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The following questions relate to the approvability of Epi proColon.

Question 1

Is there reasonable assurance that Epi proColon is safe for use in patients who meet the criteria
specified in the proposed intended use?

Question 2

Is there reasonable assurance that Epi proColon is effective for use in patients who meet the
criteria specified in the proposed intended use?

Question 3

In patients who meet the criteria specified in the proposed intended use, do the benefits outweigh
the risks for use of Epi proColon?



