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Pharmaceutical CMC Process Ontology

Project objective:

To build a pharmaceutical (CMC) process ontology based on the ISA88 framework
to standardize laboratory and plant production process recipes to establish
standardized definitions, facilitate digital technology transfers, and integration
with execution systems in order to capture structured process data for material
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* Biologics & Synthetics with an initial focus on protein and chemical processes

$40K to join the steering committee AMN

Key Deliverables:

* A semantic architectural design for a Process Ontology, featuring integration with the established Product (IDMP-0), Analytical (AFO), and Unit of

Measure (QUDT) ontologies.

* A taxonomy and controlled vocabulary based on the I1SA88/95 framework for Process/Stage /Operation/Action, Process Parameters, Process

Performance Indicators, and their definitions.

* An implementation guideline of the Process Ontology to process recipes within electronic Laboratory Notebooks (eLN) and Manufacturing Execution

Systems (MES), and the creation of ePTDs.
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How to get involved?

Get in touch:

cmcproject@pistoiaalliance.org

birthe.nielsen@pistoiaalliance.org

ontologies@pistoiaalliance.org

Join now to help plan and prioritize for Phase 2
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Key information:

Eirhs INislzen, Project Manass:
Torn Mistratts (Ameen) Champion
Geneiu gy Cremon

jérck) Champion

More info:
CMCproject]
Birthe. Nielzan

taizslliance.org
t0izalliance.on

This poster has been prepared by
Birthe Nisizen, PA

Melizsa Weller, CPT

Cameron Gibbs, CPT

Pharmaceutical CMC Process
Ontology Project

The project
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Ontologies surpass raditional data management systems by offering a semantic layer
that adds context, meaning and relationships to data. This gives you the abilty to
query and link between datasets and not just search for content. With our CMC
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Pharma General Ontology
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Pharma General Ontology
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PGO: plan and outcomes

e Set of public identifiers . >/Mg\ o e
(URISs) for key concepts \/

acrossR&Dtostart i, cr o ey sty
e Recommendation to Pistoia: May 2024 Jan 2025

sustainable business model

for upkeep of PGO

® Publication about the
project outcomes

(financial) sustainability model
Jan 2025

PGO is starting: to get involved please contact
giovanni.nisato@pistoiaalliance.org

ontologies@pistoiaalliance.org gj
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Process : from ideation to delivery

HOW AN IDEA BECOMES A PROJECT AT THE PISTOIA ALLIANCE

Project flow

M
000

Ideation Communities of Project starts Member funded Member funded
interest (Col) to take shape project Community of
Validation Clear problem Experts (CoE)
discussions statement
Business case Business case
exploration written

PROMOTING GLOBAL COLLABORATION FOR LIFE SCIENCE AND HEALTHCARE RESEARCH & DEVELOPMENT
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Pharmaceutical CMC Process Ontology

Use cases and
competency
questions to
demonstrate
value
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