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Overview

• Existing terms in MedDRA for off label use, 
overdose, misuse, abuse, medication errors, and 

ti loccupational exposure

• Current coding recommendations in MedDRA 
Term Selection: Points to Consider documentTerm Selection: Points to Consider document 
(MTS:PTC)  for MedDRA

– Significant revision to PTC document to support these types of terms
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MedDRA PTC Documents

• There are two PTC 
documentsdocuments
– Term Selection

– Data Retrieval andData Retrieval and 
Presentation

• Using MedDRA is a g
big step forward

• Using MedDRA the 
same way is a leap 
toward harmonization  

Drug Information Association www.diahome.org 3

Off Label Use – Terms in MedDRA (1)

C rrentl in MedDRA• Currently in MedDRA
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Off Label Use – Terms in MedDRA (2)

• MedDRA Introductory Guide Appendix B• MedDRA Introductory Guide, Appendix B 
(Concept Descriptions) includes the following:

Off Label Use
Off label use is defined as a practice of 
prescribing pharmaceuticals outside the scope 
of the drug’s approved label, most often 
concerning the drug’s indicationconcerning the drug s indication.
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Off Label Use – EMA Definition

• Off label use

This relates to situations where the medicinal 
product is intentionally used for a medical 
purpose not in accordance with the 
authorised product information 

EMA. Guideline on good pharmacovigilance practices (GVP) 
Module VI – Management and reporting of adverse reactions to 
medicinal products 
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Off Label Use – MTS:PTC (1)
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Off Label Use – MTS:PTC (2)

8



Off Label Use – MTS:PTC (3)
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Off Label Use – MTS:PTC (4)

Off Label Use – MTS:PTC (cont)
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Off Label Use – MTS:PTC (5)

Off Label Use – MTS:PTC (cont)
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Off Label Use – Proposed Changes

• Add revised definition of “off label use” to 
MTS:PTC and MedDRA Introductory Guide

• Remove all references to using specific 
“indications” and “AR/AE” data fields
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Overdose – Terms in MedDRA (1)
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Overdose – Terms in MedDRA (2) 

• MedDRA Introductory Guide (v15.1), Appendix 
B (Concept Descriptions)( p p )

OverdoseOverdose
More than medically recommended dose (in 

quantity and/or concentration) is administered.  q y )
An excessive dose.
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Overdose – EMA Definition

• Overdose

This refers to the administration of a quantity 
of a medicinal product given per 
administration or cumulatively, which is above 
the maximum recommended dose according 
to the authorised product information Clinicalto the authorised product information. Clinical 
judgement should always be applied. 

EMA. Guideline on good pharmacovigilance practices (GVP) 
Module VI – Management and reporting of adverse reactions to 
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medicinal products. 

Overdose – MTS:PTC (1)
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Overdose – MTS:PTC (2)
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Overdose – Proposed Changes

• Provide additional examples of term selection
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Misuse – Terms in MedDRA

• Concept has been challenging to definep g g
– Is all misuse “intentional”?

• No wording in current MTS:PTC addressing “misuse”
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Misuse – EMA Definition

• Misuse

This refers to situations where the medicinal 
product is intentionally and inappropriately 
used not in accordance with the authorised 
product information. 

EMA. Guideline on good pharmacovigilance practices (GVP) 
Module VI – Management and reporting of adverse reactions to 
medicinal products. 
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Misuse – Proposed Changes

• Add a new sub-section to MTS:PTC – Misuse, 
abuse and addiction

• Add definitions of these concepts to MTS:PTC 
and MedDRA Introductory Guidey

• Provide examples of term selection
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Abuse – Terms in MedDRA (1)
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Abuse – Terms in MedDRA (2)
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Abuse – Terms in MedDRA (3) 

• No wording in current MTS:PTC specifically 
addressing “abuse”addressing abuse

• MedDRA Introductory Guide (v15.1)
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Abuse – EMA Definition

• Abuse

This corresponds to the persistent or 
sporadic, intentional excessive use of a 
medicinal product, which is accompanied by 
harmful physical or psychological effects 

EMA. Guideline on good pharmacovigilance practices (GVP) 
Module VI – Management and reporting of adverse reactions to 
medicinal products.
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Abuse – Proposed Changes

