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What is Clinical Research ?

Pharmaceutical Industry functions primarily in the 3 domains

Drug discovery Product Launch
& development & Marketing

DRUG DISCOVERY AND DEVELOPMENT

The full drug development process is a lengthy and complicated one taking ten to twelve years. The cost of developing a new drug is
over 800 million, about 60% of which is spent on necessary rigorous clinical trials. New drugs are selected from a range of many
thousands of substances with the potential to treat the targeted condition. For a variety of reasons, fewer than one or two compounds
per 10000 tested actually make it to the market and are authorized for use in patients as illustrated below:
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10,000 molecules 2-5 yrs.
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MOLECULAR DISCOVERY
& CHARACTERISATION

Period of discovery and learnnig about molecule's chemistry

Lab tests to understand if and how molecule might work

1000 molecules 2.3 yr PRE-CLINICAL Tests in complex systems(animals) to understand if and how
¢ yrs. Lab & Animal Tests the molecule works in models and potential doses.
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Phase 1 Trial This is the first time the new drug is administered to a small
number around 20-80 healthy, informed volunteers under
C LI N ICAL the close supervision of a doctor. The purpose is to determine
whether the new compound is tolerated by the patient body
and behaves in the predicted way.
Human Tests v
A
5 molecules 5-8 Phase Il Trial In this phase the drug is administered to a group of
-0 yrs. approximately 100 - 300 informed patients to determine the
effects and also to check for an unacceptable side affects.
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In this phase the drug or treatment is given to a large group of
patients approximately 300 — 3000 informed patients to
confirm its effectiveness,monitor side effects, compare it to
commonly used treatments, and collect information that will
allow the drug or treatment to be used safely.

FINAL Phase IV Trial This is a surveillance operation phase after the medicine is
made available to doctors who start prescribing it. The effects
MOLECULE are monitored on thousands of patients to identify any

undesirable side effects.

CLINICAL RESEARCH:

Clinical research is a part of the new drug development process where the
new medicines or medical devises are tested on human beings for proving
their effectiveness and safety. Without these research studies, no new
drug can be brought to the market. It consists of four phases as above.
Website Links for further reference:

US FDA(Food & Drug Administration): http://www.fda.gov/cder/handbook/index.htm
Centerwatch: http://www.centerwatch.com/clinical-trials/overview.aspx

Lookout for the next Poster:- Clinical Research Industry Prospects

For more information on Clinical Research, contact

Xcellon Campus: 22-23 Shrimali Society, xc e I I Q n
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Call/SMS CR Query to 9099939222 Institute
Email: info@xcelloninstitute.com, Web: www.xcelloninstitute.com
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