This document has been posted in compliance with the FOIA Improvement Act of 2016, which requires
agencies to make certain records that have been requested three or more times publicly available. It
provides a snapshot of CTP’s internal thinking on certain aspects of tobacco regulatory science. The
information it contains is subject to change, such as based on changes in policy, the regulatory
framework, or regulatory science. It is not binding on FDA or the public. It may have been withdrawn or
superseded after it was issued or may otherwise be outdated. FDA’s review of tobacco product
applications is based on the specific facts presented in each application, and is documented in reviews
particular to each application.

Given the above, you should not use this document as a tool, guide, or manual for the preparation of
applications or submissions to FDA. Instead, all interested persons should refer to the Federal Food,
Drug, and Cosmetic Act, and its implementing regulations, as well as guidance documents prepared by
FDA, for information on FDA’s tobacco authorities and regulatory framework. FDA also regularly posts

additional resources for applicants, such as webinars and application tips, on CTP’s website and social
media.



https://www.fda.gov/tobacco-products/premarket-tobacco-product-applications/preparing-and-submitting-premarket-tobacco-product-application#5
https://www.fda.gov/tobacco-products/premarket-tobacco-product-applications/preparing-and-submitting-premarket-tobacco-product-application#5
https://www.fda.gov/tobacco-products/ctp-newsroom/fda-releases-new-resources-tobacco-product-applicants
https://twitter.com/FDATobacco/status/1760319217952256361
https://twitter.com/FDATobacco/status/1760319217952256361
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Subject: Environmental Assessment Criteria to Support Refuse to Accept or Refuse to File Actions on
Premarket Applications

Background
Effective October 26, 2015, FDA issued the National Environmental Policy Act (NEPA); Environmental

Assessments for Tobacco Products; Categorical Exclusions final rule. This rule revised implementation of NEPA
regulations to (1) allow certain tobacco product marketing applications to be excluded from the requirements to
prepare an Environmental Assessment (EA)Y, and (2) to require FDA to assess the environmental impacts of any
proposed Federal action.

Furthermore, FDA has been granted authority to base Refuse to Accept (RTA) or Refuse to File (RTF) decisions on
EA-related deficiencies under NEPA regulations, the RTA Rule, and the Exemption Request Rule?. In general,
these rules support refusal actions based on the failure to provide an adequate EA.

For incoming premarket applications, FDA will evaluate all of the following items in an EA:
e Brief discussion of the need for the proposal (i.e., the intended marketing order)
e Brief discussion of alternatives to the proposal
e Environmental impacts of the proposed action and alternatives
e Listing of the agencies and persons consulted
e Relevant environmental issues relating to the use of the product
e Relevant environmental issues relating to the disposal from use of the product?

Discussion

FDA’s NEPA regulations support RTA actions on premarket applications based on lack of an EA when categorical
exclusions do not apply. Additionally, FDA’s NEPA regulations support RTA actions for Exemption Requests and
SE Reports and RTF actions on premarket applications based on an inadequate EA. Therefore, there is support
for an RTA or RTF due to missing information that is “environmental” in nature, or is not readily available to FDA,
or obtaining it would result in a delay. The following information is necessary for an adequate EA:

1 No categorical exclusions apply to new premarket applications. Categorical exclusions exist only for negative actions (i.e., denial,
rescission, or temporary suspension), or for authorizations of provisional SE Reports.

2 NEPA regulations (21 CFR 25.15(a)); RTA Rule (21 CFR 1105.10(a)(10)); and Exemption Request Rule (21 CFR 1107.1(b)(9))

3 For the PMTA and MRTPA pathways, the items would form the basis for an RTF decision. Because SE and EX do not include a filing stage,
the items would form the basis for an RTA decision in those pathways. See RTA Rule, 81 FR 52375.
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e Environmental impacts of the proposed action
e Environmental impacts related to the use of the product
e Environmental impacts related to disposal from use of the product

FDA’s NEPA regulations do not support RTA or RTF actions for the absence of the following environmental
impact criteria due to the environmental impact of authorizing a product that meets the statutory standard is
always the same, or because on face value they may appear as environmental issues they are not:

e Alternatives to the proposed action

e Environmental impacts of alternatives

e Brief discussion of the need for the proposal
e Listing of agencies and persons consulted

Pursuing RTA or RTF on these four issues may require interpreting our regulations to require recitation of this
information, which could be challenged as arbitrary.

Conclusion
For premarket applications within the EX/SE pathway, FDA will issue an RTA letter on the basis that either an EA
was inadequate or lack of an EA where a categorical exclusion does not apply.

For premarket applications within the PMTA pathway, FDA will issue an RTA letter for lack of an EA and an RTF
letter on the basis of an inadequate EA.
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