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Letter from the Editors
Welcome to the beginning of a
new Data Basics year! This
is the first of what we
hope will be four
topic-focused issues for 2003.
In this issue, Spring 2003, we have focused on
MedDRA. In the following pages, you will find a
variety of articles surrounding this topic, including
the results of an informal industry poll on the
implementation of MedDRA, a humorous piece
looking at the lighter side of AE and Meds coding,
an update on the WHO drug dictionary, and
some MedDRA basics for those who need a
reminder on what MedDRA is all about. This is
our first attempt at a topic-focused issue and we
welcome your feedback on how to improve things
as we continue our efforts to improve the quality
and content of Data Basics throughout the year.
In the Summer 2003 issue, we plan to focus

on 21 CRF part 11. If you have some experience
or expertise with this topic, please contact one of
us for ideas on how you can contribute.
In the Fall 2003 issue, we plan to visit HIPAA
once again, with a look at what has developed
during the past year.
In addition to these specialized topics, we will
continue to bring you the news as it occurs within
the society as a whole and updates from all the
various active committees. This issue features the
information on the Board of Trustees strategy
meeting, which was held in January of this year.
In addition, our society’s Objectives for 2003 are
published here so that all members can see at a
glance what we are doing and were we are going
in 2003.
We hope you enjoy this issue of Data Basics,
and as always, we look forward to your suggestions
on how to improve.
Regards, Cherie & Kit

®
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INTRODUCTION
The Medical Dictionary for Regulatory Activities
(MedDRA®) is an international coding dictionary
of medical terminology used by both the regulatory
authorities and the regulated biopharmaceutical
industry.1 The European Medicines Evaluation
Agency (EMEA) currently requires the use of
MedDRA for pharmacovigilance regulatory adverse
drug reaction reporting 2, and it is expected that
the Food and Drug Administration (FDA) will
issue a similar mandate. Both agencies have hinted
that MedDRA will be used for all regulatory
submissions, including clinical trial data, at some
point in the future. With regulatory mandates for
1
2

the use of MedDRA looming, many companies
are in the throes of planning or executing their
MedDRA implementation strategy.
The Informal US MedDRA User Group
began in November of 2000 as an informal gathering of a few pharmaceutical companies interested
in sharing MedDRA experiences. The group
currently meets twice a year with organizational
responsibilities for the meeting rotated among
company hosts. The bi-annual meetings have
grown to include companies of all sizes across
the United States. The Informal US MedDRA
User Group provides a forum for industry-based
MedDRA users to share non-proprietary experiences,

MSSO Official Website: http//www.meddramsso.com.
Volume 9 - Pharmacovigilance Medical Products for Human and Veterinary Use. European Medicines Evaluation Agency.
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2003 Objectives for the Society For Clinical Data Management
■

Conduct the first administration of the CDM Certification Exam.
• Beta test planned for May

■

Develop a plan for promoting the Certification Program.

■

Continue to develop GCDMP. Develop a strategy to incorporate globalization of the document.

■

Create a web enabled version of the GCDMP.

■

Copyright the GCDMP to protect the time and effort SCDM members have contributed
to its development.

■

Review the membership structure. Consider developing support for local chapters
or regional groups.

■

Develop web page for linked advertisement for 3rd party training programs.

■

Explore developing Data Basics into a journal.

■

Create a Data Basics index and past issue repository on the Web Site.

■

Hold Fall Conference in September.
• Promote and support our vendors
• Provide agenda to appeal to a broad range of SCDM members

TO

Call for Letters the Editors
Do you have an opinion or concern about some activity of one of SCDM’s various committees?
Do you have a question you feel needs more discussion or a more in-depth answer?
Have you been wishing for a way to express yourself to both the society membership
and those serving on a specific committee?
Well the wait is OVER! Your opportunity to express yourself is here.
Data Basics has created the “Comments from the Membership” column in order to give you that
opportunity. We want to hear from you, the membership, on any data management or society related
topic that interests you.
All letters should be submitted for publication to Data Basics co-editors Cherie Stabell (stabell@gene.com)
or Kit Howard (kit.howard@pfizer.com). Materials are requested to be submitted in electronic form
(MS Word) but may be submitted via e-mail, fax, or by mail. Acceptance for publication will be at the
sole discretion of the Editorial Board. The decision to publish will be based primarily upon professional
merit and suitability (i.e., topic, scope, and perceived interest to SCDM membership). Materials
accepted for publication may be edited at the discretion of the Editorial Board (principally for
formatting and grammar/spelling).
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Notes from the Chair of the Society For Clinical Data Management
Sally Cassells – Lexington Clinical Data Systems

