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Agenda

MSSO Overview

MedDRA Implementation

Status of Regulatory Implementation
Questions and Answers
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MedDRA Subscriptions
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Percent by Category

“:W;? MedDRA Subscriptions
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MedDRA Subscriptions by Level

Core Services 3
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\ Core Services 1
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Subscribing Regulators
by ICH region
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Subscribing Regulators

Netherlands Anilles Lithuania

Argentina Luxembourg

Austria Latvia
Belgium Netherlands
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User Group Objectives

Discuss terminology issues
» Discuss policies and practices
» ldentify issues that are important to subscribers
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Communications

Subscribers to MSSO

— MSSO web site comment page
— Help Desk (877-258-8280)
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Web Site Utilization

Policies and guidelines*
MedDRA / ICH documents*- opportunity for comments available

on Web
Announcements (Meetings, Issues, Proposals, Training
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MSSO Contract Changes

» Subscription level modifications
— Basic
« Restricted to non-profit, & government groups
— System Developer
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#* 2w Additional Issues for SOC Review

Finish review of Neoplasm SOC
Review Swelling and Oedema
Proposed use of NOS
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Summary of Changes
MedDRA 5.0

Changes
New Terms Added
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Summary of Changes
MedDRA 5.0

{\V) lecdlp

_—

\ S
/ A ’ :
3 il :
=

J IXww

MSSO-DI-8204-1.0.0 14

Ci /l
i
J

© TRW Inc. 2002 All Rights Reserved



Summary of Changes
HLGT Impact

HLGTS
— 4 HLGTs were added.
— 5 HLGTs were removed / merged.
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Summary of Changes
HLT Impact

HLTS
— 37 HLTs were added.
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Summary of Changes
PT Impact

PTs
— 807 PTs were added
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Summary of Changes
LLT Impact

LLTs
— 726 LLTs were added.
— 2,816 LLTs were renamed / modified.
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Future Plans and Issues

Web distribution of MedDRA
Web distribution of translations
Supplemental Terms
|CD-10-CM mapping
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Increased MSSO Activities

« Advanced MedDRA Training
« CRA Training
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e Japan
— Currently Accepted
- EU

7 IXwyw

MSSO-DI-8204-1.0.0 21

© TRW Inc. 2002 All Rights Reserved



™ Status of MedDRA Translations

 MedDRA is currently available in English and
Japanese

 EU has provided grant to respective countries to
translate into French (completed 2001 to PT), German
completed 2000 to PT), Spanish (completed 2001 to LLT
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Next User Group Meeting

20 June 2002
Chicago, lllinois
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