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Clinical Trial Phases

Safety and Efficacy

= o —- < o =3 =T




Hierarchy of Epidemiologic Study Design

Establish causality

Generate hypotheses
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Levels of Evidence

Randomized Controlled
Trials (RCTs)
“the gold standard”

¥

from one or more RCTs

Level I-1: BEwvidence from
controlled tnals without
randomization

Level 1I-2: Evidence from cohort or
case-control analytic studies

Level 1I-3: Evidence from multiple time series
(observational studies)

Level III: Opinions of respected authorities, based on clinical
experience, descriptive studies, or reports of expert
committees (ideally using formal consensus methods)
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Level IV: "Evidence” based on personal anecdote ("In my experience...”
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