


TYPES

e Qualitative: Clinical Judgement
(Inadequate/Limited information,
Adequate but with confounders, signal
index case)

e Quantitative: Disproportional statistics
(ROR, EBOS)

e The act of looking for and/or identitying
signals using the event data from any

source



Sources for the detection of signals can come

from:

spontaneous reporting

A active monitoring systems
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interventional studies (clinical trials)

non-interventional studies
(pharmacoepidemiology studies)
non-clinical studies (e.g. animal toxicology
studies)

systemic reviews (i.e. thorough review of

the published literature)

meta-analyses (i.e. mathematical pooling
ot all the clinical trial data)

other relevant sources.



WHAT TO LOOK OUT FOR DURING SIGNAL
DETECTION?

Trends, frequency and severity amongst

| e SUSARs: Suspected Unexpected Serious
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\ e Special populations: Elderly, Pediatrics,
Pregnant Women, Lactation Mothers
e Product Quality







