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What is IDMP?

Identification of Medicinal Products
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SO standards UNJICOM

ISO IDMP standards cover the following aspects to describe a human medicinal product:

»  Medicinal product name

» Ingredient substance

»  Pharmaceutical product (route of administration, strength, active substance)
»  Marketing authorization

»  Clinical particulars

»  Packaging

»  Manufacturing

5 Standards

» ISO 11615 — Data elements for regulated medicinal product information

» ISO 11616 — Data elements for regulated pharmaceutical product information
» ISO 11238 — Data elements for regulated information on substances

» ISO 11239 — Data elements for pharmaceutical dose forms, units of presentation, routes of administration and packaging
» ISO 11240 — Data elements for units of measurement

This project has received funding from the European Union's
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IDMP Datamodel UNJICOM
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Investigational versus Authorised UN#COM
(N

An Investigational Medicinal Product is described by An Authorised Medicinal Product is described by

e AClinical Trial Status (Standardised Term) L

e Either a Regulator Product Code or a Sponsor Product Code L

e AnIMPID e AnMPID

An Investigational Medicinal Product Name is described by either An Authorised Medicinal Product is described by only
e AFull Name * AFull Name

e ACode

-
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Investigational versus Authorised UN#COM

Authorised Medicinal Product
An Investigational Medicinal Product can have one or more _

An Authorised Medicinal Product can have only one _
A CliRiCAITHAINAUEGRSAEION s cescribed by A MISEKEHREVAEGHSATION is described by

e  ARegistration Number e A Marketing Authorisation Number

e  An Investigation Code o -

e  One or more Countries (standardised term) e One or more Countries (standardised term)
e A Protocol Number o -

e  An Autorisation Date e A Date of First Authorisation

e An Anticipated End Date o -

o - e An International Birth Date

o - e A Legal Status of Supply (Standardised term)
o - e An Autorisation Status (Standardised term)
o - e  An Autorisation Status Date

o - e A \Validity Period Start

o - e AValididy Period End

o - e Zero or one Date Exclusivity Start Date

o - e Zero or one Date Exclusivity End Date

| g
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Investigational versus Authorised UN#COM

Investigational Medicinal Product Authorised Medicinal Product

A CliRICAITHANAGERGHSAEION can have zero or more [GGAICHRIcAITTAN

A is described by

A VISEKEEREAUEGRSERION can have zero or more iifiSdictiONAINIATKSHNg]
A NiiSdictioRaNViaketing AUTRORSAEION s ciescribed by

e A Country (standardised term)

e A Local Clinical Trial Registration Number e  Zero or one Marketing Autorisation Number

e An Local Investigation Code o -

e  One or more Juridictions (standardised term) e  Zero or more Jurisdictions (standardised term)
e A lLocal Autorisation Date o -

e A lLocal Anticipated End Date o -

e A Legal Status of Supply (standardised term)

-

o
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Investigational versus Authorised UN#COM

Investigational Medicinal Product Authorised Medicinal Product

A _ is issued by one Medicines Regulatory Agency A _ is issued by one Medicines Regulatory Agency

(Organisation) (Organisation)

A _ is requested by one Sponsor (Organisation) A _ is requested by one Marketing Authorisation

Holder (Organisation)

A Sponsor can be or not an SME A Marketing Authorisation Holder can be or not an SME

: A NISEKSHREVAUERGRSATION can have zero or one FiEHISIRGASON
- An Authorised Medicinal Product can have zero or more _

. F is initiated by one [VISIKEHNEIAUEHORSAtION]
: - s driven by zero or more NiBTRGHRE]

Packaged Investigation Medicinal Product Packaged Medicinal Product]

o=
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IDMP at EMA

European Medicines Agency

g
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SPOR UNJICOM

P SPOR is the EMA implementation of IDMP.

» EMA has created defined lists of substances, organisations and all other elements in IDMP
which need defined terminology (referentials). Some of these lists with defined terminology are maintained
by third parties (WHO, EDQM)

» PMS (products) follows the guidelines set in ISO 11615, but with extensions by EMA

Extension is e.g.
Domain: Veterinary or Human
Textual description of packaging and its language

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Data elements UNJICOM

Three categories:
» IDMP and EMA are using the same path for the data elements
» EMA is only using some IDMP data elements in the first iteration

» EMA deviates from IDMP (differences and extensions)

The items in these categories might shift to other categories with time.
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Contents UNJICOM

