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Agenda UNGCOM

1. Introduction

2. Know how to read FHIR messages that describe
medicinal products

3. Discussion and feedback

4. Alignment in the network
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Goal of this webinar UNZCOM

Participants should be able to understand and read FHIR messages describing medicinal

products;
a. We will be using draft FHIR-messages provided by SPOR PMS - Losec Control
20mg
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Who we are

>

Date

AGES MEA is a division of

the Austrian Agency for Health and Food Safety (AGES),
which is the leading expert organisation

for risk minimisation in the fields of health, food safety
and consumer protection.

350 FTEs are working at AGES MEA
AGES is wholly owned by the Republic of Austria.

The AGES MEA business unit is the service provider
for the Federal Office for Safety in Health Care (BASG)

This project has received funding from the European Union's
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Disclaimer UNZCOM

Date

This presentation is the intellectual property of the individual presenters and is protected under the

copyright laws of Austria and other countries. All rights reserved. All trademarks are property of
their respective owners.

The information provided represents the knowledge and status at the time of its preparation. It
does not necessarily represent the view of the regulatory authority to which the presenter belongs.
Do not use this information for decision making, but instead always refer to official documents,
relevant regulations, regulatory guidelines and SPOR guidance material

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




What is FHIR used for? UNZCOM

1. Output of the eAF Portal, attached to the eAF PDFs
2. Used to import product data into
a. Procedure Mgmt system (E.g. Pharos, Amanda, IRIS,...)
b. Product Dictionaries (E.g. SPOR PMS)
3. Can be used to exchange Medicinal Product data between stakeholders

This project has received funding from the European Union's

Date Horizon 2020 research and innovation programme under grant agreement No 875299




Submission process is unchanged

AS-1IS J TO-BE

UNGCOM

eAF Interactive web form (" )
Product
. N[QE’] selection from
. Interactive eAF PDF form e
‘c’l __J PMS
=
=
Por . N
Structured

eAF PDF + eAF DES XML

data from PMS

(present field)

J

\_

Fill in a form and include it in D AD' Generate when completed
eCTD/VNeeS

<}=> Human readable PDF rendition

PDF == Machine readable FHIR rendition
AHLT FHIR
A\ }
g Include in eCTD / VNeeS package

eCTD / VNeeS - E‘ eCTD / VNee$S
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,DES XML“ is changing to ,,FHIR XML“
Medicinal product data is now included

*Slide amended from DADI / PMS Presentation to IRISS




> FHIR-Basics

UNZCOM



References

All product fields are described in detail in EU IG Chapter 2 (Data elements for the electronic
submission of information on medicinal products for human use) on EMA S&PMS webpage

Examples of FHIR messages
» FHIR XML and HTML transformation for Losec Control examples can be found here
> Variation Examples can be found under:
https://www.ema.europa.eu/en/events/digital-application-dataset-integration-dadi-webinar-common-factors-
fast-healthcare-interoperability#documents-section

FHIR links
> PMS / EU IG will update to 4.6 but is still on 4.2 / 4.4: http://hl7.org/fhir/directory.html
» The update to 4.6 mainly includes approved elements that were extensions in previous versions. Business
rules should not be changed
» DADI is using FHIR in the version 4.6: https://hl7.org/fhir/2021May/medicinalproductdefinition.html
» The latest version can be found under: https://build.fhir.org/resourcelist.html

This project has received funding from the European Union's
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/product-management-services-pms-implementation-international-organization-standardization-iso_en-0.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/substance-product-data-management-services#eu-idmp-implementation-guide---version-2.1-section
http://hl7.org/fhir/directory.html
https://hl7.org/fhir/2021May/medicinalproductdefinition.html
https://build.fhir.org/resourcelist.html
https://emptekom.sharepoint.com/:f:/r/sites/UNICOMProject/Freigegebene%20Dokumente/WP04%20IDMP%20implementation%20at%20National%20Drug%20Agencies/Task/Task%204.13%20Guidelines,%20training%20and%20knowledge%20about%20IDMP%20at%20NCA%E2%80%99s%20(M5-M44)/Trainings%20and%20knowledge%20sharing%20session%20to%20NCAs/AGES/Understanding%20FHIR%20messages%2030032022?csf=1&web=1&e=dLs5cN
https://www.ema.europa.eu/en/events/digital-application-dataset-integration-dadi-webinar-common-factors-fast-healthcare-interoperability#documents-section
https://www.ema.europa.eu/en/events/digital-application-dataset-integration-dadi-webinar-common-factors-fast-healthcare-interoperability#documents-section

