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Disclaimer and 

Copyright Notice

• This presentation is protected by copyright and may, with the exception of the 
MedDRA and ICH logos, be used, reproduced, incorporated into other works, 
adapted, modified, translated or distributed under a public license provided that 
ICH's copyright in the presentation is acknowledged at all times. In case of any 
adaption, modification or translation of the presentation, reasonable steps must 
be taken to clearly label, demarcate or otherwise identify that changes were 
made to or based on the original presentation. Any impression that the 
adaption, modification or translation of the original presentation is endorsed or 
sponsored by the ICH must be avoided. 

• The presentation is provided "as is" without warranty of any kind. In no event 
shall the ICH or the authors of the original presentation be liable for any claim, 
damages or other liability arising from the use of the presentation.

• The above-mentioned permissions do not apply to content supplied by third 
parties. Therefore, for documents where the copyright vests in a third party, 
permission for reproduction must be obtained from this copyright holder.
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Why code the data?
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What is MedDRA?

Med = Medical

    D = Dictionary for

   R = Regulatory

     A = Activities
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MedDRA is a clinically-validated international medical 
terminology used by regulatory authorities and the regulated 
biopharmaceutical industry. The terminology is used through 
the entire regulatory process, from pre-marketing to post-
marketing, and for data entry, retrieval, evaluation, and 
presentation.



MedDRA and the MSSO

5001039

International support and development of terminology
“Custodians”, not owners, of the terminology

MSSO

Governed by a Management Committee (industry, regulators, 
multi-national, other interested parties)

Governance

Foster use of MedDRA through communications and 
educational offerings

Educational offerings

Partner organization for Japanese-language MedDRA

JMO
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How to subscribe? 

To subscribe to MedDRA, 
complete the online “New 
Subscription” form on the 
MedDRA website 



MedDRA Data Sharing
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Subscription 
grants access to 

MedDRA for 
one year

Subscriber 
cannot grant 

any sublicense, 
publish or 
otherwise 
distribute 

MedDRA to a 
third party 

Data may be 
freely 

exchanged 
between 
current 
MedDRA 

subscribers

Sharing 
MedDRA with a 
non-subscribing 
organization is 
a violation of 
the MedDRA 

license 

Access 3rd Party Distribution Free Exchange Violation



Why MedDRA?
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Why MedDRA?
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Where MedDRA is Used

Individual Case Safety Reports and Safety Summaries

Clinical Study Reports

Investigators’ Brochures 

Core Company Safety Information

Marketing Applications

Publications

Prescribing Information

Advertising

Regulatory Authority and Industry Databases
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Multilingual MedDRA
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Types of Information Coded 

with MedDRA
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MedDRA Structure
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SOC = Respiratory, thoracic and
      mediastinal disorders

(Secondary SOC)

HLGT = Respiratory tract 
  infections

HLT = Viral upper respiratory
tract infections

HLT = Influenza viral 
   infections

HLGT = Viral infectious 
     disorders

SOC = Infections and 
       infestations 
(Primary SOC)

A Multi-Axial Terminology 
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PT = Influenza



Coding: Translating into 

MedDRA
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Reported Information MedDRA Coding Term (LLT)

Throbbing above temple

Aching all over head

Pulsing pain in head

Really bad headache

Headache

Headache 

Infection in lungs Lung infection

Patient took Drug A instead of 

Drug B and experienced 

hypertension

Wrong drug administered

Hypertension



MedDRA Term Selection (MTS:PtC)

&

MedDRA PtC Companion Document

MedDRA Data Retrieval and 

Presentation (DRP:PtC)

Support Documentation 
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Data Retrieval & Analysis GuidelinesMedDRA Coding Guidelines



Criteria for a valid Individual 

Case Safety Report (ICSR)
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Product Issue Concepts in 

MedDRA
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Device Issue Concepts in 

MedDRA
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Medication Errors Concepts in 

MedDRA



Retrieval and analysis of MedDRA-

Coded Data 

000898 21



SMQs / MedDRA Query?
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Groupings of MedDRA 
terms, typically at the 
Preferred Term (PT) 

level related to a 
defined medical 

condition or area of 
interest. 

