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Published by MedDRA MSSO for our Users 

What’s New for MedDRA Version 13.0 

  
edDRA Version 13.0 was made available to subscribers on 1 March 2010 from 
the MSSO Web site.  There were a total of 2,356 change requests, including 

SMQ changes, processed for this version; 2,006 change requests were approved 
and implemented, and 318 change requests were rejected. There are, in addition, 
32 change requests suspended for further consideration and resolution beyond this 
version.  

    MedDRA v13.0 is a complex change version which means changes can be 
made at all levels of the MedDRA hierarchy.   Please see the “What’s New Med-
DRA Version 13.0” document for specific details.  

 

 

 

 

 

 

 

 

    Of note is reorganization of device related terms in MedDRA v13.0 into a new 
hierarchical structure.  New device related HLGTs and HLTs were added to SOC 
General disorders and administration site conditions where HLGT Product quality 
issues is linked.  Existing device related HLTs under SOC Injury, poisoning and 
procedural complications were merged under corresponding new HLTs added to 
SOC General disorders and administration site conditions.   Existing device related 
PTs/LLTs were moved from SOC Injury, poisoning and procedural complications to 
the appropriate new device HLTs and new device PTs/ LLTs were added.  Of the 
300 device related term changes proposed, 279 changes were approved, including 
the addition of 58 new terms, and 21 changes were rejected.   

    The second major initiative implemented in MedDRA v13.0 was the addition of 
new microorganism terms in SOC Investigations.  A regulatory authority that uses 
MedDRA as a key component in their post marketing safety surveillance systems 
proposed a set of microorganism terms to capture identification (by a test) of an 
organism when there is no documented infection.  The MSSO worked with the  
regulatory authority to harmonize the proposal within existing MedDRA rules and   
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Quick Links… 

Number of Terms: MedDRA Version 13.0 

System Organ Classes (SOC)                 26 

High Level Group Terms (HLGT)               335 

High Level Terms (HLT)            1,709 

Preferred Terms (PT)          18,786 

Lowest Level Terms (LLT)          68,258 

Standardised MedDRA Queries (SMQ)                 82 

https://meddramsso.com/secure/subscriber_download_translations.asp
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By Pat Revelle, MSSO Director 
 
n the early versions of MedDRA, the MSSO worked 
with users to fill the gaps in MedDRA.  These activi-

ties, which included changes identified by MedDRA us-
ers and the MSSO, resulted in a large number of 
changes in MedDRA Versions 3.3 through 6.1.  The av-
erage number of changes per release during this period 
was 4,800.  Many of these changes were initiated by the 
MSSO. 

    Possibly as a result of the number of changes, the 
first Blue Ribbon Panel (May 2003) had as one of its 
recommendations “… that modification and growth of  

 
 

MedDRA should come from subscriber change requests 
or from MedDRA Management Board approved initia-
tives.”  From that point until now, the MSSO’s mainte-
nance approach has been more reactive (i.e., waiting for 
a user change request) than proactive.  To be clear, the 
MSSO does perform some proactive changes (e.g., if 
adding a new PT per request of subscriber, MSSO may 
move appropriate existing LLTs to it, even if not re-
quested) but given the BRP guidance (which was en-
dorsed by the MedDRA Management Board), MedDRA 
maintenance is currently much more reactive. 

Reactive vs. Proactive Maintenance of MedDRA 

    The situation is a bit different now.  Since MedDRA 
Versions 7.0 through 13.0, the number of changes from 
one version to the next is significantly lower (on average, 
there are 1,300 total changes per release).  The MSSO’s 
task of deciding on requested changes is now more diffi-
cult since it’s not a matter of filling gaps in the terminol-
ogy, but involves efforts to identify the distinct difference 
between the user’s request and an existing term and 
evaluating the impact of proposed term movements.  
Still, the current number of changes is significantly less 
than in the earliest days of MedDRA, even with inclusion 

of large additions of medication error terms, modified 
terms, device-patient terms, product quality terms, and 
microorganism terms. 

    Is it time to make the maintenance model more proac-
tive? 