Medicinal Product data UNZCOM

+ Data submitted ONLY directly into PMS
Information NOT in scope of eAF

= . Medicinal Product Packaged Product Definition

Medicinal Product Definition

Package

Shelf Life PMS data in scope of eAF

Administrable Product
Definition

Route of Administration
ATC Device Definition
VR e Manufactured Item Definition

Ingredient

Ingredients
Ingredient Documentations

Provenance

Last update Reason

Name

Authorised Pharmaceutical
Form

Data carrier*

GMO

Regulated Authorisation
(Marketing Authorisation)

Indication**

PHV Enquiry contact info MAH

QPPV Marketing status

Authorisation status

PSMF location

Clinical Trial
/

Package / Product legal
status

\
\

Last update Procedure

+ Data submitted directly in IRIS -> PMS
(CAP only); Data submission for non-CAP
products under discussion.

+ Information NOT in scope of eAF

Data submitted ONLY via eAF Var. form
+ Information in scope of eAF

« Data submitted into XEVMPD -> PMS
« Information NOT in scope of eAF Var. (QPPV in scope of MAA)

Take home message: The eAF portal will be able to provide NtA elements but also not regulated data
elements.

*Slide amended from DADI / PMS Presentation to IRISS
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Hierachy | UN#COM

» All resources are on the same level. They are linked by references.
v e.g. a Manufactured Item has a link to the ingredient

» Elements inside resource have a hierarchy.

In HTML: Can be representated as a hierarchy lin XML: Is a link to another resource
= E <resource>|
HEII‘IlIfaCtI.II'Ed Item = <ManufacturedItembDefinition><!-- IS0 name: (n/a) --><!-- No id needed, in a
. _ = e <extension url="http://ema.europa.eu/fhir/extension/subject">
DDEE Form' GaStrD rESIStant ta bIEt <!-- IS0 name: /MedicinalProduct/PackagedMedicinalProduct/PackagelItem Co:
Unit of presentation: Tablet B <manufacturedDoseForm>
p <!-- IS0 name: /MedicinalProduct/PackagedMedicinalProduct/Packageltem Co:
= H t <unitofPresentation>
Ingr&dlﬁnt <!-- IS0 name: /MedicinalProduct/PackagedMedicinalProduct/PackagelItem Co:
Ro.le: ACtiVE i <ingredient><!--Ingredient/LosecControl20mg-d3ed56——>
- = <reference>
SUbStEnCE: OmEpraZDIE magn55|um <reference value="urn:uuid:cé6a838d9-27ca-49%9a4-abba-216448£82010"/>
. B </reference>
Stre ngth c L </ingredient>
. . =1l = <entry>
PrESEntatlﬂn Strength' 20'6 ml”lgram(S) per 1 tabIEt <fullUrl value="urn:uuid:c6a838d9-27ca-4%a4-a6ba-216448£82010"/>
Reference Substance: Omeprazole sresources
<Ingredient>
<extension url="http://ema.eurcpa.eu/fhir/extension/masterFile">
- <extension url="http://ema.eurocpa.eu/fhir/extension/subject">
<rolex>
<substance><!-- IS0 name: /MedicinalProduct/PackagedMedicinalProd
</Ingredient>
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Hierachy I UN#COM

