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1. Appli cant and Manufa ct urer Infor mati on 

Applicant Name: RAI Services Company 
Applicant Addre ss: 401 North Ma in Street 

Winston Salem, NC 2710 1 
Manufactur er Name : Santa Fe Natura l Tobacco Company, Inc. 
Product Manufacturing Addre ss: 3220 Knotts Grove Road 

Oxfor d, NC 27565 

2. Product Infor mati on 

New Product Submi ssion Tracking Numb er (STN), Name, and Predicate Product Name 

STN New Product Nam e Predicate Product Name 
SE0015376 Natura l Amer ican Spirit Perique Blend Pouch Natura l Ame rican Spirit Perique Blend Pouch 

Product Identifi cation 

Product Cat egory Roll-Your-Own 
Product Sub-Category Roll-Your-Own Tobacco Filler 

Numb er of Products per 
Retail Unit 

40 grams per pouch 

Product Package The tobacco fi ller is packaged in a mut i-layer po lypropy lene fi lm, pape r, 
and polyethy lene pro lypro lyene coextruded fi lm pouch wit h tape and 
po lyprop ylene fi lm overw rap 

3. The Need for th e Proposed Act ion 

The proposed action, requested by the applicant , is for U.S. Food and Drug Administrat ion (FDA) to issue 
a market ing order under the provisions of sect ions 910 and 9050) of the Federal Food, Drug, and 
Cosmet ic Act . The applicant wishes to introduce the new tobacco product into intersta t e comme rce fo r 
commercia l distr ibution in the United States. 

The applicant submitted to the Agency one substantia l equivalence (SE) repo rt to obtain a mar ket ing 
or der fo r t he new product. The Agency shall issue the market ing order , after considering t he SE Report , 
if t he new product is found subst ant ially equivalent to the predicate product. The pred icate product is a 
grandfathered product commercia lly mar kete d in t he Unite d States as of February 15, 2007. 

The new product diffe rs fr om the pred icate pro duct in the ratio of t obacco blend components and t he 
packaging (Confidentia l Appendix 1). 

4. Alternati ves to t he Proposed Act ion 

The no-action alternat ive is FDA does not issue a market ing order for the new t obacco product in the 
United States. 
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5. Potential Environmental Impacts of the Proposed Action and Alternatives – Manufacturing the 
New Product 

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

5.1 Affected Environment 

The new and predicate products are manufactured at Santa Fe Natural Tobacco Company, Inc. located 
at 3220 Knotts Grove Road, Oxford, NC (Figure 1). The manufacturing facility is located in an industrial 
and commercial area surrounded by forests and farmland. A metal fabrication facility is next door and a 
church is across the street. Interstate 85 is to the west. A small lake and creek are located to the east of 
the facility.1 

Google. 2019. Map of 3220 Knotts Grove Road, Oxford, NC 27565. Retrieved from Google Maps: www.google.com/maps. 
September 3, 2019. 

Figure 1. Location of the Manufacturing Facility 

www.google.com/maps
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5.2 Analysis of Potential Environmental Impacts 

The Agen cy eva luated the proposed act ion for potentia l en vironmenta l impact s from manufacturing the 
ne w product based on information gathered by the Agency and the information in the SE Report , 
includ ing projected market volumes for the ne w product (Confidentia l Append ix 2). 

Environmental 
Resource 

Analysis of Potential Impacts 

Air qua lity No air qua lity change surround ing the facility wou ld be expected. The 
app licant stated that the on ly difference bet ween the new product and the 
pred icate product is the ratio of the different t ypes of tobacco and a change 
in the packag ing. 

Water resources and 
water qua lity 

The app licant stated that manufacturing the ne w product wou ld not requ ire 
addit iona l en vironmenta l contro ls for water discharge. No impacts on water 
resources are expected because the liquid waste discharge is not ant icipated 
to change at the manufactur ing facilit y; little change in the ingred ients be ing 
used in the facility is expected. The app licant stated that the on ly change 
bet ween the ne w product and the pred icate product is the rat io of the 
different types of tobacco and a change in the packaging. 

