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Abstract™ HRDOEL OHIRIZBNWT, JAIRXR—ADT 71—
In December 2014, the PIC/S Expert Circle ran a FOMAAEFEFRIML TWVD I L % KB LGMPAS
QRM training event at PMDA. This was the first S e =
major PIC/S training event for regulators hosted by ZAEL TV 2 &) FRE R L 2PIC/SIE, QRMIC
PMDA following Japan's joining PIC/S in July 2014. B9 5T X A/8— M — 27 VA FKIZL, 200647252011
It was also the first of three such events being run 0 sim SRS s
for GMP inspectors (in Japan, US and Europe) and it el fmo o O R A oD
focused on moderately advanced QRM. The 64 EEEDOIL —= @A L L LICEERBET AT
participants were regulators from almost 20 countries, FBHEODY) AT NR—ADT T O—F %M L7120 D
including trainers, and all of them were involved in X figt 5 & RS
GMP inspection. From Japan, staffs from MHLW, # QRMOGEFICBIBEFEE O LML —=>7
PMDA and prefectural governments were DIRMED D, 2 RQRMI F A/8— FH— 27 )V &
participated. The training was a great success and 20124\ 2837 L 770
much sharing of knowledge occurred. This event
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PMDA International Strategic Plan 2015

Introduction

*PMDA’s primary responsibility: Providing a reliable environment which affords quicker access to more
effective and safer medical products

* Change of environment surrounding PMDA: Globalization of research, development, manufacture, and
distribution of the products, Expectation to PMDA for International Contribution

VISION | To contribute to the world through regulatory innovation 3 Visions
Vision Il To maximize the common health benefits to other countries/regions
Vision lll To share the wisdom with other countries/regions

Strategy 1:Taking the lead, and disseminating the information around the globe

=» \With be Established “Regulatory Science Center”

Strategy 2: Promotion of international regulatory
harmonization and global cooperation

Strategy 3: Increase « “ficiency of inspections that may 5 St rate ies
C lead to fi* .re international work-sharing 8
strategy 4: Contribution to international regulatory harmonization activities

Strategy 5: Provision of information and training programs that are
essential for building regul>*~-, _..uciey ... . ~*mer countries

=» \With be establishe®Asian Training Center”

e Cultivation of human resources Solid basis to implement strategies
* Strengthening of translation, dissemination of information,
and information analysis




Roadmaps to implement Strategy 3

3rd Mid-term Plan 4th Mid-term Plan

In 3 yrs In 5 yrs

FY 2015 | FY 2016 | FY 2017 | FY 2018 | FY 2019 ~ FY 2023

Increase efficiency of inspections

GMP

Strengthen PIC/S activity

Conduct co-trainings and inspections with :
Review report exchanges

Asian Regulatory Authorities

Take steps towards MRA sign-offs

QMS

I I
Review report

exchanges

Promote up-skilling of inspections / conduct of co-inspections

Strengthen MIDSAP activity

GLP

I
Actively lead OECD/GLP

as a chair |

Promote equalization of inspection skills within OECD

GCP

i
Plan a mgodel for mutual use of
US/EU/Jgpan inspection results Set up a platform for

. : L GCP cooperation
Conduct workshops in emerging countries, and i

promote mutual acceptance of inspection results
1 1 1
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Asia Training Center for Pharmaceuticals and Medical
Devices Regulatory Affairs

£ Plan, design and coordinate training for Asian regulatory

authority staff
_* Provide training opportunities including on-site training

» Help raise the level of regulations in Asia as a whole.

Asia Training Center
(within PMDA)

(B?TAEPEC Training
_ _ I’EE’fO[Qllnlca| Trlal
= [an d P Pharmaco '

-




Planin FY2016

* PMDA Training Seminar

v'Pharmaceutical Area (July, PMDA)
v'PIC/S GMP (December, Toyama, Japan)
v'"Medical Device Area (February, PMDA)

* APEC-LSIF-RHSC CoE Pilot Workshop

v'"MRCT/GCP Inspection (4Q, PMDA)
v'Pharmacovigilance (4Q, PMDA)

* PMDA Oversea Training Seminar
v'Pharmaceutical Area (3Q, Bangkok)
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PMDA [IEF RFEEMEFEF NI HERNL
GMP SESHIELTOSSLIZSMLET

ER28F 11825 —a—X)1)—X

R

PMDA (. Frl28 F£11 24 BASARTOATSLIZSMT BRI LEROFELT -,
RKITOQTSLADSMIZKY ., SFHERYRODO T, IZSNT 5225 EHRG NS
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Press release:
PIC/S Meetings in Manchester (United Kingdom) July 2016

https://www.picscheme.org/useruploads/documents//Newsletter Manchester 2016.pdf

the EMA (European Medicines Agency) — PIC/S Joint
Drafting Group on the revision of Annex 1 (sterile
manufacturing) of the PIC/S-EU GMP Guide is In the
process of revising Annex 1 and a first draft will be issued
shortly for PIC/S and EMA internal consultations. A joint
public consultation with the EMA will be organised at a later
stage.

EMA&EPIC/SDBRIFSTMER Y IL—T TEAnnex1Z#ERET 1,
RDFZI7hEFLEEITL. SRR TEREEAXRA,
FND1% . EMAEPIC/SI7ET ‘Public Consultation’ ZEEF E ?



T—ATEHICETEAHAZ1Y

MHRA
MHRA GMP Data Integrity Definitions and Guidance for Industry March 2015 (2016/3)

FDA
Data Integrity and Compliance With CGMP Guidance for Industry DRAFT GUIDANCE
(2016/4)
EMA
Good manufacturing practice (GMP) guidance to ensure the integrity of data (2016/8)

PIC/S (%)

GOOD PRACTICES FOR DATA MANAGEMENT AND INTEGRITY IN REGULATED GMP/GDP
ENVIRONMENTS (2017/2K&ET ZHRERIZFZ T FEESEH)
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(DRAFT PIC/S GOOD PRACTICES FOR DATA MANAGEMENT AND
INTEGRITY IN REGULATED GMP/GDP ENVIRONMENTS)
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(DRAFT PIC/S GOOD PRACTICES FOR DATA MANAGEMENT AND
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