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The Problem: Diverging IDMP implementations create more silos

and are a risk for envisioned standardization benefits of IDMP for drug
safety, innovation and operational efficiency.
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The IDMP Ontology provides a universal implementation of the

IDMP product data model as a common language to effectively
bridge the gap between people, processes, and systems.
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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

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

(b NOVARTIS MEBREK S () st fohmonfohmon
AMGEN AstraZeneca/i' obbvie &fer ...

Project Core Team

Collaborate and deliver on project scope and target results (bi-weekly)
People assigned from the Steering Team + WS team leads + selected key experts

STREAM STREAM STREAM STREAM
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Ontology Governance Ontology Use Case Value Capture &

& Hosting Development Implementation Use Case Specification
EDMCouncil EDMCouncil (JSTHUS ACCURIDS  Chemanic: JSTHUS

Project Community of Interest

Present project results and insights for a discussion in an open forum of innovators (every 6 weeks)
whole team with an open list of interested people from any organization

Requirements Implementation Feedback

Project Lead &
Management

Gerhard Noelken, Sheila Elz
Heiner Oberkampf, Jan Kroh,
lvana Miljkovic
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Agile IDMP Ontology Development

ISO IDMP Standards

Use Cases / CQs
Challenging Examples
Implementation Feedback

Terminology Clarification
Draft Modelling Diagrams

Ontology Engineering
Specifying Examples
SPARQL Queries

Public Data Alignments

Ontology Hygiene Tests
Execution of SPARQL Queries
Mapping Challenging Examples
SME Review

Documentation
Publication

I Pharma Implementation
Further SME Review
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1Y Incremental Use Case driven development © Ongoing Work

