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All investigational
therapies are tested
in clinical trials to see how safe
they are and how well they work
in people living with medical
conditions.

Clinical trials rely on people

to volunteer as participants.
Volunteers are essential to the
research and development
process, providing valuable
impact for generations to come.

Clinical trials typically take
place over

4 different Phases.

Each Phase needs to be
successfully completed before
moving on to the next one.

Phase

Phase 1 studies usually involve small
groups of healthy volunteers. However, in
areas like cancer research, patients often
participate, as the investigational therapy
being studied is intended for those with
the medical condition.

Itisin Phase 1studies thatan
investigational therapy is first given
to people. Researchers will look at:

¢ how the human body reacts

¢ ifaninvestigational therapy
is safe for people

e thebestdose to use, and

¢ howit should be used.

Phase 2 studies involve larger numbers of
volunteers living with the medical condition
being studied. In these studies researchers
learn more about how safe an investigational
therapy is, its effects in the body, and how
well it works.

If the investigational therapy is seen to be
safe, it usually moves to Phase 3.
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Phase 3 studies are carried out in large numbers of
volunteers that have the medical condition being
studied. These studies can last for many years.
They compare the investigational therapy with a
placebo or existing therapies to see if it:

« iseffective, and
¢ remains safe

After the Phase 3 study is complete,
health authorities review the
clinical trial results and decide if it
will become an approved therapy.
Sometimes, phases 2 and 3 are
combined into a single, hybrid trial.

Phase

Phase 4 studies help us
understand more about

the long-term safety and
effectiveness of the approved
therapy across a large
population of people living

. | o They can be carried out after the
with the medical condition.

therapy has been approved for
use in patients.
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Did you
now?

In atypical year, The U.S.FDA Clinical trial development
there can be approves an average of times, from Phase 1 studies

to when treatments are
up to 45 = 5 o approved, can range from
6 ,ooo new treatments 5_ 2 o

clinical trials active in each year.® .
ears.
the U.S. alone.? y
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