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Abstract

Implementation of a new legislation for clinical research in Japan has been recommended by the
Commission on Clinical Research Regulatory Systems set by MHLW (Ministry of Health, Labour and
Welfare) on December 11, 2014. With regard to clinical research not for JNDA (Japanese New Drug
Application for authorization of manufacturing and marketing), there is no legal system in Japan. However,
the clinical research using valsartan (Diovan®) for hypertension treatment recently developed critical
scientific misconduct problems. In the case that new legislation for clinical research not for JNDA is
implemented according to the recommendation by the MHLW Commission and legally separated from the
revision of the Pharmaceutical Affairs Law, we would face a very complicated regulatory system on clinical
research. Such a complicated regulatory system would not be preferable for stakeholders from the
viewpoint of proper understanding and excellent regulation of the legislation. A rigid and comprehensive
regulatory system for all clinical research including clinical trials for JNDA should be established as the
next step for improvement of the clinical research regulatory environment.

Key words

The Commission on Clinical Research Regulatory Systems (MHLW Commission), clinical research, a new
legislation for clinical research not for JNDA, clinical trial for JNDA, the revision of the Pharmaceutical
Affairs Law

Rinsho Hyoka (Clinical Evaluation). 2015 ; 43 : W11-W25. [Epub ahead of the issue publication]

—Wi11—



BR PRl 43%& 1% 2015

1. FU®IC

Tk 26412 A 11 HIZ [ERIRBFZEIZ 1% % il 0
10 JIZBT 2 et (BUTF, BRIRIFZE O HIE{E
D SRBRETR) ORFCIERY BHD L0 5.
ZNE TEBBIONRIZ K > T E b 5 =R
FUZDOWT, —EDY 227 %#E5 & DITHi 7= ik
R AT Z LT ST b, [EIRIFZEOH
FETE D AT 2R, SRR T 4 A3 ®
DR T — 2 NI LU TFR254E8 H i
JEAETFHRELD TISFE X 7z [ I AE Ak
DRI EFERICHET 2R RES] MK 26
FAHIZE LD FHRPIEFEICET 2485 10k
DWCHRE S N7z, #Hi R 0 BARK 2 itk
RIISHOMET GOV EN D 25, [BHqH, &
R RO ERERS (DT, BRERE) o
BEIRGEE 2 B R & 3 2 eSSk (1IR3
i, REREAT SO WE, AN RO ORER
ST AT (LUT, PESRE DOmers g 5ik) )
&, ERIRDIZRO 5 5, SULEIRGERFIC BB A ERIR
REE GRER) 2R EL Tk, SLEINGKRE
HIg & Uz WERRIFZE I RS S PR 2 Sk 0
FRITIZ R RN e s, 1S SR
FETRET % i 72 NS 2 o & 13 O LR RIC
fEDSToNhbEELO6N5.

A EE AR OERIRIE HE 2T L e LT
HARDERIRITZE OB OMER B BT L &> 72 T,
INFE THERIZIE > T e - 72 iRERIAT
D ERRIEPE W7 72 e BRI 2 B i E o B Z &,
HARDERMAOERRGISGE & U TRk & 55 ik
AL E A5, —HT, RIEMEREESRER
OHFIZEENGERRH OB 2 NE DT, 1R
LIS O ERRIFE % B8 C OB HE & 4 3858102,
RRIRITZE A F2hE§ % RS EE, BRIKATZEIC 24
D WEREIZE 5T, B COMMIZER A
BECERBZZ LB BVNOPENSHIZEETH
D, +aEBmEABEEE LS.

AR T, ERRITZE 33 5 Bl T OEBIHNIC
DWW, B TOFEREARIR Tt & G2 55

BeBRL, SROEELZWMDMAEE L TH
.

AR B B HIRTIZE, BRARR, BB MEC
DN
HRIIRIE~A Ly v 2 ESY, RO TAARR LT
% e RS Y % mPEAESEY | CE 26412 A
22 HAM) (BT, #Afrdgsh) wk5< soT
b5, WHRRBIHEMIRD > 5, T A (A
FBEHZ D) S D TH Y, BEIIIEIESE
TR Bk 0 BLE IS KR & B & 3 IR A B
ThH . HIKTIREOBIEED R EOREOR
WERT ORI FC 2 6 DB # Fig. 1IoR

2. [BRERTAZICERBHIE DI IS
BY 5= ] DIRSBIE

ERIRWFZE D HIEEAE D HMET 2 D BRAS RS H IR
X N4 S OIS % Table 112/87F. Table 1IdA
RIEREHONFICEESDRRAMATE LD
D THY, EIRWZEDH 72 2 E AN R
WY 5LEZ o HEE BT 285
OBEE] BCRER L, SakiBHEN (9 5 %
1 7 HELOBERENI DI EELZ6h %
HE BRSO ETE, ZiE ] Blicidii L <
W5,

3. BREREATR % & < B REDENE

31 AEMRETIEFZRMRICEAT 3MHE
st (A MBS

P 2542 H 2 6 IR @A - SCBFFEE O
ARIFEEZE UTEHNE, BRMEDOEhTh
DI AHAT 5 Z E TRIE LSRG IR Z
N5 DRI E & B IZ 2RI L, SEfH#E A
ML 2> TV BRI A T 2 BE RS R
Tz, WA mEREET CP& 26412 A 22 H A10)
DM, il 0D 5 MUHEE G5 0 BE R IF 2% 4%
KPR 2548 A2 6 Mgt & h, BRIKWIZE T —
2 OIGTEMERELR &0 S i S A PR EHC &

—Wiz2—



Clin Eval 43 (1) 2015

Fig. 1 Relationship among clinical research, clinical trial and clinical trial for JNDA before
implementation of the proposal dated Dec 11, 2014 by the MHLW Commission
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Table 1 Proposal of clinical research legislation -Summary including authors’ interpretation-
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Table 2 Main revision points of the integrated ethics guidance (& WELREL)
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Fig. 2 Systematic diagram of the legislation regarding regenerative medicine
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Fig. 3 Systematic regulation for the clinical research dependent on the purpose of researches
and the kind of investigational products based on the assumption of the stand-alone

legislation on clinical research
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Table 3 Comparison table between CTA/IND and CTN (Clinical Trial Notification)
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