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Lessons learned from the establishment of a national
laboratory for the management and inspection of

biopharmaceutical products

Shiu-Ru Yeh

Abstract

According to Article 18 of the Animal Drug Administration Law, a batch-by-batch
inspection system is needed for safety and effectiveness of all biopharmaceutical
products after production or import. All animal vaccines on the market thus need to be
inspected so that the animal industry is operating safely and efficiently. The
Department of Biologics Assay and Research (DBAR) of the Animal Drug Inspection
Branch is the only national organization with complete laboratory and animal
facilities for the inspection of animal vaccines. More than 1,000 animal vaccine
batches per year are routinely inspected. Since the implementation of the ISO 17025
international certification standards for vaccine testing in 2004, the DBAR has visibly
improved testing quality, laboratory management, and technical system testing, The
animal housing facilities and their management were also gradually upgraded to meet
the requirements of the ISO 17025 international certification standards. However, the
implementation of the system has not fully accomplished since the animal vaccine
testing program is complicated. To proceed further we suggest the following
considerations for introducing a quality management system into testing laboratory
environments. 1. Since the main part of the inspection work is conducted by human
personnel and the work load is large, large teams must establish and maintain clear
lines of communication. 2. Laboratory personnel turnover and shift changes often lead
to technical mistakes such that the proper implementation of a substitute system and
technical control checks are needed. 3. Platform-based operations are more efficient
than personnel-based operations. 4. Improve quality incrementally. 5. With proper
support of competent management, a proper inspection regime can be sustained.



