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MedDRA is a registered trademark of the International Federation
of Pharmaceutical Manufacturers and Associations (IFPMA)
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Blue Ribbon Panel Process

A Goal is to gather input from all
iInterested parties to develop
recommendations on an issue

A Panel members represent the ICH
regions
A Observers play an important role

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

A Barry Hammond (GlaxoSmithKline)
A JoAnn Medbery (Johnson & Johnson)

A Tom Paternoster (European Medicines
Agency)

A Toni PiazzaHepp (US Food and Drug
Administration)

A Yasuo Sakurai (Japanese Maintenance
Organization)
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Agenda

0900 T Introduction

091571 Extent of versioning
-DI scussi on of MSSOO0Os
- Discussion by Panel

104517 Refreshment break

11001 Extent of versioning (cont)
- Questions

- Panel recommendations
123071 Lunch break
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Agenda (cont)

13301 Feasibility of annual release
- Backgrouno
- Potential impacts to users, MSSO
- Discussion by Panel

1430 17 Refreshment break

14451 Feasibility of annual release (cont)
- Questions
- Panel recommendations

1600 T Wrap up/meeting ends

Northrop Grumman Corporation. All Rights Reserved



Extent of Versioning



Background

AiVer sioningd = proces
MedDRA release

A An issue to be addressed since MedDRA
was first available

A MedDRA is released twice a year
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MedDRA Maintenance

A MedDRA is a user responsive terminology
A Subscribers may submit change requests
I 100 change requests maximum

A Twice yearly official updates
I 1 March X.0 release (all levels)

I 1 September X.1 release (LLT and PT levels
only)



MedDRA Maintenance (cont)

A Changes that can occur:
I New terms added
I Terms can change position in hierarchy
I Primary SOC allocations can change
I LLT currency can change
I SMQ maintenance

A Many subscribers have processes in place
to deal with version updates

Northrop Grumman Corporation. All Rights Reserved. 10
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Goals of Version Updates

A Implement current version of MedDRA

A Stay current with regulatory authorities
and partners

A Harmonize use of MedDRA to optimize
communication of data
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Extent of Update

A What does it mean to implement latest
version of MedDRA?

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

I What does your organization do?
AData coded to LLTs that become non-current
AData that have direct matches to new terms

AMedically fibettero ter ms
version

MSSO-DI-6298-12.0.0 ©2009 Northrop Grumman Corporation. All Rights Reserved.
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Extent of Update (cont)

A Many approaches to versioning by
iIndustry and regulators

A No real regulatory mandate

AMSSO has drafted a v
Practiceo document

13



Ver st oni ng nBest

A Proposed implementation levels

Level
A

Description
Identify verbatim terms linked to non-current LLTs and recode existing data
and
Recode verbatim terms to new LLTs that are direct or lexical matches
and
Recode verbatim terms to new LLTs that are medically better matches

Identify verbatim terms linked to non-current LLTs and recode existing data
and
Recode verbatim terms to new LLTs that are direct or lexical matches

Identify verbatim terms linked to non-current LLTs and recode existing data

Begin to use new version for coding new data; no recoding of existing data

MSSO-DI-6298-12.0.0 ©2009 Northrop Grumman Corporation. All Rights Reserved.
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Version Change i LLT Non-Current

A Automated approach

Example:

Verbatim Previous Version New Version

Term Version LLT Change LLT (Re -
coded)

Swelling Extensive limb LLT Extensive limb | Extensive swelling

(extensive) of swelling swelling became of vaccinated limb

arm that was non-current in new

vaccinated version

MSSO-DI-6298-12.0.0 ©2009 Northrop Grumman Corporation. All Rights Reserved. 15
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e Version Change 1

New LLTs Direct/Lexical Match
A Automated approach

Example:
Verbatim Previous | Previous |Version New New
Term Version |Version |Change Version Version
LLT PT LLT (Re - PT
coded)

Urinary Urinary Calculus LLT Migrating Calculus
calculus, calculus urinary Migrating urinary urinary
migrating urinary calculus

calculuswas

added to the

new version

MSSO-DI-6298-12.0.0 ©2009 Northrop Grumman Corporation. All Rights Reserved. 16



Version Change 1
New LLTs Better Medical Match

A Requires manual medical review

Example:
Verbatim | Previous | Previous Version New New
Term Version |Version PT |Change Version Version
LLT LLT (Re - PT
coded)
Darkened | Tongue Tongue LLT/PT Tongue Tongue
surface of | discolora- | discolouration | 7ongue pigmentation | pigmentation
tongue tion pligmentation
(new was added
finding) to new
version

MSSO-DI-6298-12.0.0 ©2009 Northrop Grumman Corporation. All Rights Reserved.

17




JMO Survey

A All IMO subscribers have received a
guestionnaire from JMO

AQuestions are based
Panel o from MSSO

A JMO has received 30 answers to date
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