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ISO-IDMP
ECKSTEIN FUR EIN

INTERNATIONALES
ARZNEIMITTELREGISTER
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® Die ldee in einem globalen Umfeld ...

« Datenaustausch und Bereitstellung von
Arzneimitteldaten zwischen Behorden in
einheitlicher Struktur

* Verbesserung der Arzneimittelsicherheit
(Datenaustausch international,
|dentifikation betroffener Arzneimittel)

« Harmonisierte Struktur fur ein
(europaisches) Arzneimittelregister
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Core Principles for Maintenance of
Identifiers and Terms

[ DTS 19844 + GInAS ] I DM P DTR 14872

EN ISDO 11238
Substances Identification of Medicinal Products EN 150 11240
Data elements and structures Units of

for the unique identification and exchange measurement

Regulated information on substances

Defines Substances by their main, general
characienstcs and Specfied Substances jwhid
am more granular, specfic desaipbons of a
substance, ag. induding manufacturing information,
putity, grade) Substances can have different roles in
michcingl prodiects (R, actve, aduvant, basis of
strength, extipient). The standard also alkows for the

Units of measurement

Specifies ndes for the usage of units of
measuremient for IDMP; defines reguircenants
for traceabdity 10 metrological standards:
establishes reference code system fior unis;

specification of multple companent substances prewades struclures and s for Mmapping
{"Intermediate Products™). between different unit vocabulanes and
language translations, inking 1o existng
[ DTS 20440 + EDQM systams, dationanes and repositories
Dose forms, etc. [ S S ]

Regulated information on pharmaceutical --__ . L g EM IS0 11616
dose forms, units of presentation, : il

routes of administration and packaging
Idenbfies and defines concepts for each of

the above. For example, in dose forms:

“injection solution”, "injection suspension”™

{of a less granuar reqi
I DTS 20443 I

Regulated pharmaceutical product
information

Phamaceutsal Product Identification (FhPFID)
uniquedy identifies 3 generic (pharmaceutical)

regresentaton of 3 medidnal product
EM IS0 11615 at vanous levels, based on the following
M Pl D subeet of elamenls

- . » Substance(s)' Specified Substance(s)
Regulated medicinal product information o Strengthis) - Strength units (units
Defines, characterizes and uniquely identfies of measurement and/or unit
reguiated madicnal products for human use of presentztion)
durirg their entiee life cycle (devalopment, » Reference Stangths
jr”""‘.""f mlpﬁfi;':““ml ir:‘rmawa* g = Adrministrabla Dose Form
the detailed data elements and their strectural 151

A S b e & 50"

product b EN

26.10.2015 Seite 5



Umsetzung von ISO-IDMP

Substanzen
Standard Terms
MaReinheiten

HL7- Jahrestagung 2015 | Kassel | C. Haas, ISO-IDMP und Terminologien im Arzneimittelbereich

26.10.2015

Seite 6



I—

medizinwissen

M Global Substance registration Tool

https://tripod.nih.gov/ginas/

Technische
Plattform fur ein
globales
,Substance Master
File*

Zuordnung eines
(im regulativen
Bereich) globalen
|dentifiers
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Unified Ingredient Information

Oipen development of & global subsiance regisiration fool

Tha Giobal Ingradionl Archivill Sysiem prowides & COmmon

AR TR SulSIRACES, S CnaCEl areerskgalicn

Advancng Transistonal Sonnoes (NGATS) ot the
Matnral |resbiuses o Hoalh (k)

Explore ginas

dhnbifiat For @l Oof P SUDSIANCES LHEad it s inal peoduc s, sllang 8 Cons-skem defirdon of Sulrland ot Jholatky

corearinnl with Ma B30 §1204 standan

[Ti Exzamiglas
| lirerd T Y i o arns vl bnd by 4 lgER, 1
hembed i partmship wils Healh Canads o siptesancs seaind e
= fres CapHnas 11255 slpewiand. 1 vl mecibl wd BoeTih i

regesin new Sebrsiancos and Coraln and e aasng
teilanca idata
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B Substance Maintenance

