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PIC/S: Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme
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Japan and Korea to join PIC/S

Geneva (Switzerland), 19 May 2014: The PIC/S Committee, meeting in Rome (ltaly)
on 15-16 May 2014, has invited Japan and Korea to join PIC/S as of 1st July
2014. Japan will become the 45th PIC/S Participating Authority and will be
represented by the Pharmaceutical & Food Safety Bureau of the Ministry of Health,
Labour & Welfare (MHLW), the Pharmaceutical and Medical Devices Agency
(PMDA) and the GMP Inspectorates of Japan's Prefectures. Korea's Ministry of
Food and Drug Safety (MFDS) will become the 46th PIC/S Participating
Authority. Both Japan and Korea applied for PIC/S membership on 9 March 2012
and 10 April 2012, respectively.
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PIC/S Press Release

Japan’s Accession to PIC/S

Japan applied for membership in March
2012. A paper assessment was conducted
in view of its accession to PIC/S, followed
by an on-site visit on 9-13 September 2013.
Due to the size of the assessment and
the workload involved, the assessment of
Japan implied a larger than usual audit
team composed of seven PIC/S experts. At
the Committee meeting of 15-16 May 2014,
the audit team recommended to the Com-
mittee to accept the PIC/S membership

application of Japan. The accession of Ja-
pan was welcomed by Mr Haruo Akagawa,
Director of Compliance and Narcotics Divi-
sion (MHLW), who thanked PIC/S on behalf
of MHLW, PMDA and the Prefectures Ins-
pectorates. He expressed his appreciation
for the hard work carried out by the audit
team and welcomed the fact that accession
to PIC/S had conferred an international
recognition to the Japanese GMP regulation
system. He reiterated the Japanese autho-
rities’ commitment to PIC/S objectives and
expressed their willingness to promote and
contribute to PIC/S activities.

ER265E6 H3H PIC/S Press Release
http://www.picscheme.org/
publication.php?id=7
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