The SCDM year got off to a great start as the Board of Trustees
met in New Orleans in early January for our annual strategy
meeting. Over the course of two days, members of the board
reviewed the current and upcoming activities of the committees,
prepared a budget and developed objectives for the coming
year. It is clear that 2003 will be a challenging but important
year for SCDM.
As many of you know, the mission of the SCDM is
Promoting Data Management Excellence. A worthy goal to be
sure, but how do we go about this mission? And especially, how
do we do it in times of rapid change in an uncertain economy?
Two ways in which we promote data management
excellence are through our GCDMP document and through
the CDM Certification Program.
The GCDMP document is nearing publication of version
3. Version 3 includes new sections on Dictionary Management,
Electronic Data Capture, Data Privacy, and Archiving as well
as major revisions to the Training and Data Processing
sections. It will also be the first version to include input from
our colleagues overseas. In the 2+ years since its original
publication, the GCDMP has become the reference manual
of choice for data management departments throughout the
industry and beyond. In another exciting development,
members of the GCDMP committee have been asked to meet
with representatives from the FDA to introduce them to
the document.
Now that the GCDMP document is largely complete in
its coverage of CDM activities, the committee will revise their
approach to releasing new versions. In the future, new chapters
or revised chapters will appear in an incremental manner. They
will also have a longer review cycle to encourage input from the
international CDM alliance.
The CDM Certification program is an important way of
assuring data management excellence throughout our industry.
As was mentioned in an earlier edition of this column, the
development of the Certification represents a major financial
investment for the Society. This year, we will reach a major
developmental milestone when the beta version of the test is
administered. If all goes as planned the beta test will be
administered in May and the production version will be
available by the end of the year. The best way to find out how
to apply to take the certification exam, is to visit the SCDM
Web site. The information will be posted very shortly.
An important implication of the certification process is a
commitment to adhere to the Society’s Code of Ethics. Our
Code of Ethics is published on the About SCDM page of the
web site (www.scdm.org). Similar to the role of the Hippocratic
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Oath taken by medical doctors, the Code of Ethics should
guide our behavior as we go about our jobs as Professional
Clinical Data Managers.
Two facets of our Code of Ethics, “Committed to
facilitating communication between clinical data management
professionals and all other clinical research professionals” and
“Committed to working as an integral member of a clinical
research team with honesty, integrity and respect” are
particularly relevant to the theme of this year’s SCDM Spring
Forum – Interdisciplinary Interactions. At a time when our jobs
are undergoing a great deal of change, through the adoption of
EDC, increased outsourcing and dwindling budgets, it is even
more important than ever for us to work effectively with our
colleagues in other departments. Pairs of facilitators, one
representing CDM and the other representing another
discipline, will lead our discussions of interactions between
CDM and Biostatistics, Project Management, Clinical
Monitoring and Drug Safety. We will also have an opportunity
to hear directly about recent developments and challenges in
these areas as our guest facilitators present a 360º view of
Clinical Data Management. Look for news of the Spring
Forum in the next issue of Data Basics.
Among the challenges we face in 2003 is the combination
of increasing numbers of competitive conference offerings
for CDM professionals and decreasing dollars available for
conference travel. We will face that challenge with our Fall
Conference offering “The People Perspective”. This conference
will be held in the gorgeous surroundings of the Cheyenne
Mountain Conference center in Colorado Springs, and will
focus on non-data activities of clinical data managers. Past
Fall Conferences have been noteworthy for the quality of
the speakers, the depth of the talks and the outstanding
opportunities for networking with data managers from other
organizations. Look for news on the website and mark your
calendars for September.
I learned recently that we are now over 1560 members
strong – an increase of about 6% from last year. I believe this
increase reflects that we are realizing our vision of being
the Professional Organization of Choice for Clinical Data
Management in North America. You can be a part of that
vision by contributing to one of our committees, writing an
article for DataBasics, posting a help wanted ad on our web site,
attending one of our conferences or simply recruiting a
colleague to join the SCDM. As always, we are interested in
your comments and your ideas. Please feel free to contact me
at sally@lexclindata.com.

Promoting Clinical Data Management Excellence
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MedDRA Implementation: An Informal Industry Poll
identify common issues concerning MedDRA implementation, and propose common solutions to identified
challenges. Non-industry groups, such as the MedDRA
Maintenance and Support Services Organization (MSSO),
FDA, Pharmaceutical Research and Manufacturers of
America (PhRMA), contract research organizations,
vendors, and consultants are currently not included in the
meetings, but may be invited for specific presentations.
In April of 2002, Genentech, Inc. hosted the 5th
Informal US MedDRA User Group meeting. The
meeting was attended by 64 user group members
representing 29 biopharmaceutical companies. One
of the meeting activities included a live electronic poll,
where each company was able to respond to 30 questions
regarding MedDRA implementation. Where applicable,
the participants agreed to answer the poll questions
based on how their company currently plans to utilize
MedDRA. Some of the key results of the informal
MedDRA poll are summarized below.3

POLL RESULTS
One of the first steps in developing a MedDRA implementation plan is setting a goal for when a company
will bring the new terminology into production. The
experiences of those who have already implemented
MedDRA show that it is a challenging task, requiring
dedicated time and resources in a process that can take
up to several years. While many companies have already
completed the MedDRA implementation process,
others have been hesitant to begin such an expensive
project without clear regulatory guidance from the
FDA.4 When company respondents were asked when
they plan to implement MedDRA for pharmacovigilance
and clinical data, the majority have implemented or
plan to begin implementation of the terminology before
the end of the year (2003). The results also suggest that
clinical implementation lags behind pharmacovigilance
implementation for many companies.

When will you implement MedDRA for
pharmacovigilance data?
(Results based on responses from 27 biopharmaceutical companies)

0%

0%
7%

30%

63%

Already implemented MedDRA for pharmacovigilance data (63%)
2002 (30%)
2003 (0%)
>2003 (7%)
No current plan to use MedDRA for pharmacovigilance data (0%)

When will you implement MedDRA
for clinical data?
(Results based on responses from 29 biopharmaceutical companies)

3%

24%

0%

38%

34%

Already implemented MedDRA for clinical data (38%)
2002 (34%)
2003 (24%)
>2003 (3%)

3

Informal US MedDRA User Group Meeting. April 19, 2002. South San Francisco, CA.
Federal Register Notice for Proposed Rulemaking Guidance for Industry Postmarketing Safety
Reporting for Human Drug and Biological Products Including Vaccines. March, 2001.
Food and Drug Administration.

No current plan to use MedDRA for clinical data (0%)

4
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The poll also asked respondents to provide some insight
on their current coding environment. The MedDRA
terminology is much more complex and medically
specific than its predecessors and the International
Conference on Harmonisation (ICH) has recommended
that companies use medically trained personnel for
MedDRA classification.5 Some companies are considering
the use of centralized MedDRA coding staff in order
to help maintain coding consistency between their
pharmacovigilance and clinical environments. Forty-eight
percent of the poll respondents have a centralized
coding group that codes both pharmacovigilance and
clinical data.