- Gesucht: Maintenance
Organisation zur fachlichen
Betreuung und Hosting des
OpenSource Systems ginas m

* Interessent:

WHO Monitoring Centre in e |
Uppsala T
www.who-umc.org
(Betreibt Vigibase zur
Erfassung von
Arzneimittelrisiko-
meldungen) sy BENTAZGHE-S0DIUM

B

g

cBB60E

* Regionale bzw. Nationale
Subsysteme in Planung ; "
(z.B. in D beim BfArM), v e
Kooperation mit
pharmazeutischer Industrie

008006
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ISO - Standard Terms (EDQM)

Umsetzung der durch den ISO-
Standard vorgegebenen
Rahmenbedingungen (fachliches
Modell) durch EDQM

Mapping internationaler Begriffe in
Arbeit

Verpflichtende Nutzung im
Zulassungsantrag in Europa - in
jedem Beipackzettel, Fachinforma-
tion, auf der Packung aufgedruckt
Ubersetzt in alle européischen
Sprachen

https://standardterms.edgm.eu/
(nach Registrierung)

e B
edQrrr

e e Standard Terms

rim
o

Drtails Characiersiics Translatans Summany shests

| Englizh Chewable tatbet
 French | COMpRME & Croguer
ik | Compressa mastcabie

E3) Comprmida masticabe
Comprimido para mastgar
=)  Compnmat masticabil
Gatrnan HKaudabieite

| Dutch | Kauwlatdel

= Tyggelabist

Twggelabiet

E= Tugguiaia

| Swredish | Tugptabkets
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B MaReinheiten

 Basieren auf UCUM-Notation

* Im pharmazeutischen Bereich zahlreiche ,Arbitrary Units® {..}
50% Embryo Infective Dose
allergy unit(s)
billion colony forming units
* Notwendigkeit der Darstellung ,komplexer® Malieinheiten im Sinne der
Usability
percent weight/volume
millilitre(s)/square cm
» Gleichzeitig Normierung fur Datenaustausch erforderlich
0,5 g =500 mg

- Maintenance Organisation fur {Arbitrary Units} gesucht!
Kandidat BfArM (D)
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Die Umsetzung von ISO-IDMP
in Europa

XEVMPD und Art. 57 Register
ISO-IDMP Task Force (SPOR)
EUTCT und Webservice
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EUROPEAN MEDICIMES AGENCY

SCTERCE

MLECHCIMES HEALTY

Tent s@a: o &

Art. 57 Register / XEVMPD

&n sgmecy of the Buropsan Unios
¥

Search document [rary

Falow us: [ 1Y YoellD

Home  Find seedicing JIETTECRERTTETT Y | ¥ falory it News & evenls  Partears & nefworks  Aboul us

Fru-authonsation
Persb-opsrian
Poat-afbansation
Froduxt information

Saentiic sdvce and
protocol assistance

Saenkiic guclsines
Ennovation Taik Force
SME oifica

Faedustre medoine
Ganatnc msdicng
Orphan dessgnation
Hertal products
Rsfamal pracedages

Articla 58 apphcations

Compaskionais Liss

¥ Homa b HFuman reguistony b Date submisscn on medicnes

Data submission on medicines

Al holders of marketing authorisstions for medicines in the Europesn Unden {EW) and
il Furegaan Ecomsmic Area (FAR) must sabimil informiation 1o the Furopsan
Medicings Agency (EMA) on sutloriced msficees and keep this information
up-to-diste. This is & legally bindisg reguirenent from the EU pharmacoutical
legislation. The Agency uses this infermation o support the analysls of dats,
reguistory activities and commumication.

