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Disclaimer

• The Views expressed in this Presentation are my personal Views and 
do not represent any official Regulator or Company Position.

• The Document is provided "as is" without Warranty of any Kind. In no 
Event shall I be liable for any Claim, Damages or other Liability arising 
from the Use of the Document. 
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Agenda

• MedDRA Groupings
• What they are
• What they can be used for

• Examples
• Coding Quality Review
• Quality Checks
• Autolistedness
• Custom Important Medical Events
• Reporting Rules

• How to create MedDRA Groupings
• How to maintain MedDRA Groupings
• Summary
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MedDRA Groupings - What they are:

• Documented purposeful Assembly of MedDRA Terms 
• Provided Groups

• Standardised MedDRA Query (SMQ)
• MedDRA hierarchical Group (Higher Level Term (HLT) , ...)
• Unqualified Test Name Term List
• Important Medical Events List (IME - eudravigilance)

• Custom Groups
• Modified SMQs (Additions / Deletions / Combinations), 
• Modified MedDRA hierarchical Groups (Additions / Deletions / Combinations)
• Groups of Preferred Terms (PTs) / Lowest Level Terms (LLTs) 
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MedDRA Groupings - What they can be used for:

• Signal Detection (out of Scope)

• Quality Checks / Support 
• Assessment – Listedness / Seriousness
• Coding Quality
• Data Entry – MedDRA Data corresponds to other Data Elements

• Reporting Rules 
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Coding Quality Review (1)
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Coding Quality Review (2)
“Simple High-tech”

• Review on Excel Listings
• Macro highlighting defined Scenarios via “conditional formatting”
• All Levels of MedDRA Hierarchy available
• SMQs or other long Lists can be included as external Look-up
• Short Lists of PTs can be included separated by Semicolon
• Issues are weighted – highest Weight displayed, additional Column 

shows complete Issue Hit-list
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Coding Quality Review (3)
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Quality Checks
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• Quality Check: Function in an Adverse Event Database to assist 
Data Entry by recognising erroneous Entries and 
alerting User accordingly.

• Example:
Unqualified Test Name Terms are supposed to be used for 
Database List Maintenance but not for active Coding Purposes

> May also be used for other important Coding Quality Issues.



Autolistedness
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• Autolistedness: Set of Terms set up in Adverse Event Database to 
assist Listedness Assessment / Data Entry

• Transition of Terms from Reference Safety Information to MedDRA 
Term Lists need to follow the Rules of Listedness Assessment.

• Any Conditionality cannot be easily programmed into the System

• Maintenance including MedDRA Re-versioning may become a 
Challenge



Custom Important Medical Event List
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• Important Medical Event  (IME) List: 
Within eudravigilance a set of Terms is maintained that should be 
considered when assessing Events for Seriousness.

• This List can be set-up in the Data Base as a Quality Check to assist 
Seriousness Assessment of Adverse Events.

• Due to Company / Product specifics it may be an Option to expand on 
this List or use a Company specific List.

• Maintenance including MedDRA Re-versioning may become a 
Challenge



Reporting Rules
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• Reporting Rule: 
Algorithm within a Data Base identifying specific Cases to schedule a 
certain Report.

• Reporting to Authorities and other Vigilance Partners is not necessarily 
limited to the classical Triade of Seriousness / Relatedness / Listedness.

• A Partner may wish to receive Reports based on a Medical Condition. This 
can be put to a MedDRA Grouping and be used as (a component of) a 
Reporting Rule. 

• Examples:
• Reports of Lack of Effect in certain Countries.
• Post-Approval Commitment for a new Product 

• Maintenance including MedDRA Re-versioning may become a Challenge



MedDRA Groupings – How to create:
Documentation is Key!

• Purpose
• Medical Concept Definition
• (Signs and Symptoms)
• (Mono-axial SMQs)
• (Alternative reported Terms)
• MedDRA Term Search Strategy
• Inclusion / Exclusion Criteria
• (Detailed Term/Term Analysis) 

• MedDRA® DATA RETRIEVAL AND PRESENTATION: POINTS TO CONSIDER
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MedDRA Groupings – How to create:
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MedDRA Groupings – Medical Concept Sheet:
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MedDRA Groupings – How to maintain:
Medical Concept Descriptions are Key!
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Summary

• MedDRA can be used beyond Coding and Signal Detection to increase 
Quality and support Operations in Drug Safety and Pharmacovigilance 
in a Number of Ways

• Key Element is a stringent Medical Concept Management and Good 
Documentation

• Simple Low-tech Solutions may be easy at Hand
• Dependent on Volume Documentation and Re-versioning may 

become challenging, though 
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