Iteratively covering the

Marketing Status 0.
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Country / Language B =3 1. CD[0.1] Reason: CD [0..1] Procedure Identifier / Number 11 [0_1] I SO Sta n d a rd S
— : - : - ure Ident
- m:‘;;%f;? — MeshCmal i cuc e - Marketing Status: CD - Reason Comment ST[0.1] - Procedure Type: CD
SR -4l - Full Name: ST - Marketing Date Start: TS - Legal Grounds: CD [0..1] _ Procedure Dale Start TS [0..1]
guag . - Inventad Name Part ENXP [0.%] - Marketing Date Stop: TS 0.1 | egal Grounds Comment: CD [0..1] - Procedure Dale End: TS[0.1] .
- Scientific Name Part: ENXP [0.7] - Risk of Supply Shoriage: BL[0..1] - Restore Date: TS [0..1] - u S an Ce
_ Strength Part ENXP [0.7] - Risk of Supply Shortage Comment: ST[0. 1] _ Condition {0 Restore: €D[0.1] 1 .
- Pharmaceutical Dose Form Part: ENXP [0.7] - Condition to Restore Comment: ST[0.1] o
- Formulation Part ENXP [0..*] 0. - Change Request Organization Type: CD [0.1] .
- Intended Use Part: ENXP [0.] - Geographic Area for Action Taken: CD [0..1] Marketing Authorization Application - e - an u
Attached Document - Target Population Part: ENXP [0.7] Y S ’ N . .
| AttachedDocument | ] ‘Master File pplication Identifier’ Number: Il
~ Identifier: Il o nedor Eack Gt EROEIGR Master File Holder 0.1 - Application Type: CD . . R
_ Effective Dale TS - Device Part. ENXP [0.] - File Type: CD oA (Organization) - ication Date: TS .
~ Type: CD - Trademark or Company Name Part ENXP [0.7] - File Code: I - era eu lC n ICa IOn
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_ - Flavor Part: ENXP [0.] - k - - - .
ol ] " Defimiler Part: ENXP [0 1 Marketing ion Number I o Jurisdictional Marketing Authorization
- Media Type: CD[0.1] elimiter Pa 101
. = Manufacturing / Business Operation - Country: CD[0.1] - Country: CD
- Version Number. ST [0..1] = - Legal Stalus of Supply: CD 0.2~ Jurisdiction: CD [0.1
- Version Set Identifier: 11 [0.1] ‘Orphan Designati - Operation Type: CD Authorization Status: €D - Jurisdiction: CD [0..1]
3 - Manufacturing Authorization Reference Number: Il[0.1] | | - Auihorization Status - Marketing Authorization Number. Il [0..1]
- Orphan Indication Type: CD = - Authorization Status Date: TS - :
1. - Effective Date: TS[0.1] Legal Status of Supply: CD [0..1]
- - Orphan Procedure Number: 11 [0..1] - Confidentiality Indicator: CD[0..1] - Validity Period Start: TS
- Orphan Designation Authorization Status: CD - Validity Period End: TS
- Orphan Designation Authorization Date: TS [0..1] 1.7 - Data Exclusivity Start Date: TS [0..1]
Hioadei - Orphan Designation Number: Il [0..1] ) i - { ) 0.1 1 | - Data Exclusivity End Date: TS[0..1] i
- Identifier: I - 2 R - SMEFLAG: BL
Effective Date: TS 7 Date of First Authorization: TS [0..1] Size CD[0.1]
- Language: CD[0.1] | ProductClassification |\ 0~ Establishment Regulatory CErr EDEE T _ SME Number. 11[0.1]
- Version Number: ST[0..1] - Code System: CD.codeSystem (Organization) [Agency oA - Slatus Date: TS[0..1]
- Version Set Identifier: Il [0..1] Value: CD.code 1
| 1.5 0.3 )
g Y | e—
Medicinal Product Packaged Medicinal Product _u Shelf Life / Storage
MPID: I - PCID: I - Sheff Life Type: CD 0.~
— - Combined Pharmaceutical Dose Form: CD[0..1] - Package Description’ ST Batch Identifier - Shelf Life Time Period: PQ
C - Additional Monitoring Indicator: CD [0..1] 10 \ " BADI N - Special Precautions for Storage: CD [0..*]
_ Contraindications Text ST - Special Measures: ST [0.”] C BAIDT N[0 7
- Contraindications as "Disease / Symptom / Pracedure™ CD [0.1] - Paediatric Use Indicator: CD [0.1] _ Expiration Date: T8
_ Disease Status: CD[0.1] - Orphan Designation Status: CD [0..1] . ta Carrier Wentifier
- Comorbidity: CD[0..1] 0.* ) - Code System: CD.codeSystem
Pacl je Item (Con er) - Value: CD.code
[ e Pl Giuss Refereace 0.~ |- Package ltem (Container) Type: CD
- Indicatieést ST - (DMPID Cross Reference: Il Package Item (Conlainer) Quantity: PQ ~
- Indication &s “Disease / Symptom / Procedure”™ CD [0..1] - Referenced Product Type: CD [0.1] Waterial: CD[1.#] ‘\. )
- Disease Status: CD[0..1] - Alternate Material: CD [1..] \\\L Package (Component)
0.%_ comorbidity: CD [0..1] A 0.+ . - Component Type: CD
- Intended Eflect CD [0.1] e 0 - © Material: CD [0.%]
- Timing / Duration: PO [0..1] Manufactured item L - Compon cDo.1
- - Manufactured Does Form: CD
o e / 0 Pharmaceutical Product - Unit of Presentation: CD [0..1] ‘lk 0.1
i Dose Form: CD - Manufactured ftem Quantity. PQ - —
Population Specifics Interactions - Unit of ion: CO [0.1] 0.1 | PhysicalCharacteristics |
0.x - Age: CD(0.1] ~ Interactions Text ST . . o]
- 0. 0.. - Width: PQ[0..1]
- Age Range Low: PO[0..1] - Interaction: CD [0.4] 1 — e ~ Depth- PQI0. 1] %
- Age Range High: PO [0.1] - Interactions Type: CD[0.1] - Other Characteristics o R _ Weight PQ[0.1]
- Gender: CD[0.1] - Interactions Effect: CD [0.1] PhPID Set - Code System: CD.codeSystem - Device Type: - .
B g‘ioe. ‘I;[?.m |'(]>u T R - LErEes meiaes CE L) _ PhPID Identifier Sets: I - Value: CD.code = |- BZ:E?HE;’&EES‘S SRk —- g;trer;:‘:lllﬁum:{eerpgéo[o‘h
- Physiological Gondition - Management Actions: CD [0..1 :
" g Ll - Device Listing Number: ST[0..1] 0.1 |- Shape: STI0.1]
o - Device Identifier: 110..1] - Color: ST0.]
- B - Model Number: ST [0..1] - Imprint: STI0.]
Other Therapy Specifics N - Sterility Indicator: CD [0..1] - Image: ED [0.7]
L——— - Therapy Relationship Type: CD u Ingrodient 0. shm i e T Indicator: CD [0..1] - Scoring: €D [0.1]
(Rl = S ~ Ingredient Role: CD. -
. - Allergenic Indicator: BL [0..1] | Device Nomenclature |
0. 0. 0.7}~ Code System: CD.codeSystem
Undesirable Effects P 0.1 -y 0. - - - Value: CD.code
- Undesirable Effect Text ST \ J Specified Dewce Malosall
- Undesirable Effect as “Symptom / Condition / Effect”: CD [0.1] 0.* ~ Code System: CD codeSystem Substance - e =5 - Substance: CD
- symptom / Condition / Efflect Classification: D [0.-1] " Value CD.code ‘Substance: CD _ Specified Substance Group: CD - Alternate: BL[0.1]
- Frequency of Occurrence: CD [0..1] - Status: CD [0.1] _ Confidentiality Indicator: €D [0..1] - Allergenic Indicator: BL [0..1] Device Batch Identifier
-1 Batch Number: ST
[ Medicinal Product _ - Expiration Date: TS
[ i (Organization) £ ) 1. . [
[ Marketing Authorization - 0. Reference Strength
[ Packaged Medicinal Product Strength Reference Substance: CD [0..1]
£ Pharmaceutical Product - Strength (Presentation): RTO <PQ PQ= - Reference Specified Substance: CD[0.1] [Ulust be a Reference

