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IDMP Ontology Introduction

ISO 11239 Dose Forms

Standards Developing Organizations

01200 1SO 11240 Pharma Company — Healthcare Providers

iy 5011239 1:3'“'/| Units of Measurement ot

Substance

L) J'” ISO 11616 Suppl-ier-

Universities
[

Health authority
' 1SO 1161 s

Patient Organizations

~ Medicinal Product ——]
Software Providers
.5011615 — IDMP Ontology i
|dentification of Medicinal Products Benefits of IDMP implementation:
(IDMP) Improved regulatory compliance, patient safety, product

development and data management; efficient global

is a set of global standards developed by the _ : _ et gl
product registration and supply chain optimization

International Organization for Standardization (ISO)

for the identification and exchange of information IDMP Qntology;
about mgdmmal products to Improve patient safety Collaborative development by 11 Pharma companies of
and facilitate the exchange of information between the IDMP product data model in an ontology sponsored

pharmaceutical companies.

regulatory authorities, healthcare professionals, and by the not-for-profit member-driven Pistoia Alliance
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implementation

backlog

IDMP-Ontology use cases ... drive the coverage of ISO IDMP

Substance Identification and Roles

Active moiety, ingredient strength & chemical groupings

| Regulatory and Manufacturing

Enabling interoperability between manufacturing (bottom-up) and
IDMP/labelling (top-down) perspective

¢¥ Therapeutic Indication

Linking medication to clinical particulars

Jurisdiction-agnostic Medicinal Products

Global Medicinal product that industry can refer to without any

regulatory-specific data

Falsified Medicines Directive

i
333

Integrated data for mandatory EMA reporting
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L
5"s

iil
&

Pharmacovigilance

Global Impact Assessment of Safety Risks Across the Product
Life-Cycle

| Clinical and Regulatory
Enabling interoperability between ClinOps and Regulatory incl.
reference to CDISC
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Our agile governance framework ensures effective industry alignment

IDMP Ontology Executive Advisory Board

Strategic guidance on long term roadmap (1 every 2 months)
Senior executives from founding pharma companies and key industry or regulatory stakeholders.

Project Steering Team

Sponsoring organizations

) NOVARTIS MERCK CSK @
AMGEN AstraZeneca/} obbvie & ...

Provide direction and make strategic decisions on quarterly project priority tasks (at least quarterly)

Boehringer
Ingelheim

omon-ohmon

Project Core Team

Collaborate and deliver on project scope and target results (bi-weekly)
People assigned fromthe Steering Team + WS teamleads + selected key experts
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Ontology Use Case Value Capture &
Development Implementation Use Case Specification
— c ' :
EDMCouncil STHUS? || ACCURIDS Cremans STHUS?

Project Community of Interest

Present project results and insights for a discussion in an open forum of innovators (every 2 months)

whole team withanopen list of interested people fromanyorganization

Implementation Feedback

Project Leads

MelihTuzunoglu, SheilaElz
Heiner Oberkampf, JanKroh,
Karen Schomburg, Rafail Kasapis

Project
Champions

Sheila Elz, Bayer
Jean -Gonzague Fontaine, GSK
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Organization

Marketing
Communication

Stakeholder
Management

Interested Parties

Regulatory Agencies
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Standards Development Organizations
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Government Initiatives
PH Trade Associations DI A

Projects

UN#COM

Not-for-profits

Vendors CTADHL

E.g., Veeva &> Accumulus
synergy
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Summary Qf 1. IDMP-0 v0.5 released and on-track for v1.0

Recent Highlights

production release end of this year

2. ISO/AWI TS 21405 Approved Work Item

“Health Informatics — Identification of Medicinal Products — Methodology and
Framework for the Development and Representation of IDMP Ontology” — with
project leads Sheila Elz, Vada Perkins

3. Several successful interoperability PoCs

- First IDMP-O/FHIR Interoperability PoC
- Initial alignment of the UNICOM product database
- Initial PoC with WHODrug including PhPIDs

4. We actively grow the IDMP-O community

- Bi-monthly webinars with recent demonstrations from Bl and J&J
- F2F workshop with 8 pharma presentations + guests from BioNTech, Gruenenthal
- various talks: UNICOM Connectathon, IRISS, GPRAS, CTADHL, ISO...
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Our Trajectory and Outlook

Phase 2:
Build IDMP-0O 1.0

for Production Use
2023

Phase 1:

IDMP-O MVP
2022 Apr-Oct

Initiation
2021




