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1.12.14 Environmental Analysis

ENVIRONMENTAL CONSIDERATION: ENVIRONMENTAL ASSESMENT (EA)

OR CLAIM OF CATEGORICAL EXCLUSION


Pursuant to the Code of Federal Regulations Title 21 CFR § 25.31 (a) and Title 21 CFR § 25.15 (d), Company Name, hereby claims a categorical exclusion from the requirement of an 

Environmental Impact Analysis Statement.

Under 21 CFR § 25.31 (a), a categorical exclusion exists for:
“Action on an NDA, abbreviated application, application for marketing approval of a biologic product, or a supplement to such application, or action on an OTC monograph, if the action does not increase the use of the active moiety”

Under 21 CFR § 25.15 (d), a categorical exclusion exists for:
“A person submitting an application or petition of a type subject to categorical exclusion under 25.30, 25.31, 25.32, 25.33, or 25.34, or proposing to dispose of an article as provided in 25.30(d) or 25.32(h), is not required to submit an EA if the person states that the action requested qualifies for a categorical exclusion, citing the particular categorical exclusion that is claimed, and states that to the applicant’s knowledge, no extraordinary circumstances exist.”

In addition, Company Name certifies that it is in compliance with Federal, State and local environmental regulations.
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