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This supplement is to expand the indication of tocilizumab (Actemra) for the
treatment of patients 2 years of age and older who are suffering from
polyarticular Juvenile Idiopathic Arthritis (pJIA).

A categorical exclusion has been submitted under 21 CFR § 25.31(c). The
applicant avers (Section 1.12.14 of the current submission) that the proposed
action is not expected to significantly alter the concentration or distribution of
the substance, its metabolites, or degradation products in the environment. No
extraordinary circumstances exist that would significantly affect the quality of
the human environment as a result of the proposed action or that would
warrant the submission of additional environmental information.

Reviewer’s Comment:
The Sponsor’s claim of categorical exemption is acceptable.
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