MedDRA is predicated on single medical concepts.
Verbatim adverse event reports often contain multiple
related medical concepts. Although the ICH has
provided some valuable MedDRA coding guidance
in their MedDRA Term Selection: Points to Consider
document, they remain neutral on the lumping vs.
splitting front.5 For example, if a diagnosis is reported
in combination with a sign or symptom, it is acceptable
to select MedDRA terms for both concepts, or the
diagnosis concept only. Of the 25 companies responding
to the lumping vs. splitting poll question, 72% have
coding conventions that tend towards splitting.

Do you have a centralized coding group that codes
both pharmacovigilance (PV) and clinical (CD) data?

Do your coding conventions tend towards
lumping or splitting?

(Results based on responses from 29 biopharmaceutical companies)

(Results based on responses from 25 biopharmaceutical companies)

0%

3%
10%

28%
38%

48%

72%

Central coding group for PV & CD (48%)

Lumping (28%)

Separate coding group for PV & CD (38%)

Splitting (72%)

Coding group for PV - or - CD only (3%)
No in-house coding group (10%)
Other (0%)

continued on next page

5

MedDRA® Term Selection: Points to Consider. Release 3.1. ICH-Endorsed Guide for MedDRA Users Based on MedDRA version 5.1. Application to Adverse Drug Reactions /
Adverse Events & Medical and Social History & Indications. September 12, 2002.
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One of the early controversies in MedDRA utilization
was whether companies would choose to classify their
verbatim safety data to the Lowest Level Term (LLT) or
Preferred Term (PT) level of MedDRA. However, now
that the EMEA requires the use of MedDRA LLTs in
the submission of individual case safety reports6, the
choice of classification level seems less complicated.
When asked if they planned to code to the LLT or PT
level of MedDRA, 26 out of 27 companies responded
that they will code to the LLT level of MedDRA.

MedDRA differs from previous terminologies in that it
is multi-axial. Preferred terms within the hierarchy can
have multiple paths up to more than one system organ
class (SOC). Each PT has only one SOC path flagged
as primary for use in regulatory reporting. Additional
paths which lead to secondary SOCs can be used for
supplemental top-down analysis within the hierarchy.
Special search categories (SSCs) are medically significant
groupings of PTs which can also be used for supplemental
analysis.7 Seventy-six percent of poll respondents plan to
incorporate MedDRA secondary SOCs and SSCs into
supplemental analysis of their data.

Will you code to the LLT or PT level of MedDRA?
(Results based on responses from 27 biopharmaceutical companies)

Do you plan to use MedDRA secondary
SOCs and SSCs for supplemental analysis?
(Results based on responses from 25 biopharmaceutical companies)

4%

24%

96%

76%
Code to the LLT level (96%)
Code to the PT level (4%)
Use secondary SOCs and SSCs (76%)
Will not use secondary SOCs and SSCs (24%)

6

Brosch, S. EMEA Presentation at MedDRA™ MSSO User Group Meeting. June 20, 2002. Chicago, IL.
Recommendations for MedDRA Versioning for Summary Reporting. July 10, 2000. MedDRA Maintenance and Support Services Organization.
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MedDRA also differs from other terminologies in that
it is versioned, with the MSSO releasing an updated
version of MedDRA twice a year. This is one of the
terminology’s greatest benefits, but also one of its biggest
challenges. While terms are not removed from each
subsequent MedDRA version, terms may be demoted
and/or flagged as non-current at the lowest level of the
hierarchy. At a recent MSSO user group meeting, the
EMEA suggested that they may begin checking LLTs
for currency before accepting regulatory submissions in
the future.6 Companies must decide if they will re-code
legacy data that is coded to LLTs that become noncurrent in subsequent MedDRA versions, or store the
non-current LLT. Of the 23 companies that responded
to this poll question, 83% will re-code data that is
linked to non-current LLTs.

Will you re-code data that is coded to LLTs that
become non-current in the subsequent MedDRA
version, or store the non-current LLT?

The MSSO allows companies to request enhancements
to each MedDRA version, such as adding additional
terms or correcting inconsistencies. Supplemental
changes that are approved by the MSSO between
official version releases are posted on their website.
However, the MSSO may reverse its decision prior to
release of the official version, and warns that the terms
are used at a company’s own risk.1 The use of supplemental
terms prior to their inclusion in an official version
release raises many questions. If a company adds
supplemental terms to their dictionary in between
MedDRA versions, what version of MedDRA are they
using? If companies are allowed to pick and choose
which supplemental terms they wish to add between
versions, are they creating company-specific MedDRA
dictionaries? Will the regulators accept submission of
supplemental terms? Of the 26 companies responding
to the MedDRA poll question, only 3 will use
supplemental MedDRA terms.

Will you utilize supplemental terms prior
to their inclusion in an official MedDRA release?

(Results based on responses from 23 biopharmaceutical companies)

0%

(Results based on responses from 26 biopharmaceutical companies)

17%

12%
83%

88%
Re-code data linked to non-current LLTs in
subsequent MedDRA versions (83%)
Store data linked to non-current LLTs “as is”
in subsequent MedDRA versions (17%)

Use supplemental terms (12%)

Not coding to LLT level (0%)

Will not use supplemental terms (88%)

continued on next page
1

MSSO Official Website: http//www.meddramsso.com.
Brosch, S. EMEA Presentation at MedDRA™ MSSO User Group Meeting. June 20, 2002. Chicago, IL.
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When creating a MedDRA implementation plan,
companies must also determine how they will implement
new MedDRA versions. The MSSO has evaluated six
possible versioning strategies and suggested that safety
reports utilize the most recent version of MedDRA.7

How do you plan to implement new MedDRA
versions for pharmacovigilance data?
(Results based on responses from 20 biopharmaceutical companies)

0%

• Option 2 – “Freeze” at the initiation of a project and
report with most recent version of the MedDRA
hierarchy without re-coding data.

80%

• Option 3 – “Freeze” at the initiation of each trial within a project and report with the most recent version of
the MedDRA hierarchy without re-coding data.

