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MedDRA 5.0 third complex change release
By Dr. Marvin Meinders
Terminology Maintenance Manager

he MedDRA version 5.0 release is
the third complex change release
for the MSSO.

Complex changes are those
made to terms at the HLT level
and above. We refer to these lev-
els as the hierarchy; within the
hierarchy, changes can occur only

one time per year. In contrast, simple
changes are those that are made at the
PT and LLT levels and can be made
anytime throughout the year.

The 5.0 complex change release is
not as extensive as the 4.0 version. The
5.0 complex change release can be
summarized as maintenance. Hierarchy
terms were
renamed to better
group like con-
cepts or to better
describe their sub-
ordinate terms.

A new concept
added to the 
hierarchy was the
HLT Foetal thera-
peutic procedures.
This addition was
made in anticipa-
tion of these pro-
cedures becoming
more prevalent in
the future; for
analyses purposes,
it is important to
have these proce-
dures represented
together.

As with the hier -

archy changes, the version 5.0 changes
made at the PT and LLT levels largely
fell within the realm of maintenance.
We focused on making term usage and
placement more standardized and more
compliant with the MedDRA Introducto-
ry Guide.

For example, those disorders that
can be identified as either “congenital”
or “acquired” have both representa-
tions. When a term is not designated as
“congenital” or “acquired,” it is
assumed to be “acquired” and, there-
fore, is not linked to the Congenital,
familial and genetic disorders SOC
(e.g., PT Acquired macrocephaly, PT
Macrocephaly NOS).

In general, non-designated terms
appear under the “acquired” PT or as

their own PTs. We also reviewed terms
that are frequently spelled with hyphens
or used in conjunction with “post” for
correct spelling in MedDRA. Dorland’s
Illustrated Medical Dictionary is used as
the reference and for those terms not
found in Dorland’s, Merriam-Webster
English Dictionary is used.

Specific details for this release can
be found in the What’s New documen-
tation and the accompanying Detailed
Report, which can be viewed on the
MSSO website.

We are also trying to improve Med-
DRA by obtaining more subscriber input
and improving the documentation of
rules and exceptions in the MedDRA
Introductory Guide.

Unlike in previous version of What’s
New, Pending Issues
(para 6.2) will no
longer be listed indi-
vidually in this docu-
ment. Instead, all
issues that have
been identified and
are awaiting resolu-
tion or implementa-
tion will be posted
on the MSSO web
site.

Subscribers will
have the opportunity
to view the MSSO
recommendations
and submit their
comments on each
issue. As each issue
is resolved, the final
guidelines will be
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EU language translations of MedDRA 5.0
will be available soon

Complex change release
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posted on the web and ultimately incor-
porated into the MedDRA Introductory
Guide.

With each release of MedDRA, we
attempt to improve the terminology
with changes that are consistent with

overall subscriber needs. The updates
are based on subscriber change
requests, subscriber web posting
responses, and user group participa-
tion. We certainly hope you find each
release improved and a better instru-
ment in serving your needs.

By Jim Mundell
Director of Core Services

n the past, MedDRA has only been
available in English and Japanese,
but now the MedDRA MSSO is
preparing for the first distribution of
MedDRA translated into other lan-
guages.

After the March release of MedDRA
5.0, the MSSO will also make available
French, German, Spanish, and Por-
tuguese versions of MedDRA. The actu-
al availability date for these translations
will be e-mailed and posted on the
MSSO website. 

DOWNLOADABLE

These translations will primarily be
available as downloadable, self-extract-
ing zip files through the MedDRA MSSO
web site, www.meddramsso.com. Since
the number of subscribers who have
notified us of their choice of EU-lan-
guage translation is smaller than the
total number of subscribers, we are tak-
ing this opportunity to test a web-based
distribution process.

At this time, only the translations
and their associated documentation will
be available for download. If this
proves successful, we will be able to
move forward with our plan to make
the English version of MedDRA avail-
able in the same manner.

If you do not have Internet access
and you want to receive a translation of
MedDRA, please contact the MSSO help
desk to make arrangements. Regulators
will be sent a regulator CD of MedDRA
containing all available EU languages.