    The MSSO is interested to hear your feedback on this 
question, and we will be raising this as a discussion 
point at the User Group meetings in Monaco and Wash-
ington this year.  As an alternative, please feel free to 
send your thoughts to the MSSO Help Desk. 

mailto:mssohelp@ngc.com?subject=Reactive%20vs.%20Proactive%20Maintenance


3 

 

By Anna Zhao-Wong, MD, PhD 
Deputy Director, Manager of  
Terminology Development and Services 

  
 
edDRA is available in eight EU languages:  English, 
Czech, Dutch, French, German, Italian, Portu-

guese, and Spanish.  Apart from English MedDRA 
(created by the ICH M1 MedDRA Expert Working 
Group), each EU translation has been developed in a 
similar process.  First, the corresponding EU national 
regulatory authority carries out an initial translation of 
MedDRA in the local language and transfers the trans-
lation to International Federation of Pharmaceutical 
Manufacturers and Associations (IFPMA) when com-
pleted.  If needed, he MSSO then updates the transla-
tion to the current MedDRA version for initial release 
and  subsequent maintenance.  MedDRA translations 
are maintained via subscriber change requests, just as 
with English MedDRA.   

    Throughout the years, the number of MedDRA 
translation change requests has been small. During 
this time, however, the MSSO has received anecdotal 
inputs from regulatory authorities and companies re-
garding areas to improve in various MedDRA EU 
translations.  In 2009, a proactive approach was initi-
ated by the MSSO to obtain first hand information on 
the use and quality of MedDRA translations.  The 
MSSO staff  conducted face-to-face meetings with EU 
regulatory authorities as noted below: 

Germany – Federal Institute for Drugs and  

Medical Devices (BfArM) and Paul Ehrlich     
Institute (PEI; National Competent Authority    
for vaccines and biomedicines) by Dr. Patricia 
Mozzicato (Chief Medical Officer) and Dr. Eva 
Rump (International Medical Officer) in March 
2009 

Italy – Italian Health Authority (AIFA) by  

Dr. Patricia Mozzicato (Chief Medical Officer) 
and Dr. Tomás Moraleda (International Medi-
cal Officer) in October 2009 

Czech Republic – State Institute for Drug Con-

trol (SUKL) by Mr. Pat Revelle (MSSO Direc-
tor) in December 2009 

 

 
 
 

Spain – Spanish Agency for Drugs and Health 

Care Products by Dr. Tomás Moraleda 
(International Medical Officer) in January 2010 

Portugal – Portuguese Authority for Drugs and 

Health Care Products by Dr. Tomás Moraleda 
(International Medical Officer) in February 
2010. 

    While the general opinion from these regulatory au-
thorities is that the quality of MedDRA translations is 
good, constructive feedback has been gathered from 
these meetings.  The MSSO is working with regulatory 
authorities to channel proposed translation changes 
via the change request process whenever possible; in 
some cases, more in depth direct involvement by the 
EU authority is undertaken.  Translation change re-
quests are reviewed by language experts within the 
MSSO and/or from MSSO translation vendors, and the 
approved changes are implemented in the upcoming 
translation release.   

    In the upcoming year, the MSSO will continue the 

translation quality initiative launched in 2009.  We en-

courage users of MedDRA translations to be engaged 

in the maintenance of MedDRA.  

MSSO Initiative on EU Language Translations  
of MedDRA 

MedDRA MSSO 
 3975 Virginia Mallory Drive 

Chantilly, VA 20151  USA 

 
Toll Free International 

+1 877.258.8280  

 

Direct:  +1 703.272.5505  

 

FAX:  +1 703.272.5635  
 

MedDRA
® 

is a registered trademark of the  

International Federation of Pharmaceutical 

Manufacturers and Associations (IFPMA). 
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By Anna Zhao-Wong, MD, PhD 
Deputy Director and Manager of  
Terminology Development and Services 

  
 
n 2008, the MedDRA Management Board received 
the Chinese translation of MedDRA Version 7.1 that 

had been translated by a large global pharmaceutical 
company.  The MSSO completed the initial update of 
the Chinese translation to v11.0 in Spring 2009.  Volun-
teer physicians, whose native language is Chinese, 
from eight subscribing organizations joined with the 
MSSO to form a translation validation team to review 
the quality of the resulting translation.  In less than two 
months, the volunteers validated: 

Over 90% of PTs (PT in SOC Social circum-

stances and some PTs in SOC Investigations were 
not included) 

25% of randomly selected HLTs 

100% of HLGT and SOCs 

 

    Once the validation team had completed its task, the 
MSSO continued the maintenance update of MedDRA 
Chinese to v12.1, which was released to subscribers in 
September 2009. 