Tha aim of the submission of data is to establsh a complete nventory of all mediones
authonsed for use in the B ard EE4, induding mediones authonsed cemtrally vis the
EHa and those authorised ot notional leved

The agercy pland o wie this infermaton far & range of puipaies. Thede ncuds

* parforming data analysis, mchskng:
v ki of dats i Eudraviglance snd @onsl management;

v reporting and osdng of ndivdual case salely reooits;
v data anaktics and hesnees ntaligence;

faaktanng medonas regulation and hulfileg regulatony actiors and kegal obbgations,

such aa:

» cosrdnation of regullatory ations bo eadeguand pubbc bealth, indding relems
proceduras, astablishmeant of a repasitory of panodc safety updale reports (PSLRS)
and kterature monitanng;

¢ suppoeting tha caloulation of foes for pharmacoviglancs;

¥ strengthering commurecation with stakeholders by meara of;
¥ estabbshing tha Europsaan madicnes web partal;

¥ granting proacie and reachve accass to Eudratigilanca daka;
v anichanging data within the EU and mternatonaly;

" SUPROYLIng COMMuUnicabion botween the Pharmacowiplance Fisk Ass o5 sment
Commettee (PRAC) and marketing-authonsation hokders,

Legal backironind

Thi eibmession of data on mediones by marketng-achoneation holders & & bgal
reguirement from the 2000 pharmacowglance legisl abon

arkating-authorsaton holders (HaHE) were intialy regurad to Gubmi information on
medianal products for human wee to the Europaan Madienes Agency [EMA) using thea
ahedronic format referod to 25 Article 57 format or a¥tanded Eudravigiance Product
Report Mescage (REVPRM) format by 2 July 7012,

A Emml (& prine i fielp |5 Sharm

Ralated decments

= Datas subewesion of suthonsed
medicrss in the Eurepean
Lo Oasthine s on Artichs 37030
of Regulation (ECh Mo 726/2004
[23/02/2015)

eelated contont
¢ Phamacovigiance

Related EU lagislation
* Regulstion (EU} Mo 123520009

Exfermal links
¢ Eudraveglance &

Contact padnt:

E-mal; i3 Sesma surona, s
Tel. +44 (020 3880 7010
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EMA Master Data Management

v

FLIROPEASN MEDHCINES MG EMNICY

Master Data:

*Basic business data used across multiple systems, applications, and/or processes.
Represents key business entities such as customers and products in all the necessary
detail (e.g., for customers: number, name, address, and date of account creation).

«Can in itself contain reference data.
Typical examples of Master data are: Products; Substances; organisations; people.

Reference Data:
*Set of permissible values to be used by other (master or transaction) data fields.
-Typical examples of reference data are: Units of measure; Country codes; Dosage

Form. 8
e e e S

https://tripod.nih.gov/ginas/docs/Wednesday/EMA%20activities%20-%20Current%20status%20and%20next%20steps %20-%20Ginas.pdf
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Referentials

http://eutct.ema.europa.eu/
http://eutct.eudra.org/eutct/lists

JEITET Heareraten . by
EUTCT —
||_:||::|.m|- i W & Lar'versien Lim nboimeanan  Lisl Amibaes
1 OO0 1 25088 ADDiCETEE Sl 1 el Tuts d T Lo Atdutar
IDOOOOTIEE  fppicalion Lage! Se ey Laf Atsbuten
swliielcome to EUTCT — ——- .
The European Unicn Telematics Controlled Terms (EUTCT) System is a ADOOOHSAN Appacator, Strrmr. Typy )i L Alkuias
Community repositery and prowvider of contralled terms in mulbiple angusges TP R R—— s oeraen Lk ASebidas
for the ongoing exchange of dala betwaen Information sysiems and VTS | i R Sine 3 TR i
applications throughout the European Medicines Regulatory Nebwork (EMRN) el iR g i ST
For mare Infarmation on EUTCT chek hare TEEDOTHs 51T g s fiomar, Lt Aot
AT S & TAm ITRppoon Siysian i Lat AT
e irpet v} TR - i s v Lt ATatuies
File Name File Size (Bytes) Last Modified Date
amendmenttype txt 1756 2011-12-01T15:36:36
amendmenttype txt.zip 671 2011-12-01T15:36:36
amendmenttvpe xml 5758 2011-02-21T23:55:03
amendmenttype.xml zip 1072 2011-02-21T23:55:03
applicantsubmunittype. txt 2310 2013-11-15T01:00:00
Guest User access to EUTCT applicantsubmunittype txt zip 838 2013-11-15T01:00:00
applicantsubmumittype.xml 14606 2013-11-15T01:00:13
applicantsubmunittype xml.zip 1471 2013-11-15T01:00:13
applicrecipient txt 1707 2014-05-05T01:00:03
applicrecipient.ixt. zip T09 2014-05-05T01:00:03
applicrecipient xml 6120 2011-02-21T23:535:06
applicrecipient. xml.zip 1173 2011-02-21T23:55:06
applicrefreason txt 1459 2014-04-18T01:00:00
applicrefreason txt.zip 675 2014-04-18T01:00:00
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Bedeutung fur Daten zu Arzneimitteln
im regulativen Bereich
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Arzneimitteldaten im regulativen
Bereich