» Not all references can be drilled down

» e.g. ReferenceAuthorisation always links from the authorisation away to the entity
that is authorised* (here in the screenshot MedicinalProductDefinition)

v * Current exception in ,,Operation“ 2 Will be fixed

In HTML: Can be representated In XML: Is an independend resource
inside the medicinal product somewhere in the message with a link back to the MP
B <entry>
~Authorisation <fullUrl value="urn:uuid:c6a838d9-27ca-4%a4-a6ba-216448£82006"/>
Type: Marketing Authorisation i <resource= . . . .
Identifier: PA1410/066/001 E <RegulatedAuthorization><!-- IS0 name: (n/a) --><!-- No 1d needed, 1n a transac
Status: Valid name: /MedicinalProduct/MarketingRuthorisation/MarketingAuthorisationNumber --:
Region: Ireland = <identifier>
Status date: 2016-02-17 <system value="http://ema.eurcpa.eu/fhir/marketingAuthorizationNumber" />
<value value="PA1410/066/001"/>
= </identifier>
=) <subject><!--MedicinalProductDefinition/6006100000833—>
<reference value="urn:uuid:c6aB38d9-27ca-49%9a4-a6ba-216448fB82000"/>
- </subject>
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FHIR complex data types: Codeable Concept UN#COM

» Codeable Concept can contain

> a catalogue or
> atextif there is no code yet

Name Flags Card. Type Description & Constraints ¢
CodeableConcept Z @ Element Concept - reference to a terminology or just text
Elements defined in Ancestors: id, extension
i~ [ 7)) coding z 0..* Coding Code defined by a terminology system
el | text z 0..1 string Plain text representation of the concept
Name Flags Card. Type Description & Constraints ¢
Coding z @ Element A reference to a code defined by a terminology system
i Elements defined in Ancestors: id, extension
--1__| system z 0..1 uri Identity of the terminology system
--1_| version z 0..1 string Version of the system - if relevant
-] code z 0..1 code Symbol in syntax defined by the system
--1__| display z 0..1 string Representation defined by the system
-] userSelected 0..1 boolean If this coding was chosen directly by the user

https://build.fhir.org/datatypes.html#CodeableConcept
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FHIR complex data types: Codeable Concept example UN#COM

» Mainly used for RMS catalogues

> FHIR-Extension introduced to hold term version

» Coding as Name

Coding lellils =

v' System - RMS List Id ]
v Code > RMS Term Id R
v Display 2 RMS Term Name ey 2 0
-I_| userSelected X 0..1

<coding>

<extension url="http://ema.europa.eu/fhir/extension/termversion">

<valueInteger wvalue="1"/>
</extension>

<system value="https://spor.ema.europa.eu/vl/1lists/100000000004" />

<code wvalue="100000000012" />
<display value="Human use" />
</coding>

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

Horizon 2020 research and innovation programme under grant agreement No 875299

Type
Element
uri
string
code
string

boolean

Description & Constraints

A reference to a code defined by a terminology system
Elements defined in Ancestors: id, extension
Identity of the terminology system

Version of the system - if relevant
Symbol in syntax defined by the system
Representation defined by the system

If this coding was chosen directly by the user




Example: Classification UN#COM

<classification><!-- IS0 name: /MedicinalProduct/classification/CodeSystem --3<|-- FHIR extra mapping info:
<coding>»
<extension url="http://ema.europa.eu/fhir/extension/termVersion”:
<valueInteger value="1"/>
_</extension>

¢zystem value="https://spor.ema.europa.eu/vl/lists/100680116845" />
S1== 1oU Tiame ; Fi 'IEL.J‘.LJ‘.[I-:IJ.P"[ UL/ LJ.dEl!I.'-I.TJ-.L:IL.'-I.U['I_I vailuege ==
<code value="1000@0116853"/>
<display wvalue="Well-established use application (Article 18a of Directive No 28@1,/83/EC)"/>

</coding>

</classification>

¢]-- IS0 name: /MedicinalProduct/classification --»

<classification><!-- IS0 name: /MedicinalProduct/classification/CodeSystem --»<|-- FHIR extra mapping info:
<coding>

<extension url="http://ema.europa.eu/fhir/extension/termVersion">
<valueInteger value="1"/>

~sfextensions
<system value="https://spor.ema.europa.eu/vl/lists/18080800853533"/>
£<]== 150 name: /MedicinalProduct/classitication/Value --3%

<code value="1886888893631"/>
<display value="AB2BCOY"/>
</coding>
<fclassification>

The same node e.g. classification can have a different meaning depending on the system value. In this
example classification can be legal base or ATC code.

