Good practices of
pharmacovigilance units
within Sudoe space
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ONCONET project overview

A network in oncology, constitued by

4 cer e
00 22 institutions,
o+ | co-financed by INTERREG SUDOE
V Program
o

What is INTERREG SUDOE Programme?

One of the fifteen transnational Cooperation Programmes financed by the
European Union

This programme focuses on cooperation across borders in SOUTHWEST EUROPE.
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ONCONET objectives

To analyze the actions undertaken in every
participating region in some focused areas:

Communication
p— Diqqg:dosﬁc hecll'r:I :zs’rems
personalized technology
medicine innovation
Innovative
Nutritional approaches
prevention in cancer
treatments

Improvement of the medical innovation ecosystem
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ONCONET objectives

To analyze the actions undertaken in every
participating region in some focused areas:

. . Communication
Diagnostic health systems
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personalized technology
medicine innovation
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Pharmacovigilance
questionaire
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Autoridade Nacional do Medicamento
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Centro de Farmacovigilancia de Navarra
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Does your Unit frequently share ...«
information with other regional
pharmacovigilance units?
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All regional PV units
share information

All regional PV units
share information

A monthly meeting is
carried out in Paris.
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Portal RAM

Registo de reacOes adversas a
medicamentos

Spanish .I I l

Phﬂl’mGCOV'Ql’Clnce agencia espafiola de
medicamentos vy
sysfem productos sanitarios

aNsSIT

Agence nationale de sécurité du médicament
et des produits de santé
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What is the method adopted “*~
to report the SAR?
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What is the method adopted “*~
to report the SAR?
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Are there any specific
procedures to cancer related cases"’

PT

Non-specific procedures
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How many SAR do you
receive per year?
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Did you implement any —

strategies fo improve the number
of notifications per year?

PT i Portal RAM m # Awareness
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i Registo de reagdes adversas a [F N campaigns

medicamentos

ES Straightforward
reporting system
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How is the information
collected?
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What is the main method of =

decision of SAR? - -
—A

PT Global Introspection
v
ES Modified Karch-Lasagna algorithm A
FR French accountability score (Bégaud B et al. Thérapie 1985)
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How long does it take from SAR "
nofification to the end of the analysis?
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ES It depends
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What are the technologies
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used in your workflow?
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Portal RAM
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medicamentos e

Regional and national databases

Computerized medical records, analysis of
medico-administrative databases
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procedures could be improved by
using new technologies?

PT
Easier reporting
systems helps
ES improving the number
of notifications
FR
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Mention 3 good practices that
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you recommend fo other PV units
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Strong investment in awareness
raising /training of potential notifiers

Monthly monitoring of RAM notifications

Active participation in European
groups related to pharmacovigilance
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Mention 3 good practices that
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you recommend fo other PV units

To carry out periodic campaigns aimed
to disseminate pharmacovigilance among
healthcare professionals and patients.

To provide information to prescribers and
patients through pharmacovigilance
information bulletins

To improve tools to detect signals (e.g.

confounding variables) from
spontaneously reported SAR.
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Mention 3 good practices that
you recommend fo other PV units

Have research technicians to collect
and promote the notifications

Use smartphone apps to make
notifications easier

Specialize a senior pharmacologist
for adverse effects reports of

anitcancer drugs

N - ,‘.-'::M a o Jr";‘ . o
DN Do [l 2 Y% 9 B www.onconet-sudoe.eu



=

On behalf of

Sideoe

o Europaan Regional Developrent Fund

Thank you

Icons made by Freepik and Roundicons from www.flaticon.com

@ o [ O 0 9 B0 www.onconet-sudoe.eu



