PHARMACOVIGILANCE
A SCALABLE, COST-EFFICIENT
SOLUTION THAT EXCEEDS
YOUR NEEDS

Place your Pharmacovigilance, and Safety
surveillance activities in experienced hands.
Whether you need an urgent solution for an
unexpected problem or are seeking to outsource
end-to-end global and local Pharmacovigilance
activities - our knowledgeable experts will be
there for you no matter where you are.
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» PHARMALEX

CONFIDENCE BEYOND COMPLIANCE

Global Pharmacovigilance services, including the QPPV

Local (affiliate) Pharmacovigilance Services, including
National Contact Point (NCP)

End-to-end global and Local Pharmacovigilance Systems
outsourcing

Global and Local Pharmacovigilance Intelligence

SOP writing and Pharmacovigilance System Master File
(PSMF)

Global and local Literature monitoring

ICSR management, including provision of safety
database

Clinical trial safety support, including SAE management
and SUSAR reporting

Periodic safety reports (PBRER / PSUR, PADER, DSUR)
Risk management and RMP

Signal management

Pharmacovigilance audits and inspections support
Pharmacovigilance agreements (PVA)

Pharmacovigilance training

STRATEGY & CONSULTING

MEDICAL AFFAIRS
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