 
    The MedDRA Chinese translation is welcomed by 
many subscribers.  More than 80 people attended the 
workshop entitled “Introduction to MedDRA® Chinese” 
co-presented by the MSSO and Pfizer, Inc. at the 1

st
 

DIA-China Annual Meeting in November 2009 in Bei-
jing, China.  Attendees expressed a need for training 
and more communication about MedDRA.  

    With the help of subscribers, the MSSO established 
a Chinese MedDRA User Group (CMUG) in December 
2009.  CMUG promotes the understanding and use of 
MedDRA and the MedDRA Chinese translation.  It of-
fers a virtual communication platform (teleconference, 
email, web) in the Chinese language for members 
within the group.  Information about CMUG is posted on 
the MSSO Web site at http://mssotools.com/
MSSOWeb/ChineseMedDRAGroup/
ChineseMedDRAGroup_Home.htm.    

    The “member only” page archives the “Q&A” dis-
cussed within the group, feedback on the MedDRA Chi-
nese translation, teleconference meeting minutes, etc.  
The MSSO encourages the active participation of 
CMUG from subscribers of the MedDRA Chinese trans-
lation.  To join the group, please contact Dr. Anna Zhao
-Wong at anna.zhao-wong@ngc.com.   

MedDRA Chinese Translation  
and Chinese MedDRA User Group 

 
 

conventions, and  consulted with the MedDRA Expert Panel before implementing the new microorganism terms.  
As a result, a total of 371 new PT and LLT terms were added and 194 existing terms were moved (e.g., demoted 
PTs, promoted LLTs, LLTs moving from one PT to another, etc.).  Please see the “What’s New MedDRA Version 
13.0” for more detailed information and the announcements section of the MSSO Web site for a spreadsheet listing 
all microorganism term changes.   

    For complete information on all implemented changes, including the microorganism terms, please see the 
“MedDRA 13.0 Version Report.”  

SMQs 

    A  total of three new level 1 SMQs were released into production in MedDRA v13.0: Osteonecrosis (SMQ), 
Renovascular disorders (SMQ), and Scleral disorders (SMQ).  There are now 82 level 1 SMQs in production as of 
this version.  In addition to three new SMQs, the scope of PTs in Gastrointestinal perforation, ulceration, haemor-
rhage or obstruction (SMQ) (except those under sub-SMQ Gastrointestinal perforation, ulcer, haemorrhage, ob-
struction non-specific findings/procedures (SMQ)) and Oropharyngeal disorders (SMQ) changed from broad to nar-
row after a review by the CIOMS SMQ Working Group and the MSSO.   For detailed information on the broad to 
narrow scope changes and the new SMQs, please see the “Introductory Guide for Standardised MedDRA Que-
ries (SMQs) Version 13.0.” 

 

What’s New for Version 13.0 

Continued from page 1 

http://mssotools.com/MSSOWeb/ChineseMedDRAGroup/ChineseMedDRAGroup_Home.htm
http://mssotools.com/MSSOWeb/ChineseMedDRAGroup/ChineseMedDRAGroup_Home.htm
http://mssotools.com/MSSOWeb/ChineseMedDRAGroup/ChineseMedDRAGroup_Home.htm
mailto:anna.zhao-wong@ngc.com
https://meddramsso.com/index_subscriber.asp
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By Pat Revelle, MSSO Director 
 
  
edDRA users now have options for browsing.  On 11 January 2010, the ICH MedDRA Management 
Board and the MSSO provided access to MSSO subscribers to the MedDRA Web-Based Browser 

(WBB).  This new tool displays MedDRA in its hierarchical and SMQ forms.  Users can also browse the 
hierarchy or search for specific terms.  The current version of MedDRA is available as well as all previ-
ous versions of MedDRA (back to MedDRA Version 2.1).  All of the current EU languages (Czech, 
Dutch, French, German, Italian, Portuguese, and Spanish) are available to all users, and Chinese is 
available to those who subscribe to that language. 

