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The applicant wishes to introduce the new tobacco product into interstate commerce for commercial
distribution in the United States. The applicant must obtain a written notification that FDA has granted
the product an exemption from demonstrating substantial equivalence under section 905(j)(3) before
submitting an abbreviated report. Ninety days after FDA receipt of the abbreviated report, the applicant
may introduce ar deliver for introduction into inte rstate commerce for commercial distribution the new
product for which the applicant has obtained an exemption from demonstrating substantial
equivalence.

The new product is made by modifying the original product, which was previously found substantially
equivalent by the FDA and received a marketing order on May 16, 2019, The new product differs from

the original product il . _ |

B =:ulting in a reduction of an ingredient in the new product {Confidential Appendix 2).

4, Alternative to the Proposed Action

The no-action alternative is FDA does not issue a marketing order for the new tobacco product in the
United States.

5. Potential Environmental Impacts of the Proposed Action and the Alternative — Manufacturing
the New Product

The Agency considered potential impacts on resources in the environment that may be affected by
manufacturing the new prod uct and found na significant impacts based on the Agency-gathered
information and the information submitted by the applicant.

5.1 Affected Environment

The affected environment includes human and natural environments surrounding the facility. The new
product would be manufactured at the address listed in section 1 of this document (Figure 1).







5.3 Cumulative Impacts

No actions were identified that, when considered with manufacturing the new product under the
proposed action, would lead to cumulative impacts.

5.4 Impacts of the No Action Alternative

The no-action alternative would not change the existing condition of manufacturing RYO rolling papers
at the listed facility, as other similar tobacco products would continue to be manufactured.

6. Potential Environmental Impacts of the Proposed Action and the Alternative — Use of the New
product

The Agency considered potential impacts to resources in the environment that may be affected by use
of the new product and found no significant impacts.

6.1. Affected Environment

The affected environment includes human and natural environments in the United States because the
marketing order would allow for the new tobacco product to be sold to consumers in the United States.
The new product is a RYO product that is intended to be filled with tobacco and smoked by users
indoors or outside, as the law permits.

6.2. Analysis of Potential Environmental Impacts

The Agency evaluated the proposed action for potential environmental impacts from use of the new
product based on the applicant’s submitted information.

Environmental Analysis of Potential Impacts
Resource
Air Quality The Agency does not anticipate that using the new product would lead to the

release of new chemicals to the air because the new product is expected to
compete with, or replace, similar currently marketed tobacco products.
Environmental No new emissions are expected due to use of the new product. Therefore,
Justice there would be no new disproportionate impacts on the minority or low-
income populations.

6.3. Cumulative Impacts

No actions were identified that, when considered with the use of the new product under the proposed
action, would lead to cumulative impacts.

6.4, Impacts of the No Action Alternative

The no-action alternative would not change the existing condition of use of RYO rolling papers in the
United States, as many other similar tobacco products would continue to be used.







7.3. Cumulative Impacts

No actions were identified that, when considered with the new product disposal under the proposed
action, would lead to cumulative impacts.

7.4, Impacts of the No Action Alternative

The no-action alternative would not change the existing condition of disposal of RYO tobacco products
and packaging in the United States, as many similar tobacco products would continue to be disposed of.

8. List of Preparers

The following individuals were primarily responsible for preparing and reviewing this environmental
assessment:

Preparer:
Susana Addo Ntim, Ph.D., Center for Tobacco Products
Education:  Ph.D. in Environmental Science
Experience: Seven years in various scientific activities
Expertise: NEPA Analysis; fate, transport and ecotoxicology of new and emerging contaminants;
applications and environmental implications of nanotechnology

Reviewer:
Rudaina Alrefai-Kirkpatrick, Ph.D., Center for Tobacco Products
Education:  Ph.D. in Plant Molecular Biology and Virology
Experience: Forty-two years in various scientific activities including eight years in NEPA practice
Expertise: NEPA analysis, environmental risk assessment, evidence-based assessment of health
technologies, NEPA Implementation

9. A Listing of Agencies and Persons Consulted

Not applicable.



Confidential Appendix 1. Location of the Manufacturing Facility

The applicant stated that the papers are manufactured by I (ocated at

The booklets are assembled by I








http://www.cepi.org/system/files/public/documents/publications/statistics/2018/210X140_CEPI_Brochure_KeyStatistics2017_WEB.pdf
http://www.cepi.org/system/files/public/documents/publications/statistics/2018/210X140_CEPI_Brochure_KeyStatistics2017_WEB.pdf
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