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3Rs implementation in veterinary vaccine batch-inspection

and method establishment
I-Ting Ko

Abstract

The Animal Drugs Inspection Branch conducts batch-by-batch testing of all
types of veterinary vaccines according to the criteria outlined in the "Test Standards of
Veterinary Drugs.” Following the principles of replacement, reduction, and refinement
(3Rs) in animal experimentation, we have implemented changes in veterinary vaccine
inspection techniques since 2020, especially regarding large batch inspections or the
use of medium to large animals in testing. These changes included: (1) evaluating the
rationality of animal numbers used for each testing standard based on scientific
validation methods and historical testing results to reduce animal usage in
experiments; (2) developing molecular biology techniques or in vitro testing methods
as substitutes for animal testing; and (3) establishing serological methods to replace
experimental challenge tests, thereby minimizing animal suffering. By 2023, 17
sections of the Test Standards of Veterinary Drugs have been established or revised
following the 3Rs principle. Legal processes and announcements have also been
completed, significantly reducing experimental animal use required for batch
inspections. Domestic veterinary vaccine manufacturers can also adhere to the
updated regulations during in-factory quality control inspections, benefiting from
reduced reliance on experimental animals. We will continue inventorying and
allocating resources to develop new testing methods, adopt international standards,
and adjust regulations to enhance testing quality and improve the welfare of
experimental animals.



