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The MedDRA Maintenance and Support Services
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2-2 2009 MSSO (412)
2009 MedDRA Management Board 2009 2010
2-1 MSSO 2010
Subscription Level 2009/2010
Basic $0
Core0 (< $1M) $190
Corel ($1-10M) $804
Core2 ($10-500M) $5,529
Core 3 ($500M — 1B) $11,600
Core4 ($1B -5B) $47,600
Core5 (> $5B) $62,850
Developer $2,990
Regulatory Authority $0
2-1- 2009 2010
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2.2 MedDRA
2009 SMQ MedDRA
2-2 2009 MedDRA
12.0 FDA
Product quality terms*
PT HLT 12.0 Blue Ribbon Panel
HLT
Divide large HLTs into smaller,
medically meaningful groupings*
7 SMQ 12.0 CIOMS SMQ Working Group
7 new SMQs
12.1 MSSO/CIOMS Vaccine PV WG
Vaccine terms
5 SMQ 121 CIOMS SMQ Working Group
5 new SMQs
12.1 MedDRA Management Board
Chinese translation
2-2. v12.0 wvi12.1
* 2008
MSSO  Brighton Collaboration
22 MedDRA
MedDRA
IFPMA MedDRA MSSO
MedDRA 7.1 12.1 MedDRA
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MedDRA

2009 9 15
EU MedDRA
MedDRA Management Board 2010
2-3 2010 MedDRA
Subscription Level 2009/2010
Basic $100
Core0 (< $1M) $100
Corel ($1-10M) $100
Core2 ($10-500M) $500
Core 3 ($500M — 1B) $1,000
Core4 ($1B - 5B) $2,000
Core5 (> $5B) $3,000
Developer $1,500
Regulatory Authority $0

2-3. 2009 2010

SMQ
2009 12 SMQ SMQ 79 4
SMQ
CIOMS SMQWG  MSSO
12.1 SMQ
13.0
MSSO MedDRA 13.0 SOC
(Investigations)
120 PT 197 LLT PT LLT
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2.3 MSSO

Blue Ribbon Panel

MedDRA
Blue Ribbon Panel 2009 5 13
Kenilworth Barry Hammond (GSK) JoAnn Medbery
(J&J) Tom Paternoster (EMA) Toni Piazza-Hepp (FDA) Yasuo Sakurai (JMO)
38 MedDRA MedDRA
Management Board  Panel
ICH MedDRA PTC
2 MedDRA MedDRA
MSSO
MedDRA
MSSO MedDRA
MSSO
MSSO
MSSO 2009 10 MedDRA MSSO
MedDRA
MSSO
Google
MedDRA
MSSO MedDRA
2009 Webinar MedDRA
2009 1,753 MedDRA
1753 680
MSSO
MSSO 2009 2
MedDRA
/
MedDRA MSSO
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SMQ MedDRA

ICH MedDRA

MSSO 1  DIA-China Annual meeting 2009 11
MedDRA MedDRA
MSSO MedDRA
MSSO WHO
Vigibase MedDRA

MedDRA
MSSO 1 Latin American Congress of
Clinical Research LARC

MedDRA
2010
LARC MedDRA
MSSO 2009
MSSO Institute for Safe Medication Practices
AERS SMQ
SMQ
MedDRA NCI Cancer Bioinformatics Grid caBIG
MSSO ISO
2009 8 MSSO  Quality Management Systems  1SO 9001:2008
ISO
MSSO
MedDRA
2010
MSSO 2010 MedDRA
SMQ SMQ
MedDRA
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ICH MedDRA MB/ICH G CG ICH

2010 3 ASEAN

Workshop

MedDRA WebCR

MedDRA Versioning Analysis Tool

MedDRA
MedDRA MedDRA
MedDRA
MedDRA
MedDRA Management Board MB MSSO
MSSO ICH MHRA  Health Canada WHO
IFPMA MB Management Board

Dr. Matus Ferech - European Commission

Dr. Sabine Brosch - European Commission (Alternate)
Dr. Christina Winter — EFPIA

Dr. Barry Arnold — EFPIA (Alternate)

Mr. Barry Hammond— EFPIA (Alternate)

Dr. John (Jake) Kelsey - FDA

Dr. Marthe Bryant-Genevier — FDA (Alternate)
Ms. Heather Sutcliffe — Health Canada

Dr. Christopher Turner — Health Canada (Alternate)
Mr. Morell David — MHRA

Mr. Daisaku Sato — MHLW

Mr. Yoshihiko Sano — MHLW (Alternate)

Ms. Wakako Horiki— MHLW (Alternate)

Mr. Yo Tanaka— JPMA

Dr. Paul Lagarenne — PhRMA

Ms. JoAnn Medbery— PhRMA (Alternate)

Dr. Odette Morin — IFPMA

Dr. Dawn Ronan — IFPMA (Alternate)

Dr. Lembit Rago — WHO Observer

Dr. Mary Couper — WHO Observer (Alternate)
Mr. Yasuo Sakurai —JMO
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Mr. Osamu Handa - JMO (Alternate)

Mr. Patrick W. Revelle— MedDRA MSSO

Dr. Patricia Mozzicato — MedDRA MSSO (Alternate)
Dr. Anna C. Zhao-Wong — MedDRA MSSO (Alternate)

MSSO MedDRA
MSSO

JMO Japanese Maintenance Organization
MSSO

Patrick Revelle, Director

Anna Zhao-Wong, M.D., Ph.D., Deputy Director and Manager of MedDRA
Terminology Development and Services

Patricia Mozzicato, M.D., Chief Medical Officer

Brian O’Hare, Manager of Terminology Maintenance
Eva Beate-Rump, M.D., Medical Officer Germany
Tomas Moraleda Garcia, M.D., Medical Officer Spain
Savian Nicholas, M.D., Medical Officer USA

Nandini Mehrotra, M.D., Medical Analyst

Judy Harrison, M.D., MSSO Consultant

MedDRA® IFPMA (the International Federation of Pharmaceutical
Manufacturers and Associations
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