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Explore the Usage of ICH Q12 Tools to Master
Change Management of APl Suppliers of Medicinal
Products

CHIUNG-HO LIAO', PANG-TE LIN', HSIAO-FENG LEE’, CHU-YI YANG',
AN-RONG LEE’, SHIRLEY PAN' AND JIANN-LIANG LIN '

' Division of Medicinal Products, TEDA, Taiwan Product Quality Research Institute

ABSTRACT

The International Council for Harmonisation of Technical Requirements for Pharmaceuticals
for Human Use (ICH) completed the step 4 process of the “Guidelines for Technical and Regulatory
Considerations for Pharmaceutical Product Lifecycle Management-Q12” (commonly referred to as ICH
Q12) and recommended for adoption to the regulatory bodies of ICH regions in November 2019. The
Q12 Guideline is proposed to provide a framework to facilitate the management of post-approval changes
in Chemistry, Manufacturing and Controls (CMC) in a more predictable and efficient manner across the
product lifecycle. In this article we discussed the submission requirements and variations of the post-
approval changes of the active pharmaceutical ingredients in pharmaceutical preparations in Taiwan and
compared with the various categories of drug substance change variations in USA and EU. We also shared
the experience in reviewing Post-Approval Change Management Protocol in Taiwan. This information
allows us to understand where we should strengthen the regulatory requirements, using the tools
suggested in the ICH Q12, and based on the science and risk assessment to evaluate post-approval change

management of APIs.

Key words: Changes of the Active Pharmaceutical Ingredients, Chemistry, Manufacturing and
Controls, ICH Q12