Medicinal Product Hame Marketing Status o
= RilfEm=ey - ey g Marketing Authorisstion Pracedure
e - Invantad Name Part: ENXP[0.7] - Jurisdiction: €D [0..1]
b - Part: ENXF [0..] - Markating Status: €D o— | - Procedure Identifier / Number: | [0..4]
- Country:CD - strength Part: ENXP [0..%] - Marketing Date Start:TS o1 - ProceduraType: GO
- Jurisdiction: €D [0..1] - Pharmaceutical Dose Form Fart: ENXP [0..°] - Marketing Date Stop: TS = Reason:CD[0.1] - Procedure Date Start: T8 [0..1]
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- Target Population Part: ENXP [0.°] ] - Legal Grounds Comment: $T(0..1] 1
- Container or Pack Part: ENXP [0..%] o. - Restors Date:Ts [0.1] 0.*
Attached Document - Device ParcENxP[0.%] Master File - Condition 1
- mpany Name Part: ENXP [0..¢] p—— - Condition to Restore Comment:ST [0..1]
B - - FileType: A
Identifier I Time / Period Part: ENXP [0.."] = d . - Change Request Organisation Type: CD[0..1] ‘roplication iGentre T T
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- Content ED - Type[exTl:cD[o..1] 0.1 m“m[an S
- Languaga [EXTI:CD[0.] 1. ‘ i i 2
- MediaType: D [0.1] : =
- Version Number: 5T[0..1] | Orphan Designation - Operstion Type: CD
- iijo.1] E 1| |- Humber: 11
- CharacterSet [EXT]: CD [0..1] - CrphanIndicstion Type: CO - Efective Date: TS [0..1] - Counry:CD[1.7]
- File Name [E6T}:ST[0..1] - Orphan Procedure Number: I|[0..1] - Confidentiality Indicator: D [0..1] - Legal Status of Supply: CD [0]
. EvCode [EXT)-CD[0.1] - Orphan Designation Autharisation Status: GO - E—
- Orphan Designati Date:TS[0..1] ‘1 . o1 - Authorisation Status Da
1.2\ |- orphanDesiznation Number: 1 0..1] -
/ i 1| y Ena:Ts.
isati - Dam i TS[0..1]
(Organisation) - DataExclusivity End Date: TS [0..1]
- Date of First Authorisation: TS [0.1]
Code System: CD.codeSystem . e
Valus: CD.code 1 - Country Groupin €00.1]
aL[0.1] 0. ry Grouping [EXT]: CD [0..1]

- Species [EXT]:€D[0.1]

o Medicinal Product

- PMSIA[EXTEN

- mPiD:n

- Approved Dose Form [EXTE: CD[0..1]

- Combined Pharmacsutical Dose Form: CD/[0..1]
- Legal Status of Supply [EXT]: €D [0..1]

- Additional Monitoring Indicator: GO [0..1]

- Special Measures: ST[0.."]

- Pasdiatric Use Indicator: GD [0..1]

- Demain [EXTI:CD[0..1]

- Type[ext:colo.1]

- Orphan Designation Status: CD [0..1]

- External identity [ExT]:1[0..1]

- EURD 1 [EXT: 1l [0..1]

- FullIndication Text [EXT]: $T[0..%]

QPP EXTE:11[0.1]

Fharmacovigilance Enguiry Info [EXTI: 11 [0..11
Dascription [EXT]:5T[0..1]

[o

e

]
Referancad Product Type: CB [0..1
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- Description [EXTE:ST[0..1]

Allergenic Indicator: BL [0..1]
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| =
N Reference Strength
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- Measurement Point:ST[0. 1] oo |- ReferenceSpecifiedsubstance:coft] |- ] Must be a Reference
- Country:CD[0."] - Reference Strength: RTOSPO,PO> Strength when itis an S .
- Strangth [Presantation) Text [EXTE:ST[0..1] B .11 active ingredient ource: EM A
- Strength (Concentration| Tex: [EXTE ST[0..1] - Reference Strength Country: €D [0.7]
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IDMP in Belgium
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Medicinal Products Management UN#COM

» New application which went into production in 07/2022.

This new application partially takes into account the data model of IDMP.
As a result, 45% of data fields map, and basic national terminology has been mapped with SPOR, like country,

language, pharmaceutical form.

» The remaining of the data model is part of the gap analysis presented.
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Medicinal Products Management UN#COM

» The system used in Belgium to manage authorised medicinal medicines.

ici Product Grou| Product Counter Marketing Authorisation Pack Medicinal Product Organisation v Actions [ Reference Tables v Account v
L) Medicinal Product Management p g ]
PRODUCT GROUP NAT)(HI6059 # Edit Product Group v W Delete Product Group
Dummy
Authorisation Type MA - Marketing authorisation Procedure Type NP - National procedure Usage Human Allo/Homeo Allopathic Product Type Mot Defined

General Info Documents Sunset Clause History
— Update Datamodel/Documents #  Edit Datamodel/Documents

Update DataModel Ongoing :
Update Documents Ongoing :

