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Survey on the Compliance of PIC/S GMP in Domestic
Western Pharmaceutical Manufacturers

HUI-LING CHEN, YING-HUA CHEN, CHYN-LIANG HUANG,
MING-SHIN LEE AND HWEI-FANG CHENG

Division of Risk Management, FDA

ABSTRACT

To safeguard the quality of pharmaceutical manufacturing plays an important role in drug management
systems. It also is a key issue for western pharmaceuticals manufacturers to secure and guarantee their own
quality systems. While the campaign of quality systems and standards is harmonized under the frameworks,
regulations and requirements of international good manufacturing guidance, it is the critical timing for Taiwan
to step out to meet, adopt and adapt global Good Manufacturing Practice (GMP) standards in pharmaceutical
sector. The implementing timeframe of the international GMP standards in Taiwan was announced at December
19", 2007 by Department of Health, Taiwan. The Guide to Good Manufacturing Practice for Medicinal Products,
published by the Pharmaceutical Inspection Cooperation Scheme (PIC/S) was used as the basis for inspections
since January 1%, 2010, and all western pharmaceuticals manufacturers should be inspected to comply with the
international GMP by the end of 2014.

In order to be acquainted with the implementing conditions of PIC/S GMP in domestic western
pharmaceuticals manufacturers, the surveys were carried out both in 2010 and 2011 using the questionnaires by
inquiring into the compliance status and timetable for complete compliance with PIC/S GMP. The survey result
of PIC/S GMP compliance status in 2010 showed that 27 western pharmaceuticals manufacturers have applied
the assessment/inspection of PIC/S GMP. Around 90% of western pharmaceuticals manufacturers were willing
to follow the announced timeframe to upgrade their facilities and systems. The result in 2011 showed that 47
western pharmaceuticals manufacturers have applied the assessment/inspection of PIC/S GMP. Almost 88% of
western pharmaceuticals manufacturers indicated they were going to apply the assessment/inspection of PIC/S
GMP compliance by the end of 2013. The other 12% of western pharmaceuticals manufacturers, who considered
themselves not compliant with PIC/S GMP, were planning to contract manufacturing or stop production of
certain products.

The survey results showed that most of domestic pharmaceutical manufacturers have followed the
announced timeframe to implement the PIC/S GMP. The cooperation of industry and regulator shall accelerate
to completely comply with international GMP, reach a new milestone of pharmaceutical manufacturing

authorization system, and achieve the win-win status of consumer, pharmaceutical industry and government.

Key words: Good Manufacturing Practice, PIC/S GMP, western pharmaceuticals manufacturers



