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Context & Background
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ISO IDMP Standards

ISO IDMP
Implementation Guides
(Technical Standards)

HL7 Messaging
Specifications

EU Implementation
Guide

ISO IDMP Task Force

Define the required data elements and their
structure
Provides ‘business-level’ description of IDMP

Define the technical details on how to implement
the standards
Includes field formats, business rules etc.

Defines the messages that will be used to
exchange IDMP information

Based on existing HL7 '‘Common Product Model’
standard (similar to FDA’s SPL)

Interpretation of fields specifically for EU
regulatory environment

Guidance on processes of submitting and
updating data

ISO TC/215 WG6

ISO TC/215 WG6

HL7 WG
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High level Project Plan (update in progress) HMA

ISO IDMP Standards

11238 Substance (Update to original) Draft ‘ Publication
11239 Dose, pres. units, routes, packaging | Final and stable

11240 Units of Measure Final and stable

11615 Medicinal Product (Update) Draft ‘ Publication
11616 Pharmaceutical Product (Update) Draft ‘ Publication
11238 Substance (Core + 4 annexes) Final and stable

11238 Substance (Remaining 6 annexes) Draft ‘ Publication
11239 Dose, pres. units, routes, packaging Draft ‘ Publication

11615 Medicinal Product Draft ‘ Publication

11616 Pharmaceutical Product Draft ‘ Publication
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2 International activities and IDMP