• Add a new sub-section to MTS:PTC – Misuse, 
abuse and addiction

• Add definitions of these concepts to MTS:PTC 
and MedDRA Introductory Guide

• Provide examples of term selection
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Expansion of Medication Error Terms

• Prior to MedDRA Version 8.0, only one term 
existed - PT Medication error

• Medication error section expanded in v8.0
– Added HLGT Medication errors in SOC Injury, 

poisoning and procedural complicationspoisoning and procedural complications
• HLT Maladministrations

• HLT Medication errors due to accidental exposures

• HLT Medication monitoring errors

• HLT Overdoses

• HLT Medication errors NEC
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HLT Medication errors NEC

Medication Error Definition (1)

• MedDRA Introductory Guide (v15.1), Appendix B 
(Concept Descriptions)( p p )

Medication errors are defined as any preventable event 
that may cause or lead to inappropriate medication use or 
patient harm while the medication is in control of the 
health care professional, patient or consumer. Such 
events may be related to professional practice, health 
care products, procedures and systems, including 
prescribing, order communication, product labeling, 
packaging and nomenclature, compounding, dispensing, 
distribution, administration, education, monitoring and use. 
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National Coordinating Council for Medication Error Reporting and 
Prevention (NCC MERP) 



Medication Error Definition (2)

• A preventable eventA preventable event
– Intentional action is NOT an “error”

• Includes intercepted and not intercepted• Includes intercepted and not intercepted 
errors, because

Patient harm is NOT required– Patient harm is NOT required

– Inappropriate use of the medication is NOT 
requiredrequired

• Applies to all stages of medication 
handling and process
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handling and process

Concept Descriptions

• Appendix B in MedDRA Introductory Guide

• To assist in understanding and appropriate g pp p
use of medication error and product quality 
issue terms in regulatory reportingg y p g

• Medication error descriptions developed by 
FDA and MSSOFDA and MSSO
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Medication Error Concept Description Example

• Documented hypersensitivity to administered 
d Thi di ti f t th it tidrug: This medication error refers to the situation 
when a patient is administered a drug that is 
documented in the patient's medical file to causedocumented in the patient s medical file to cause 
a hypersensitivity reaction in the patient. 
Example: Despite the fact that the patient's p p p
medical record indicated "sulfa allergy," the 
physician prescribed a sulfa antibiotic. 
Subsequently, the patient took the antibiotic and 
experienced hives.
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Medication Errors – Terms in MedDRA

•163 LLTs under HLGT163 LLTs under HLGT 
Medication errors
- Examples

LLT Intramuscular•LLT Intramuscular 
formulation administered 
by other route
•LLT Wrong drug•LLT Wrong drug 
dispensed

•Note: Includes•Note: Includes
“overdose” terms
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Medication Errors – MTS:PTC
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Medication Errors and Product Quality Issues

• There can be overlap between product quality 
issues and medication errors

• An example of both a product quality issue and 
a medication error is provided
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Medication Errors – Proposed Changes

• Add definition of medication error to MTS:PTC
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Occupational Exposure – Terms in MedDRA
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Occupational Exposure – EMA Definition

• Occupational exposure

This refers to the exposure to a medicinal 
product as a result of one’s professional or 
non-professional occupation

EMA. Guideline on good pharmacovigilance practices (GVP) 
Module VI Management and reporting of adverse reactions toModule VI – Management and reporting of adverse reactions to 
medicinal products.
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Occupational Exposure – MTS:PTC

• Not specifically referenced, but covered 
d “ id t l ”under “accidental exposures”
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Occupational Exposure – Proposed Changes

•Add a new sub-section to MTS:PTC –Add a new sub section to MTS:PTC 
Accidental exposures and occupational 
exposures
•Add definition of “occupational exposure” to 
MTS:PTC and MedDRA Introductory Guide
P id l f t l ti•Provide examples of term selection
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Summary 

• There is regulatory interest in “special situations”
Off l b l– Off label use

– Overdose

– Misuse– Misuse

– Abuse

– Medication errors

– Occupational exposure

• MedDRA covers most such concepts and can p
expand as needed through Change Requests

• MTS:PTC also addresses some of these; more 
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may come in the future



Thank YouThank You