These files will be made available
outside of the Core subscriber area so
all subscribers can have access to the
download files. Each download will
require the use of your MedDRA sub-
scriber identification number (SIN) and
your personal identification number
(PIN). If you have not notified the MSSO
of your choice of language, you will be
denied access and will need to contact
the MedDRA MSSO help desk to arrange
for download access. 

Starting with the availability of trans-
lations, Basic subscribers will be given
the option to request which single dis-
tribution language they want to receive,
no longer limited to English. This option
is being offered only to Basic sub-
scribers.

SAME AS ENGLISH VERSION

Basic subscribers will need to con-
tact the MSSO help desk to provide
their language choice and to receive
their PIN for downloading. Request can
also be made for CDs. Additional lan-
guages are available for an additional
fee.

With the exception of the regulator
CD, the standard distribution record
and file formats for the translated Med-
DRA will be the same as for the English
version. The difference will be that the
term field will contain the translated
term instead of English. This format is
being used so that companies that have
already created tools for using MedDRA
based on the English version can make
use of the same tools when working
with translated versions.

The Spanish translation will be for all
five MedDRA levels. At this time the
French, German, and Portuguese 
versions are completed from SOC to
Preferred Term (PT) level. English LLT’s
will be provided for now.

The EMEA made the decision to 
distribute these translations at this
time, even though they are not all to
the LLT level, to give MedDRA users a
chance to review and work with these
translations.
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MedDRA training sessions through July
By Liz Thomas
Training Manager

MSSO TRAINING ADVANTAGES
The MSSO provides expert MedDRA

training to the MedDRA community.

MSSO instructors have an extensive

industry and MedDRA background. In

addition to this expertise, the MSSO

offers continuing education credits to

recipients of MedDRA training. Check

out the MSSO web-

site for specific

information about

CEUs for each

course: www.med-

dramsso.com.

UP-TO-DATE
MedDRA
TRAINING

MedDRA training

materials are

updated to remain

current with the

latest version of

MedDRA.

MedDRA 5.0 is

the current version

and has been

incorporated into

the Spring 2002

training materials.

ON-SITE
TRAINING

In addition to

the open enroll-

ment training chart

on this page, the

MSSO provides

enterprise-wide and individual training

courses at your company’s location.

Volume discounts are available. Please

contact the MSSO for more information.

NEW COURSE OFFERING
— AUTOCODE CS™

The MSSO is pleased to announce a

new course: AutoCode CS training pro-

vides an overview of the AutoCode CS

software program and is intended for

users (extractors, coders, and review-

ers). 

The course will also provide an 

overall understanding of AutoCode CS

functionality for those who need this

perspective. This course will be offered

in open session this spring. See the

course schedule above for date and

location. Registration will be taken

through the MSSO

web site.

ON THE HORIZON
There are some

new training tech-

niques on the hori-

zon.

The MSSO has

designed a comput-

er-based training

(CBT) demonstration

of the Essentials of

MedDRA course. The

demo walks one

through a series of

screens, providing a

self-test at the con-

clusion.

For additional

information, to dis-

cuss this training

option, or to view

the demo, please

contact the MSSO.

SPRING TRAINING SCHEDULE

Another year has begun and MedDRA training is in full swing.
As you can see by the chart below, there is a full complement of
classes being offered in the US and Europe.

CLASS

Full Scope of MedDRA

Full Scope of MedDRA

Full Scope of MedDRA

Full Scope of MedDRA

Coding with MedDRA

AutoCode CS

Advanced Training for
MedDRA

MedDRA Information
Technology Training

Coding with MedDRA

Full Scope of MedDRA

LOCATION

Dallas, TX, USA

Dublin, Ireland

Chicago, IL USA

Reston, VA, USA

Copenhagen, Denmark

Reston, VA, USA

Reston, VA, USA

Reston, VA, USA

Frankfurt, Germany

Culver City, CA USA

DATES

26-27 March 2002

9-10 April 2002

23-24 April 2002

14-15 May 2002

15 May 2002

16 May 2002

16 May 2002

17 May 2002

12 June 2002

16-17 July 2002

Registration for all open sessions can be accomplished through
the MSSO website: www.meddramsso.com



A calm, rational approach to MedDRA implementation
By Carolyn Tanzola, RN, BSN
Terminology and Implementation 
Specialist

he MSSO has, from the begin-
ning, advocated a well-planned
and organized approach to the
implementation of the new inter-
national medical terminology —
MedDRA.

