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Analysis on the Revision Trend of International Sterile
Medical Products GMP and the Current Situation of
Domestic Sterile Pharmaceutical Manufacturers

JUNG HSIEH, CHUN YU, CHIN-HAN LEE, CHI-WEN HSIEH,
YING-HUA CHEN, LAN-HUI CHIH AND MING-SHIN LEE

Division of Quality Compliance and Management, TFDA

ABSTRACT

Sterile medical products are high risk to patients’ safety. There are more good manufacturing
practice (GMP) requirements for sterile medicine manufacturing compared to non-sterile medicinal
products. In terms of GMP Guide for medical products published by the Pharmaceutical Inspection
Convention and Co-operation Scheme (PIC/S), Annex 1 provides details for sterile products
manufacturing. It is also the GMP standard used in Taiwan. In 2017, PIC/S has published a revised draft of
Annex 1 for public consultation. There were significant changes in Annex 1, which would brought a great
impact to the industry. Thus, through questionnaire and on-site analysis, this study explored the problems
that manufactures may encounter. The results would be a useful information for the regulatory authority

to prioritize the consultancy and resources to help the industry adapt to the new GMP requirements.

Key words: sterile medical products, good manufacturing practice for western pharmaceuticals