Product Counters

Name L strength 1L pharmaceutical Form L status Tl commercialisation Status I

NAT/H/6059/001 Dummy Tablet 10 mg Not Yet Authorised No

4+ Add Product Counter
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Medicinal Products M

P Reference table link to SPOR

0 Medicinal Product Management

PHARMACEUTICAL FORM

Recards found : 745

(i

Concentrate and solvent for

Solution for injecti

selution for injection

Concentrate and solvent for
solution for
injection/infusion

Concentrate for solution for
injection

Concentrate for solution for
injection/infusion

Intravesical
selution/solution for
injection

Lyophilisate and solvent for
solution for injection

TP SO S S

1

Solution a diluer et solvant
pour solution injectable

Solution a diluer et solvant
pour solution injectable/pour
perfusion

Solution a diluer injectable

Soluticn 3 diluer pour solution
injectable/pour perfusion

Solution
intravésicale/finjectable

Lyophilisat et solvant pour
solution injectable

Mame NL

Concentraat en oplosmiddel
voor oplossing veoor injectie

Concentraat en oplesmiddel
wvoor oplossing voor
injectie/infusie

Concentraat voor oplossing
woor injectie

Concentraat voor oplassing
woor injectie/infusie

Oplossing voor intravesicaal
gebruik/oplossing voor
injectie

Lyofilisaat en oplosmiddel
wvoor oplossing voor injectie

1l

MName DE 1

Konzentrat und Lésungsmittel zur
Herstellung einer Injekticnsldsung

Konzentrat und Lésungsmittel zur
Herstellung einer
Injektions-/Infusicnslasung

Konzentrat zur Herstellung einer
Injektionsl@sung

Konzentrat zur Herstellung einer
Injektions- /Infusionslésung

Lésung zur intravesikalen
Anwendung/Injektionslgsung

Lyophilisat und Lasungsmittel zur
Herstellung einer Injekticnsidsung

abbr 1)
eviati
on EN

inj. sol.
{conc. +

sohv)

sol,
inj.finf.
[conc. +

sohv)

inj. sol.
{conc.)

inj./inf.
sol.
f[conc.)

ivesic./inj.
sol

inj. sal.
(lyoph. +

R

Product Group
Abbr 1L apbr 1L
eviat eviati
ion on NL
FR
sol. inj. inj. opl.
(sol. & {conc, =
diluer = oplosm.)
solv.)
sal. inj.finf.
inj./perf. opl. (conc.
(sol. = +
solv, & oplosm.)
diluer)
sol. inj. (& inj. opl.
diluer) {conc.)
sal. inj.finf.
inj./perf. opl.
(sol., & (conc))
diluer)
sal. ivesic.
ivésic/inj  opl.finj.

opl.

sal. inj. inj. opl.
(lyoph. + (lyof. +

R JRE—

This project has received funding from the European Union's
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anagement

Product Counter

Abbr Th
eviati
on

DE

Inj-Lés.
(Konz. +
Lésungs
m)

Inj-/Inf-
Lés.
(Konz. +
Lésungs
m)

Inj-Lés.
(Konz.)

Inj-/Inf-
Lés.
(Konz.)

intravesik,
L&s /Injek
tionslas.

Inj-Las.
(Lyoph. +

eba 1L

M
CODE

50007000

50007500

11209000

50079000

50033400

11214500

Marketing Authorisation
epg L Hum T
M AN
Defin
ition
Sterile true
concentra
te and
steril ...

Sterile true
concentra
te and
steril ...
(draft) true
Ligquid
sterile
prepara ...
This term true
is only to
beused i

true
Sterile false
Iyophilisat

T S

Pack Medicinal Product

Vete Tl usi Tl
rinar ness

y v

Organisi

spo 11
RID

1000000
73980

1000001
36318

1000000
73857

1000000
74069

1000001
25754

1000001
16137

UN@COM
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Gap analysis @ start UN#COM

Result and type of remediation:

Start of phase 2:

» On 160 fields in EMA IDMP, 45% are fully mapped
> Missing fields in MPM = Addition of field in MPM datamodel, some information not available yet in EMA
> Other field structure in MPM - Data condensation/cleanup

> Information present in MPM, but not in the required format = Data transformation
» Missing Referentials in MPM - Addition of SPOR-IDs or SPOR-List

This project has received funding from the European Union's fa ‘I I l‘ h
Horizon 2020 research and innovation programme under grant agreement No 875299 = R EEE



Example missing field UN#COM

» Therapeutic (product) indication Co-morbidity

Link with other projects of EMA, like ePI?

