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Provisional Transkation {as of Junc 2014) «

MNotification mumber: (620-6
June 20, 2014
To: Prefectural Health Department | Burcau
Evaluation and Licensing Division, Pharmaceutical and Food Safety Burcau,
Ministry of Health, Labour and Welfare

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

The Japan Revitalization St

egy (adopted by the Cabinet on June 14, 2013) indicated
o strengthen the

that it is esser

stem of the Pharmaceuticals and Medical Devices
Agency (hereinafter referred 1o as PMDA) with respect 1o both qualir

and quantity, and

the Healtheare and Medical Strategy greement among relevant ministers, June 14,
2013) further states that PMDA shall take the initistive in utilizing clinical data for its

reviews,

ar 2014, the Ministry of Health, Labour and Welfare has been
providing support for PMDA for establishing its system 1o collect and analyze clinical

With this, from fiscal

study data for efficient development of orphon drugs, etc. as a part of the Initintive 1o
Facilitate Development of Orphan Drugs, PMD, » established the Task Force for
Advanced Review and Consultation with Electronic Data on September 1, 2013 and

reorganized it into the Advanced Review with Electronic Data Promotion Group on April
1. 2004 1o discuss specific operations of reviews and consultations that will further utilize
the application data,

Based on the results of discussions we have had. we have compiled the principles entitled
“the Basi

Principles on Electronic Submission of Study Data for New Drug Applications”

as shown in the Appendix in order to sta

ceepting eleciranic study data from fiscal

2006, We ask you to inform morketing authorization holder placed under your

administration to utilize it for their business operations.

Please note that this notification describes only the general principles and that the details
regarding electronic submission of study data for new drug application will be notified at

Iapanese

ded for reflen

BHl. QALHAARFELEEBTLR
H ZAZE : http://www.pmda.go.jp/operations/shonin/info/ivaku/jisedai/file/140620-tsuchi.pdf

Erk264E6 A20H
HEEBXHKOG20E6E

BREFBHEEREME
BEEETERRAA

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