
Learn more on our website
www.hepb.org

Preclinical

Exploring if
and how a
new drug
may work

Phase 1

Exploring
safety and
dosing of
the drug

Phase 2

Exploring the
effectiveness
of the drug

Phase 3

Exploring the
safety and

effectiveness
compared to

currently
available

treatments

FDA Review

To confirm
safety and

effectiveness
of the drug

Phase 4

Evaluating
the drug

safety over
time in real-
life settings

Drug approved for
human testing

Submit to FDA
for approval

Drug is
approved

 It can take up to 15 years for a drug to be approved.
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