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Agenda
12 30 1 15 N ki L h12:30 – 1:15 Networking Lunch

1:15 – 2:00 Introduction and Welcome Pat Revelle

2:00 – 3:00 Practical Applications of SMQs in           Roberta Michaelis 
an Industry Pharmacovigilance Group

3:00 – 3:30 Friend of MedDRA Award Pat Revelle 
Networking / Coffee Break

3 30 4 00 U d t D i T J d H i3:30 – 4:00 Update on Device Terms Judy Harrison

4:00 – 4:45 Subscriber Forum / Q&A Patty Mozzicato
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MedDRA Subscriber Update

2255 Subscribers
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2255 Subscribers 
Worldwide (as of 31 May)



Subscriber Growth
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MedDRA Version 11.0
Ch t• Change request summary:
– A complex release
– Released on 1 March 2008
– MSSO considered 1770 change requests 

(i l S Q h )(incl SMQ change requests)
• Approved: 1145 (SMQ: 127)

Rejected 590 (SMQ 105)• Rejected: 590 (SMQ: 105)
• Suspended: 35 (SMQ: 15)
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SMQ Status
• With the release of MedDRA 11.0, we 

have 58 SMQs in productionhave 58 SMQs in production
• Newly released SMQs

– Glaucoma
– Haemodynamic oedema, effusions and 

fl id l dfluid overload
– Ischaemic colitis
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SMQ Status (cont)
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Total and Implemented Change Requests
MedDRA Versions 7 0 - 11 0MedDRA Versions 7.0 - 11.0
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WebCR
C tl d h t i d t• Currently, a spreadsheet is used to 
submit change requests
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WebCR (cont)
St ti 16 J b ib b it• Starting 16 June, subscribers can submit 
change requests online
– Immediate confirmation on submission
– Multiple logins from a organization

• Facilitate the information sharing within a 
organization with different geographic sites

Access to the MSSO’s change request– Access to the MSSO s change request 
database (since V5.1)

– Error checking (e g the proposed term
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– Error checking (e.g., the proposed term 
already exists in MedDRA)



WebCR (cont)
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WebCR (cont)
S h• Search 
change 

trequest 
history
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WebCR (cont)
• Initial prototype tested by volunteer 

subscriberssubscribers
• Released for subscriber use on 16 June 

20082008
– MSSO offering free webinars for WebCR 

orientation
• The MSSO will accept both email and 

WebCR submissions for a period of time
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MedDRA in Vigibase
• MSSO worked with WHO at the Uppsala 

Monitoring Center to include MedDRA in 
Vi ibVigibase

• Vigibase includes several million AE cases 
collected around the worldco ected a ou d t e o d

• All Vigibase events now have a MedDRA term 
assigned
Vi ib id h d t th t• Vigibase provides searches and reports that 
support MedDRA

• Currently available
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Currently available



Free Access to EU Translations
• All EU translations of MedDRA are available to 

all MedDRA subscribers as of 1 January 2008all MedDRA subscribers as of 1 January 2008
– Czech, Dutch, French, German, Italian, 

Portuguese, and Spanish

• Intended to promote the use of translations 
by subscribers

• Japanese translation remains at $850 for an 
annual subscription
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Chinese Translation
• MSSO received a Mandarin Chinese translation of 

MedDRA from IFPMA
– Update from MedDRA 7.1
– Develop user documentation
– Looking for volunteers to review prior to releaseg p

• MSSO will maintain translation with other 
languages
G l i t k t l ti il bl t b ib• Goal is to make translation available to subscribers 
in late 2008
– Additional fee for this translation
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Gender/Pediatric Adverse Event Lists
• MSSO posted on the MSSO Web site a set of 

PT adverse event term lists
– Gender list (Over 800 female terms, over 400 

male terms)
Pediatric list (Over 400 terms)– Pediatric list (Over 400 terms)

• Intended to improve data quality
• Not a regulatory requirement• Not a regulatory requirement
• Available now for download from the MSSO 

Web site
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– Maintained with each version of MedDRA



Pediatric Term Adverse Event 
List SampleList Sample
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Gender Adverse Event Term 
List SamplesList Samples
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MSSO Training
• In 2007 the MSSO conducted free 

training for new subscribers andtraining for new subscribers and 
regulatory authorities
I di ti ith th M dDRA• In coordination with the MedDRA 
Board, the MSSO extended this free 
t i i i 2008training program in 2008
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MSSO Training (cont)
• 2008 Training

– More locations in Europe and USMore locations in Europe and US
– Basic and Advanced classes
– Available free to all subscribersAvailable free to all subscribers
– Done in conjunction with regulatory 

agencies (when possible)
• Check MSSO Web site for scheduled 

classes
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MSSO Office Move
• The MSSO office has moved

New street address:
3975 Virginia Mallory Drive
Chantilly, Virginia  20151, USA
F 1 703 272 5635Fax: +1.703.272.5635

• Help Desk toll free number unchanged
– 877 258 8280– 877.258.8280

• MSSO staff phone numbers have changed as 
well
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Discussion
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