MSSO Option 1 (0%)
MSSO Option 2 (5%)
MSSO Option 3 (10%)

• Option 4 – Hold all coding to the completion of each
trial and utilize the most recent version of MedDRA
for reporting. At the completion of all trials for a
project, re-code all data to the latest version to produce
reports based on trial data sets utilizing different
versions of MedDRA.

• Option 6 – Re-code the trial data for all trials in a
project on an ongoing basis with the most recent
version of MedDRA.

0%
10%

• Option 1 – “Freeze” at the initiation of a project and
report with same version of MedDRA.

• Option 5 – “Freeze” at the beginning of the trial and
optionally re-code all project data with the latest version
at the conclusion of the trial based on criteria developed as part of the Clinical Data Management Plan.

0%

5% 5%

MSSO Option 4 (0%)
MSSO Option 5 (0%)
MSSO Option 6 (80%)
Other (5%)

How do you plan to implement new MedDRA
versions for clinical data?
(Results based on responses from 21 biopharmaceutical companies)

0%
14%

The majority of companies responding to the MedDRA
versioning poll questions will use the current version of
MedDRA for coding and reporting both pharmacovigilance and clinical data (MSSO Option 6).

5%
0%

14%
14%

52%

MSSO Option 1 (0%)
MSSO Option 2 (5%)
7

Recommendations for MedDRA Versioning for Summary Reporting.
July 10, 2000. MedDRA Maintenance and Support Services Organization.

MSSO Option 3 (14%)
MSSO Option 4 (0%)
MSSO Option 5 (14%)
MSSO Option 6 (52%)
Other (14%)
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A company’s MedDRA versioning plan should also address
the use of MedDRA in aggregate safety reports (i.e. PSUR,
Integrated Safety Summary, etc.) since such reports often
contain data from multiple regulatory submissions over
time. Again, the majority of respondents will use the current
version of MedDRA for aggregate reports.

How will you write an ISS if some trials were
coded in different MedDRA versions?
(Results based on responses from 23 biopharmaceutical companies)

13%

9% 4%

74%

Mixed MedDRA versions (9%)
Frozen MedDRA version (4%)
Current MedDRA version(74%)
Other (13%)

CONCLUSION
The implementation of MedDRA presents many
challenges. Fortunately, there are several resources,
including the Informal US MedDRA User Group, that
are available to companies struggling with MedDRA
implementation decisions. The challenges of MedDRA
implementation are balanced by the many advantages
of MedDRA. MedDRA will provide a common
terminology to share regulatory and safety information
between industry and regulators worldwide. Improving the
consistency and understanding of clinical safety signals
through MedDRA, will ultimately benefit patient safety.
Further information on the Informal US MedDRA User
Group can be found at
http://groups.yahoo.com/group/Informal_US_MedDRA
_User_Group/
At this time, only industry-based MedDRA users are
invited to subscribe to the distribution list.
SPRING 2003
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Ya Gotta Wonder!
Terms Compiled by
Carolyn Krone, Clinical Dictionary Group, Pfizer Global Research & Development, Ann Arbor, MI

We’ve all seen them. The adverse event verbatim terms submitted by clinical investigators
that make you wonder ‘what were they thinking?!’ They particularly like to show up
when we’re trying to lock the database! Some probably result from language difficulties,
some from the study coordinator being interrupted half-way through writing, but all
deserve a place in the Coding Hall of Fame! –Ed.

TERM

ACTION/CODING

NOTES

1. Grinch

Query to investigator for additional information.

2. Nose redness

MedDRA: SOC: Skin and Subcutaneous Tissues
Disorders
HLGT: Epidermal and Dermal Conditions
HLT: Erythemas
PT: Erythema,
LLT: redness facial

3. Tummy bug

MedDRA: SOC: Gastrointestinal Disorders
HLGT: Gastrointestinal Infections
HLT: Gastric and Gastrointestinal Infection
PT: Gastroenteritis NOS
LLT: Gastroenteritis NOS

4. Feetboots

Query to investigator for additional information.

5. Patient describes
cold organs

Query to investigator for additional information.

(Submitted the Friday before
the Holiday break)

(Submitted the Friday before
the Holiday break – Rudolph?)

6. Waggling walk

MedDRA: SOC: General Disorders and Administrative Site Conditions
HLGT: General System Disorders NEC
HLT: Gait Disturbance
PT: Gait Abnormal,
LLT: Gait Abnormal

7. Double picture

Query to investigator for additional information.

8. Blown over by wind

Query to investigator for additional information.

9. Iceberg feet

MedDRA: SOC: Vascular Disorders
HLGT: Arteriosclerosis, Stenosis, Vascular Insufficiency and Necrosis
HLT: Peripheral vasoconstriction, necrosis and vascular insufficiency
PT: Peripheral coldness,
LLT: cold feet

10. Laughs for no reason MedDRA: SOC: Psychiatric Disorders
HLGT: Mood Disorders and Disturbances NEC
HLT: Affect Alteration NEC
PT: Inappropriate Affect
LLT: Inappropriate Laughter

SPRING 2003
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Ya Gotta Wonder!
TERM

continued from previous page

ACTION/CODING

11. Off-kilter

Query to investigator for additional information.

12. Bugs in ear

Query to investigator for additional information.

13. Baball in belly

Query to investigator for additional information.

14. Word confusion

Query to investigator for additional information.

15. Wheeze on

Query to investigator for additional information.

16. Weakness after
house cleaning

NOTES

This kind of sums up this whole list…

MedDRA: SOC: General Disorders and
Administration Site Conditions
HLGT: General System Disorder NEC
HLT: Asthenic Conditions
PT: Asthenia
LLT: Weakness

17. Urinary rash

Query to investigator for additional information.

18. Unreality

MedDRA: SOC: Psychiatric Disorders
HLGT: Disturbance in Thinking and Perception
HLT: Perception Disturbances
PT: Derealization
LLT: Derealization

19. Prolapse –
unspecified location Query to investigator for additional information.
20. Mild sharp in legs

Query to investigator for additional information.

