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Agenda
1:15 ï2:00 Introduction and Welcome Pat Revelle

2:00 ï2:30 Evaluation of MedDRA Search Alan Hochberg 
Strategies for Potential 
Osteonecrosisof the Jaw 

2:30 ï3:00 Friend of MedDRA Award Pat Revelle 
Networking / Coffee Break

3:00 ï3:30 MedDRA Changes: Proactivity Patricia Mozzicato
or Reactivity? 

3:30 ï4:00 MedDRA Use at CDER Sonja Brajovic

4:00 ï4:45 Subscriber Forum / Q&A Patricia Mozzicato 
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Subscription Duration (Years)
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Å53% of all 
subscribers have 
subscribed for less 
than 3 years

ÅAverage 
subscription length 
is 3.3 years
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Differences in Subscription Length (Years)

4

Basic ï76% less than 3 
years

Core 5 ï75% 9 or more 
years
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MedDRA 13.0

ÅReleased 1 March 2010

ÅUnusual for the number of implemented 
changes

ïOver 2000 implemented changes

ÅMicroorganism terms (565 adds/moves)

ÅDevice (revised hierarchy/58 new terms)

Å9 SMQs changed PT scope (Broad/Narrow)
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MedDRA 13.0 (cont)

ÅThree new SMQs

ïOsteonecrosis (SMQ) 

ïRenovascular disorders (SMQ)

ïScleral disorders(SMQ)

ÅTotal of 82 for MedDRA 13.0
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Version Report
ÅAll changes are listed in the Version Report
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MedDRA Chinese

ÅMedDRA Chinese translation

ïAvailable as of MedDRA 12.1 (September 
2009)

ïIncludes terms and all release 
documentation

ÅMSSO provides a Chinese Help Desk

ÅFree training in Beijing (20, 21 May 
2010)

ÅSupported by both MedDRA Browsers
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MedDRA Chinese (cont)

ÅMSSO has formed a Chinese MedDRA 
User Group (CMUG)

ï31 members from 16 companies, 1 
Provincial Regulatory authority, 1 Academic

ïInitial meeting was a teleconference

ïMet face-to-face meeting in Beijing
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CMUG Page
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MedDRA Version Analysis Tool

ÅRecommendation from Versioning Blue 
Ribbon Panel (May 2009)

ÅMSSO tasked to develop a tool to assist 
in MedDRA version upgrade

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

ÅMSSO developed an initial set of 
requirements

ÅRequirements refined by MedDRA 
Expert Panel input

ÅRelease plan and costs to MedDRA 
Management Board for approval

12



©2010 Northrop Grumman Corporation. All Rights Reserved. 

Basic Assumptions

ÅTool will generate a series of reports

ÅIntended to aid all MedDRA users

ÅFree with a MedDRA subscription

ÅMVAT will not perform coding tasks

ïDifficult to meet different user requirements

ïCould be seen as MSSO or ICH coding 
guidance

ïAutomated tool cannot replace expert 
human coders
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