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i R AT AR To: Prefectural Health Department (Bureau)
# 53 )

E]]
Evalution and Licensing Division, Pharmaceutical and Food Safety Burcau,
Minisiry of Health, Labour and Welfare

AR RO AT — F HHICE T S A E 2 HiZonT

Basic Principles on Electronic Submission of Study Duta for New Drug Applications

'. B L ':l_'-.\ J || &l']jmf'i&l;"t 'l"-'-!i 256 H 14 Hr%L].'.iE"){
A B3
COREMED R S, &
1 .’H_i} BT, PHDA B &4

The Japan Revitalization Strategy {adopted by the Cabinet on June 14, 2013) indicated

than it is essential 10 sirengihen the system of the Pharmaceuticals and Medical Devices

Agency (hereinaller relerred 1o MIIA) with respect 1o both quality and quantity, and
the Healthcare and Medics
2013) further sta

FEViews,

Strategy isters, Junc 14,

reement among relevant mi

s that PMDA shall take the initiative in utilizing clinical dua for its

LA ’ﬁ"""rﬁb??' . F
l’ul NI, ﬁ-"kifﬂ’ilim "’"-UJI']h AN
- Sxi - W B AT L

E;-_. l'\sm. m NG ‘=:"-JJ!£ 26 46

With this, from fiscal year 2014, the Ministry of Health, Labour and Welfare has been
providing support for PMIDA for es

ishing its system 10 collect and analyze clinical

study data for efficient development of orphan dry, . i ive T7 S
Facilitate Development of Orphan Drugs. PMDA also established the Task Force for 2 6 6 2 O E .

Advanced Review and Consultation with Electronic Data on September 1, 2013 and

~YHL |, RIEHT

reorganized it into the Advanced Review with Electronic Data Prometion Group on April

THAFR RS LTS 1, 2014 to discuss specific operations of reviews and Itations that will further utilize
NETOBRMBERLEEAT, Fl 28 FRLE, Tv7F— ¥ oii the application data. % ﬁ %E%O 6 2 O 6-’5
i< D#FZHE, [P E - t I"f'xlj %
FOLBOERD ELEOT, §
. JEE BRI S,
feds, AGEEIT A
HIZBT S IEMERlz VT, Sk, '-'B'JuEJLfJ'J.ﬂ‘-t'Z: i i

T s == febs, = .
e ) Please note that this notification deseribes only the general principles and that the details g E I a ] u
¥, ARlEID S LA A (4050 2 Al B R IRHLTWS D

regarding electronic submission of study data for new drug application will be notified at
AR L

Based on the results of discussions we have had, we have compiled the principles entitled

“the Basic Principles on Electronic Submission of Study Data for New Drug Applications™ = Ry P RS = a
as shown in the Appendix in order to star asccepting electronic study data from fiscal year ; jj ,%~ n n A

20016, We ask you to inform marketing authorization holder placed under your

Y 4

ERTLOTHY, K

adminisieation o utilize it for their business operations.

ssicn of the Japancse Notiflcation is provided for
cy between the Japanese original and the English 1

e purposes only. In the evest
lation. the former shall prevail

© BH.QALHLBEARFELERFETAR

- http://www.pmda.go.jp/operations/shonin/info/iyaku/jisedai/file/140620-tsuchi.pdf
& - http://www.pmda.go.jp/operations/shonin/info/iyaku/jisedai/file/140620-tsuchi e.pdf

R
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