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Blue Ribbon Panel Process

ÅGoal is to gather input from all 
interested parties to develop 
recommendations on an issue

ÅPanel members represent the ICH 
regions

ÅObservers play an important role

ÅMSSO will present recommendations to 
the MedDRA Management Board for 
approval
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Panel Members

ÅBarry Hammond (GlaxoSmithKline)

ÅJoAnn Medbery (Johnson & Johnson)

ÅTom Paternoster (European Medicines 
Agency)

ÅToni Piazza-Hepp (US Food and Drug 
Administration)

ÅYasuo Sakurai (Japanese Maintenance 
Organization)
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0900 ïIntroduction

0915 ïExtent of versioning

- Discussion of MSSOôs draft paper

- Discussion by Panel

1045 ïRefreshment break

1100 ïExtent of versioning (cont)

- Questions

- Panel recommendations

1230 ïLunch break

Agenda
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1330 ïFeasibility of annual release

- Background

- Potential impacts to users, MSSO

- Discussion by Panel

1430 ïRefreshment break

1445 ïFeasibility of annual release (cont)

- Questions

- Panel recommendations

1600 ïWrap up/meeting ends

Agenda (cont)
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Background

ÅñVersioningò = process of updating to new 
MedDRA release

ÅAn issue to be addressed since MedDRA 
was first available

ÅMedDRA is released twice a year
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MedDRA Maintenance

ÅMedDRA is a user responsive terminology 

ÅSubscribers may submit change requests

ï100 change requests maximum

ÅTwice yearly official updates

ï1 March X.0 release (all levels)

ï1 September X.1 release (LLT and PT levels 
only)
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MedDRA Maintenance (cont)

ÅChanges that can occur:

ïNew terms added

ïTerms can change position in hierarchy

ïPrimary SOC allocations can change

ïLLT currency can change

ïSMQ maintenance

ÅMany subscribers have processes in place 
to deal with version updates
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Goals of Version Updates

ÅImplement current version of MedDRA

ÅStay current with regulatory authorities 
and partners

ÅHarmonize use of MedDRA to optimize 
communication of data
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Extent of Update

ÅWhat does it mean to implement latest 
version of MedDRA?

ïSince coding terms in MedDRA (LLTs) are 
not deleted, an organization could simply 
apply latest version with no data changes

ïWhat does your organization do?

ÅData coded to LLTs that become non-current

ÅData that have direct matches to new terms

ÅMedically ñbetterò terms available in new 
version
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Extent of Update (cont)

ÅMany approaches to versioning by 
industry and regulators

ÅNo real regulatory mandate

ÅMSSO has drafted a versioning ñBest 
Practiceò document
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Versioning ñBest Practiceò (cont)

ÅProposed implementation levels
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Version Change ïLLT Non-Current

ÅAutomated approach

Example:

Verbatim 
Term

Previous 
Version LLT

Version 
Change

New Version 
LLT (Re -
coded) 

Swelling 
(extensive) of 
arm that was 
vaccinated

Extensive limb 
swelling

LLT Extensive limb 
swelling became
non-current in new 
version 

Extensive swelling 
of vaccinated limb
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Version Change ï

New LLTs Direct/Lexical Match

ÅAutomated approach

Example:

Verbatim 
Term

Previous 
Version 
LLT

Previous 
Version 
PT

Version 
Change

New 
Version 
LLT (Re -
coded)

New 
Version 
PT

Urinary 
calculus, 
migrating 

Urinary 
calculus

Calculus 
urinary

LLT 
Migrating 
urinary 
calculus was 
added to the 
new version

Migrating 
urinary 
calculus

Calculus 
urinary
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Version Change ï

New LLTs Better Medical Match

ÅRequires manual medical review

Example:

Verbatim 
Term

Previous 
Version 
LLT

Previous 
Version PT

Version 
Change

New 
Version 
LLT (Re -
coded)

New 
Version 
PT

Darkened 
surface of 
tongue 
(new 
finding)

Tongue 
discolora-
tion

Tongue 
discolouration 

LLT/PT 
Tongue 
pigmentation
was added 
to new 
version 

Tongue 
pigmentation

Tongue 
pigmentation
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JMO Survey

ÅAll JMO subscribers have received a 
questionnaire from JMO

ÅQuestions are based on ñQuestions to 
Panelò from MSSO

ÅJMO has received 30 answers to date