gth when itis an

[C1ngredient, Substance and Strength lactive ingredient

I« - Strength (Concentration): RTO =PQ PQ> [0..1]
[J Clinical Particulars -

- Measurement Point: ST [0..1]
- Country: CD[0.]

- Reference Strength: RTO.<PQ PO>
- Reference Strength Measurement Point: ST [0..1]
- Reference Strength Country: CD[0.%]
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ID

Competency Question

ucCi-cQl
UC1-cQ2
UC1-CQ3
UC1-CQ3.1
UC1-CQ4
UC1-CQ4.1
UC1-CQ5
UC1-CQ6
uci-cQ7
UC1-CQ8
UC1-CQ9
ucCi-CQio
uUcCi-cQ1l1
ucC2-CQl.1
UC2-CQl.1a
UC2-CQl.1b
UC2-CQl.1c
uc2-cQl.1d
ucC2-CQ1.2
uC2-CQ2.1
UC2-CQ2.2

Which substances have the common active moiety <X>?

What is the active moiety of substance <X>?

What are the products that contain substances with common active moiety <X>?
What is the basis of strength for substance <S> in product <P>?

Which EV code (future SMS code) does the substance <S> have?

In addition to CQ4: What FDA UNII code, ATC Codes, ... Does the substance <S> have?

In which clinical trials were the authorized medicinal products <P> administered?

CQs from MVP Phase
(refinements)

Which investigational/authorized medicinal products contain the substance <S> or its active moiety <M> or any other substance related to active moiety <M>?

Which manufactured items contain substance <S> as an ingredient of type “active”?
Which investigational medicinal products are related to manufactured item <M>?

What is the molecular structure of substance <S>?

Are two substances <A> and <B> the same? If not, what is their relationship, if any?
What is the non-salt, non-hydrated, non-ester form of substance S? (aka: What is the parent substance of substance <S>7?)
In which manufactured item is substance <S> used?

In which substances (active, excipient, packaging materials etc.) is substance <S> found?
In which (Global) SKUs is substance <S> used?

In which materials (package item (container) constituent) is substance <S> used?

In which packaging is substance <S> used?

In which production/manufacturing steps is substance <S> used?

Which Marketing Authorization Number(s) does a sellable article (Material in ERP) have?

Which marketing authorization does this supply material <M> relate to?