21. M. Pfeiffer

Query to investigator for additional information.
(This was resolved to M. PFEIFFER (INFECTIOUS MONONUCLEOSIS.)

22. Fussy head

Query to investigator for additional information.

23. Flappy legs

Query to investigator for additional information.

Now for our political terms:
TERM

24. LOSS OF POWER

ACTION/CODING

NOTES

MedDRA: SOC: General Disorders and Administration Site Conditions
HLGT: General System Disorder NEC
HLT: General Signs and Symptoms
PT: Ill-defined Disorder NOS
LLT: Ill-defined Disorder NOS

A common problem…

25. INTERNATIONAL
OVERDOSE

Query to investigator for additional information.

(Could this be
“INTENTIONAL OVERDOSE”?)

26. INFLUENCE
SYNDROME

Query to investigator for additional information.

(Could this be
“INFLUENZA SYNDROME”?)

12
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DATA BASICS

Call for Articles and Advertising
The content for Data Basics comes from you, our members. Without your articles, comments
and thoughts, there is no Data Basics. We’ve had some very promising writers answer the call!
It’s your turn to share your experiences and thoughts with your peers.
Please submit any articles, ideas, etc. for publication to the Editorial Board.
Submit advertising as indicated in the Advertising Policy section below.

EDITORIAL BOARD

SUBMISSION DEADLINES

(also known as Newsletter Committee)

Our quarterly publication schedule for the next 4 issues requires the following input deadlines:

Cherie Stabell, Co-editor
Genentech, Inc.
Phone: 650-225-7672
E-mail: stabell@gene.com

Volume 9, Issue #2 (Summer)
Volume 9, Issue #3 (Fall)
Volume 9, Issue #4 (Winter)
Volume 10, Issue #1 (Spring)

Kit Howard, Co-editor
Pfizer
Phone: 743-622-7848
E-mail: kit.howard@pfizer.com
Cathie Muza, Newsletter Committee
Boston Scientific Corporation
Phone: 508-652-5159
E-mail: muzac@bsci.com
Felicia Ford-Rice
AtheroGenics, Inc.
Phone: 678-336-2713
E-mail: ffrice@atherogenics.com

(Articles and Advertising Art Work)

April 28, 2003
July 28, 2003
October 27, 2003
February 2, 2004

Each issue is mailed to the membership
approximately 6 – 7 weeks after the
corresponding submission deadline and
posted on the SCDM web page
(www.SCDM.org).

PUBLICATION POLICY
We welcome submission of previously unpublished materials for publication in Data Basics. Materials should
preferably be submitted in electronic form (MS Word). Acceptance of materials for publication will be at the
sole discretion of the Editorial Board. The decision will be based primarily upon professional merit and
suitability (i.e. topic, scope, and perceived interest to SCDM membership). Materials accepted for publication
may be edited at the discretion of the Editorial Board.

ADVERTISING POLICY
AD RATES**

Size
Quarter Page
Half Page-vertical
Half Page-horizontal
Full Page

Inches
3 5/8 x 4 5/8
3 5/8 x 9 1/2
7 1/2 x 4 5/8
7 1/2 x 9 1/2

Costs (USD)
$240
$400
$400
$575

**Ads are net, non-commissionable

Lynda Hunter
PRA International
Phone: 913-577-2972
E-mail: hunterlynda@praintl.com

MECHANICAL REQUIREMENTS: Black and White scannable camera-ready art (no screens less than 72dpi).
Digital art/electronic files may be Black and White or 2-color (PMS 556 and Black) and must be Mac format,
supplied on floppy, Zip disk, 1 GB Jaz disk or CD. Accepted software: QuarkXpress, Adobe Illustrator and
Adobe Photoshop. Proof must be supplied with disk. All files and fonts must be supplied with disk.
Ads not conforming to size and mechanical requirements will be returned.

Kathy Meyer
Pfizer
Phone: 743-622-7572
E-mail: kathy.meyer@pfizer.com

PAYMENT: Payment must be received with advertising. Space reservations cannot be made by telephone.
There is NO Agency Discount. All ads must be paid in full.

Saru Salvi
Coding Plus
Phone: 760-966-6858
E-mail: saru.salvi@codingplus.com

GENERAL INFORMATION: All ads must be pre-paid. Publisher is not liable for advertisement printed from
faulty ad materials. Advertiser agrees to hold SCDM harmless from any and all claims or suits arising out
of publication on any of his/her advertising. SCDM assumes no liability, including but not limited to
compensatory or consequential damages, for any errors or omissions in connection with any ad. The SCDM
does not guarantee placement in specific locations or in a given issue. SCDM reserves the right to refuse or
pull ads for space or content.

Alec Vardy
CV Therapeutics, Inc.
Phone: 650-384-8519
E-mail: alec.vardy@cvt.com

SPRING 2003

CANCELLATIONS: Cancellations or changes in advertising requests by the advertiser or its agency 5 days or
later after the submission deadline will not be accepted.

Please submit all forms, artwork, and payments to:
Society For Clinical Data Management, Inc.
c/o Professional Management Associates, LLC
203 Towne Centre Drive
Hillsborough, NJ 08844-4693
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Phone: 908-359-0623
Fax:
908-359-7619
E-mail: info@scdm.org
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The WHO Drug Dictionary: An Update
SCDM Committees

Authors: Daniel von Sydow, Project Co-ordinator, Marie Lindquist, Head of Data
Management and Research, the Uppsala Monitoring Centre (UMC) – the WHO
Collaborating Centre for International Drug Monitoring, Uppsala, Sweden
Printed with permission.

The following Committees
are currently active within
the Society for Clinical
Data Management.

