
CLASS ONE

PHARMACOVIGILANCE 
GRAND SCHEME



MARKET APPROVALPROOF OF SCIENTIFIC
CONCEPT

PRECLINICAL
TRIALS/TOXICOLOGY STUDIES

CLINICAL TRIALS

Protocol, Study Report
Protocol, IB, ICF, DSUR,
CSR

Phase 1 - Safety
Protocol, IB, ICF, DSUR,
CSR

Phase 2 - Safety &
Efficacy (Dosage)

IB, ICF, DSUR, cRMP,
cSBRA, CSR

Phase 3 - Safety &
Efficacy vs Current
Treatment Options

IB, ICF, DSUR,
CCDS/Label, EU RMP,
aRMMs, REMS/ETASU,
CSR, Briefing Book,
Dossier

Post Approval Safety
Studies

Aggregate reporting -
PBRER/PSUR

PRAC requests

RTQ/RFI
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