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Introducing UNICOM
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Find us at https://unicom-project.eu/

UNICOM is a European Commission supported 
Innovation Action  that focuses on improving 
patient safety and healthcare by facilitating the 
flow of standardised “trusted data” about 
medicines from our regulatory agencies through 
to clinicians’ desktops and to patients via apps 
etc.
It does this by focusing on the implementation 
International Organization for Standardization 
(ISO) suite of IDMP (Identification 
of Medicinal Products) standards in national 
competent authorities and then use of that 
data in patient care.
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The UNICOM Project Organisation
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The Pilot Product List: Examples….making things “real”
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The full IDMP model is quite complex, and goes a long way 
beyond data needed just for “product identification”
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 In the full model, there are 43 classes and a couple 
of hundred “attributes”

 Some classes and attributes are “reused” in more 
than one context (e.g. “Ingredient” and all the 
classes linked below it).  This would be elucidated 
more clearly in a “logical model”

 Several types of attribute have multiple parts (for 
example, a strength has 4 parts – numerator value 
+ units and denominator value + units)

We (thankfully) do not need all of these for 
“product identification”
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IDMP product identification data for the UNICOM pilot
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So, based on our analysis of what we know 
MPD currently use for “product 
identification”, there are parts we can put 
aside ….. Such as the Clinical Particulars, 
which probably won’t be present early on 
anyway

Clinical 
Particulars
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IDMP product identification data for the UNICOM pilot
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Most Marketing and all 
Manufacturing authorisation 
Information not needed

We can put aside most of the 
regulatory process 
information…although the 
information in the Marketing 
Authorisation class and the MAH 
name is needed… but at least 
that is really just one class + the 
MAH name
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IDMP product identification data for the UNICOM pilot
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We can put aside most of the regulatory 
document information…keeping, of course 
the Medicinal Product and Medicinal 
Product Name

Everything but the 
Product Name from the 
Name/Documents 
section not needed
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IDMP product identification data for the UNICOM pilot
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Little of the detail of the 
Packaging section is needed; 
maybe just one or two attributes 
from the Device class might be 
useful for some products, but not 
a priority for the UNICOM pilot; 
but the PCID, Package Item 
(Container) and Manufactured 
Item are necessary
The Ingredient information 
supporting both the 
Manufactured Item AND the 
Pharmaceutical Product is 
needed

Most of the 
detail of the 
Packaging 
information not 
needed
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IDMP product identification data for the UNICOM pilot
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This leaves us with something much, much simpler 
to concentrate on for UNICOM for “product 
identification”
These are the data elements that we can populate 
for the PPL

For the Ingredient Role we are only 
interested in ACTIVE substances
And if we decide we do not need to include 
Specified Substances for the PPL, this will be even 
more manageable
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So, what have we done and what are we doing

► Which substances?
► Which data elements?

► Which patterns?
 At the logical level
 At the implementation level
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Substances in the PPL

► Identifying (therapeutically active) substances is one of the cornerstones of 
identifying medicinal products

► The “list” has been chosen on the basis of 
 The principles of ISO 11238
 Substances that are very commonly used in patient care (e.g. a statin)
 Substances that experience has shown are “challenging” (e.g. substances available 

with a variety modified release dose forms (e.g. an opioid), substances modifications 
that affect potency – a corticosteroid)

 Substances that will provide a range of products for the PPL
► Provides identifiers from EU-SRS, EU-TCT, SNOMED CT, UNII, CAS
► Substances have been “cleaned” by the WP2 Substances experts in 

UNICOM/EU
► Will be worked on in three “batches”
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Substance list….
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“Diclofenac”

MPIDs – just three 
countries – 230
PCIDs – maybe 500?
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Data elements for the PPL

In their “conceptual form” and through to their (various) implementation forms
Particularly here, looking at the PMS IG, as this is what the NCAs in the project will be working towards using 
for communication from MAH to NCA 
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Other areas to develop…for the data elements

► A technology independent (but NOT use case independent) logical model
 Starting point….MPID or PCID (for example)

► Implementation patterns for various product types using logic from various key 
attributes
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Questions?

Thank you


