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Who am I?

ÅName: Rik Smithies

ÅCompany: Independent Consultant 
(NProgram Ltd., UK)

ÅBackground:
ÅTechnical Committee Chair, HL7 UK (and former Chair)

ÅHL7 International Standards Governance Board

ÅFHIR trainer, consultant

ÅArchitect, analyst and software developer. 20 years in healthcare IT

ÅContact:
Årik@nprogram.co.uk

Åwww.nprogram.co.uk
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IDMP - a logical data model standard

ÅIdentification of Medicinal Products

Å"Data elements and structures for the unique identification and 
exchange of Medicinal Products"

ÅAn ISO standard, in development for several years and finished 
in 2017 

ÅActually a set of standards (with long names and hard to 
remember numbers)

ÅMain two are:
Å11615 ïñProductsò

Å11238 ïñSubstancesò
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OK so what is it?

ÅDetailed logical model for medicines and their ingredients
ÅTo the level that drug manufacturers need

ÅAnd "regulators" need
ÅOfficial bodies that make the laws about drugs (in EU - EMA, European 

Medicines Agency. And each country has its own too. MHRA for UK.)

ÅThe detail is much more than is used by doctors when 
prescribing

ÅPackaging details, legal approvals, ingredients, indications and 
contraindications etc.

ÅNot a physical model (no XML etc., no FHIR)
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ISO IDMP 11615 Medicinal Products

ÅA logical/conceptual 
model for ñProductsò 

ÅThings that can be 
packaged up and 
administered to a 
patient

ÅA product is more 
than just a 
ñsubstance", or 
even a medication
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IDMP 11615: Authorised Medicinal Product - Details

(Chance to see the 
full model, but not 
intended to be read 
in detail. About 50 
classes.)
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ISO IDMP 11615 - Detail views (example)
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Different 
product 
aspects

Product as licensed 

("regulatory")

Product as 

supplied 

("physical")

Product as consumed 

("pharmaceutical" or 

"administrable")
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Different layers
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Different layers, add components of containers
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Different layers, add materials, ingredients, 
characteristics
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Manufacturers, etc.
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IDMP Messaging

ÅIDMP is not a message, and it has no physical expression (itôs a 
"logical" model)

ÅWe want to implement IDMP* but the resources didnôt exist in 
FHIR (in 2017)

ÅThere are similar concepts in the FHIR Medication resource (as 
used in MedicationAdministration etc) and the Substance 
resource

ÅBut the level of detail is not enough

* In Europe, EMA want to implement IDMP in 2019, and were preparing for this in 2017
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IDMP on FHIR - Challenges

ÅThere is lots of IDMP to modelé
ÅProduct ~50 classes (and far more in IDMP Substance)

ÅHow to combine with what is there, and not break things
Åmodelling challenge
Å(see next slidesé)

ÅFHIR community doesnôt know much about regulatoryé!
ÅFHIR is mainly about patients and the EHR
ÅFHIR people said "what's all this stuff!" "who needs all this?"

Å(ongoing education challenge :-)
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3 main sets of use cases (for Products)

ÅDay to day prescribing, primary care, secondary care
ÅBy far the most common by volume

ÅMedication, MedicationRequest/MedicationAdministration etc., 
Substance

ÅPharma Regulation/Submission of products to regulators
ÅNeeds full product info, much more than for above

ÅPackaging details, ingredients, authorisations granted, dates, territories

ÅClinicals ïindications, contra-indications etc.

ÅPrescribing support, Medication Knowledge Bases
ÅA hybrid of the two. Needs more than basics, but not the whole lot



From Clinical to Regulatory - Clinical practice workflow



From Clinical to Regulatory - 2



From Clinical to Regulatory - 3



From Clinical to Regulatory - 4



From Clinical to Regulatory - 5



From Clinical to Regulatory - 6 - add in all the IDMP 
classes? (not this wayé)

VS



From Clinical to Regulatory - 7 (not this wayé)

VS