Land use and zon ing No con version of prime farm land , unique farm land , or farm land of state w ide 
importance to non-agr icultura l use is expected because no facility expansion 
or ne w construct ion is ant icipated. Therefore , no changes in zon ing or land 
use wou ld be expected and no ad verse effects on so ils wou ld occur from 
manufacturing the ne w product. 

Biologica l resources The app licant stated that the on ly change bet ween the new product and the 
predicate product is the ratio of the different t ypes of tobacco and a change 
in the packag ing. Therefore , no changes to bio logica l resources is expected. 
Addit iona lly, the app licant stated that the manufactur ing facility is not with in 
or close proxim it y to cr itica l hab itat of a threatened or endangered spe cies 
identified under the Endangered Species Act of the Convent ion on 
Internat iona l Trade in Endangered Spe cies of Wild Fauna and Flora and that 
the manufacture of the ne w product wou ld not jeopard ize the existence of 
an y listed spec ies or destroy or ad verse ly impact any crit ica l habitat . 

Geo log ical features 
and soi ls 

No effects on geo logica l features or so ils are expected because no fac ility 
expans ion is ant icipated. 

Socioeconom ic 
condit ions 

No impacts on emp loyment , revenue , taxes , or commun it y resources , such as 
po lice force and fire department resources , are expected because no facilit y 
expans ion is ant icipated. 

Solid waste and 
hazardous mater ia ls 

No impacts on so lid waste or hazardous materia ls are expected because the 
app licant stated that the on ly difference bet ween the new product and the 
predicate product is the ratio of the different t ypes of tobacco and a change 
in the packag ing. 

Floodp lains, 
wet lands , and coasta l 
zones 

There wou ld be no facility expans ion and the app licant did not propose any 
land disturbance. Therefore , there wou ld be no effects on floodp lains, 
wet lands , or coasta l zones. 

Regulatory 
comp liance 

The app licant stated that the manufactur ing facility is in comp liance with all 
loca l, state , and federa l environmenta l laws. 
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5.3 Cumulative Impacts 

The Agency did not identify any act ions that wou ld lead to cumulati ve impacts due to the manufacturing 
of the new product. 

5.4 Impacts from No-Action Alternative 

The environmenta l impacts of the no-act ion a lternat ive would not change the exist ing cond it ion of 
manufactur ing RYO tobacco products , as many similar RYO tobacco products would cont inue to be 
manufactured at the listed faci lity. 

6. Potential Environmental Impact of the Proposed Action and Alternatives - Use of the New 
Product 

The Agency cons idered potentia l 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 env ironment is the entire United States because the market ing order would a llow for the 
new tobacco product to be so ld to consumers nat ionwide. The new RYO tobacco product is intended to 
be used with RYO paper and users may smoke them indoors or outdoors, as the law perm its . 

6.2. Analysis of Potential Environmental Impacts 

The Agency evaluated the proposed act ion for potent ia l environmental impacts from use of the new 
product based on informat ion gathered by the Agency and the informat ion submitted by the applicant. 

Environmental 
Resource Analysis of Potential Impacts 

Air quality The app licant stated that the on ly change bet ween the new product and the 
pred icate product is the ratio of the different types of tobacco and a change in 
the packaging. Therefore , the Agency does not anticipate that us ing the ne w 
product wou ld lead to the release of ne w chemicals into the air, as compared to 
the pred icate product or sim ilar currently marketed products. 

Environmenta l 
justice 

The ne w product is expected to be used by the same consumers that use the 
predicate product. Therefore, no changes in impact to env ironmental justice 
popu lat ions are ant icipated . 

6.3. Cumulative Impacts 

The Agency did not identify any act ions that wou ld lead to cumulati ve impacts due to the use of the new 
product . 
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6.4. Impacts from No-Action Alternative 

The environmenta l impacts of the no-act ion alternat ive wo uld not change the existing cond it ion of use 
of RYO tobacco products , as many simi lar tobacco products wo uld continue to be marketed and 
therefore used in the United States. 

7. Potential Environmental Impacts of the Proposed Action and Alternatives - Disposal of the 
New Product 

The Agency considered potentia l impacts to resources in the env ironment that may be affected by 
disposa l of the new product and found no significant impacts. 

