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DELE skal gi en enklere hverdag
og bedre tjenester.

DELE er vdr nye digitale, felles plattform.
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1988 1998

Elektronisk journal E-post til alle Legemiddelverkets
(SIFT) ansatte nettside

Athene

(januar)

FEST (mars)
Digitalt arkiv,
Public 360°
SAM TEAMS
2023
DELE digitaliserer
tjenestene
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DELE er neste steg pa var digitale
endringsreise

DELE skal gjgre oss i stand til a utvikle enda
bedre digitale l@sninger for oss og alle
rundt oss

DELE skal endre oss innenfra og hvordan andre ser oss utenfra
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Forste fase i DELE kommer
til 3 utfordre oss
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Enklere
arbeidshverdag

Mer apen
og tilgjengelig

Bedre
beslutninger
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Hva innebaerer dette
i praksis?
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Hils pa...

Samuel Marianne Frida
Saksbehandler MT-soker Fastlege
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Marianne MT-sgker

Regulatorisk medarbeider i et
legemiddelfirma

Eksempler pa utfordringer:

* Mangel pa oversikt over status pa egne saker

» Uforutsigbarhet rundt nar en beslutning blir tatt

* Tungvint @ samhandle, mye bruk av Word og epost

* Mangel pa tilgang til tidligere saker/beslutninger.
Hva gjaldt pa et gitt tidspunkt?

* Ulikt svar avhengig av hvem jeg snakker med

* Hvem skal jeg egentlig snakke med nar jeg har et

spgrsmal?
OVERSIKTLIG FORUTSIGBAR TILGJENGELIG SAMHANDLING
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Bedre
beslutninger

Frida Fastlege

Enklere
arbeidshverdag

Samuel Saksbehandler

Mer apen og
tilgjengelig

Marianne MT-sgker




) o
‘ Dette skal vi oppna...

o pa grunn av
o ved hjelp av
o som en del av

...en rekke internasjonale samarbeid

UNICOM
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IDMP

Identification of Medicinal Products
Data elements and structures
for the unique identification and exchange
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Y UNICOM

c regulatory purposes of national
medicinal products authorities

WP # Deliverable Title

WP 01 IDMP-related standards and terminologies

and the European Medicines ‘ T
Agency (EMA) o 8
’ \ 2 E
.. C O
c global pharmacovigilance V 5
© @ , .
. .. WP 05 IDMP adoption by eHealth Services
( advancing cross-border digital , 4 e £
. . S H
health services, pa rticula r|y V ?D o WO 06 Software and extensions for CEF eHDSI
ePrescription ] g WP 07  eHDSI cross-border / national eHealth services piloting
L =
c s *C‘G' WP 08 Clinical Care, Patients, Pharmacies, Research and
better healthcare for all, public 20 Pharmacovigilance
health se I’ViCES, clinical C__U E WP 09  Medicinal Product Dictionaries and Clinical System Software
. . U C
res.e? r"ch‘, blg _data analytlcs, , n O WO 10 Socio-economic impact, legal and governance aspects
artificial intelligence I o _
. . - WP 11  Project management
applications.
q WP 12 Overall scientific coordination, dissemination and sustainability
Statens d WP 13  Ethics requirements
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https://www.ema.europa.eu/en
https://www.ema.europa.eu/en/human-regulatory/overview/pharmacovigilance-overview
https://ec.europa.eu/health/ehealth/electronic_crossborder_healthservices_en

FRA UNICOM TIL

DADI - Digital Application Dataset Integration

TO-BE

Interactive

eAF PDF form Interactive web form

eAlF PDF +
eAF DES XML

Fill in a form and DADI
include it in
eCTD / VNeeS

Human readable PDF rendition
Machine readable FHIR rendition

eCTD / VNeeS

Include in eCTD / VNeeS package
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DADI fortsatt

Human Variations Form Timeline \ 2

EUROPEAN MEDICINES AGENCY

Q3 Q4

Development Testing of form + data by selected

Testing of technical
functions by the SME group

Legend:

A Milestone
- Development

User Acceptance
Testing

- Transition

- Data Cleansing

stakeholder representatives

Limited UAT UAT

Release of Release of oo
draft FHIR final FHIR A Launch of variations web-form (October 2022)
Spec Spec

Transition pe

Parallel use of old & new
variations form

Use of variations
web-form only
(April 2023)

Period to correct and -
complete product data Data Cleansing**

Development of web-form
Preparation - Veterinary variations

work = Initial marketing authorisations
=  Renewals

* Any extension to transition periods to be agreed through consultation
** Process and timeline to be confirmed for CAPs and NAPs following consultation




Bli med pa tur! F
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SPOR

* https://spor.ema.europa.eu

IDMP

* IDMP in a capsule: https://unicom-project.eu/wp-content/uploads/2021/10/UNICOM-
handboek A4 04.pdf

UNICOM

* https://unicom-project.eu/

DADI
* Om prosjektet: http://esubmission.ema.europa.eu/cessp/cessp.htm
* Seminar 16. mai

* Spgrsmal og svar: https://unicom-project.eu/wp-content/uploads/2021/12/EMA-leaflet-
DADI-Questions-and-Answers.pdf

* YouTube: https://www.youtube.com/user/emainfo
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https://spor.ema.europa.eu/
https://unicom-project.eu/wp-content/uploads/2021/10/UNICOM-handboek_A4_04.pdf
https://translate.google.com/translate?hl=no&sl=en&u=https://spor.ema.europa.eu/&prev=search&pto=aue
http://esubmission.ema.europa.eu/cessp/cessp.htm
https://eur04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.ema.europa.eu%2Fen%2Fevents%2Fdigital-application-dataset-integration-dadi-product-management-service-pms-webinar-variations-form&data=05%7C01%7CTor-Arne.Berg%40legemiddelverket.no%7C771622b214734690fdc008da29b00c8c%7Caa4622e83f3447878f964ce46f95491c%7C0%7C0%7C637868133339663887%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=3RyCJKNmYxIxEcRfr7%2BHfMtFYUWQCWFm36JO%2F%2FSLi6k%3D&reserved=0
https://unicom-project.eu/wp-content/uploads/2021/12/EMA-leaflet-DADI-Questions-and-Answers.pdf
https://www.youtube.com/user/emainfo
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