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299
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Example missing referential

» SPOR LIST 200000018799 Reason for Marketing Unavailability

Identifier A

200000018808

200000018809

200000018810

200000018811

200000018812

200000018813

200000018814

200000018815

Term Name -

Safety - Medicine is harmful (Art. 116, 117(1a) of Dire
ctive No 2001/83/EC)

Efficacy - Lack of efficacy (Art. 116, 117(1b) of Directi
ve No 2001/83/EC)

Risk/benefit - Not favourable (Art. 116, 117(1c) of Dire
ctive No 2001/83/EC)

Quality - Composition not as declared (Art. 116, 117(1
d) of Directive No 2001/83/EC)

Quality - Controls have not been carried out or MA obli
gations not fulfilled (Art. 117(1e) of Directive No 2001/
83/EC)

Particulars of Art. 8-11 incorrect/not amended as Art.
23 (obligation to keep dossier updated) (Art. 116 of Di
rective No 2001/83/EC)

Any conditions as per Art. 21, 22 not fulfilled (e.g. PAE
S, PASS) (Art. 116 of Directive No 2001/83/EC)

Commercial reasons (excl. Art. 116, 117 of Directive N
0 2001/83/EC)

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299

In Belgium a different coding is used for

market unavailability

UN@COM

Link with ESMP (European Shortages

Medicines Platform)?
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https://spor.ema.europa.eu/rmswi/

Example other field structure UN#COM

» Ingredients have several fields in MPM to describe the composition of the ingredient

ADD AN ACTIVE SUBSTANCE

Mame * example virus %

Additional Info demonstration variant v1

+ Edit Additional Info

Additional info publication

Amount Unit = ~ min 1 char. f min 1 char
Non Numerical Amount More than 1.10% units per dose quantum satis
Mame Eq. @
Amount Unit Eq. = g min 1 char.  f min 1 char

Non Numerical Amount Eq.
Belongs to
Main Component Solvent

Active Substance Notes attenuated

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299
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Example data transformation UN#COM

» Full name of product = concatenation of invented name + Strength + pharmaceutical form

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299
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Example constant value UN#COM

» Regulator: LOC-ID of FAMHP LOC-100050707

This project has received funding from the European Union's
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e-Prescription

Authentic source of authorized drugs (SAM)
o
o
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SAM Introduction UNJICOM

« SAM = the authentic source of drugs authorized for the Belgian market.

 The SAM data model consists of three parts:

* A “Medicinal Product Definition part”. This part focuses on the medicinal information such as
substances and properties of products. It is subdivided into two parts:

Core  the “virtual part” provides data about medicinal products on a generic and a fortiori brand
business independent level and

of FAMHP * the “actual part” provides concrete, branded medicinal products authorized for the Belgian market
including availability.
« A “Reimbursement Law Definition part” that consists in first the legislation text content (legal

basis, references and texts) and second the legislation text modelling (formal interpretations,
reimbursement conditions and terms).

* A “Reimbursement part” part that includes all the information that relates to the delivery
environments, prices, copayment amounts, etc.

=> mandatory use of SAMv2 as source of information for electronic prescriptions as from 1/1/2020 (included in
the homologation conditions of the software applications)

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299
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Focus on medicinal product definition part (1/2) UN#COM

» Actual part: describes drugs
that are brand name drugs
that are auhorised (only complete when on the market)
e.g. Flemoxin oplosb. tabl. (deelb.) Solutab 500 mg

» Virtual part: describes drugs
In a generic, brand-independent, way
In a clinically oriented way
that are on the market (= subset of authorised drugs)
e.g. amoxicilline 500 mg capsule (or.)

» Avallability status (see next slide)

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




Focus on medicinal product definition part (2/2) UN#COM

» Availability status

>

Temporary Supply Problem => symbol indicating there is an actual temporary supply
problem of the concerned pack size of the medicinal product. Additional information (e.qg.
via hovering) contains the following data:

- start date supply problem,

» presumed end date supply problem,

* reason supply problem,

 impact supply problem,

- additional information concerning alternative medicinal products or treatments.

End of commercialisation => symbol indicating the end of commercialisation of the
concerned pack size of the medicinal product. Additional information (e.g. via hovering)
contains the following data:

 reason end of commercialisation,
 impact end of commercialisation,
 additional information concerning alternative medicinal products or treatments.

This project has received funding from the European Union's
Horizon 2020 research and innovation programme under grant agreement No 875299




PharmaStatus & SAM Architecture UNZCOM

v -
‘ BCFi RIZIV
Clinical info and
VOS/DCI groups legal and
(International Non- — reimbursement info
proprietary Name (INN)

PZ economie
/ Price info

Medicinal Products - PharmaStatus 2 SAM L A RECIRG

Management _ External Database (ePrescription)
(open data)

Medicinal Products
Database

(Info on medicinal
products: Leaflet...)

famhpm 4

Apothekers en groothandelaar- htt p ://WWW- s a In p O rta I . b e

erdelers
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Further Information on UNICOM

unicom-project.eu
Twitter: @ unicom_idmp
linkedin.com/company/unicom-idmp
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