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“How to Better Comply with the Revised GMP Ministerial Ordinance” and “Current Status

and Outstanding Issues of Digital Transformation (DX) in Pharmaceutical Manufacturing”

The Kansai Study Group (KSG) will present two topics: “"How to Better Comply with the
Revised GMP Ministerial Ordinance” from the GMP Ministerial Ordinance Study Group and
“Current Status and Outstanding Issues of Digital Transformation (DX) in Pharmaceutical
Manufacturing” from the DX Study Group.

The GMP Ministerial Ordinance Study Group will present recommendations on how
pharmaceutical companies can respond, focusing on Regulatory Compliance, Pharmaceutical
Quality Systems, and Quality Risk Management. DX Study Group will summarize the concept
of DX in Pharmaceutical industry and present the results of investigation on how the
Pharmaceutical companies are taking approaches in each GMP area (Manufacturing, Quality,

Facilities, etc.).



JERE1
WIE GMP &5 AINEDLY ., AZFLETNIEESHZNDH

YEils MR (KEERIEHRARH)

SIE GMP BN M ETIE,. ST 3 F 4 BICHKEINIBIEIGMP A4 1AL T, #FE D
EBIUEBRFICESTHAMNEDLY  AZLATNIEESGENMN I EWSER R T, T E
H1-. SEIOHRIETIE, 2014 FEIZAKRA PIC/S [TMBLI=Z &4, ERELE (RS
B (6DDF vy 7  EITEIMIG) HERIESNFEWSBRICEEFEST . &ED
GMP E R EHI CTRIBELG>TWAIRERIEDESTIIDVLWTHHAEShTILVS, §ED
HMETIH. TRRBBEOETI. [EXRREVATLI.[REVRIIROAUMND 3 D%
BYHIT. CNoFBUIERT 5=HICIEZEDKISLEERISEELEZANERLOMNIZDL
TEHEAT 5,

The revised GMP Ministerial Ordinance: What Has Changed and What Must Be Done?

Kazuo Horikoshi (TAIHO PHARMACEUTICAL CO., LTD.)

KSG-GMP Ministerial Ordinance Study Group studied the revised GMP Ministerial
Ordinance issued in April 2021 from the perspective of “what has changed and what must
be done” for pharmaceutical companies and peripheral companies. The amendment is not
only limited to the changes that Japan's accession to PIC/S in 2014 has led to the
legalization of operations consistent with international standards, but it also clearly states
“comply with the requirements of the Marketing Authorizations” which has become an issue
in recent GMP violation cases. In this session, we will focus on the three areas of
“compliance with requirements of the Marketing Authorizations,” “pharmaceutical quality
system,” and “quality risk management,” and discuss the areas that require attention in

order to properly implement them.
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Current status and response to digital transformation (DX) in pharmaceutical manufacturing

Shigeki Toge (PQE Japan kk.)

Digital Transformation (DX) was proposed in 2018 by a study group of the Ministry of
Economy, Trade and Industry. Various proposals and systems aiming at value creation have
been raised through a combination of two technologies, “data ” and “digital technology”,
and it is now a very hot area.

Based on the DX Promotion Index by the Ministry of Economy, Trade and Industry’s, the DX
Study team in the Kansai Study Group developed a new maturity model that visualizes the
progress of DX in the areas of manufacturing, quality, and engineering, and investigated the
degree of promotion and issue of DX in several active companies.

We would like to report the discussion on "DX to be aimed” with our research activity.



