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ISO IDMP

2014

Aug Sep
ISO Meetings

HL7 Meetings

A
11238 - Substance (part 1) In progress m

11238 - Substance (part 2: polymers...)* In progress

11239 - Dose, units of pres,... In progress

Not required according to ISO WG6

Draft issued for review - not normative

11240 - Units of Measurement

11615 - Medicinal Product In progress

11616 - Pharmaceutical Product In progress

Tech Report on Maintenance

Implementation Guides (EU) - PROPOSED

11238 - Substance (part 1) To be drafted following comments on 1SO IG

11238 - Substance (part 2) To be drafted following initial document from
SO

To be drafted following comments on 150 IG

11615 - Medicinal Product

Messaging - PROPOSED

HL7 Specification - Substance® EU Region specific message required?

HL7 Specification - Product EU Region specific message required?

EMA Implementation - PROPOSED

Earliest start date for data modelling & mapping - Substance

Earliest start date for data modelling & mapping - Product &

Earliest start date for activities needing external data exchange - Substance

Earliest start date for activities needing external data exchange - Product

First EU ISO IDMP TaskForce meeting

First ISO IDMP Infoday

Draft/Review Msg

Draft/Review Msg

1 The final list and source of data for substance CVs will only be defined at the conclusion of the ePart2i

1tation guide drafting |

\ Upd?

Finalise

2 150 Implementation guides may be available in Q2 2015 or at least in a stable form to allow EU implementation planning. There is the risk that this is delayed until some time in Q4 if a further 150 ballot/vote is required.

3 The implementation guides for substances are progressing in 2 phases.

4 The HL7 message may need to be revised following completion of the ISO Implementation Guide covering the remaining substance classes
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Considerations on Substance (11238)

 EMA will make use of the software developed by NCATs/FDA
(i.e. G-SIS) to exchange substance data in the 1SO 11238

format

e The EMA will be the Maintenance Organisation for EU

Substance and Specified Substance IDs
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Considerations on Medicinal Product (11615)

e The Product Management System (PMS) will be based on the

ISO 11615 standard
e PMS will be implemented in phases and iterations

> lteration I: focused on current Article 57 data and the minimum

required elements which will ensure assignment and maintenance

of the Medicinal Product IDs

> lterations I, 111, n: to extend PMS to support additional

business cases

Milestones and scope of each iterations will be defined based

on gap analysis and legislative requirements
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EU Implementation Roadmap

To cover the following aspects:

« EU Operating models for PMS

e Article 57/1SO IDMP Gap Analysis and Business Processes
 Migration strategy

e Timelines

Current estimated start date April 2015 in close cooperation
with EU ISO IDMP Task Force
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EU Implementation Guide

e |SO IDMP EU Implementation Guides will be drafted based on robust and

mature version of the 1ISO IDMP Technical Specifications

e Qutlining the EU conformance and rules (e.g. define further what 1SO

describe as ‘conditional’)
Dependencies:

» Availability of the EU Operating models

» Availability of Article 57 /1SO IDMP Gap Analysis and Business process

optimisation
> International activities deliverables

» The Business Cases to be supported by each iterations are defined

Current estimated start date June 2015
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Thank you

Question?
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