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




FHIR complex data types: Reference UN#COM

» A ,reference” links one resource to another
» allows for drill down (or up)
» Mostly just values of UUIDs (if known)
» Can be a local self assigned id (if unknown)

Name Flags Card. Type Description & Constraints

] Reference Elil Element A reference from one resource to another
i + Rule: SHALL have a contained resource if a local reference is provided
Elements defined in Ancestors: id, extension

-1 |reference Z I 0..1 string Literal reference, Relative, internal or absolute URL

-] type z 0..1 uri Type the reference refers to (e.qg. "Patient")
Resourcelype (Extensible)

- [J) identifier X 0..1 Identifier Logical reference, when literal reference is not known

-1__| display z 0..1 string Text alternative for the resource

<attachedDocument><!--DocumentReference/LosecControl2lmg-d3e39-->
<reference value="urn:uuid:c6aB838d9-2T7ca-49a4-abba-216448f82001"/>
</attachedDocument>|
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Classdiagramm based on PMS FHIR message

UNZCOM



assdiagramm UN#COM

Master File
Practicioner Role Contact (PHV Iaster file) +containeditem Quantity Legal status of supply LeQe nd
{Contact) (QPPV) +description
Legal status of supply ~MANF (for CAPs and some NAPs) :Eﬁuf"';vﬁ‘“s FHIR Resource |:|
+Identifier (e.g. QPPV EVId) +Conlact type ‘ +MACountry *Promotion Independend
+Legal status +MADate .

Can be referenced from another resource
contains classes

\ 1in Tp— +guuntr{
nﬁ ‘ +Promation

Class
Medicinal Product Definition o
( Clinical Use lssue 0 e Classes can be
Indication; i ProductShelfLife
( ) I'g;:"sﬁggaﬁm A} An entire FHIR resource
+Full indication text - +Domain N3 +Type B) Aresource node (backbone element)
Indication as +Full Indication text * 4 +Period containing multiple attributes
+Co-morbidity " +Special Precautions c "
+intended effect xample:
~ Manuf: gperal\gn " FERERD W A) PackageProductDefinition
nufacturing Operation,
" ‘ 2 opermten “tpe (000 Contaned tem B e
Name +Manufacturing Activity +Country +material
(Full name) +Date +Slatus +quantity T +AmountQuantity
3 +Rigk of supply shortages +dala carrier Is part of———4p
+Date
3 ¢ 11 ——eferences——>
i
1|" —I Activity Definition "
—=— P—— (Manufacturing Operation) * KB
me Pal untryLanguage N - * Motimplemented yet
(Invented Name, ) (Belgium - French) :lgg:eufacwnng Activity

Administrable Product Definition

Manufactured [tem Definition

+manufacturedDoseForm subject
1|1 Lﬂlml of presentation J ::gmj“ﬁg:g:‘aﬁe”"“
+routeOfAdministration
Regulated Authorisation
= — Regulated Authorisation

{Marketing Authorisation)

TP —— Organization (Manufacturing Authorisation)
T

& Part MAfor CAPS (REMEEIE) Date o ‘ T
+ A Country - a
+MA Date Loci tn

T Ingredient Definition
(&g Active Substance) Device Definition W
Document Reference +role
Organization (Master File) +substance +Name
+Type of combinati
Organization (Granted by) +ype (e.g. (Cerfificate of Suitabiity, + [!J'Z;Se%;;ne et
(Marketing Authorisation Holder) Manufacturer responsible + Classificaion
+LOC D for balch ertification, (ASMF later) on -

+LOC ID )
\ J ~Identifier

Master File

(ASMF, PMF..) Strength Organization
+Identifier (Motified Body)
+Type " i

. presentation
+Submission date on +LOC ID
. +eoncentration +Notified Body Nr
N~/

tn

Reference Strength -
Organization
+presentation (Manufacturer)

+LOC ID
+Contact Person
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MedicinalProductDefinition
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Medicinal Product UNZCOM

Product

Name: Losec Control 20 mg gastro-resistant tablets
Invented name part: Losec Control