As the MSSO continues to
assist members of the pharmaceutical
industry as they begin their implemen-
tation process, the necessity of “Med-
DRA focus” is reinforced time and
again. It does not matter whether the
company is a huge, international corpo-
ration or a small biotech company that
has just launched its first approved
drug; the approach to the implementa-
tion and use of MedDRA must be well
thought out before the process is
begun. The conversion to MedDRA is
not as simple as “let’s load MedDRA Fri-
day night and go live with MedDRA on
Monday morning,” as some over-anx-
ious companies have thought, only to
realize after many long hours of trying
to figure out where all their verbatim
events have disappeared to, that maybe
the MSSO was right and MedDRA is not
“just another terminology.” Before the
first legacy data are recoded to Med-
DRA, you gotta have a plan!

As soon as the corporate decision to
implement MedDRA has been made, it
is important to identify individuals
tasked to draft the plan of attack and
rally the troops behind the effort. Make
no mistake, overseeing the implementa-
tion of MedDRA will require the full-time
attention of at least one individual and
a significant time investment by each
functional area affected by the under-
taking. Executive buy-in to the time and
resources required to convert to Med-
DRA use is the first step in the right
direction. However, as we at the MSSO
have learned during on-site implemen-
tation support efforts, there are times
when members of the functional groups
most affected by the implementation of
MedDRA are the most resistant to the
whole process; the attitude has been
(regarding changing terminologies), “if it
ain’t broke, don’t fix it.” We have found

that the key to overcoming resistance is
to organize the project into achievable
milestones instead of allowing any one
group to become completely over-
whelmed by what seems to be the
impossible scope of the implementa-
tion process. This is where an organ-
ized approach is key to the success of
the project. It is better to involve the
groups that will be affected than to
make decisions without them and 
dictate how things will proceed. 
Communication of expectations and
achievements during the implementa-
tion process is so important that its
lack can make the difference between 
a smooth transition and a complete,
costly failure.

Who do you include in your strategy
meetings and the implementation
process itself? The MSSO has found
that the most successful implementa-
tions of MedDRA were guided by an
Implementation Team that included 
the Implementation Project Lead and
members from the following areas:
Senior Management, Medical Monitor,
Post Marketing Safety, Clinical Safety,
Clinical Data Management, IT, Regulato-
ry, Dictionary Management, Labeling
and Marketing and Legal.

Of course, in some companies, one
individual may perform more than one
of these functions, but anyone who
functions in these areas will be affected
by MedDRA at some point and should,
therefore, be involved in implementa-
tion decision making from the begin-
ning.

Plan your course well. The MSSO
suggests these preliminary steps
towards implementing MedDRA:

- Be familiar with MedDRA and its
technical and philosophical impacts on
your current infrastructure. Identifying
individuals to enroll for formal MedDRA
training, i.e., MedDRA Essentials train-
ing through the MSSO, is an ideal way
to introduce team members to the
structure, rules, and potential impact of
MedDRA. This will enable them to make
more informed implementation strategy
decisions.

- Review legacy Product Safety
data, select a representative dataset,

and perform a pilot MedDRA conversion
of verbatim events. Compare the
results with coding done with your pre-
vious terminology. Use the results of
your pilot to develop coding conven-
tions and potential synonym lists to
facilitate the eventual conversion of all
legacy data to MedDRA (these conven-
tions may serve as a foundation for
those you will develop for “everyday”
coding of safety data).

- Review and recode single case
narrative reports, i.e., CIOMS and/or
MedWatch, and determine the impact of
MedDRA coding on these reports.

- Re-generate safety summary
reports using MedDRA terms and deter-
mine how MedDRA may change the
face of your reporting.

- Consider the formation of a cen-
tralized coding group responsible for
the coding of post marketing and clini-
cal safety data. MedDRA will afford you
the opportunity to consistently code all
safety data using one set of conven-
tions.

- Using pilot conversion results,
determine if you will need to develop
new queries and reports to fully utilize
the specificity of MedDRA.

- Work closely with IT to assure
that your system is capable of maintain-
ing MedDRA and its semi-annual
updates, versioning, and reporting
capabilities.

- Review current data mining
strategies and determine how the
scope and specificity of MedDRA may
allow you to more effectively conduct
interim analyses and potentially
enhance signal detection. 

