Clinical Trial Design in Crohn’s Disease

Contemporary clinical trial designs in CD can be broadly categorized into two types:
Response-based re-randomization and treat-through

Induction Maintenance
Response-based

(also called randomized L I-'{ Z
withdrawal design)’3 /_. aatehteing )) @" [
R

Placebo
Patients are re-randomized at the Responders )
start of maintenance, based on
their response at the end of the All patients
active induction period [ Placebo? ) R=Randomization or Re-randomization
Induction Maintenance

_ 1,2
Trae-throuth -~ .
1 Y ?

Patients continue in existing

treatment arm regardless of @ R
response at the end of the
induction period All patients
( Placebo® y ( Placebo )

aDepending on the specific design of the study and its objectives, all patients receiving PBO induction, or PBO induction responders may also receive active treatment during maintenance.?

®Depending on the specific design of the study and its objectives, there may be an active comparator arm in addition to or in place of a PBO arm.*
CD=Crohn’s Disease; PBO=Placebo.
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