Updates of Regulatory
Requirements in Japan

Tomiko TAWARAGI
Safety Division, MHLW, JAPAN

ICH 6, Osaka, 12 November 2003



MedDRA/J

« March 1999
The first MedDRA/J was released.
e December 1999
MHW issued an official notification
recommending the use of MedDRA terms for
reporting of post-market ADR cases on and after
Mar. 31, 2000.
« April 2000
MHLW started to receive MedDRA-coded ADR
case reports.
Both J-ART (the Japanese version of WHO-
ART) terms and MedDRA/J terms became to be
acceptable for ADR case reporting.
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Usage of MedDRA

» September 2000
20 % of post-market ADR case reports
submitted by companies to MHLW were
coded with MedDRA terms.
» October 2003
About 90 % of post-market ADR case
reports are coded with MedDRA terms.
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Pilot Study for E2B/M2
Implementation

« MHLW has conducted the several pilot
studies for the implementation of the ICH
E2B/M2 Guidelines including the use of
MedDRA.

— December 2000 Small-Scale Pilot

System Validation

— January-March 2001  Middle-Scale Pilot

Reporting Form Field Validation

— June-October 2001 Middle-Scale Pilot

Instruction Manual Field Validation

— October-November 2002 Large-Scale Pilot

Generation and transmission of ICSRs

— August-October 2003  Final Test
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Final Test

« MHLW conducted the large scale, final
test during August - October 2003.

— To ensure that companies can generate ICSR
SGML data files properly

— To check companies’ EDI tools for electronic
transmission of ICSR data
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Final Test

e ICSR SGML data file check

— 300 companies joined this study.

— More than 2000 cases submitted by about
250 companies.

« EDI tool test

— More than 30 companies participated the
test of their EDI tool for electronic
transmission of ICSR SGML data files .
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Implementation of E2B/M?2

* On August 28 2003, MHLW issued the final
administrative notification about the
regulatory implementation of the ADR
reporting based on the ICH E2B/M?2
Guidelines.

« On and after October 27, 2003, companies are
requested to submit ICSR SGML data files
with MedDRA-code via Internet or by FD for
pre- and post —market ADR reporting.
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Implementation of E2B/M?2

Experience of the first two week

 We received more than 500 ICSRs
from 17 companies via Internet.
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SMEs Issue

* For the regulatory implementation of the
ICH E2B/M2, 1t Is necessary that all
companies who submit ADR case reports
can have access to MedDRA/J.

« JMO started the new special license
service for small and medium size
enterprises (SMEs) in August 2003.
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Other Usage of MedDRA Terms

ADR information is provided by using MedDRA/J terms via KIKO
Drug information homepage.
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