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Abstract

Recently, product recalls have been repeatedly reported owing to quality issues caused by critical failures
of GMP control and organizational fraud. Preventing recurrence of quality issues to regain public trust in
the pharmaceutical industry is a top-priority duty of marketing authorization holders, manufacturers, and
regulatory authorities.

Meanwhile, the revised Act on Securing Quality, Efficacy, and Safety of Pharmaceuticals, Medical Devic-
es, Regenerative, and Cellular Therapy Products (PMD Act) was enforced on August 1, 2021, by which the
establishment of a legal compliance system was stipulated as a duty for pharmaceutical industries.

On the same day, the revised GMP Ministerial Ordinance (GMP-MO) was also enforced to introduce the
Pharmaceutical Quality System in manufacturing sites, aiming for the international harmonization of GMP
standards as well as prevention of the recurrence of quality issues.
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In this paper, I outline the expected roles of the revised GMP-MO in the prevention of quality issues, fo-

cusing on its revisions and the background of the revisions, with reference to relevant notifications.
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JE A ) R A R A PR, BRI - R
P RRE BESRGEYATLAICHT LA R
FA LZOWT CPB224E 2 H19H M AR A%
0219%5 1 5, FEARRRIB0219% 1 5).

Chief of Pharmaceutical Evaluation Division / Chief of

(1]

Compliance and Narcotics Division, Pharmaceutical and
Food Safety Bureau, Ministry of Health, Labour and
Welfare. [Iyakuhin hinshitsu system ni kansuru guideline
(Heisei 22 nen 2 gatsu 19 nichi tsuke yakushoku shinsa
hatsu 0219 dai 1 go, yakushoku kanma hatsu 0219 dai
1 go).] https://www.mhlw.go.jp/web/t_doc?datald=00t-
b5873&dataType=1&pageNo=1 (accessed 2022-02-09)
(in Japanese)

JEA G748, GMPAAOINE (5 3 10l B FH e 36 i
OB L O 720 ORI DB ) H I B
A BEGRL (P94 5 H18H BfiEs)).
Ministry of Health, Labour and Welfare. [GMP shorei
no enkaku (Dai 3 kai iyryoyo iyakuhin no gizohin

(2]

ryutsu boshi no tameno shisaku no arikata ni kansu-
ru kentokai sanko shiryo 1 (Heisei 29 nen 5 gatsu 18
nichi kaisaibun)).] https://www.mhlw.go.jp/file/05-Shin-
gikai-11121000-Iyakushokuhinkyoku-Soumuka/iryouy-
ouiyakuhinngiouhinnryuutuubousi3-1sannkou.pdf (ac-
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[3]

[4]

(5]

BUEHRTEEE - MFEEA & OEH

cessed 2022-02-09) (in Japanese)

JEL A7) R 3R A R B AR - R R R, B
B e OV AL O BLEE B OV A L o ke
B BB 4 ORERVIZ oW T CEH254E 8 H30H
T 3R AR RRIE083055 1 ).

Chief of Compliance and Narcotics Division, Pharmaceu-
tical and Food Safety Bureau, Ministry of Health, Labour
and Welfare. [Iyakuhin oyobi iyaku bugaihin no seizo
kanri oyobi hinshitsu kanri no kijun ni kansuru shorei
no toriatsukai ni tsuite (Heisei 25 nen 8 gatsu 30 nichi
tsuke yakushoku kanma hatsu 0830 dai 1 go).] https:/
www.mhlw.go.jp/web/t_doc?datald=00tb9580&data-
Type=1&pageNo=1 (accessed 2022-02-09) (in Japanese)
JEA IR RS - ATH TR R R A IR R, R
DBGEWTERRE L BEEBORKEGHEITIR S R
DFEREZDOWT CER284E 1 A19H £ 1) A4 8 A5
01197 1 ).

Chief of Compliance and Narcotics Division, Pharmaceu-
tical Safety and Environmental Health Bureau, Ministry
of Health, Labour and Welfare. [Iyakuhin no seizo hanbai
shoninsho to seizo jittai no seigosei ni kakawaru tenken
no jisshi ni tsuite (Heisei 28 nen 1 gatsu 19 nichi tsuke
yakusei shinsa hatsu 0119 dai 1 go).] https:/www.mhlw.
go.jp/web/t_doc?datald=00tc1544&dataType =1&page-
No=1 (accessed 2022-02-09) (in Japanese)

JEA SR RS - ATGHTAE R A IR, BEUUE
B RRIE KR, BRIE O BERGE KRR ICHI L
7o BB OBUKICOWT CRK284F 6 H 1 HAHTSE
A RAFE0601 55 3 75, FELEEEIRIE060L5 2 75).