7.1. Affected Environment 

The affected environment is the entire United States because the market ing order wo uld allow for the 
new tobacco product to be sold to consumers nat ionw ide. The disposal wo uld be via mun icipal solid 
wast e (MSW) landfi lls, recycling centers, or as litter. 

7.2. Analysis of Potential Environmental Impacts 

The Agency evaluated the proposed action for potent ial impacts from disposal of the new product based 
on information subm itted in the SE Report, including market vol ume information for the new and 
predicate products (Confident ial Appendix 2). 

Environmental 
Resource 

Analysis of Potential Impacts 

Air qua lity Introduc ing the new product into the U.S. market is not expected to increase 
the nation wide use of RYO tobacco products; therefore, disposal of the used 
product and packaging wo uld not significant ly affect air qua lity. 

Biologica l 
resources 

Proper disposa l of the used new product and packaging mater ials from the new 
product in MSW wo uld not affect biological resources. Used product and 
packaging materia ls from the new product may be littered in undeve loped 
areas and w ildlife habitat. However, introducing the new product into the U.S. 
market is not expected to increase the nationw ide use of RYO tobacco products 
based on the Agency's assessment. Therefore , litter ing levels are not expected 
to change from the current levels due to existing tobacco products. 

Environmenta l 
justice 

No significant environmenta l impacts associated with the disposa l of the used 
product and packaging materia ls w ere identified , therefore no disproport ionate 
impacts to environmenta l just ice popu lations are ant icipated. 

Wate r resources 
and water qua lity 

Proper disposa l of used new product and packaging mater ials in the MSW 
stream wo uld not affect water resources. Improper disposa l cou ld occur in or 
near surface water. However, introducing the new product into the U.S. market 
is not expected to increase the nat ionw ide use of RYO tobacco products , based 
on the projected market vo lumes reported by the app licant (Confid entia l 
Append ix 2). Therefore , littering levels are not expected to change from the 
current leve ls due to exist ing products 
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Regulatory  
compliance  

It is assumed  that littering  of the new product and packaging waste,  despite 
state  and local ordinances,  would  be no greater than the littering rate of  the 
currently marketed  RYO tobacco  products.  

7.3. Cumulative Impacts 

The Agency did not identify any actions that would lead to cumulative impacts due to the disposal of the 
new product. 

7.4. Impacts from No-Action Alternative 

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

8. List of Preparers 

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

Preparers: 
Shannon K. Hanna, Ph.D., Center for Tobacco Products 

Education: Ph.D. in Environmental Science and Management 
Experience: Four years in environmental science, three years in toxicology 
Expertise: Ecotoxicology of new substances and materials, bioaccumulation of 
chemicals including heavy metals, soil/sediment and water quality 

Reviewer:  
Gregory G. Gagliano,  M.S.,  Center for Tobacco Products  

Education: M.S. in Environmental Science 
Experience: Thirty-seven years in environmental compliance and analysis 
Expertise: Environmental toxicology, risk assessment, regulatory compliance, NEPA analysis 

9. List of Agencies and Persons Consulted 

Not applicable. 
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CONFIDENTIAL APPENDIX 1 

Comparison of the New Product to the Predicate Product 

SE Report Component Change 

SE0015376 

Tobacco blend 
The new product incorporates less-(b ) (6~ anq(b) (4~ 
per ique ~15) (6~ tobacco leaf than the predicate product. 

Packaging 
The new product pouch is composed of paper inserted bet ween 
po lyeth ylene and polypropy lene film while the predicate product 
pouch is composed of polyeth ylene 
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CONFIDENTIAL APPENDIX 2 

Current-Year Market Volume for the Predicate Product and First- and Fifth-Year Market Volume 
Projections for the New Product 

STN Unit 

Current-Year 
(2018) Market 

Volume 
Predicate 
Product 

First-Year Market 
Volume Projections 

New Product 

Fifth-Year Market 
Volume Projections 

New Product 

SE0015376 Pouch - - -
The applicant stated that the new product wou ld rep lace the pred icate product. 
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