Further substance CQs
(ongoing)

Phase 2: 2023-Q1 Scope
(ongoing)

The IDMP Ontology — Collaborative Implementation of IDMP in Pharma
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Ontology Modeling Example: accurate representation of active
moiety
m ISO-11238 Definition (Substance)
ARIPIPRAZOLE LAUROXIL -— moiety = “Entity within a substance that has a complete and continuous

molecular structure”

) ) . . “The active moiety of a stoichiometric or non-stoichiometrical substance
Relationships: Active Moiety molecule is considered that part of the molecule that is the base, free acid or ion
molecular part of a salt, solvate, chelate, clathrate, molecular complex or ester.”

Related Record Type

WOC3Q6D4HE

Challenges in accurately modelling (active) moiety

The term “active” moiety leads to confusion -> many parts of a substance can
have some pharmacological or physiological impact.

* Moieties cannot be classified as “active” without context -> the same
molecule can be “active” as part of one substance and “not active” in another.

ACTIVE MOIETY (FOR EXCLUSIVITY) <]

N-HYDROXYMETHYL ARIPIPRAZOLE Z

uone|aJ Ala1ow aaide ajdwis
[ ]

82VFR53178

REITEROEAT [ Active moiety concept (aka ‘parent substance’) is different in different
organizations or even within one organization. This requires specifying roles
and contexts correctly, e.g. regulatory, chemical, biological..

ARIPIPRAZOLE m

2023 The IDMP Ontology — Collaborative Implementation of IDMP in Pharma 8
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Ontology Modeling Example: Interoperabllity between
Regulatory with Manufacturing

Bayer: A supplier gets replaced — identify

GSK: Remove HSA from all Novartis: Remove a toxic/restricted substance - ) . Roche/J&J/Merck/...: Enable back
. . . . . which substances are procured from this o )
manufacturing steps of Varicella Identify all manufacturing processes containing a . . . traceability from late product lifecycle
. . ) . o S supplier and in which products these are used, -
vaccine potential source of Nitrosamine or Titanium dioxide . stages back to the earliest molecule stages
to access impact
IDMP Ontology
IDMP Perspective Manufacturing Perspective

In a box, with label and

Pharmaceutical Medicinal Packaged Medicinal leaflet specific to market Finished Product
Product Product Product i |

/ |

with label * with container, but no label

Package Item

(Container) o Filled Product
T with specific dosage without volume
Item * Manufactured Article o
Substance ‘
Ingredient
Specified substance in a media Manufactured Article
Substance ' (Starting material)
2023 The IDMP Ontology — Collaborative Implementation of IDMP in Pharma 9
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Testing the ontology along concrete use cases and data

IDMP Ontology substance

Formal semantic definition of concepts, has molecular

relationships and attributes from the ISO subclass : structure MAX 1
IDMP standards. single substance 4 Molecular structure

A

- A few hundred concepts
- Need accurate and agreed patterns subclass POIVmer substance

chemical substance

IDMP Data Graph

Any data object that are described by
the concepts of the IDMP Ontology

rdf:type

hasActiveMoiety

v

Amlodipine Besylate Amlodipine

= Many millions of objects
- Our test data

IDMP Knowledge Graph: IDMP Ontology + IDMP Data Graph

Enable business
users to answer
questions

What substances
have a common
/\

active moiety?

Which products contain
titanium dioxide?/\

n
YOUR USE CASE

2023 The IDMP Ontology — Collaborative Implementation of IDMP in Pharma
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Demo: Give me all substances with a common active moiety Amlodipine
NCCURIDS 0 E

Amlodipine

Y« Y. B uct-cQt: Substances with a common active moiety <M>

e type: "substance" e has active moiety: "AMLODIPINE"

11 results in 2 datasets (0.034 seconds)

Label

AMLODIPINE MALEATE

AMLODIPINE BESYLATE DIHYDRATE

Amlodipine nicotinate

AMLODIPINE MESYLATE MONOHYDRATE

AMLODIPINE MESYLATE

AMLODIPINE BENZOATE

AMLODIPINE CAMSYLATE

type

Calcium Channel Blocker

chemical substance

chemical substance

chemical substance

chemical substance

chemical substance

chemical substance

>

has active moiety

AMLODIPINE

AMLODIPINE

AMLODIPINE

AMLODIPINE

AMLODIPINE

AMLODIPINE

AMLODIPINE

Source Datasets

GSRS

GSRS

GSRS

GSRS

GSRS

@l O|e

GSRS

Action

© © © 0 o o ©

2023

The IDMP Ontology — Collaborative Implementation of IDMP in Pharma
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Demo: In which clinical trials were Enegerix B administered?

