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As established by the National Environmental Policy Act of 1969, all applications requesting agency action must be accompanied by an environmental analysis or a claim of categorical exclusion. IND applications generally involve small quantities of a drug or biologic and few patients, so the perceived risk of environmental contamination is low. For submissions that are subject to categorical exclusion under 21 CFR 25.31, you are not required to submit an EA if you state that the action requested (e.g., action on an IND or BLA) qualifies for categorical exclusion, cite the particular categorical exclusion that is claimed, and state that to your knowledge, no extraordinary circumstances exist (21 CFR 25.15(d)).For investigational new drug applications of a gene therapy product, inclusion of the provided statement below is sufficient for this section.  See the guidance documents Environmental Assessment of Human Drug and Biologics Applications and Determining the Need for and Content of Environmental Assessments for Gene Therapies, Vectored Vaccines, and Related Recombinant Viral or Microbial Products for more information.

We are claiming a categorical exclusion under 21 CFR 25.31(e) and therefore have not prepared an environmental assessment.  The agency action we are requesting complies with the categorical exclusion criteria.  Furthermore, we are not aware of any extraordinary circumstances that would require the preparation of an environmental assessment per 21 CFR 25.15(d).
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