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HOW ARE CLINICAL
TRIALS DESIGNED?

Clinical trials are designed to
answer specific questions about
an intervention. They are usually
designed by a group of people
that can include researchers,
doctors, scientists, statisticians,
sponsors and patients and
caregivers. There are different

o 5 types of designs for clinical
: ’ trials. The design will depend on
PHASES OF CLINICAL TRIALS FOR DRUG DEVELOPMENT many things including what is

These are different types of clinical trials by phase, although there can be

differences in design depending on the disease or health condition being studied. R G L

intervention(s) and what

questions need to be answered.
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WHAT DOES RANDOMIZATION
PHASE 1 PHASE 2 PHASE 3 PHASE 4 MEAN?
+ Small number « Larger number of + Large numberof -+ Very large number :
of participants participants participants of participants In randomized trials, two or more
0 Spmgtlmes called « Ensure |ntervgnt|on + Also cal!ed ' + Also called _ interventions (also called treatment
first in humans’ does what it is randomized trials post-marketing arms) are compared to each other
+ Establishes supposed to do + Tests how long an surveillance T p i
safety, dose + Determine if dose intervention’s * Involve monitoring and participants are a}ssgned 'by
and side effects should be changed effects last an intervention chance to one of the interventions
» Learn about potential < Learn about when it is on the or treatment arms. Assigning
side effects potential side market participants by chance helps to
g + Loz Eeeli e ensure the results are not biased.
term effects and
any side effects

QUESTIONS TO HELP YOU DETERMINE IF A CLINICAL TRIAL IS CREDIBLE OR REPUTABLE

Are all of the costs of the What are the Has the clinical trial Has the clinical trial been
clinical trial covered qualifications of the application been reviewed reviewed and approved by a
(for example, the study clinical trial team? by a regulatory agency? research ethics board?
treatments?) (for example, Health Canada?)

Contact us at info@ctontario.ca, or learn more at https://www.ctontario.ca/patients-public/
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