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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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Austrian Medicines and ¢ — Slovenian Agency for Medicinal Products
— 1 anN=—
! F-ARU7 Medical Devices Agency 27 A 7 and Medical Devices (JAZMP)
Belgian Federal Agency for g ZRAD Spanish Agency of Drugs and Health
2 N)L¥— Medicines and Health Products Products (AEMPS)
: (AFMPS.) : 29 2YT—F Swedish Medical Products Agency
Cypriot Pharmaceutical Services (MPA)
3 *70X . -
(CyPHS) 30 24 R Swiss Agency for Therapeutic Products
4 Czech State Institute for Drug Control (Swissmedic)
(SUKL) 31 NH 54+ Ukrainian State Administration on
FraHME 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
6 Fog—4 Danish Health and Medicines A1F¥YR (MHRA)
Authority (DHMA) 3 United Kingdom's Veterinary Medicine
- Estonian State Agency of Medicines Directorate (VMD)
7 IRXR+Z7
(SAM)
8 245Uk Finnish Medicines Agency (FIMEA) Ak - mR
9 French National Drug and Health No. 4 L5
Products Safety Agency (ANSM) R
TIVR French Agency for Food, 34 hr4 Health Canada
10 Environmental & Occupational 35 KE U.S. Food and Drug Administration
Health Safety (ANSES) (US FDA)
German Federa! Ministry of Health*/ 36 | TLEVFY Argentinian National Institute of Drugs
Central Authority of the Laender for
11 N ) Health Protection regarding - s
Medicinal Products and Medical TUT - R¥EF
Devices (ZLG) *
12 £y Greek National Organisation for No. B4 L)
Medicines (EOF) 37 | A== rSYT Australian Therapeutic Goods
Hungarian National Institute for Administration (TGA)
Quality- and Organizational 38 iz Taiwan Food and Drug Administration
13 NHY)— Development in Healthcare and = (TFDA)
Medicines NPT Indonesian National Agency for Drug and
(NIP - GYEMSZI) 39 | A¥ERYT Food Control (NADFC)
14 TFARZ VR Icelandic Medicines Agency (IMA —3 Malaysian National Pharmaceutical
- - geney ( ) 40 xb=>7 Control Bureau (NPCB)
15 TANTFE Irish Medicines Board (IMB) a1 | =2 ©—3 2 | New Zealand's Medicines and Medical
16 A2)7 Italian Medicines Agency (AIFA) k Pevwes 'Safetylz'?luth9r1ty (l\//iedlslafe?)
— N Latvian State Agency of Medicine 42 SUAR—=IL Singapore's Health Sciences Authority
17 2 MET (ZVA) (HSA)
Japan's Ministry of Health, Labour and
18 | YeETYvYasrqy Liechtenstein's Office of Healthcare 43 Ak Welfare (MHLW) */
19 rF=7F Lithuanian State Medicines Control Japar]l)s P.h armAa ceutlcal;l\zj[r]lgi AMidlcal
= Agency (SMCA) evices Agency ( )
. . " Korea (Republic of) Ministry of Food and
20 <ILAE Maltese Medicines Authority (MAM) 44 BE Drug Safety (MFDS)
21 Too4 Dutch Health Care Inspectorate (IGZ
: P G910 25un.752
2 Iy r— Norweglan( ]l\\]doei/llir)les Agency
- - - No. E4 45
o — . e Polish Main Pharmaceutical - - —
23 R=3VF Inspectorate (MPI) 45 4ZSTI Israeli Institute for Standardization and
- - Control of Pharmaceuticals (ISCP)
N Portuguese National Authority of South African Medicines Control Council
24 RILEAHL Medicines and Health Products, IP 46 m727Uh (MCC)
(INFARMED IP )
95 N—T=F Romapian NationalvAgencyvfor * HEHOMBEUVEODOYUBEELT
Medicines and Medical Devices
N Slovak State Institute for Drug
1t
2 | ARAFTRAE Control (SIDC)
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