(Originally appeared in The Uppsala Report No. 19)

WHO-DD key points:
■ International industry standard for over 20 years

Certification Committee
Chair : Armelde Pitre
Phone: (860) 732-5642
E-mail:
armelde_pitre@groton.pfizer.com

■ Consistent, quality assured, prompt information entry
■ A hierarchical structure that allows easy and flexible data retrieval and
analysis, at different levels of precision
■ Chemical and therapeutic groupings using WHO drug record number
system and ATC classification

GCDMP Committee
Chair : Christine Little
Phone: (919) 408-8000
E-mail: clittle@rhoworld.com
Membership Committee
Chair : Brenda Hoeper
Phone: (513) 763-1308
E-mail:
hoeper.Brenda@kendle.com
New Technology Committee
Chair: Kenneth Carlson
Phone: (212) 573-7985
E-mail: carlsk@pfizer.com
Newsletter Committee
Chair: Cathie Muza
Phone: 508-652-5159
E-mail: muzac@bsci.com
Web Site Committee
Chair: Jeff Sadik
E-mail: jds108@attbi.com

14

■ Regular, responsive updating of structure and content
■ Computerized, software-independent format, for easy implementation
in user systems

As a reference source for all those working in pharmacology and drug safety, the WHO
Drug Dictionary (WHO-DD) has been the international de facto standard for over 20
years. However, the Drug Dictionary has not remained static during that time; it has
evolved to meet the needs of its users: National Pharmacovigilance Centres, pharmaceutical
manufacturers, pharmacists and regulatory authorities. The WHO-DD is now ready to
serve the next generation of pharmacists and researchers.
Since 1968, drugs have been entered into the WHO Adverse Reactions Database as part
of the WHO Programme for International Drug Monitoring. The WHO-DD is a vital
tool for coding drug safety information, both pre- and post-market. A vast majority of
the top 100 pharmaceutical companies, major international clinical research organizations
(CROs) and regulatory authorities use the tool on a daily basis. The WHO-DD is used
as the standard reference source by national drug monitoring centres and pharmaceutical
companies world-wide.
Current figures (31 December 2002)
54,341 different drug records
8,134 chemical substances
2,240 new drug entries per year

NEWSLETTER OF THE SCDM
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THE UPDATE PROCESS

Drugs recorded in the Drug Dictionary are those that have
appeared in adverse reaction reports, whether suspected of
having caused the reaction or not, so the database covers most
drugs used in countries participating in the Programme.
WHO-DD includes drugs that have been used in the past as
well as those currently being used. The data are taken from
official data from drug regulators, national drug compendia
and other trustworthy sources.
Increasingly, new WHO-DD entries are prompted by companies and regulators when products are launched on the market
or found to be missing in the dictionary. The user simply
sends to the UMC the name or substance to be entered,
together with available information sources, and the UMC
enters it into the database. This service is carried out with the
same quality assurance procedures to validate data sources as
with regular updating. The service is provided free of charge if
the new drugs are simply included with the next quarterly
update, or for a fee if ‘expedited updating’ is desired, whereupon changes appear within three working days.
NEW STRUCTURE – NEW FOCUS

The WHO-DD is now available in a new and enhanced format. This new format keeps all the functionality of the old
system, which makes it backward compatible, but also adds a
number of features. Previously, each entry in the dictionary
was a trade name; the new database allows for coding much
more detailed information. Each entry in the new dictionary
represents one marketed product, containing information
about trade name, dosage form, strength, as well as the country in which it is marketed and the company responsible for
the product in the country (MAH, Market Authorization
Holder). This means that one entry in the old dictionary will
be entered as several entries in the new.

Features introduced in the latest version of
WHO Drug Dictionary
Latest (‘C’) Format
■ New data fields
■ Dosage form and strength
■ Product type (medicinal/herbal etc)
■ Market Authorization Holder (company responsible

for marketing)
■ Country
■ Date of last change
■ Full integration with Anatomical Therapeutic

Chemical classification (ATC)
C format (i.e., third format) introduced in December 2002

AVAILABILITY FOR USERS

Extracts of the whole database, or new additions and changes,
are available on a quarterly basis. There are different formats,
all software-independent files. An internet-based search tool
is being developed to replace the current client-server search
programme.
HERBALS

The new WHO Drug Dictionary is not only a new file
structure, and a new focus as described above. It also allows for
additional types of product entries. It is becoming increasingly
apparent that all concomitant medications should be coded
and analyzed in clinical studies and spontaneous Adverse
Reaction reports. In recent years, the UMC has done extensive
work in the area of classification of herbal substances. The
continued on next page
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continued from previous page

The WHO Drug Dictionary: An Update

WHO-DD already contains information on commonly
used herbals, but the coverage of traditional medicines
and herbal substances is expanding considerably both
in terms of quantity and quality. In collaboration with
organizations in the field, we will be adding a large
number of trade names of herbal products into the
dictionary, together with classifications of ingredients
and a new ATC (Anatomic-Therapeutic-Chemical)
classification that has been customized to fit specific
Herbal classes. The new ATC classification is built on
and compatible with the classification provided by
ATC Centre in Norway.*
CLASSIFICATION

Anatomical Therapeutic Chemical (ATC) classification
is an integrated part of the WHO-DD. The ATC
classification is hierarchical, which facilitates browsing
in the dictionary and, more importantly, aggregation
of statistical data for improved analysis of captured
data. the UMC continues to collaborate closely with
the ATC Centre in Norway. All drugs in WHO-DD
are assigned therapeutic group codes according to the
ATC classification. Products are coded with ATC
codes approved for their generic group (Preferred
Name). In addition, it is possible for us to code each
product with the ATC code representing its most
common use. This allows more
flexible analysis and comparison of
the drugs using the ATC classification.