Of course, these suggestions are just
the major factors to be taken into con-
sideration. Every company is unique
and has to determine the best road to
follow toward MedDRA implementation.

The process can be eased by plan-
ning, organization, communication, and
teamwork. MedDRA will, in the long
term, save time and resources in this
era of mergers and international
alliances while assisting both industry
and the regulators in their quest to
accurately report and evaluate safety
data vital to consumer well being.

T



We want your feedback! Please contact us:
E-mail: mssohelp@trw.com    Website: www.meddramsso.com
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AutoCode CS™
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issue resolution, and tracking of work
as it progresses through the system.

A Reviewer is responsible for the
quality review of the verbatim extrac-
tion and the classification of the verba-
tim terms coded by one or more classi-
fiers within a work package.

An Extractor’s responsibility is the
evaluation of the automatically extract-
ed terms from the narrative text, the
editing of those verbatim terms, and
the assignment of a data type label
(e.g., adverse event, medical history,
clinical laboratory, etc.). These data are
single instance concepts encoded by
the system and then passed to a Classi-
fier.

A Classifier evaluates the classifica-
tion of the verbatim string and
approves or re-classifies as needed. A
Browser is a user who is restricted to
browsing the thesauri available in the
application

POWERFUL ALGORITHMS
AutoCode CS uses a powerful set of

algorithms to perform the automatic
classification process. These include:

➤ A direct match algorithm that pro-
vides a case-insensitive, character-by-
character match to the identified classi-
fication standard and the term synonym
tables specified by the users. 

➤ A string match algorithm that fur-
ther relaxes the constraints on a match
by removing excess white space, dia-
critical marks, and other extraneous
material. This capability catches many
of the variants used by health care pro-
fessionals in the field.

➤ A lexical matching algorithm treats
the verbatim input as a single concept
using a knowledge base tuned to the
classification standard and including
removal of filler words, the replacement
of abbreviations, and the manipulation

of suffix, word synonym, and lexical
proximity information.

For example, for a verbatim of
“Weight loss of 10 pounds in one week”
to be coded into the MedDRA vocabu-
lary, the AutoCode algorithms would
remove the words “of” and “in,” disre-
gard the terms “10 pounds in one
week” as non-MedDRA terms, leaving
“weight loss,” which is an LLT to the
Weight Decrease PT.

➤ The relaxed lexical algorithm
views the verbatim input as a potential
set of multiple concepts. It therefore
breaks the verbatim apart and recom-
bines it, searching for a match with the
controlled vocabulary.

TRUE STRENGTH
An example would be “hard to

arouse.” The relaxed lexical algorithm
equates “hard” to “difficult” through the
use of word synonym data, discards the
word “to” through use of the stop word
information, evaluates the ending of
“arouse” to “arousal” through the use
of the lexical proximity information,
and finally inverts the text string. This
provides the LLT (Lowest Level Term)
Arousal difficult to the PT (Preferred
Term) Depressed level of conscious-
ness.

A true strength of AutoCode CS is its
ability to eliminate the need for a Clas-
sifier or other personnel to manually
extract the verbatim terms from the raw
input material.

An AutoCode CS option is to accept
narrative text stored within the data-
base. An automated extraction process
identifies the narrative text input,
extracts those verbatim terms that are
recognized, and provides pointers into
the narrative where the terms were
extracted and which phrase or words in
the narrative produced the verbatim.
The user can then review this output

and accept the verbatim, delete or
modify the extracted verbatim, or
extract additional text. Additionally, the
extractor identifies the verbatim type
(e.g., medical history, adverse event,
etc.) and AutoCode CS recognizes
which types to classify and which to
pass as associated information.

As the biopharmaceutical market
evolves through globalization, develop-
ment, and marketing partnerships, the
need for advanced technologies in data
capture, storage, and analysis and the
application of standards tools to sup-
port efficiency and consistency will
increase.

EASILY INTEGRATED
AutoCode CS is an advanced tool

that can be integrated seamlessly into
legacy systems using database triggers
and stored procedures. It supports mul-
tiple standard terminologies, provides
varying methods of data extraction and
classification, and supports various lev-
els of users.

The ability of AutoCode CS to be
configured to meet this evolving indus-
try while maintaining a strict level of
coding consistency shows the real
value of AutoCode CS now and in the
future.
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