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Key information: The project

A key strategic priority of the Pistoia Alliance is to Deliver Data Driven Value. The
Birthe Nielsen, Project Manager Pharmaceutical Chemistry, Manufacturing and Control (CMC) Process Ontology
Tom Mistretta (Amgen) Champion project aims to build the semantic architecture around the ISA-88/95 framework (Fig.
Gang Xue (J&) Champion 1) to standardize laboratory and plant production process recipes (Fig. 2).

Wes Schafer (Merck) Champion

More info:
CMCproject@pistoiaalliance.org
Birthe.Nielsen@pistoiaalliance.org
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Semantic Layer

Sponsors/partners: -
What you cannot do with a taxonomy alone but can with an
ontology:

6 MERC'( Ontologies surpass traditional data management systems by offering a semantic layer
that adds context, meaning, and relationships to data. This gives you the ability to

guery and link between datasets and not just search for content. With our CMC
Process ontology, you will be able to:

. - Define a process at general and site recipe levels (protein and chemical processes)
AMN - Track sample data across process steps and runs to support trend analysis

- Aggregate and compare data across runs within a process or across scales anao
sites, independent of source systems or formats

- Enable advanced process analytics across laboratory and process batches across
Scale.

ISA-88 MAB Recipe Structure (below)

There are four ISA-88 recipes for MAB. The recipe
components representing sub-steps of the process as
well as the required Site and Scale are related to the

ISA-88 Recipes.

w CROWN POINT = -
—— TECHNOLOGIES e T T RS [ ] Nl 4
e 1000001 e 1000007  —ePSABEA2) —m PSASESI0  —m MAIOSTE e MA10620 M“‘”“‘T"’es“”e .
i i g . 4 Tn; . :a:p':mwm_m.pe — s
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Call for participation e
For the next phase of the project,
we would like to engage more
members from the vendor side to Fnsu ring interoperabi“ty:
ensure implementation and
integration within electronic We are actively working towards making all Pistoia Alliance ontologies interoperable
_aboratory Notebooks (eLN) and as well as ensuring seamless integration with established Product (IDMP-0O),
Manufacturing Execution Svetems Analytical (AFO), biopharmaceutical Manufacturing (NIIBML), and Unit of Measure
5 y (QUDT) ontologies.

(MES). Please email:
CMCproject@pistoiaalliance.org

www.pistoiaalliance.org
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