16
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TRANSITION AND GROWTH

The WHO Drug Dictionary is backward compatible;
the latest update retains all previous fields, which are
mapped to the new structure. In particular, the current drug record number system is retained in the new
database structure. There is a transition period while
the previous version of WHO-DD is fully superseded
by this more detailed version. A computerized tabulation that allows users to trace all changes that have
been made in the Drug Dictionary since 1992 is also
available.
The Drug Dictionary grows at the rate of more than
2,200 entries each year. the UMC provides an on-line
tutorial/course on how to use the Drug Dictionary for
those who are new to it. The B (second) format is
available until end of February 2003; the C format
was introduced in December 2002.
KEEPING IN TOUCH!

Providing an essential tool such as WHO-DD to
a diverse group of users is a challenge that clearly
requires two-way communication. the UMC provides
formal channels for feedback, including user group
meetings that take place in Europe and the USA each
year, during international conferences, and an on-line
discussion group that was recently set up. In addition,
the UMC is always interested in hearing users’
comments for improvements.

Promoting Clinical Data Management Excellence
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Further information / references:

the Uppsala Monitoring Centre (the UMC) is
the field-name of the WHO Collaborating
Centre for International Drug Monitoring.
The objectives of the UMC are to:
■

■

■

■

co-ordinate the WHO Programme for
International Drug Monitoring and its
member countries
collect, assess and communicate information
from member countries about the benefits,
harm, effectiveness and risks of drugs
alert the regulatory authorities of member
countries about potential drug safety problems
collaborate with member countries in
the development and practice of
pharmacovigilance

The main focus and source of data in
pharmacovigilance are reports of Adverse Drug
Reactions (ADRs) from healthcare providers
and patients in member countries of the
Programme. These are the main source of
data in the WHO Drug Dictionary.

■ Daniel von Sydow

Tel: +46 18 65 60 60 Fax: +46 18 65 60 80
daniel.vonsydow@who-umc.org
www.WHODrugDictionary.com
www.who-umc.org
■ Helling, M. and Venulet J. Drug recording and

classification by the WHO research centre for
international monitoring of adverse reactions to drugs.
Methods Inf Med, 1974. 13(3): p. 169-78.
■ Lindquist, M. The WHO Programme for

International Drug Monitoring: The Present and
Future, in Electronic Communication Technologies,
M Mitchard, Editor. 1998. p527–549.
■ Olsson, S. and Edwards, I.R. The WHO international

drug monitoring programme, in Side Effects of Drugs
Annual 25, J.K Aronson, Editor. 2002, Elsevier.
p589 - 598.
*WHO Collaborating Centre for Drug Statistics
Methodology, Norwegian Institute of Public Health,
Postboks 4404, Nydalen 0403 Oslo Norway.
Tel: + 47 23408160 Fax: +47 23408146
http://www.whocc.no/atcddd/

web pages: www.who-umc.org
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What Do You Need to Know About MedDRA?
Saru D. Salvi, MBA, CFO/COO Coding Plus and
Michael C. Joseph, MD, MPH, President, Chief Information Officer, Coding Plus

Here are some of the most frequently asked questions we receive about MedDRA and its use
(not in any particular order).
is MedDRA, and why do
1 What
we need it?

we have to purchase a license for
3 Do
MedDRA if a CRO is doing our coding?

MedDRA, the Medical Dictionary for Regulatory
Activities Terminology, is a clinically validated
medical terminology designed for the regulatory
authorities as well as the regulated pharmaceutical
industry. It is used for data entry, retrieval, evaluation,
and presentation, in all phases of drug development
and regulatory compliance.

Yes! Although a CRO may have a MedDRA license,
it is not transferable. The MSSO MedDRA license
agreement specifically states “…licensees are
allowed… to possess and use MedDRA Terminology
for its sole use. Subscriber may not grant any
sublicense nor publish nor otherwise distribute
MedDRA Terminology to a third party…”

For a long time, dictionary users within the industry
have complained about the clinical limitations of
COSTART and WHO-ART. In 1993, during a
combined COSTART and WHO-ART user meeting,
an “Industry Wish List” was developed containing
criteria for a new dictionary. The British regulatory
dictionary, MEDDRA 1.0, was selected in 1994 as
the model and nucleus of a new uniform global
dictionary after the CIOMS comparison with
COSTART, WHO-ART, ICD9-CM, SNOMED
and the UMLS. The current MedDRA dictionary
was developed under the ICH M1 Initiative beginning
in October 1994.

2 Does the MSSO own MedDRA?
No. MedDRA is a trademark of the International
Federation of Pharmaceutical Manufacturers
Association (IFPMA). The Maintenance and Support
Services Organization (MSSO) was a consortium
of vendors that was awarded a contract in 1998 to
distribute and maintain the dictionary.

SPRING 2003
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4 Is a company required to use MedDRA?
US - The FDA has been using MedDRA since
November 1997, and the Proposed Rule for
Postmarketing Safety Reporting (“The Tome”) is
expected to be released for public comment soon.
EU - MedDRA is mandatory for electronic reporting
of single case reports as of January 2002, and for all
adverse event reports as of January 2003.
Japan - its use was officially “encouraged” for adverse
event reports by MHW in March 2000.
Companies are therefore recommended to start
their MedDRA implementation activities as soon as
possible, so that they can build up experience with
MedDRA.

continued on next page
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What Do You Need to Know About MedDRA?
continued from previous page

are some pitfalls of MedDRA?
5 What
What can be done to avoid them?

MedDRA is huge, with complex relationships
among terms on the same and different levels. The
logic of the hierarchical structure varies among
System Organ Class’s (SOCs). The dictionary also
requires substantial clinical decision-making.
The most practical method to avoid the pitfalls of
MedDRA is by learning the dictionary. It is
unreasonable to learn 55,000+ terms, so we recommend
identifying those SOCs of particular interest and
thoroughly understanding them. This should include
formal training and specific reference development,
with a heavy involvement of clinicians.
I was searching for a term

6 “Hemoglobin increased” in MedDRA
but was not able to find it. However,
when I tried spelling the same term using
“non-US English” spelling (Haemoglobin
increased), it was in MedDRA. Does it
make a difference whether you use
“American” or “non-US” spelling?

