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Press release: PIC/S meetings in Rome (Italy)

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.
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QRM Expert Circle DB

5518 QRM (Quality Risk Management) Advanced Training Course
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X http://www.picscheme.org/news.php#n68

The overall goal is the development and provision of an advanced QRM training course for GMP Inspectors.

This will enable Inspectors to effectively inspect Quality Risk Management activities and decisions on site at an advanced level and

to also effectively use the 2012 PIC/S Recommendation in relation to risk-based GMP inspection planning (Pl 037/1). 9



PHARMACEUTICAL INSPECTION
CO=OPERATION SCHEME

www.picscheme.org

Recent PIC/S Training

» Advanced Training Course by PIC/S Expert
Circle on QRM, hosted by PMDA, in Tokyo (Ja-
pan) on 8-10 December 2014 ;

» PIC/S-PDA ICH Q7 Training by Expert Circle
on API and PDA, in co-operation with MFDS,
with the support of the EU Commission, in
Seoul (Republic of Korea) on 22-23 January
2015 ;

+ PIC/S-PDA ICH Q7 Training by Expert
Circle on APl and PDA, in co-operation
with ANVISA with the support of the EU
Commission, in Brasilia (Brazil) on 10-12
February 2015 ;

+ PIC/S Expert Circle on GDP, hosted by
TFDA, in Taipei (Chinese Taipei) on 24-26
March 2015.

May 2015

Advanced Training Course by Expert Circlie on QRM, hosted
by PMDA, in Tokyo (Japan) on 8-10 December 2014.

Dr Shingou Sakurai, Director Office of Manufacturing/Quality
and Compliance (Japan / PMDA), Dr Kevin O'Donnell,

Chair of the PIC/S Expert Circle on QRM (Ireland / HPRA),
Dr Tawaragi, Safety Officer (Japan / PMDA), Dr Tatsuya
Kondo, Chief Executive (Japan / PMDA)
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2015.02.05 PS/W 1/2015
Concept paper on the revision of annex 1 of the guidelines on good manufacturing practice —
manufacture of sterile medicinal products @’4. Proposed timetable’ &Y
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