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What is MedDRA?
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MedDRA’s Purpose

• Provides a standard used globally
• Provides detail for users to assign MedDRA terms for 

multiple purposes:
– Adverse events
– Medical history
– Lab tests
– Indications

• MedDRA provides analytical tools to understand 
signals and perform analyses
– Data grouped by MedDRA hierarchy
– Using Standardised MedDRA Queries (SMQs)

• Supports clear communication
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ICH Introduction

ICH
INTERNATIONAL COUNCIL for

HARMONISATION
of 

Technical Requirements 
for

Pharmaceuticals for Human Use
www.ich.org
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ICH Members



ICH and MedDRA

• ICH Role

– Developed MedDRA as an ICH standard

– ICH owns MedDRA

– ICH hired the MedDRA Maintenance and Support 
Services Organization (MSSO)
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MSSO Role and 

Responsibilities

• Maintenance and Support Services 
Organization

– Maintain, Develop, and Support MedDRA

• Contracted with ICH

• Lead organization for MedDRA’s 
maintenance and development

– Japanese Maintenance Organization (JMO) 
supports users in Japan
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MedDRA Subscriptions

• MedDRA is free to all regulatory authorities and 
non-commercial users

• Commercial users pay an annual fee based on 
the organization’s annual revenue
– Commercial subscriptions start at $160 USD   

(10,407 ₽) annually

• All users get the same access to MedDRA and 
MSSO services
– MedDRA tools, training, User Groups, ability to 

submit changes
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MedDRA’s Scope, Structure, and 

Use
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MedDRA Structure & 

Size
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MedDRA 
Version 22.0 
(March 2019)



Where MedDRA is Used

11

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



MedDRA in Use
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Using MedDRA

An elderly male took re-vital for one week for fatigue. 
The patient developed fever, rash, eosinophilia, and 
diminished renal function. Re-vital was discontinued and 
the patient was hospitalized. Acute interstitial nephritis 
was diagnosed and confirmed by renal biopsy. The 
patient was treated with Diuretics and he subsequently 
recovered, regaining normal renal function.

– Medical History

– Adverse events

– Diagnosis

– Procedure
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Russian Translation of 

MedDRA

• MSSO released the first release of MedDRA 
in Russian on 15 March 2019

– All MedDRA terms (~80,000 terms)

– All User Documentation
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MedDRA User 

Documentation in Russian

15MedDRA Introductory GuideIntroductory Guide for Standardised MedDRA Queries (SMQs)MedDRA Distribution File Format DocumentWhat’s New Document



Russian Review Team

• MSSO hired a medical translation firm to 
perform the initial translation

• Roszdravnadzor and Russian industry (AIPM) 
formed a Review Team that reviewed the 
translation (terms and documentation)

• Significant effort that led to a greatly 
improved product
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MedDRA Translations

• Currently MedDRA is available in 12 
languages
– Chinese, Czech, Dutch, English, French, German, 

Hungarian, Italian, Japanese, Portuguese, 
Russian and Spanish

• Currently developing MedDRA translations in 
Korean and Brazilian Portuguese
– Release dates for the new languages are to be 

determined
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Codes and Languages
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Сердечный приступ
Russian



Why Use MedDRA?
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Goal of MedDRA

• Promote patient safety

– Internationally recognized terminology used by 
regulatory authorities and industry

• Pre- and post-marketing

– Support the global exchange of clinical 
information

• Industry to regulator

• Industry to industry (partners)

• Regulator to regulator 



MedDRA Users By 

Country
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Goal of MedDRA (cont)

– Designed to support regulatory reporting
• Integrated into other ICH standards E2B(R2/R3) Individual Case 

Safety Report (ICSR)

– Includes needed features
• Granularity to support accurate coding of cases

• Embedded analysis tools to support signal detection

– Rigorous maintenance process
• Updated twice a year based on user requests
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MSSO Staff Around the 

World
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Thank You 

Questions?