B

ACCURIDS 0 B

Pistoia'Alliance
Q
1 PREFIX cmns-ra: <https://www.omg.org/spec/Commons/RegistrationAuthorities/>
..". 2 PREFIX rdf: <http://www.wl.org/1999/62/22-rdf-syntax-ns#>
3 PREFIX cmns-id: <https://um.ong.org/spec/Commons/Identifiers/> Query for “In which clinical trials were
— 4 PREFIX idmp-eura: <https://spec.pistoiaalliance.org/idmp/ontology/IS0/Europeanlurisdiction/EuropeanRegistrationAuthorities/>
= 5 PREFIX cmns-txt: <https://www.omg.org/spec/Commons/TextDatatype/> Engerix B administer‘ed?”
6 PREFIX cmns-cxtdsg: <https://www.omg.org/spec/Commons/ContextualDesignators/> .
:.: 7 PREFIX idmp-sub: <https://spec.pistoiaalliance.org/idmp/ontology/IS0/I50112238-Substances/>
& PREFIX rdfs: <htip://www.w3.org/2606/81/rdf-schema#>
9  PREFIX cmns-pts: <https://www.omg.org/spec/Commons/PartiesAndSituations/> 1 1 1
a 18 PREFIX idmp-mprd: <https://spec.pistoiaalliance.org/idmp/ontology/IS0/IS011615-MedicinalProducts/> Pa rameterlzed querles WI“ be Stored as
11 H
12  SELECT DISTINCT ?clinical_Trial ?trial_Name ?eudraCT_Number PauthorizedParty Pauthorized By ?trial_jurisdiction Saved SearCheS for bUSIneSS users'
13 WHERE
14 { BIND({"Engerix B" AS ?medicinalProductlabel)
15 !marketingAuthorization
Query Result with pilot data: clinical
2 restlts trials where Engerix B has been
clinical_Trial trial_Mame eudraCT_Mumber authorizedParty a d m | n | Ste red
hitps-fwww.clinicaltrial ist et Immunogenicity and Safety of
ps: .w_c inicaltrialsregister.eu/clr- HEPLISAV™ Hepatitis B Virus Vaccine in 2010-022372-31 Dynavax Technologies Corporation European Medicines Agency Deutschland
search/trial/2010-022372-31/DE ] :
End Stage Renal Disease Patients
https:/fwww.clinicaltrialsregister.eu/ctr- Comparison of Fendrix and double-dose 2014-002112-16 Sheffield Teaching Hospitals NHS E Medici A United Kingdom of Great Britain and
search/triali2014-002112-16/GB Engerix B in HIV non-responders B Foundation Trust uropean lcines Agency Morthern Ireland (the)
0-10000 >
2023 The IDMP Ontology — Collaborative Implementation of IDMP in Pharma
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* Pilot Implementation Setup for initial Feasibility Assessments

Business question: “Which products contain titanium dioxide and where are these products registered?”

Bayer Product Data Model Backbone

IDMP Ontology
1ISO-11238, 1SO-11239, ISO-11615, ISO-11616, ISO-11240 + Common Augmentations

Bayer Augmentation of IDMP Ontology Model

Some additional classes, relationships, and attributes to address internal needs

Harmonized Bayer Product Data Knowledge Graph

R

synchronize I x x
Public IDMP-O aligned data graph*

alignment alignment alignment

allgnment allgnment
EMA SPOR FDA GSRS RIM Master Data Product Supply
Excel Exports JSON Dump Veeva Exports RDF Graph SAP

* Accurids hosted instance available at https://pistoiaalliance.dev.accurids.com/



https://pistoiaalliance.dev.accurids.com/

B

A
BAYER

E

R

Alignment to IDMP Ontology Concepts

IDMP-Ontology

idmp:Substance

is included in

GSRS:Substance

substance
relationships

SPOR:Substance

XEVMPDCode ]

BAY-CO:Substance

BAY-SAP:PURE_SUB

A 4

A

idmp:SpecifiedSubstance

is included in

idmp:Manufacturedltem

is included in

=

SAP:Formulation

v
RIM:Product Variant

idmp:MedicinalProduct

"has authorization

RIM:AuthorizedMedicinalProduct

idmp:MarketingAuthorization

"has authorized party

RIM:Registration

idmp:MarketingAuthorizationHolder

SPOR:Organization

idmp:Country <

SPOR:Country

Nested simple &
complex products

Business Questions:

“In which manufactured items is

titanium dioxide used?”

