MedDRA MSSO
User Group Meeting

Washington, USA
17 June 2010

MedDRA® is a registered trademark of the International Federation of
Pharmaceutical Manufacturers and Associations (IFPMA)
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Agenda

Introduction and Welcome

Evaluation of MedDRA Search
Strategies for Potential

Osteonecrosisof the Jaw

Friend of MedDRA Award
Networking / Coffee Break

MedDRA Changes: Proactivity
or Reactivity?

MedDRA Use at CDER

Subscriber Forum / Q&A
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Subscription Duration (Years)

A 53% of all
subscribers have
subscribed for less
than 3 years

A Average
subscription length
IS 3.3 years
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Differences in Subscription Length (Years)

9.10 Basic 11 Core5
<1 1-2

0% 0%

Basici 76% less than 3 Core 57 75% 9 or more
years years
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MedDRA 13.0

A Released 1 March 2010

A Unusual for the number of implemented
changes
I Over 2000 implemented changes
AMicroorganism terms (565 adds/moves)

ADevice (revised hierarchy/58 new terms)
A9 SMQs changed PT scope (Broad/Narrow)
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MedDRA 13.0 (cont)

A Three new SMQs
I Osteonecrosis(SMQ)
I Renovascular disorders(SMQ)
I Scleral disorders(SMQ)

A Total of 82 for MedDRA 13.0
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Version Report

A All changes are listed in the Version Report
E_ﬂ version_report.xis [Read-Only] [Compatibility Mode]
A | B | ¢ | D |
: Record

1| Tab Title et

2 |New LLTs Including New PTs 755

3 NewPTs 371

4 Promotions 20

5 Demotions 246

6 |LLT under different PTs 698

7 |LLT (excl PT) Prim SOC Changes 223

8 |PT Primary SOC Changes 47

9 [MedDRALLT PT Text Changes 25

10 |Currency Changes 16

11 Hierarchy Changes 28

12 SMQ Changes 3

13 |PT Changes in SMQs 733

14

15 Move cursor over the report title above to view a description of its contents.
16
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MedDRA Chinese

A MedDRA Chinese translation

I Avallable as of MedDRA 12.1 (September
2009)

I Includes terms and all release
documentation

A MSSO provides a Chinese Help Desk

A Free training in Beijing (20, 21 May
2010)

ASupported by both MedDRA Browsers

ooooooooooooooooooooooooooooooooooooooooooooooo
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MedDRA Chinese (cont)

A MSSO has formed a Chinese MedDRA
User Group (CMUG)

I 31 members from 16 companies, 1
Provincial Regulatory authority, 1 Academic

I Initial meeting was a teleconference
I Met face-to-face meeting in Beljing
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» Thifl F P iBIMe DRAEE T oR

M N dDRA R P/ AR R AL, AN edRAA B Shr. Amna ZhaoWonzBE 5
Emall: arna. zhao-wong@ngc. com

Fhone: +1 703 272 5955

=B (members only)

MedDRA & pharmacovigilanced IS5 B

« 2010 DIA-China Annual meeting in Beifing: Workshops: May 16: Conference: May 17-19

Call for Abstracts Deadline: January 31, 2010
(http:'www._diahome org DIAHome resources/content aspx Ttvpe=eopdf&file="02fproductfiles?22f22993%:2f1097 2% 2Epdf)

FE: HESIREE. FE E@.?‘mﬁﬁzama.ﬂlao—wong@ngc.com Bf % Dr. Anna Zhao-Wong
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\ I\/IedDRA Version Analysis Tool

A Recommendation from Versioning Blue
Ribbon Panel (May 2009)

A MSSO tasked to develop a tool to assist
INn MedDRA version upgrade

A Current working title for this project is
the MedDRA Version Analysis Tool
(MVAT)
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MSSO Actions

A MSSO developed an initial set of
requirements

A Requirements refined by MedDRA
Expert Panel input

A Release plan and costs to MedDRA
Management Board for approval
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Basic Assumptions

A Tool will generate a series of reports
A Intended to aid all MedDRA users
A Free with a MedDRA subscription

A MVAT will not perform coding tasks
I Difficult to meet different user requirements
I Could be seen as MSSO or ICH coding
guidance

I Automated tool cannot replace expert
human coders

ooooooooooooooooooooooooooooooooooooooooooooooo
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