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Started

Ongoing and concluded

m Periodic safety update reports (PSURS) single assessments

Recommendations for centrally authorised medicines only

Recommendations for nationally authorised medicines only

Recommendations for PSURs including both centrally and nationally authorised medicines

Risk management plans (RMPs) for centrally authorised medicines

43

RMPs reviewed for new medicines

RMPs reviewed for authorised medicines

m Post-authorisation safety studies (PASSs

Protocols for imposed studies reviewed

Protocols for non-imposed studies reviewed
Results from imposed studies reviewed

Results from non-imposed studies reviewed
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Started

Ongoing and concluded

Direct healthcare professional communications (DHPCs) @ EM ﬁ

PRAC minutes | PRAC recommendations on safety signals | Outcomes of PSUSAs



https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/signal-management
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/periodic-safety-update-reports-psurs
https://www.ema.europa.eu/en/about-us/what-we-do/authorisation-medicines
https://www.ema.europa.eu/en/about-us/what-we-do/authorisation-medicines
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/pharmacovigilance/risk-management/risk-management-plans
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/post-authorisation-safety-studies-pass
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/referral-procedures-human-medicines
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/direct-healthcare-professional-communications
https://www.ema.europa.eu/en/committees/prac/prac-agendas-minutes-highlights#minutes-section
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/signal-management/prac-recommendations-safety-signals
https://www.ema.europa.eu/en/medicines/ema_group_types/ema_document-psusa?sort=field_ema_computed_date_field&order=desc



