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Clinical Trial Participation Clinical Trials and You

Makes an Impact
Every year, thousands of people make the courageous decision to participate

Every day, people of all ages participate in clinical trials to help make better treatments available in clinical research. Together with researchers and health professionals, study
for patients. Having a large, representative pool of clinical trial participants helps us understand a participants play a vital role in advancing knowledge about the nature of
treatments effect in the actual population that would use it. diseases and the best ways to treat them.

Whether you're a healthy volunteer or a patient seeking treatment, you can make a positive impact by
Since 1954, Servier has been developing innovative treatments for patients.
Servier continues to be dedicated to bringing the promise of tomorrow to the
patients we serve.

participating in a clinical trial.

Interested in learning more about being part of a Servier clinical trial?
Visit ClinicalTrialsandYou.com
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The Four Phases of Clinical Research’

What is the Purpose of a Clinical Trial?

A clinical trial is a study that tests how new drugs, medical devices, or treatment Once a clinical trial is approved, it's conducted in a series of phases that aim to
combinations work and ensures that they're safe for people to use. They're the answer specific questions about the treatment. After each phase, the FDA reviews
best way to understand what works (and what doesn't) in treating diseases. the data to determine if the treatment can proceed to the next trial phase.
\
PHASE ONE Is the Drug Safe, and What Dose is Best?
@ - Include 20-100 healthy volunteers
@ How Does a Drug Get to Market? I:t + Preliminary safety and dose finding
 Also test closely for any safety issues or side effects
/
\
- . . ini i Is the Drug Effective?
Before clinical trials are conducted el gy Cigeielis Slebss e s the Drug tifective
in people, extensive pre-clinical (or have taken place worldwide + Include several hundred participants with the targeted disease
Ioborotory) research is conducted since 2000’ « Safety and preliminary efficacy or proof of concept
in cells and animal models. These « Approximately 33% of drugs studied in Phase 2 move on to Phase 3 trials
. . p . Clinical trials provide patients /
studies give researchers information , .
he off g ‘ht h ] with another option when ~
on the effects a drug might have in
standard therapy has . e s
the body and determine that it's safe failed. Others participate in How Does the Drug Compare to Existing Treatments:
in a living creature. trials because they want to - Include 300-3,000+ participants with the targeted disease
contribute to the advancement « Large trial to confirm that the product is safe and effective to use
of medical knowledge « Approximately 25-30% of new treatments are ultimately approved )

Once a treatment has made it through these three clinical trial phases, and it is
believed that the data collected demonstrates that the treatment is safe and effective,
If a treatment still seems promising it can be submitted for FDA approval. The FDA closely reviews all data from the trials
after these pre-clinical studies are to determine that the treatment’s benefits outweigh its risks. If it is deemed safe and
finished, the researchers must then seek effective, the treatment can be approved for use in patients.

permission from the Food and Drug
Administration (FDA) to begin studying Even after FDA approval, treatments are often continually studied in Phase 4 Trials. This

its effects in people. The researchers put is just one more way that we can keep patients safe by studying treatments closely.
together an application containing prior

research findings, information about
the drug or treatment, and detailed
outlines of the planned clinical studies.
The process is highly regulated and
continuously monitored at every step to
help protect the safety of participants.

PHASE FOUR Is the Treatment Safe and Effective Long-Term?

+ Include several thousand volunteers
« Learn even more about a drug’s long-term efficacy, side effects, or possible

impact in treating other diseases
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