PHARMAGOVIGILANGE
GRAND SCHEME




uoI}PIIUNWWOY)

‘JUoWISSOSSY ‘UOI}PZI}IIOL] ‘UOHDPIIPA ‘Uoijoajaq [pubig

INJWIOVNVW TVNOIS

PHARMAGOVIGILANGE GRAND SGHEME

PROOF OF SCIENTIFIC
CONCEPT

PRECLINICAL
TRIALS/TOXICOLOGY STUDIES

CLINICAL TRIALS

MARKET APPROVAL

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

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

Phase 2 - Safety &
Efficacy (Dosage)

1B, ICF, DSUR, cRMP,
cSBRA, CSR

Phase 3 - Safety &
Efficacy vs Current
Treatment Options

1B, 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



