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clinical trial process
PHASE LENGTH NUMBER OF 

PEOPLE*
PURPOSE

1
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UP TO 3 MONTHS

If successful

If successful

If successful

UP TO 50

UP TO 300

UP TO 3,000

UP TO 3,000

UP TO 2 YEARS

UP TO 4 YEARS

1 YEAR OR MORE

+

IS IT SAFE? how does the 
BODY PROCESS IT?

WHAT ARE THE 
SIDE EFFECTS?

Are there any 
side effects 
associated 
with long-
term use?

IS IT SAFE?

IS IT SAFE?

DOES IT STILL APPEAR 
TO BE SAFE?
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L 6-12 MONTHS

APPLICATION SUBMITTED APPLICATION REVIEWED APPLICATION APPROVED AVAILABLE TO THE PUBLIC

HOW WELL IS IT 
WORKING?

HOW MUCH 
SHOULD BE TAKEN?

COST 
EFFECTIVENESS 

AND COMPARISON 
TO OTHER SIMILAR 

DRUGS

DOES THE BENEFIT 
OUTWEIGH THE 

RISK?

HOW WELL IS IT 
WORKING?

$
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100 healthy/non-celiac 
participants

100 participants with 
celiac disease

Number of months of 
participant involvement

*Number of participant varies 
based on study characteristics
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