SMQ/CMQ
PT

LLT
LLT
LLT1

PT
LLT
LLT
LLT

Standardised MedDRA Queries 
(SMQs)



How to run a MedDRA Query? 
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MedDRA Query

Medical condition 
of interest

Retrieved 
Result

POTENTIAL 
Cases of 
Interest

Pharmacovigilance 
database

MedDRA-
Coded ICSRs

PT
LLT1
LLT2
LLT3

PT
LLT

“Hit”

SMQ/CMQ
PT

LLT
LLT
LLT1

PT
LLT
LLT
LLT



How Many Cases of 

Autoimmune Diseases? 
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How Many Cases of 

Autoimmune Diseases? 
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Data Retrieval 
with hierarchy 

analysis, primary 
& secondary SOC 

output 

Hierarchy 
Analysis 



How many cases of Nervous 

system disorders?

26

Data Retrieval 
example with 
SOC and PT

Preferred 
Term & 

System Organ 
Class



How many cases of Lactic 

acidosis?
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Data Retrieval 
with SMQ 

 

Standardized 
MedDRA 

Query (SMQ)

Lactic acidosis (SMQ)



Use of SMQs for Reviewing 

Prescribing Information

• Proposed Prescribing Information:

• Warnings & Precautions:

– Dizziness/Somnolence

– Withdrawal of Antiepileptic Drugs

– Suicidal Behavior and Ideation (class labeling)

• Final Prescribing Information

• Boxed Warning:

– Serious Psychiatric and 
Behavioral Reactions

• Warnings & Precautions:

– Falls

– Dizziness & somnolence

– Withdrawal of Antiepileptic 
Drugs

– Suicidal Behavior and Ideation 
(class labeling)

SMQ (Narrow Search) RR

(1) Hostility/aggression 4.4

(2) Vestibular disorders 4.258

(1) Hearing and vestibular disorders 4.088

(1) Hyponatraemia/SIADH 3.832

(2) Hearing impairment 3.832

(1) Dyslipidaemia * 2.555

(1) Biliary disorders 2.135

(2) Functional, inflammatory and gallstone 

related biliary disorders 2.135

28Acknowledgement: Dr. Christopher Breder, Office of New Drugs, CDER, FDA 



Standardised MedDRA 

Queries (SMQs) in 

Pharmacovigilance
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Exercise
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Patient ABC aged 45 years, Female, was on drug XYZ from some time. 

She was hospitalized with severe upper abdominal pain, nausea, 

projectile vomiting and Jaundice. Her Laboratory investigation revealed 

that her serum amylase and serum bilirubin levels were elevated. On 

physical examination she was also positive for Grey Turner's sign, Cullen’s 

sign and Abdominal rebound tenderness. She had no significant past 

medical history. 

How to code the report? 

Low Level Term Preferred Term System Organ Class

Upper abdominal pain Abdominal pain upper Gastrointestinal disorders

Nausea Nausea Gastrointestinal disorders

Vomiting projectile Vomiting projectile Gastrointestinal disorders
Jaundice Jaundice Hepatobiliary disorders

Serum amylase increased Amylase increased Investigations

Serum bilirubin increased Blood bilirubin increased Investigations

Grey Turner's sign Grey Turner's sign Skin and subcutaneous tissue disorders

Cullen's sign Cullen's sign Skin and subcutaneous tissue disorders

Abdominal rebound tenderness Abdominal rebound tenderness Gastrointestinal disorders



Exercise…(contd).
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English:  Acute pancreatitis (SMQ)

English Code Level Scope Category

Cullen's sign 10059029 PT Narrow A

Grey Turner's sign 10075426 PT Narrow A

Amylase increased 10002016 PT Broad B

Blood bilirubin increased 10005364 PT Broad B

Abdominal pain upper 10000087 PT Broad C

Abdominal rebound tenderness 10052489 PT Broad C

Jaundice 10023126 PT Broad C

Nausea 10028813 PT Broad C

Vomiting projectile 10047708 PT Broad C

Possible Medical Events of interest? 



MedDRA in Pharmacovigilance
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Fig. UMC’s PV Cycle
https://who-umc.org/signal-work/what-is-a-signal/

• Multi-lingual
• Multi-axial
• Granular
• Standard 

Medical 
Terminology

https://who-umc.org/signal-work/what-is-a-signal/


Know more?
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Thank You!
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