompliance or other deficiency that substantively compromises the effectiveness of the facility’s animal research protection or animal research oversight programs.


Laboratory Studies: 

1. Work-related or research-related injuries to VA research personnel (or any apparent research-related injury to any other person) that requires more than minor medical intervention (i.e., basic first aid), requires extended surveillance of the affected individual(s), or leads to serious complications or death. 

2. Work-related exposures or injuries of VA research personnel (or apparent research-related exposure of any other person) to hazardous, toxic, or infectious materials at greater than routine levels (i.e., Permissible Exposure Limits or Infection Threshold) or any exposure or injury that requires more than minor medical intervention (i.e., basic first aid), requires extended surveillance of the affected individual(s), or leads to serious complications or death. 

3. Reportable incidents under applicable federal standards, including but not limited to VHA Handbooks on research safety, NIH OBA guidelines, Occupational Safety and Health Administration requirements, CDC requirements, Department of Transportation requirements, and Nuclear Regulatory Commission (NRC) requirements. Examples include, but are not limited to: 

· Any finding of noncompliance with research safety requirements by any VA office (other than ORO) or any other Federal or state entity. 

· Initiation of VA research requiring safety review without written notification from the ACOS for Research that the project may begin. 

· Conduct of research requiring safety review without required approval by the SRS or other relevant research review committees. 

· Continuation of research beyond the expiration date established by the SRS without appropriate renewal of the protocol, even if the research is a continuation of work that was previously approved by all relevant research review committees. 

· Failure to implement changes required by the SRS as a condition of approval. 

· Unauthorized deviation from an SRS-approved protocol. 

· Failure to comply with continuing review requirements of the SRS or other relevant research review committees. 

· Conduct of official SRS business by an improperly constituted committee or with less than a quorum of voting members present. 

· Conduct of research by unauthorized personnel or personnel who lack appropriate training.

· Any noncompliance or other deficiency that substantively compromises the effectiveness of a facility’s research safety programs. 

For further information consult VHA Handbook 1058.01 "Requirements for Reporting Research Events to Facility Oversight Committees and the Office of Research Oversight".