Since MedDRA was based on the original structure
and content of the MEDDRA dictionary from the
MCA, you will find terms with non-US spelling in
all levels of MedDRA plus the SSCs. Terms with
“American” spelling are found only at the LLT level.
One problem is that a term may appear with only
one spelling version, making it difficult for
American and non-US users in data input,
interactive coding, reference development,
and analysis.

How are numeric codes in MedDRA

7 assigned? Is there a particular number
corresponding to each level or SOC?

Numeric codes in MedDRA were initially assigned
alphabetically to the original terms incorporated in
the dictionary, with some gaps. As new terms were
added, the gaps were filled, then numeric codes were
assigned sequentially. Therefore, MedDRA numeric
codes are non-expressive (unintelligent), which means
that the numbers cannot be analyzed to indicate the
location of any term by SOC or hierarchy level. This
is in contrast to nomenclatures such as the ICD9-CM.
However, these codes are critical for cross-language
communications, and users have no obvious means
of verification.
How can a sponsor company develop

8 a MedDRA coding strategy?

The key decision will be whether to code in-house or
contract MedDRA coding and dictionary management
to an external support organization. Because of the
complexity of MedDRA structure and maintenance,
it is unlikely that a company that has not done any
coding in COSTART, WHO-ART, or an ICD
terminology can perform efficient MedDRA coding.
Regardless of the decision, each user of the MedDRA
terminology is required to have its own MedDRA
subscription.
Preparing for internal MedDRA coding would include:
• Multidisciplinary Task Force creation, with heavy
medical representation;
• Establishing a MedDRA Dictionary Management
Committee;
• Assigning staff for MSSO Coordination;
• A legacy conversion plan;
• MedDRA-specific SOPs, coding conventions, and
guidelines – consistent with the ICH Good
MedDRA Coding Guidelines;
• Procedures for concurrent dictionary management;
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• MedDRA-capable software such as an autoencoder and browser;
• Training focused on work unit responsibilities;
• Terminology references including multi-dictionary and multi-version synonym tables;
• Clinical references based on therapeutic area interests;

Calendar
of Events

• Methods for periodic coding accuracy and consistency review;
• MedDRA version management procedures;
• Participation in MSSO and industry User Groups.

9 How should the MedDRA dictionary be maintained?
New versions of the MedDRA dictionary are made available every 6 months starting
with version 4.0. How to deal with these versions in long-term clinical studies or in the
production of Periodic Safety Update Reports for marketed drugs is a serious MedDRArelated challenge, which is further complicated by the fact that different regulatory authorities
are currently using different versions of MedDRA. Global MedDRA maintenance is also
complicated by the differences between the English and Japanese MedDRA versions,
which are maintained by two different organizations, the MSSO and the JMO.
Assuming that at some future time all regulators will be using the same version, users will
need to implement efficient, validated procedures for rapidly switching to the most current
version of MedDRA. Also, data in earlier versions of MedDRA will need to be archived yet
remain accessible for pooling and comparisons (e.g. in the PSUR).
A version management plan should include:
• Documenting procedures and timelines for version updates;

Connecting with CDM:
Interdisciplinary Interactions
March 16-18, 2003
Spring Forum
Hilton Palm Springs Resort
Palm Springs, California
September 21-24, 2003
Fall Conference
Cheyenne Mountain
Conference Resort
Colorado Springs, Colorado
March 21-23, 2004
Spring Forum
La Mansion del Rio Hotel
San Antonio, Texas
October 10-13, 2004
Fall Conference
Royal York Hotel
Toronto, Canada

• Implementing methods for using past MedDRA versions on an ad hoc basis;
• Developing the company’s “MedDRA footprint”, indicating areas of therapeutic interest
and frequent adverse events;
• Monitoring the MSSO web site for cumulative Supplemental Changes;
• Prospectively assessing version change impacts on coded terms, based on the company’s
“MedDRA footprint”;
• Updating synonym tables, clinical references, conventions, and guidelines;
• Providing continuing education to affected staff.

March 13-15, 2005
Spring Forum
Grand Hyatt Buckhead
Atlanta, GA
October 9-12, 2005
Fall Conference
Sheraton San Diego Hotel
& Marina
San Diego, California
October 8-11, 2006
Fall Conference
Wyndham Palace Resort
& Spa
Orlando, Florida

SPRING 2003
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Call for Papers
and Session Chairs
for the 2003
Fall Conference –
Colorado Springs
“The People
Perspective”

Got A Website?

Web Sites to Check Out

Want to support SCDM?

ACDM
CDISC
FDA
ICH

Please feel free to place a link on your
web site to www.scdm.org!
Contact Jeff Sadik
(sadikj@immunex.com)
if you need more information.

http://www.acdm.org.uk
http://www.cdisc.org
http://www.fda.gov
http://www.ich.org

There are more links to be found on our web site!
SCDM

http://www.scdm.org

Please let the Editorial Board know about any other “hot” web
sites that you feel would be of interest to the SCDM membership.
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Has your
e-mail address
changed recently?
SCDM is utilizing e-mail to disseminate information of
interest to the membership, via the e-Newsletter
and other announcements. Don’t miss out!
Be sure SCDM@PMA (e-mail: info@scdm.org) has
current e-mail information where you prefer to receive
SCDM information. You can also use the members only
section of the Web site to update your information
(www.SCDM.org).
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SCDM@PMA

Professional Management Associates (PMA) provides professional management
support to the SCDM organization in the following areas: administrative tasks,
communications, financial, mailings, meeting arrangements (including registration), membership database, newsletter, printing and tracking.
Please contact SCDM @ PMA if you have questions about registration for
upcoming meetings or if you need to provide updated mailing/contact information.
Society For Clinical Data Management, Inc.
c/o Professional Management Associates, LLC
203 Towne Centre Drive
Hillsborough, NJ 08844
Phone: 908-359-0623
Fax:
908-359-7619
E-mail: info@scdm.org
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