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SCHEMA

Optional Step 0 Pre-Registration

1

Post-Operative baseline assessment:
colonoscopy, audiogram, CEA* and CT or MRI scan **
(Optional: blood)

1

STEP 1 REGISTRATION/RANDOMIZATION
Stratify by Stage 0/l vs.
Stage Il with no prior chemotherapy or RT vs.
Stage Il with prior chemotherapy or RT vs.

Stage lll
Eflornithine placebo + Eflornithine + Eflornithine Eflornithine +
sulindac placebo sulindac placebo placebo + sulindac sulindac
x 36 months x 36 months x 36 months x 36 months

(335 eligible patients) (335 eligible patients) (335 eligible patients) (335 eligible patients)

\/
Final colonoscopy
(3 years after randomization):
End-of-study audiogram, CEA*

Follow-up
(all patients will be followed annually for five years after the completion of 3 years of intervention)

* For patients with T3 or greater lesions or lymph node positive tumors
**In high-risk patients, per National Comprehensive Cancer Network (NCCN) guidelines and at

the discretion of the treating physician.



