Union Product Database (UPD)

V. Anne Tungelund (Chefkonsulent, Center for Laegemiddelgodkendelse & Overvagning)

ANNE TUNGELUND LARSEN 6. DECEMBER 2021 DLAﬁIEHEI\IA\QI!EIINJEESIZEI;II-\IX\BE HSEN



® ‘0

Union Product Database - UPD " e

» Fealleseuropeeisk produktdatabase for godkendte veterinzere laeegemidler

— Nationalt godkendte laegemidler
— Decentralt godkendte lzegemidler
— Centralt godkendte laegemidler

» Brugere af UPD — adgang til indhold afhaenger af brugeren

— Myndigheder (fx LMST og EMA)

— Markedsfagringstilladelsesindehavere

— Offentligheden (fx Borgere og Dyrleeger)

— Andre systemer (fx Union Pharmacovigilance Database)

= Handtering af variationer der ikke kraever assessment (VNRASs) og indberetning af
salgstal foregar via UPD
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Union Product Database, i drift den 28. januar 2022 b 3
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Lagemiddelstyrelsen, EMA og andre l2gemiddelmyndigheder skal berige UPD
med data forud for at den gar i drift

— Data fra leegemiddelstyrelsens nationale system LEOPARD

— Nye typer af data og datamodel
— Data fra SPC’er og ansggningsmateriale
— Kontakt til MAH/REP’er for oplysning omkring laegemidlernes QPPV
— SPORIificering af data

— Upload af dokumenter
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Kommunikation med UPD kraever anvendelsen af SPOR
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Bade API og hjeelpestoffer
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= SMS (Substance Management System)
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Termer, referentials
(stamveerdier)

= PMS (Product Management System): Laegemidlerne far et PMS ID som kan anvendes ved sggninger

= OMS (Organisation Management System): Virksomheder skal vaere i OMS

= MAH, fremstillere og QPPV’en (LOC-ID)
» RMS (Reference Management System): Skal bruges ved indberetning af Salgstal (RMS ID’er)
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Union Product Database, i drift den 28. januar 2022

1. Udvidelse af LEOPARD
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2. Lobende databerigelse af LEOPARD
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3. Lebende databerigelse af UPD

s N e N
r— e
LEOPARD [—— UPD
\..________..-f' S
oxo

4. Drift, data LEOPARD < UPD
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Union Product Database

» |driftseettelsen af UPD den 28. januar 2022 er en sakaldt Minimum Viable Product (MVP)
l@sning

— Betyder at alt den gnskede funktionalitet ikke kommer med fra start

» Myndighederne star for vedligeholdelse af de fleste data i UPD til at starte med

— Pa sigt forventes det at MAH’er selv vil kunne taste flere data ind i forbindelse med
VNRA

= UPD er en EMA database
— EMA er ansvarlig for funktionalitet, brugeradgang, brugersupport og traening
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Data MAH’er indtaster | Union Product Database M

» Salgstal (Volume of Sales)
— Salgstal skal indberettes for 2022 senest i Igbet af 1. kvartal 2023

1. Hentning af data fra UPD
2. Indtastning i Excel eller lignende
3. Upload af fil til UPD

— Skal angives per maned
— Pakning (ID fra UPD), Land (RMS ID) og Dyreart (RMS ID)

= Tilgeengelighedsstatus
— "No data provided”, indtil MAH opdaterer status

= Markedsfgringstilladelsesstatus
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Data MAH’er indtaster | Union Product Database
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UNION PRODUCT DATABASE

Home Search Create OPAD VN
Select variation >
Classification™ d Code™ v Code v
Classification Delete
A. Administrative changes A.1.a) Change in the name or address or contact details of the marketing authorisation helder [ ]
Retrieve product »
>
Submission information
Date of implementation Submission comment
06/12/2021 o] Change in the name of the MAH
Present: Hans Andersen Pharma A/S, @stersggade 10, 2100 Kebenhavn @ (LOC-1D: 20000000
Proposed: Andersen Pharma A/S, @stersogade 10, 2100 Kebenhavn @ (LOC-ID: XO0CE0()
4
Select a .zip file of vnees *
A.1.a) Change in the name or address or contact details of the marketing authorisation holder
Commitment on provided data
As a3 MAH I confirm that the provided dataset fulfills the conditions of the selected VNRAs according to the Commission Implementing Regulation (EU) 2021/17 O
As a MAH I confirm that the provided documentation supports the provided dataset fulfills the conditions of the selected VNRAs according to the Commission D

Implamenting Regulation (EU) 2021/17

Indsendelse af VNRAs (Variationer der ikke kraever Assessment)

Select variation

ion Code *

Classifi

A. Administrative

A.1 Change in the name or address or contact details of:

~ A.1.3) Change in the name or address or contact details of the.

Add VNRA

Search

Retrieve product information

Y

Product identification numbe

Permanent identification numbe h 4

Procedure number

Marketing autho

Countn

Select one

number 4

Authorisa

Select one
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Data | UPD fra den 28. januar 2022 b

= LMST opfordrer til at alle MAH’er tjekker data for deres godkendte veteringer laegemidler
i UPD

= Mangler et lzegemiddel eller ser data ikke korrekte ud, kontakt ansvarlige myndighed
— Decentralt godkendt — kontakt den myndighed der er RMS
— Centralt godkendt — kontakt EMA
— Nationalt godkendt i DK — kontakt LMST
= Tjek gerne allerede nu, data i OMS for
— MAH, Alle fremstillere for leegemidlet samt for QPPV’en

= | LMST arbejdes der pa at fa oprettet la2agemidlerne i UPD
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Links >

UPD: https://www.ema.europa.eu/en/veterinary-requlatory/overview/veterinary-medicines-
requlation/union-product-database

SPOR: https://www.ema.europa.eu/en/human-requlatory/research-development/data-
medicines-iso-idmp-standards/substance-product-organisation-referential-spor-master-data

Opslag i OMS og RMS: https://spor.ema.europa.eu/sporwi/
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https://www.ema.europa.eu/en/veterinary-regulatory/overview/veterinary-medicines-regulation/union-product-database
https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/substance-product-organisation-referential-spor-master-data
https://spor.ema.europa.eu/sporwi/
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Hold gje med kommende EMA events:
https://www.ema.europa.eu/en/search/search/ema editorial content/ema event?sort=field ema computed
date field&order=desc

European Medicines Agency veterinary medicines info day:
https://www.ema.europa.eu/en/events/european-medicines-agency-veterinary-medicines-info-day-0

Union Product Database: webinar for marketing authorisation holders:
https://www.ema.europa.eu/en/events/union-product-database-webinar-marketing-authorisation-holders

Integration of EudraGMDP and OMS - Webinar for industry:
https://www.ema.europa.eu/en/events/integration-eudragmdp-oms-webinar-industry
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https://www.ema.europa.eu/en/search/search/ema_editorial_content/ema_event?sort=field_ema_computed_date_field&order=desc
https://www.ema.europa.eu/en/events/european-medicines-agency-veterinary-medicines-info-day-0
https://www.ema.europa.eu/en/events/union-product-database-webinar-marketing-authorisation-holders
https://www.ema.europa.eu/en/events/integration-eudragmdp-oms-webinar-industry
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https://www.linkedin.com/company/danish-medicines-agency
https://twitter.com/lmstdk?lang=da
https://www.facebook.com/L%C3%A6gemiddelstyrelsen-178357322648312/
https://www.instagram.com/laegemiddelstyrelsen/
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