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MedDRA LLT level for coding

Examples of coding issues




MedDRA Maintenance

 Maintenance and
Support Services
Organization (MSSO)

‘ — Receives requests for
new terms or changes to
existing terms

MedDRA — Team includes 8 MDs to

review and respond to
requests

— MedDRA released twice a
year in 11 languages
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MedDRA 17.1 Changes

B New Terms

m Mods to Existing Terms
m SMQCRs

M Translation CRs




Expansion of Medication Error

Terms

 Prior to MedDRA Version 8.0 (March
2005), only one term existed - PT
Medication error

 Medication error section expanded in v8.0

— Added HLGT Medication errors in Injury,
poisoning and procedural complications SOC

HLT Maladministrations

HLT Medication errors due to accidental exposures

HLT Medication monitoring errors

HLT Overdoses

HLT Medication errors NEC




Expansion Of Medication
Error Terms (cont)

« FDA requested the initial set of Medication
Errors terms to be added to MedDRA

— Support goal of accurately capturing various
types of medication errors and ultimately
preventing them

— HLGT Medication errors was added in Injury,
poisoning and procedural complications SOC

« HLTs added to support stage at which the
error occurred Iin the patient care system,
the types of medication errors




Medication Errors — Terms In
MedDRA

-J- 06 Injury, paisoning and procedural complications e Approx. 200 terms under
#- ¢ Administration site reactions HLGT Medication errors
#- ¢ Bone and jaint injunes e Examples
#- ¢ Exposures, chemical inunes and paisoning e LLT Intramuscular
#- - Injuries by physical agents formulation administered by
#- o Inures NEC other route
- L Medication enors e LLT Wrong drug dispensed

+-11 Maladministrations

#- L1 Medication errors due o acoidental exposures
+-i1 Medication errars NEC

#- L1 Medication manitaring errors

+-0T Chverdoses




EU Action Plan on
Medication Errors

« Since July 2012 EU pharmacovigilance legislation
requires
— Reporting of ADRs associated with medication errors
— Involvement of patient safety organizations
— Facilitation of direct patient reporting

 EU regulatory network agreed on several
deliverables to be completed by September 2015
— Includes “Good practice guide on coding and reporting
medication errors”
« EU requested PtC WG to provide consultation on
sections of good practice guide that reference PtC
documents




Concept Descriptions

 Appendix B in MedDRA Introductory Guide

 To assist in understanding and appropriate
use of medication error and product quality
ISsue terms In regulatory reporting

 Medication error descriptions developed by
FDA and MSSO
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Medication Error
Concept Description

« Documented hypersensitivity to
administered drug: This medication error
refers to the situation when a patient iIs
administered a drug that is documented In
the patient's medical file to cause a
hypersensitivity reaction in the patient.
Example: Despite the fact that the
patient's medical record indicated "sulfa
allergy," the physician prescribed a sulfa
antibiotic. Subsequently, the patient took
the antibiotic and experienced hives.
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MedDRA PTC Documents

MedDRA® TERM SELECTION:
POINTS TO CONSIDER

ICH-Endorsed Guide for MedDRA Users

Release 4.8
Based on MedDRA Version 17.1

1 September 2014

Disclaimer and Copyright Notice

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

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

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.

MedDRAE trademark is owned by IFPMA on behalf of ICH

e Two PTC documents
— Term Selection

— Data Retrieval and
Presentation

« Using MedDRA Is a
big step forward

 Using MedDRA the
same way Is a leap
toward
harmonization
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PTC Extract

e 3.15.1 Medication/Administration Errors

— 3.15.1.1 Medication errors reported with
clinical consequences

— 3.15.1.2 Medication errors and potential
medication errors reported without clinical
conseguences

— 3.15.1.3 Medication errors In the context of
labeled interactions

— 3.15.1.4 Do not infer a medication error
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Developmental Efforts

Medication monitoring errors — changes in v17.1
— New medication monitoring error terms
— Expanded section with examples in MTS:PTC

Complex change proposals for v18.0

— Change placement of HLT Overdoses and new HLT
Underdoses

« Rationale: intentional overdose/underdose concepts are not
medication errors and are not appropriately placed under HLGT
Medication errors

— Add new HLT Off label uses

« Rationale: Need more specificity for coding and retrieving reports
of off label use; currently only one PT Off label use

Changes to MedDRA and updated guidance in PtC
documents will be in MedDRA Version 18.0 In
March 2015 »




SMQ Medication errors

 Rationale for development

— Not all medication error concepts are in HLGT Medication
errors

— Compliance terms in SOC Social circumstances

— EXposure and poisoning terms (SOC Injury, poisoning
and procedural complications)

— Product quality terms (SOC General disorders and
administration site conditions)
e Current status
— Approved by ICH Advisory Panel for development

— Term list developed by CIOMS SMQ team of regulators
and industry representatives (including the MSSO)

— CIOMS SMQ Working Group starting testing
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Thank you for your
attention

Any Questions?
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