Chief of Pharmaceutical Evaluation Division / Chief of
Compliance and Narcotics Division, Pharmaceutical Safe-
ty and Environmental Health Bureau, Ministry of Health,
Labour and Welfare. [Iyakuhin no seizo hambai shoninsho
ni sokushita seizo to no tettei ni tsuite (Heisei 28 nen 6
gatsu 1 nichi tsuke yakusei shinsa hatsu 0601 dai 3 go,
yakusei kanma hatsu 0601 dai 2 go).] https:/www.pmda.
go.jp/files/000213485.pdf (accessed 2022-02-09) (in Japa-
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nese)

JELAE G744 DR 3K - AR TG AR )R B LG R - R IR
PR RN S O EIE AL o0 B PR OV
HHOREEIZHT 2H5O—HLIEICO>WT (4
FI34F 4 H28 HAT 1T 34 BERR1I042855 2 7).

Chief of Compliance and Narcotics Division, Pharmaceu-
tical Safety and Environmental Health Bureau, Ministry
of Health, Labour and Welfare. [Iyakuhin oyobi iyaku
bugaihin no seizo kanri oyobi hinshitsu kanri no kijun ni
kansuru shorei no ichibu kaisei ni tsuite (Reiwa 3 nen 4
gatsu 28 nichi tsuke yakuseikanma hatsu 0428 dai 2 go).]
https://www.mhlw.go.jp/web/t_doc?datald=00tc5900&-
dataType=1&pageNo=1 (accessed 2022-02-09) (in Japa-
nese)

— I [ AL RS BT e 55 =B R E &
A L (2015411 H25H). The Chemo-Se-
ro-Therapeutic Research Institute daisansha iinkai. [Chosa
kekka hokokusho (2015 nen 11 gatsu 25 nichi).] https:/
www.mhlw.go.jp/file/05-Shingikai-11121000-Iyakush-
okuhinkyoku-Soumuka/0000106165.pdf (accessed 2022-
02-09) (in Japanese)

JE A G748 PR 3l R R A A R, B AR - R
PR THRAIBSICET A4 FI4 >~ [WEY
ATATAY MIETEIHA FFA4 ] RO TE
FmE Y AT AT A4 FI4 V] 1T 5

EEOBZAE (Q&A) 12D\ T CER224E 9 H17HAHT).

Compliance and Narcotics Division, Pharmaceutical and
Food Safety Bureau, Ministry of Health, Labour and
Welfare. [Seizai kaihatsu ni kansuru guideline, hinshitsu

(91

risk management ni kansuru guideline oyobi iyakuhin
hinshitsu system ni kansuru guideline ni kansuru shitsugi
otoshu (Q&A) ni tsuite (Heisei 22 nen 9 gatsu 17 nichi
tsuke).] https://www.mhlw.go.jp/web/t_doc?datald=00t-
b6463&dataType=1&pageNo=1 (accessed 2022-02-09)
(in Japanese)

JEL A 55 4 44 R 3R A R A A BRI, BESLIRE -

BRI SERE. MEV AR T A Y MCHET S
HANTA Y CERI8H9 A 1 HAHT AR
090100475, FLEERRFEAE09010057).

Chief of Compliance and Narcotics Division, Pharma-
ceutical and Food Safety Bureau, Ministry of Health,
Labour and Welfare. [Iyauhin hinshitsu risk management
ni kansuru guideline (Heisei 18 nen 9 gatsu 1 nichi tsuke
yakushoku shinsa hatsu dai 0901004 go, yakushoku kan-
ma hatsu dai 0901005 go).] https://www.mhlw.go.jp/web/
t_doc?datald=00tb3172&dataType=1&pageNo=1 (ac-
cessed 2022-02-09) (in Japanese)

[10] PIC/S. Good practice for data management and integrity

in regulated GMP / GDP envitonments. PI-041-1. https://
picscheme.org/docview/4234 (accessed 2022-02-09)

[11] BE3E etk anit o iihs. GMPIZBE & WF7Eih ).

https://www.pmda.go.jp/review-services/gmp-qms-gctp/
gmp/0010.html (accessed 2022-02-09)

Pharmaceuticals and Medical Devices Agency. [GMP
ni kansuru kenkyu katsudo.] https://www.pmda.go.jp/
review-services/gmp-qms-gctp/gmp/0010.html (accessed
2022-02-09) (in Japanese)
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