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Accession to the PIC/S and pharmaceutical quality system in Japan

Noriko Katori

In March, 2012, Japan made the application for membership of the Pharmaceutical Inspection

convention and Pharmaceutical Inspection Co-operation scheme (PIC/S) which is an international body

of a GMP inspection. The globalization of pharmaceutical manufacturing and sales has been a driving

force behind the decision to become a PIC/S member. For the application for membership, Japan's GMP

inspectorate needs to fulfill PIC/S requirements, for example, the inspection organization has to have a

quality system as a global standard. One of the other requirements is that the GMP inspectorate can

access Official Medicines Control Laboratories (OMCL) having high analytical skills and also have a

quality system based on ISO 17025. I would like to describe the process to make up a quality system in

the National Institute of Health Sciences and also the circumstances around the PIC/S application in

Japan.

Keywords: PIC/S (Pharmaceutical Inspection convention and Pharmaceutical Inspection Co-operation
scheme), OMCL (Official Medicines Control Laboratories), International Harmonization of GMP
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Cypriot Pharmaceutical Services » AVz—Tv (MPA)
3 *70% - -
(CyPHS) 30 4R Swiss Agency for Therapeutic Products
4 Czech State Institgte for Drug Control (Swissmedic)
(SUKL) 31 NS4+ Ukrainian State Administration on
FxaHfE Czech Institute for State Control of Medicinal Products (SAUMP)
5 Veterinary Biologicals and Medicines United Kingdom's Medicines and
(ISCVBM) 32 Healthcare Products Regulatory Agency
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Authority (DHMA) 33 United Kingdom's Veterinary Medicine
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French National Drug and Health N =] =
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Japan's Ministry of Health, Labour and
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¢ Slovak State Institute for Drug
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26 | ARSARTHNE Control (SIDC)
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