PRAEEFERF S 2022 Vol.71 No.4 p.368—372

<#HE>

HEFAETEIMSICHE T4 514 EEOERICEK S,
Good Manufacturing Practice (GMP) BEED# > 5 1 AbIlmT /-1k5d

AKEEEY, SFHIH Y, ARSI

VD PR R AR B SE R R e v 4 —
P T R A PR A B A T BB TR FE
¥ 7 PR A R A B PR AR B D AP TE 1 > & —

Consideration of online GMP inspections, by the experience of
online inspection trial at GMP training course in NIPH

MIZUSHIMA Hiroshi ", TERADA Hiroshi?, TAKUMOTO Yuki®, YAMAGUCHI Ichiro®

Y Center for Public Health Informatics, National Institute of Public Health
?Department of Environmental Health, National Institute of Public Health
¥ Center for Outcomes Research and Economic Evaluation for Health, National Institute of Public Health

iz

] 7. A S SRR 2 B TR ATAE, BB AT I 7 & U1 BE 3K BE RS 2 e A bl o SR L B O GMPHA
BEROZOOME L LT, [HEERESHIE] 217> Twa. HESHABITOIDL Z OB T,
JESZ X B RMEICI A C, BIETHOMII /M T, BEREIT- Cw575, Hilla o - RYHYEDHR
L B %o TIERERETIT > T2 b ORI 34EEE, M (3HM) IZowTidt+ro4 »
I2T20214E 5 A2, BEESRICOWTIZHEM LB TOREZES (1HH) T ZokofikEs
DELdEREREFTIA Y (1HEM) ITT2022E1 Ailiro72. ZOBE, ¥ 94 &V
HTEROPBRE L., BEAHIETOM OB &, 3R OFET T 2 AZHE DI H 12T
FTUSAUEBIWTLTIT) S L otz

HHIZ5%, V94 Y TTHOBMEDOL L, N1 7Y v FIER TOREREEE 217 - 728 8
Kea llfddrdb00, WEEMAL I ETHRNLRERFEE LTOWNEEZEL 7.

LBl DOREERDS, SHOF T4 YEGEOWRERIC ORI EE E 2, SHEET 5.

F—T—N: 1t o4, GMPHEELE, IFEHAZTIHUME, HE o FRGE

Abstract

Every year, the National Institute of Public Health (NIPH) conducts “Pharmaceutical Hygiene Manage-
ment Training” as training course for pharmaceutical inspectors belonging to 47 prefectures and PMDA to
carry out GMP inspections. In this training, which is held every year for 5 weeks, in addition to the class-
room training, mock inspections are conducted with the cooperation of the pharmaceutical plants. In the
fiscal year 2021, we gathered online in May 2021 for classroom lectures (3 weeks), preparations for mock
inspections and on-site inspections (1 week), and then compiled the report. At that time, we examined
whether online inspection could be done. With the cooperation of the pharmaceutical plants, an online in-
spection was also conducted in hybrid style among three training teams.

As a result of conducting a hybrid style mock inspection exercise with 5 participants in the field and 7
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participants online, we convinced the possibility of online inspection as an efficient inspection method by

making improvements, although there are various restrictions.

We hope that this experience will lead to the possibility of online inspections in the future, and we report this time.
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