* “In which medicinal products is
substance “titanium dioxide
(XEVMPD:SUB12611MIG) used, and
where are they registered?”

FDA: GSRS
EMA: SPOR & XxEVMPD
Bayer: Compound Ontology & Master Data
Bayer: SAP
Bayer: RIM
IDMP Ontology
:""% Cluster Object
—» Alignment source-target
—> Object relationship



titanium dioxide

Y. Search for “titanium dioxide*

175 results in 7 datasets (0.138 seconds)

a Label type Source Datasets Action
e, ? Titanium dioxide substance ®
> Titanium dioxide =n; chemical substance L O

> Titanium Dioxide Class ®

> Titanium dioxide (PURE_SUB) » chemical substance > ®

? Titanium Dioxide ) * Material L O

? TITANIUM DICXIDE PH EUR fen) specified substance ©®©

> Titanium dioxide + Zinc oxide PharmaceuticalProduct L O

> Titanium Dioxide/Zinc Oxide Sunscreen Class L O

> TITANIUM DIOXIDE BP (e specified substance L O]

? TITANIUM DICXIDE MICRONISED fen) specified substance ©®©
1-10 of 175 >

Found 175 entities in 7 data sets
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isincludedin v

‘Complex’
Product Qlaira

P Qlaira (26+2), Film-coated tablet, 3 mg + 3 mg x Rivaroxaban (Medicinal Product)

Qlaira (Phase 1), Film-coated tablet, 3 mg

‘Simple’ Product

Qlaira (Phgse 2), Film-coated tablet, 2 mg + 2 mg Rivaroxaban

, Dienogest + Estradiol (Manufactured Item)
A\Dienogest + Estradiol (Manufactured Item)
+ Estradiol (Manufactured Item)

jol (Manufactured Item)

Rivaroxaban (Manufactured Item)
ogest + Estradiol (Manufactured Item)

itanium Dioxide (SAP:REAL_SUB)

Titanium dioxide



Qlaira (26+2), Film-coated tablet, 3 mg + 3 mg (Marketing Authorization for Austria) s &

type marketing authorization Registration
Labe Qlaira (26+2), Film-coated tablet, 3 mg + 3 mg (Marketing Authorization for Austria)
URI

https./ipid bayer.com/

applies to Qlaira (26+2), Film-coated tablet, 3 mg + 3 mg

has authorized party (( Bayer Austria Ges.m.b.H. LOC-100002234 ) The marketing aUthorization iS Ilnked to the prOdUCt

type marketing authorization holder
abe Bayer Austria Ges.m.b.H. LOC-100002234

URI https:{/pid.bayer com/k

——
The authorization holder is linked to SPOR OMS
SPOR-OMS

type legal entity

Labe Bayer Austria Ges.mb.H.

UR hitps://spor.ema europa.eu/omswi/#/organisations/ORG-100000122
address LOC-100002234

broader Industry (" Pharmaceutical company )

RMS-OMS-Party-Category

The authorization holder is linked to SPOR RMS
type OMS Party Category

abel Pharmaceutical company (en

URI https:i/spor. ema.europa.eu/rmswi/#/lists/200000000015/terms/200000000081

definition Support all the medicines regulatory use cases. These are commercial businesses licensed to research,
develop, or participate in the marketing and/or distribution of medicines, most commonly in the context of
healthcare. CROs will be regarded as pharmaceutical companies since they can also act as one



IDMP-0O Implementation at Boehringer Ingelheim

Five competency questions implemented.
Continuous progress on additional QCs

Which substance Which substances What is the active

correspondsto a given |l have a common active moiety of substance
identifier? moiety M? S?

