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ABSTRACT

The implementing timeframe of the international Good Manufacturing Practice standard (i.e. PIC/S
GMP) was announced at December 19, 2007 by the Department of Health, Taiwan. The PIC/S GMP standards
are used as the basis for inspections since January 1%, 2010, and all western pharmaceuticals manufacturers
should be inspected to compliance with the PIC/S GMP by the end of 2014. In order to be acquainted with the
implementing condition of PIC/S GMP in domestic western pharmaceuticals manufacturers, the surveys were
carried out respectively in 2008 and 2009 using the questionnaires by inquiring into the compliance status and
timetable for completely compliance with PIC/S GMP.

The survey result of PIC/S GMP compliance status in 2008 showed that 12 western pharmaceuticals
manufacturers considered themselves complied with the PIC/S GMP. Around 90% of western pharmaceuticals
manufacturers considered themselves in need to upgrade their manufacturing facilities, equipments and system.
Few western pharmaceuticals manufacturers, which considered themselves may not comply with PIC/S GMP,
was planning to contact manufacturing or stop production of certain products. The survey result of timetable for
complete compliance with PIC/S GMP in 2009 showed that 91% of western pharmaceuticals manufacturers were
willing to follow the announced timeframe to upgrade their facilities and system. Besides the fifteen western
pharmaceuticals manufacturers which have applied the assessment/inspection of PIC/S GMP compliance, 77.1%
of western pharmaceuticals manufacturers indicated they are going to apply the assessment/inspection of PIC/S
GMP compliance before the end of 2011.

In conclusion, the survey result 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 reach the win-win status of consumer, pharmaceutical industry and government.
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