
4.5.1 Animal Safety Testing Exemption  
 

1.  Overview 
 
Safety testing in animals has been a component of the approval process for each serial of product 
released by the Center for Veterinary Biologics (CVB) since the Program’s inception.  This 
serial release testing is conducted to provide assurance that each serial of product will be safe in 
the target animal and without adverse reactions, local or systemic.  Depending on the type of 
product, animal safety testing may be conducted in mice, guinea pigs, or the host or target 
animal.  The Standard Requirement (SR) must be specified in the Outline of Production.  If the 
SR (stipulated in Title 9, Code of Federal Regulations) for a product does not specify the animal 
safety test method, Section V.B of the Outline of Production must specify a method and state the 
animal species to be used in safety testing.   
 
With the number of serials produced by all currently licensed and permitted manufacturers, the 
number of animals used for safety testing is substantial.  Historical data for some products 
indicate no adverse safety or sterility testing results have occurred. Historical data would include 
data collected post licensure. The timeframe would depend on the type of product and number of 
serials produced and tested.  Data generated from all products with similar platform based 
systems may be considered to support the exemption for a single platform technology product, 
with appropriate justification, including consideration of consistency in formulation, equipment, 
and location, timing (e.g., campaigning), and method of production.  In addition, many products 
in the biologics industry are manufactured under well-documented manufacturing processes and 
under Outlines of Production with parameters set to control process variation.  These products 
have a history of safety and consistency in manufacturing processes and may be considered as 
candidates for an animal safety testing exemption. 
 
The procedure to consider an exemption from animal safety testing is presented below.  It applies 
to all products for which animal safety testing is currently specified in Section V.B. of the 
Outline, and to all animal safety testing specified in Section V.B. of those Outlines.  The 
USDA’s consideration of an exemption to animal safety testing is consistent with the VICH 
Steering Committee’s recommendations aimed to minimize the use of target animal safety tests 
and the principles of reducing, refining, and replacing the use of animals in testing. 
 
2.  Related Documents/Regulations 
 

• Veterinary Services (VS) Memorandum No. 800.116 Animal Safety Testing Exemption 
• VSM 800.204 (for guidance regarding adverse event reporting) 
• VSM 800.100 (exemption to mouse safety testing for equine plasma products) 
• 9 CFR 113.100 General safety requirements for inactivated bacterial products 
• 9 CFR 113.200 General safety requirements for killed virus vaccines 
• 9 CFR 113.300 General safety requirements for live virus vaccines 
• 9 CFR 113.33 Mouse safety testing 
• 9 CFR 113.38 Guinea pig safety testing 
• 9 CFR 113.40 Dog safety testing 