G, hat are the products
that contain Which EV code (future
substances with SMS code) does the
common active substance S have?
moiety M?

«n which clinical trials
were the registered
products
administered?

nich investigational/ G.\lhich manufactured
authorized medicinal items contain
products contain the substance S as

wWhich investigational
medicinal products
are related to this

substance S and ingredient of type mantitctured fiom?

active moiety M? “active”?

User interface for answering
guestions up and running

Which substances have a common active moiety?

An answer to this question are substances that have the given active moiety as active ingredient

Data source(s) MDM Product

Active Moiety calcium

e, calcium

Substance

calcium hydrogen phosphate anhydrous
CALCIUM LACTATE

calcium hydrogen phosphate dihydrate
calcium pantothenate

calcium carbonate_hp

calcium lactate pentahydrate

calcium fluoride

Knowledge graph for
internal data available

CALCIUM LACTATE

hasActiveMoiety

hasActiveMoiety

calcium isRelatedSubstanceTo

hasActiveMoiety

calcium lactate pentah...

© Pistoia Alliance



WHO-UMC: Harmonized Dose and Strength Information

IDMP Ontology aligned product information, combined with FDA GSRS substance
data, allows to automatically harmonize strength information

National data

Characteristics

- Harmonized data for PhPID

assignment

Product Active Country Local Characteristics from Dose form
name ingredient dose form original dose form Characteristics

Diclofenac
Orifarm

Kinespir

Neo
dolaren

Artridene

Diclofenac
diethylamine

Diclofenac
diethylamine

Diclofenac
diethylamine

Diclofenac
diethylamine

Sweden

Belgium

Mexico

Colombia

Gel

Gel

Gel

Orifarm

Teva

Carnot

laboratorios

Siegfried

11,6 mg/g

10 mg/g

1g9/100g

1%

Gel

Application
Cutaneous/Transdermal
Conventional

Gel

Application
Cutaneous/Transdermal
Conventional

Gel

Gel

Gel
Application

Diclofenac 11,6 mg/
Cutaneous/ diethylamine DML
Transdermal

Conventional
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Alignment with other Standards: Example HL7 FHIR

HL7 FHIR Message

to exchange data with health
authorities, RIM...

Automatic Bi-Directional Standards Transformation

IDMP Ontology ali,;;ned Knowledge Graph

Public Graph: GSRS

Pharma Internal
Public Graph: Metabolites

Substance Graph

Public Graph: SPOR SMS

FHIR Resources for
Interoperability PoC

MedicinalProductDefinition
PackagedProductDefinition
AdministrableProductDefinition
ManufacturedltemDefinition
Ingredient

ClinicalUseDefinition
RegulatedAuthorization
SubstanceDefinition

Further alignments planned with: ISA-S88, PQ/CMC, CDISC

_ D~
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https://build.fhir.org/medicinalproductdefinition.html
https://build.fhir.org/packagedproductdefinition.html
https://build.fhir.org/administrableproductdefinition.html
https://build.fhir.org/manufactureditemdefinition.html
https://build.fhir.org/ingredient.html
https://build.fhir.org/clinicalusedefinition.html
https://build.fhir.org/regulatedauthorization.html
https://build.fhir.org/substancedefinition.html

Getting Started with the IDMP Ontology

Learn More
www.pistoiaalliance.org

Contact Us

Projectinquiries@PistoiaAlliance.org

Schedule an Exchange
with our Pharma Champions

Join the Initiative
use and help build the IDMP Ontology

Pisto}%

1a'Alliance

e  Jointhe Alliance ¥ Join AProject ¥ Join a Community ¥ Submitan Idea Events ¥ News

4 ‘ Inferior Vena
y Tricuspid vajye:
Right Ventricle

Ventriciis. es_.

D

A well-defined ontology that bridges between regional and functional
perspectives on common substance-related data objects and global and
scientifically objective representations is required. The goal of our
project is to build an IDMP Ontology that enables deep, semantic
interoperability based on FAIR principles to enhance and augment the

existing ISO IDMP standards.

ACTIVE

Stay Up-to-Date

ork Email Address
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https://www.pistoiaalliance.org/projects/current-projects/idmp-ontology/

