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Challenges for Candidate @
implementing the
Veterinary Medicines Legislation

PHARMACOVIGILANCE
TAIEX, AGR 26438

Zagreb, 18 March 2008
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Pharmacovigilance

- What is monitored?

- How is it monitored?
- Reports

- Vets and pharmacovigilance
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What is monitored?

Adverse reactions

Serious adverse reactions

Human adverse reactions
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“not an option
but an obligation*
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What is monitored?
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How is it monitored?
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Products authorised
de-centralised via
national PV

Products authorised
central via EMEA
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EudraVigilance Veterinary
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CVMP Pharmacovigilance
Working Party
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Reports?
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SAR = suspected serious
adverse reaction report

PSUR= periodic safety
update report
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Vets and
pharmacovigilance?

13
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Further info:
Fia Westerholm

EMEA

7 Westferry Circus
Canary Wharf

London E14 4HB

Tel. (44-20) 74 18 85 81
vet-phv@emea.europa.eu
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Veterinarians are more

motivated to report adverse effects, when they
see an added value:

— when they encounter something new

— when it is considered a serious case

— when it does not cause too much extra work
— preferably on-line reporting

when they get feedback on the report

when the owner of the animal complains