Strength name part: 20 mg

Pharmaceutical dose form name part: Gastro-resistant tablets

Country: Ireland
Language: English
Identifier: IE-100000833-00000003
Identifier: 2215
Domain: Human use
Authorised Dose Form: Gastro-resistant tablet
Legal Status of Supply: Medicinal Product not subject to prescription
Additional Monitoring Indicator: False
Paediatric Use: medicinal product not authorised for paediatric use
Indication(s) text: Losec Control gastro-resistant tablets is indicated for the treatment of
reflux symptoms (e.g. heartburn, acid regurgitation) in adults.
Characteristic: False
Classification: Other
Classification: Well-established use application (Article 10a of Directive No 2001/83/EC)
Classification: A02BCO01
Classification: Chemical
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Medicinal Product

<entry>
<fullUrl value="urn:uuid:c6aB838d9-27ca-49%9a4-a6ba-216448£82000"/>
<resource>
<MedicinalProductDefinition»><!-- IS0 name: /MedicinalProduct -->

<!-- No id needed, in a transaction this is identified by fullUrl, howeve

<l—— <id wvalue="e00&"/> ——>

<!—— IS0 name: /MedicinalProduct/QPPV -->

<contained>

<contained:>

<!—— IS0 name: /MedicinalProduct/MasterFile ——>

<contained>

<extension url="http://ema.europa.eu/fhir/extension/authorisedDoseForm'">

<valueCoding>
<extension url="http://ema.europa.eu/fhir/extension/termversion">
<valueInteger value="1"/>
</extension>
<system value="https://spor.ema.europa.eu/vl/1lists/200000000004" />
<code value="100000073667"/>
<display value="Gastro-resistant tablet"/>
</wvalueCoding>

</extension>

<!—— IS0 name: /MedicinalProduct/MPID -->

<identifier>

pate

<system value="http://ema.europa.eu/fhir/mpid"/>
<value value="IE-100000833-00000003"/>

</identifier>
<!-- IS0 name: /MedicinalProduct/EURDId —-->
<identifier:>
<system value="http://ema.europa.eu/fhir/eurdid"/>
<value value="2215"/>
</identifier>
<l—— IS0 name: /MedicinalProduct/Domain -->
<domain>
<coding>
<extension url="http://ema.europa.eu/fhir/extension/termversion">
<valueInteger value="1"/>
</extension>
<system value="https://spor.ema.europa.eu/vl/1ists/100000000004" />
<code walue="100000000012"/>
<display value="Human use"/>
</coding>
</domain>

UNGCOM

Legal status of supply

+Legal status

1-nt————o—1 +Country
+Promotion

Medicinal Product Definition 1n

Master File
Practicioner Role Contact (PHY Master file)
(Contact) e ! | (QPPV)
+|dentifier (e.g. QPPV EV Id) +Contact type ‘

1n

1:nﬁ *
Clinical Use Issue _-\
(Indication) +|dentifier

.

+Full indication text

+Indication as Disease/Sympiom/Procedure
+Co-morbidity

+Intended effect

> +Classification
1 +Domain

+Full Indication text

Horizon 2020 research and innovation programfne under grant agreement No 875299

- w1

& ——1In
]

* Operation
(Manufacturing Operation)

+Manufacturing Acfivity

Name oo
(Full name) ate
, Q 11
1
1i" —‘ Activity Definition
(Manufacturing Operation) * |REi s
Name Part CountryLanguage ~Manufacturing Activit
(Invented Name,...) (Belgium - French) +[)aatneu acturing Activity
' |
Regulated Authorisation o
( (Marketing Authorisation) w y Regfulatteq Alg“?hﬂsﬁ"otfi‘
Organization (Manufacturing Authorisation)

; I:,‘: rtNr:ﬂE;oT ocf&ysRP [ NAPs (Manufacturer) +[T)¥l¥e

+
+ MA Country ae | L
+ MA Date ... DL

1|n
11
1:1 Y
‘ Document Reference
e (Master File)
Organization ST y
. g _ . (Granted by) +ype (e.g. (Gerhﬂczﬂe_ of Suitability,
(Marketing Authorisation Holder) Manufacturer responsible

+LOC ID
e J

for batch cerfification (ASMF later)

)
+ldentifier




Thank you!
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