    The WBB provides access to MedDRA via internet access and, as a result, no installation of soft-
ware or data (e.g., MedDRA files) is required.   

    In December 2009, the MSSO released an update to the MedDRA Desktop Browser (MDB).  The 
MDB has been in use since the early days of the MSSO and has been enhanced based on user input: 

An updated History file is included with each MedDRA terminology release and is 
automatically loaded with the English version. 

Additional synonyms added to the Synonym List 

The Select SMQ to Search provides the ability to focus term searches to one or 
more SMQs to aid in narrowing the search parameters. 

Term History displays version numbers with a hyphen, such as 12-1, to accommo-
date languages that use commas to indicate a decimal point 

Deletion of all temporary data files created by MDB when closing the Browser 

Inactive PTs in SMQs are highlighted in yellow 

    The MedDRA Desktop Browser is installed on the user’s PC and does not need internet access.  It 
offers the capability of browsing MedDRA when the internet is not available. 

    To access these tools, please go to the MSSO Web site and look under “MedDRA Software Tools.”  

    The MedDRA Management Board and the MSSO hope that these two tools will be of added value 
and will help to further facilitate your use of MedDRA.  If you have ideas for future enhancements, 
please send them to the MSSO Help Desk. 

MedDRA Browsing Options 

WE WANT YOUR FEEDBACK! 

PLEASE CONTACT US 
TOLL FREE INTERNATIONAL  +1 877.258.8280  

DIRECT:  +1 703.272.5505   FAX:  +1 703.272.5635 

EMAIL:  MSSOHELP@NGC.COM 

WEB SITE:  WWW.MedDRAMSSO.COM 

http://www.meddramsso.com/subscriber_download.asp
mailto:mssohelp@ngc.com?subject=Browser%20Recommendation
mailto:MSSOHELP@NGC.COM
http://WWW.MEDDRAMSSO.COM
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By Patricia Mozzicato, MD 
MSSO Chief Medical Officer 

 
  
he MSSO launched  an SMQ survey on 15 January 2010. We encourage all MedDRA users – whether or 
not you use SMQs – to respond to the survey. 

    The goals of this survey are:  

1. To assess the extent and ways in which SMQs are currently utilized by MedDRA subscribers 

2. To identify impediments (e.g., lack of understanding, lack of tools) to SMQ utilization 

3. To solicit suggestions to improve the utility of SMQs 

 
    Some of you may recall that a similar survey had been performed in 2006-2007.  The new survey has 
many of the same questions but also asks about specific SMQs and – in particular – asks if MedDRA users 
have particular challenges in using certain SMQs.  The aggregate data (anonymized) will be shared with the 
MedDRA Management Board and CIOMS SMQ Working Group and compared to the results of the earlier 
survey.  The MSSO will also summarize the survey results in a future edition of the Messenger. 

    We hope you will contribute to this effort to improve the utility of SMQs for all MedDRA users.  Please pro-
vide us your input by 16 April 2010.  To thank you for your time, you will be entered into a drawing for a prize 
if you provide you email address when responding to the survey. 

Let Your Voice Be Heard—Respond to the SMQ Survey! 