 Pharmazeutische Unternehmen in Europa mussen ihre
Arzneimmittel IDMP-konform in ein zentrales
Arzneimittelregister laden.

« Alle inhaltlichen Aktualisierungen mussen innerhalb 15 Tagen
an das Register gemeldet werden.

« Eingriff in die Datenstruktur und Workflow in vielen Bereichen
eines Unternehmens (Mapping der internen Quellen auf
Datenmodell und Semantik).

« Behordensysteme sollten (mussen) kompatibel sein.
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M Arzneimitteldaten im regulativen

Bereich

« (Ca. 500.000 Basisdaten fur Arzneimittel in Europa

« Enthalten die wichtigsten Elemente in strukturierter Form
[Darreichungsform, Anwendungsart, Zusammensetzung, ATC-
Codes, Indikationen (MedDRA codiert)],

Ca. 500 Datenfelder, davon ca. 1/3 strukturiert

« Jedes Produkt bekommt einen europaweit (weltweit)
einheitlichen Schlussel.

» Alle Basisdaten liegen in Englisch vor.

« Zu jedem Arzneimittel liegt die Fachinformation (SmpC) in der
Originalsprache vor.

« Darauf basierend sollen Risikomeldungen weltweit strukturiert
ausgetauscht werden konnen.
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Bedeutung fur die
Arzneimittelversorgung

- Crossborder Directive

- ePrescription Guideline

- Projekte zur ,,Machbarkeit"
epSOS und EXPAND

OpenMedicine
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Grenzuberschreitende

Gesundheitsversorgung

Richtline 2011/24 /EU Uber die Austibung der Patientenrechte in der
grenzuberschreitende Gesundheitsversorgung
http://eur-lex.europa.eu/legal-content/DE/TXT/?uri=celex:32011L0024

DurchfUhrungsrichtlinie 2012/52/EU mit MalRnahmen zur Erleichterung
der Anerkennung von in einem anderen Mitgliedstaat ausgestellten
arztlichen Verschreibungen
http://eur-lex.europa.eu/legal-content/DE/TXT/?uri=CELEX:32012L0052

Guidelines on ePrescriptions dataset for electronic exchange under
Cross-Border Directive 2011/24/EU
http://ec.europa.eu/health/ehealth/docs/eprescription quidelines en.pdf
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Umsetzung
Crossborder ePrescription

Grundlage fur Crossborder ePrescription in Europa, basierend auf
Ergebnissen von epSOS:

|dentifier M ldentifier des Art. 57 Registers / EMA

Zentrales Register M Art. 57 Register / EMA
mit Metadaten

Ingredient M GInAS / WHO
Strength M UCUM / BfArM
Pharmaceutical Form Standard Terms / EDQM
Route of Administration Standard Terms / EDQM
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http://www.theeuropean.de/anke-domscheit-berg/12008-digitale-weiterentwicklung-der-demokratie
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