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Signal management office staff

> Head
 Medical Doctor

» Permanent
e 3 Pharmacists
» 1 Biologist
e 1 Medical Doctor

» Temporary
e 3 Pharmacists
e 1 Medical Doctor
o 1 Statistic
1 Economist
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MAIN OBJECTIVE

By increasing the efficiency
1 of the spontaneous reporting

system
To increase the efficiency of
the pharmacovigilance system
By
5 strengthening the signal
management
activities
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ICSRs

SIGNALS

Signal management office main activities

RNF

EV

European Directives and Regulations, National Laws, Guidelines and
Standard Operative Procedure

— Screening eRMR

National Pharmacovigilance
Network and EV

Vaccinevigilance l—— Signal assessment report

Update and training for PV

Responsible management activities of

Partecipation to signal
EMA and MS

PRAC and CHMP
recommendations

Postmarketing surveillance
on.vaccines)

Monitoring ADRs reports l—— National signal detection l

Annual Reports (eg l Check of implementation of
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