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Tris Pharma Inc.
Carbinoxamine ER Oral Suspension

1.12.14 Environmental Assessment or Claim for Exclusion

Tris Pharma Inc. (Tris) claims an exclusion to the preparation and submission of an
Environmental Assessment under 21 CFR § 25.31(a). This section specifies that for human
drugs and biologics, preparation of an Environmental Assessment or Environmental impact
Statement is not required under a categorical exclusion for, as in this case, action on an NDA, if
the action does not increase the use of the active moiety. This is a 505(b)(2) application for a
novel clonidine formulation. The reference listed drug is Carbinoxamine Maleate Oral Solution,
which has been approved since 2003. The introduction of Tris’ product would be another form of
the already marketed drug carbinoxamine maleate, and so its use would not increase the overall
use of the active moiety. Tris also states that, no extraordinary circumstances, as defined under
21 CFR § 25.21, exist which would preclude the categorical exclusion.
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