	Policy #26-13
Novel Test Substances in Lab Animals
	2



William S. Middleton Memorial Veterans Hospital
VA IACUC Policy #26-13
Policy Regarding Novel Substances Tested in Laboratory Animals

All Novel Test Substance must meet the Policy on the Use of Non-pharmaceutical-Grade Compounds in Research Animals.

Policy:
 A novel substance is any chemical entity that has never been tested, is in the

early stages of animal testing, or is a previously characterized substance administered in

a novel way. This policy provides guidance to VA ARF staff and the VMC on the

information that must be included in animal use protocols in order to protect animal

health and welfare and promote scientific rigor.

Responsibilities:

1. Role of the Investigator

If a PI proposes to use a novel test substance (see above for definition) , the following information must be provided to the IACUC in the animal use protocol:

1. A synopsis of any available in vitro or in vivo data including pharmacological

and toxicological actions of this or related compounds.  Uncharacterized substances need further clarification.  The PI must include any relevant information available on non-pharmaceutical grade substances.
2. A brief description of the class of compound, including mechanism of action

       3.
State the solvents/diluents/vehicle and steps performed to insure sterility/purity.
4.
A complete description of dosage, route of administration, how long

compound will be administered, the intervals by which dosages will be

increased/decreased (if applicable), and the rationale for increasing/decreasing dosages
5.
The plan for monitoring of animals for adverse events after compound

administration, including:

· Frequency of monitoring

· More frequent especially if there is a potential for acute toxicity

· Less frequent after animal responses are better known

· Identification of staff performing the monitoring

· How monitoring will be documented

· Behavioral signs of pain and distress that will be monitored

· Objective monitoring parameters (e.g., biochemical or metabolic changes)

· Plans for treating animals for toxicity, if indicated

· Specific humane endpoints, such as (but not limited to):


1.
Impaired ambulation



2.
Seizures



3.
Rapid weight loss (usually due to dehydration)



4.
Labored breathing



5.
Impaired mentation



6.
Anaphylaxis

· Study endpoints

· Potential occupational health and safety concerns for laboratory staff,



animal caretakers, veterinarians, etc., during and after administration to



animals, including handling of carcasses, bedding, and caging
Unexpected Outcomes and Adverse Events should always be reported to the Veterinary Medical Consultant and/or the IACUC.

2. Role of the Veterinary Medical Consultant 

The proposed use of novel agents in experimental animals must meet the approval of the VMC. The VMC will consult with investigators as needed to arrive at appropriate methods of treatment that meet the clinical needs of the animals and do not compromise the scientific integrity of the experiments.

3. VA IACUC Oversight

The IACUC has ultimate responsibility for ensuring that novel agents used in research animals is limited to that which is necessary in the course of approved experimentation.  This includes review and approval of novel substances by both the IACUC and the Research Safety Committee.  Committee decisions in this regard will be based on regulatory requirements as well as advice from the VMC and the investigators.  The IACUC will review the novel substances being used in research animals as part of its three-year review of each protocol, and may do so more frequently.

Questions:  Any questions on this policy should be directed to the A.O. (280-7222).

References: UW All Campus Care and Use Policy 2005-028

Effective date:  Approved at the IACUC meeting on 5/10/2010.  Subsequent review and approval: 7/11/2011, 1/09/13.  

