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Brexit konsekvenser

e UK har statt for stor del av jobben i nettverket

Scientific advice

Utredninger for markedsf@ringstillatelse
Oppfelging (Pharm. vigilance, PSUR, PRAC)
Veterineromradet

Inspeksjoner (GMP, GCP, GVP)

Ledere og nestledere i arbeidsgrupper og komitéer

* Vi andre ma overta!
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Konsekvenser

* Overta legemidler der UK er rapp og co-rapp, reference MS

* Pke kapasiteten i nettverket — utfasing av UK



Vi satser ogsa!

e Besluttet a ansette 6 nye medarbeidere

e Satsningsomrader i EU-arbeidet (Hum og Vet)
* Fiskehelse
* Antibiotika
* Nevrologi
* Onkologi
* Vaksiner



Vi satser ogsa!

* Type legemidler
* Biologiske inklusive biotilsvarende
* Legemidler med immunologiske effekter
e ATMP (celler og vev, genterapi)

* Prioriterte prosedyrer
e Sentral prosedyre (CP)
e Sentral scientific advice — parallell scientific advice
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What’s in it for industry?

e Reduced number of submissions of same data
 E.g. MA, Art57, FMD, supply chain

e |f used in eHealth

* Investigating and monitoring effect and adverse events in more
automated ways



What'’s in it for regulators?

Reduced need for data entry in local NCA-systems

Reduced need to store data locally

SPOR data to be used in e.g.
 MA / Variations
* Pharmcovigilance
e Rapid alerts and recalls
e Shortages and inspections

 Facilitate cooperation and work sharing between NCAs



What'’s in it for patients and prescribers?

e Patient safety: Enable faster responses to safety issues
* Enable standardized and global decision support

* Enable cross border eHealth



What’s in it for all of us?

e Potentially less mistakes and misunderstandings in
datahandling

* New great ways of using the data to be discovered!
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