 

 

Please visit us at the  
Drug Information  

Association  

Annual Meetings 

 

EuroDIA Annual Meeting 

Monte Carlo, Monaco 

8-10 March 2010 
 

 

US DIA Annual Meeting 

Washington, D.C. USA 

13-17 June 2010 
 

 

 

 

Please join us at the  
MedDRA User Group  

Meetings in  

Monte Carlo, Monaco 

11 March 2010 

 

Novotel Monte Carlo 

16 Boulevard Princesse Charlotte 

98000 Monaco 

 

0900—1300 

MedDRA User Group Meeting 

Free for MedDRA Subscribers 
 

1330—1600 

EU Informal User Group Meeting 
 
 
                                 Agenda on page 7 

http://www.meddramsso.com/subscriber_smq_survey2010.asp
http://www.diahome.org/DIAHome/Home.aspx
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MedDRA User Group Meeting - Monte Carlo, Monaco 

 

Novotel Monte Carlo 
16 Boulevard Princesse Charlotte 
98000 Monaco 
Tel: + 377 99 99 83 00  

11 March 2010 
0900 - 1300 
User Group Meeting is FREE for MedDRA Subscribers 

Agenda: 

Introduction and Welcome                    Pat Revelle 
ICH Initiatives related to ICSR              Sabine Brosch 
    and IDMP  
Friend of MedDRA Award                     Pat Revelle  
Networking / Coffee Break          
MedDRA Changes: Proactivity             Jane Knight and Patricia Mozzicato 
    or Reactivity?      
Subscriber Forum / Q&A                       Patricia Mozzicato  
Wrap Up / Lunch 
 

 

MedDRA EU Informal User Group Meeting  

 

There will be a MedDRA EU Informal User Group Meeting in the same room, following 
the MedDRA User Group Meeting. 

Agenda: 

13.30     Welcome  
 
13.40     Product Quality & Medication Error Terms: Identify issues for future Med-
DRA Term Selection: Points to Consider document - Christina Winter, GlaxoSmith-
Kline & Laurence Trinh-La, Lundbeck  
 
14.10     MedDRA in a CRO's world: Challenges and experiences - Petra Barth, 
PRA International 
 
14.40     Break 
 
15.00     MedDRA Versioning - Hilary Vass, Astra Zeneca 
 
15.30     CTCAE version 4: Experiences post-release - Carol-Ann Wilson, Bayer 
Healthcare 
 
16.00     Meeting Close 

 

Please visit the MedDRA MSSO Web site for Registration and Traveling Directions. 

http://www.meddramsso.com/subscriber_events_usergroup.asp
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MedDRA Training Schedule      

 MARCH — SEPTEMBER 2010 
Listed below are the currently scheduled MSSO classes.  This training schedule 
is subject to change.  Please refer to the MSSO web site for further details, 
http://www.meddramsso.com/public_training.asp 

Coding With  

MedDRA 

MedDRA Safety Data  
Analysis and SMQs for  

Physicians  
Free Webinars 

London, UK 
22 April 2010 

(waiting list only) 

14 July 2010 

20 September 2010 

London, UK 
23 April 2010 

(waiting list only) 

15 July 2010 

21 September 2010 

Introduction to MedDRA 
Data Analysis and SMQs for 

Physicians 

15 April 2010 
Düsseldorf, Germany 

11 May 2010 

(waiting list only) 

Düsseldorf, Germany 

12 May 2010 

Princeton, NJ USA 

2 June 2010 

14 July 2010 

18 August 2010 

 

Princeton, NJ USA 

3 June 2010 

15 July 2010 

19 August 2010 

 

MedDRA Coding Basics 

9 September 2010 

Coding with MedDRA 
MedDRA:  Safety Data 

Analysis and SMQs 
Webinars 

San Diego, CA USA 

10 March 2010 

29 September 2010 

San Diego, CA USA 

11 March 2010 

30 September 2010 

Introduction to MedDRA 

17 March 2010 

9 June 2010 

28 July 2010 
 

Orlando, FL USA 

21 April 2010 

Orlando, FL USA 

22 April 2010 

MedDRA Version Updates 

6 May 2010 

Chicago, IL USA 
25 May 2010 

Chicago, IL USA 
26 May 2010 

What’s New in MedDRA 13.1 

25 August 2010  

(2 sessions) 

 

Registration for all sessions can be accomplished through the MedDRA MSSO Web site  

 http://meddramsso.com/public_training_schedule.asp.   

OPEN ENROLLMENT SESSIONS 

FREE SUBSCRIBER TRAINING SESSIONS 

http://www.meddramsso.com/public_training.asp
http://meddramsso.com/public_training_schedule.asp

