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Abstract

Background : The Clinical Trials Act came into force in April 2018, and it requires conduct of clinical trials
of medicinal product at a higher level of control than clinical trials regulated by the Governmental Ethical
Guidelines. However, this level does not reach the level of Good Clinical Practice (GCP), an international
standard for clinical trials applied in Japan to the trials aiming at new drug applications. In addition,
discussions and information sharing among stakeholders engaged in the operation of the Act are insufficient
from the perspective of protecting research subjects and assuring the quality of the trials.

Objectives : This study aims to clarify the challenges in implementation of the Act and make proposals for
improvement.

Method : This study uses a comparative analysis of the three regulations for clinical trials in Japan and a
discussion based on the authors’ practical experience. This first report focuses on the quality and safety
assurance of medicinal products.

Results, Discussions, and Conclusions : We should conduct clinical trial under the Act, recognizing that
the regulations under the Act define a policy of “Protection of subjects and quality assurance of the study,”
which is compatible with the GCP standard. Additionally, we need to improve the operation of the Act in
terms of investigational brochures, non-clinical studies, manufacturing standards, and adverse event
reporting to move closer to the level to GCP for the purposes of quality and safety assurance for
investigational medicinal products. This should be done at the level of the management system for the
research team and research institution. We will provide our additional analysis of quality control and
assurance of the study and for research subject protection in the second and the third reports.

Key words
Clinical Trials Act, investigational brochure, non-clinical study, manufacturing standard, adverse event
reporting
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Table 1-2 Abbreviations of the terms in the three categories of
Japanese clinical trial regulations used in this article
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Table 2 Comparison of the objectives of the three Japanese clinical trial regulations
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Table 4 An extract from the website of the Ministry of Health, Labour and Welfare

on the Clinical Trials Act
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Fig. 1 Definition of a clinical trial to define the scope of the Clinical Trials Act
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Fig. 2 Comparison of international clinical research regulations
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Table 6-1 Procedures to start a study defined in the Clinical Trials Act
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Table 6-2 Procedures after starting until closing a study defined in the Clinical Trials Act (cont’d)
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Table 7 Description of the investigational drug information in the Clinical Trials Act
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Table 8 Definitions of validation, verification, and qualification in GMP Notification

under the GCP Ordinance
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Table 9 Outline of the reporting requirements for serious adverse events or serious
adverse reactions in clinical trials in the three regulatory categories

BB - BRI - EERERMARICH T I2EERESER - KR -

BMERDRERTR & MELROBE"!

FHITER | ERREHIR RERT BRERAZE ERERHZ2 A
ERER"’
T | B FIKGR, - (BRI AR | PR R REL* REL
b0y 4 b IR | (RERELISL) | (&GYE) GEoBTh) | GEDBTH)
KEn|FEC - IS | THRIA E5,/ I5HEA |15HEA |30 HEA 7THEN
DENDLBTh 7HLA
Z OfhEE I5HEN  |Es 15 HEIN
15 HEAN
Bl B - FECiC [1I5HBIN [ #E5 30 HEIN | a2 I I 15 HEAN
DEDBDIBEN 15 HBIN
LRe st IR | WIS | S ISR | BRI

* 1 FRIRAFZE -

ABRTIE, BRI ETIRAN - BB TR S B O R - ZHE ABROBESGIMMOR,» 5 ZHE) (S

BT B L RINRS, BRI TS B0 BMENG A L, U L X 5 & 5 POkm SIS0 A~ R, &
SR C BB EDAT A & BRI - EATASN05 C LA RN 2 & RIS, BRI 5. SHECO
[ | 4RO, RG] 3, Ao A
*2 BRI CRASBERO S SHHERRII% = OERRESEDNS W] 1S5, i - EFRHI% TR ERMGO

HlEERDAW [HERR]. EEEOERIITIZFEE.

%3 ERRIIZE CIIMB O K - BASWE & URH0S TIREEBIRIC OO TE 3L T a5, it gud [ idksrh 3.
R TCIIEEOE - ZEASWHEIZIINALTART, YEHREIZIZIO 5RRBEKROEETE 20 [HIfEH] oA £z,
WS AR BRI TR O R - BB S - YHT 3L T3, B, YEWEERIORT o a0k, B
ALERER - (RREE R, SR TR A SO R, WEOE» S ZRBANE HBIZ] L Ehb.,

k4 RS - ARSI OBAIT, AEAIZKD TS FRMRBAE L 28AI10E R [AEFER] L3hs2, %%

EDBENNH 2551008, IhoDHEZEIAEAEL LTHRENRELS.

W B B,

42 HREREECIEHRERICEYT 23S
(Table 10)

ZZT, mRRICk LT —EREE B Xz,
FRIRHIZE - BREE RIS B AakEE LT, R
BIER DA M & R IREE RN B9 2 3R DV TGS
5.

FRRBARDOHEIZ DN TIE, GCP AN 2 4%
15 (10) T [EMEM] 124 2 Eaie L g
Shie (FEG5H%OWK - FHBOITE, MY
I CORIRBEROINEY, 4, % EDFED
EZ27). GCPEATIHIEEROEEDLN 5 FIE
AEREELTWED, RHT [TRRBROA MK
Zhrbod] LML TS (485523
HEEH) . Z07, R¥ERBEICELTE, KR
@A E T X h 7= B AT EES L DITA
BRI - RIREEIRARE, X -BBEOR, BB

DNTWE SN, HIEOEE R SN D, HLFE
TR R OMFZIE, RRBERATETE RS
DOANPREENDIOTEEIL /A XL nBT &
AT OIS,

GCPEMIZH T 2 HEDHF 2 7L HHIRAFZE -
KRR TOIGHTE S, L Lahrs, HiE
&L, WRIKAFZE Tl 4 2 e AT IR A OO A
2 TR GRA L] LWL 225610, MSHR
ERGT, HWMARICHETZI VRN L D 5.
20729, HYTBEMOAL 6, fEF— 4
NT, [BR%E] ICIRS T, TAFHER] IO T
BElL, 2B 2CKRBERELEEZ 6N
LOLSHZDWTIE b 5] LOMNEDTT
BBID RIZHME T 250 IBIc &, KRR
SEbhd [HER%] LEMT 2 2 L0l E%E
W7 — &, & 2\ W IZFHERREIC B 2 LA
HodhT, Mk 2 a8 ETH Y, ZhiZk->
CTGCPKDMEME 5 E L b5, FiC,

—145—



BRPR Pl 47%&1% 2019

Table 10 Causality of a serious adverse event and information sharing in a clinical trial
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Table 11 An outline of the penal provisions of the Clinical Trials Act
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