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Study in South Korea on the Batch Inspection System and

Testing Techniques for Veterinary Vaccines
I-Ting Ko

Abstract

The Animal and Plant Quarantine Agency (APQA) of Korea is responsible for
animal and plant quarantine and managing veterinary drugs. It has also implemented a
batch-by-batch inspection system for veterinary vaccines, including the national lot
release (NLR) and the NLR assay exemption (NLRAE) system. Under this system,
vaccine products that pass ten consecutive batch inspections are exempted from
further batch-by-batch testing, allowing manufacturers to conduct self-inspections,
while the government ensures product quality through market sampling. This model
significantly reduces the government's burden while placing higher demands on
manufacturers for self-regulation.

Korea plans to introduce the seed-lot system (SLS) in 2025, requiring vaccine
manufacturers to submit detailed technical data on vaccine seeds and cell banks to
ensure product quality and consistency. This system is designed to be implemented in
phases over seven years, to reduce final product quality control testing, enhance
international competitiveness, and minimize the use of laboratory animals.

Korean veterinary vaccine management system, which progressively reduces
batch-by-batch inspections while strengthening manufacturers’ self-regulation, serves
as a valuable reference for our country. However, the impact of the upcoming seed-lot
system on the industry remains to be observed. This training program has established
a communication channel with APQA, and future developments in its policies will
continue to be monitored as a reference for the reform of our domestic veterinary
vaccine inspection system.



