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1. Applicant and Manufacturer Information 

Applicant Name: BBK Tobacco & Foods, LLP Company dba HBI Internat ional 
Applicant Address: 3401 West Papago Street 

Phoenix, AZ 85009 
Manufacturer Name: 1 -

The booklets are assemb led in-

Address Where Product is 
Manufactured 2 

-

This is the location whe re the book lets are assemb led . See Confidential Append ix 1 for the locat ion of the pape r 
manufacturer . 

2. Product Information 

New Product Name, Submission Tracking Number (STN), and Predicate Product Name 

New Product Name New Product STN Predicate Product Name 
RAW King Size Slim 200 SE0014893 ELEMENTS Kingsize Slim 

Product Identification 

Product Type Roll-Your-Ow n 
Product Subtype Rolling Paper 
Product Package 200 cigarette papers are packed in a tray box. 40 tray boxes are 

packed in one display box. 
The packaging mater ials consist of paperboar d for the tray box and the 
display box. 

3. The Need for the Proposed Action 

The proposed action, requested by the applicant, is for the Food and Drug Adm inistrat ion (FDA) to issue 
a market ing order under the prov isions 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 interstate commerce for commercia l 
distr ibut ion in the Unite d States and submitted to the Agency a substant ial equivalence (SE) report to 
obta in a market ing order. The Agency shall issue a market ing order if the new product is found 
substant ially equivalent to the predicate product. The pred icate product is a grandfathered product 
commerc ially marketed in the United States as of February 15, 2007. 

The new pro duct differs from the pred icate product in pro duct quant ity, product design and packaging 
design (Confident ial Appendix 2). The applicant provided first- and fifth-year market ing proje ct ions for 
the new product (Confident ial Append ix 3). 
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4.  Alternatives  to the Proposed Action  

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

5.  Potential Environmental  Impacts of the Proposed Action  and Alternatives  –  Manufacturing the  
New Product  

The Agency considered potential impacts on resources in the environment that may be affected by 
manufacturing the new product and found no significant impacts based on the Agency-gathered 
information and the submitted information by the applicant. 

5.1  Affected Environment  

The new product would be manufactured at the address listed in section 1 of this document (Figure 1). 

(b)(4)

The manufacturing facility is located in a mixed-used industrial and residential area surrounded by 
forests. 
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5.2 Anal ys is of Poten t ial Env ironmen t al Impacts 

The Agency evaluated t he proposed act ion for potentia l environme nta l impacts du e to man ufactu ring 
based on Agency -gather ed info rmat ion and the app licant ' s subm itted info rmat ion, including projected 
mar ket volumes for t he new and predicate products (Confident ial Append ix 3). 

Environmental 
Resource 

Analy sis of Potential Impact s 

Air Qualit y The applicant stated t hat manufact uring the new product is not expect ed to 
result in changes of air emissions or require any add it iona l environmenta l 
contro ls for air em issions. This is supported by the app licant noting that (1) the 
new product is expected to comp ete w it h t he predicate product , and (2) t he 
mate rials used in man ufact uring t he new prod uct are current ly used in t he 
facil it y. 

Water Resources The Agency does not ant icipate that manufact uring the new product w ould 
cause any new chemica ls to be discharged into the w ater. The applicant stated 
t hat t he new prod uct is intended t o rep lace simi lar tobacco products current ly 
ma nufact ured at t he facility and tha t ma nufact ur ing t he new produc t w ou ld not 
require any add it io nal environmenta l contro ls for wate r discharges. 

Soil, Land Use, and 
Zoning 

The Agency does not ant icipate that manufact uring the new product w ould lead 
to changes in soi l, land use, or zoning. The app licant stated t hat the re w ould be 
no expect ed faci lit y expansion or new const ruct ion due to manufact uring the 
new product. Therefo re, t here w ould be no zone change or land conversion of 
prime farmland, uniq ue farm land, or far mland of state w ide importance to non-
agricultu ral use. 

Bio logical 
Resources 

The applicant stat ed t hat the raw materi als are from sustainable and renew able 
resources. No faci lit y expansion is expected ; t herefore , t he Agency do es not 
ant icipate ma nufacturing the new product w ould j eopa rdize the cont inued 
existence of any listed species or result in adverse eff ects on species or habitats 
add ressed und er the Convention on Int ern atio nal Trade in Endangered Species 
of W ild Flora and Fauna (CITES). 

Socioecono mics 
and Environmenta l
Justice 

The Agency does not ant icipate any impacts on employme nt , revenue, or t axes 
because the new pro duct is int ended to compete w it h and event ually replace 
similar t obacco products cur rent ly manufact ured at t he faci lity. Therefo re, no 
dispropo rt ionate impacts to minori t y pop ulat ions near the manufactu ring 
facil it y is expected. 

Solid Waste and 
Hazardous 
Mate rials 

The Agency does not fores ee t hat t he int rod uct io n of t he new product wou ld 
notab ly aff ect the curre nt manufact uring w aste generat ed fro m t he product ion 
of all RYO to bacco products at this faci lit y. The w aste generated due to 
manufac tu r ing the new product w ould be released to t he enviro nm ent and 
disposed of in landfi lls in t he same man ner as t he w aste gene rated fr om any 
ot her products manufactured in t he same faci lity. The manufact urer is in 
com pliance w ith applicab le environmenta l laws, regulat io ns, and loca l 
ordinanc es; th is is assumed t o indicate no significa nt impacts would occur. 

Flood plains, 
Wet lands, and 
Coastal Zones 

There w ould be no faci lity expansion due t o manufact uring t he new product 
and the app licant did not pro pose any land disturbance ; the refo re, the re w ou ld 
be no effects on floodp lains, w et lands, or coasta l zones. 
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Regulatory 
Comp liance 

The app licant stated that the manufactur ing facil ity is in comp liance wi th all 
app licable environmenta l laws, regu lat ions, and local ord inances. 

5.3 Cumulative Impacts 

No actions were ident ified that , w hen considered w ith the proposed action, wou ld lead to cumu lat ive 
impacts. 

5.4 Impacts of the No-Action Alternative 

The environmenta l impacts of the no-act ion alternat ive wou ld not change the existing cond it ion of 
manufactur ing the RYO ro lli ng papers, as many other simi lar tobacco products wou ld continue to be 
manufactured at the listed faci lity. 

6. Potential Environmental Impacts of the Proposed Action and Alternatives - Use of the New 
product 

The Agency considered potentia l impacts to resources in the envi ronment that may be affected by use 
of the new product and found no significant impacts. 

6.1. Affected Environment 

The affected envi ronment includes human and natura l envi ronments in the United States. The 
marketing order will allow for the distribut ion and sale of the new tobacco product to consumers in the 
United States. The new product is a RYO tobacco product that is intended to be f ill ed wi th tobacco and 
smoked by users indoors or outside , as the law permits. 

6.2. Analysis of Potential Environmental Impacts 

The Agency evaluated the proposed act ion for potentia l env ironmenta l impacts from the new product 
use based on the app licant 's submitted informat ion. 

Environmental 
Resource 

Analysis of Potential Impacts 

Air qua lit y The Agency anticipates that no new compounds w ou ld be emitted from use of 
the new product because (1) the new product is expected to compete w ith , or 
rep lace, similar currentl y marketed tobacco products and (2) the ingred ients in 
the new product are used in other currentl y marketed tobacco products. 

Environmenta l 
just ice 

No new emissions are expected due to use of the new product. Therefore , 
there w ou ld be no new disproport ionate impacts on minor it y or low -income 
popu lat ions. 

6.3. Cumulative Impacts 

No actions were ident ified that , w hen considered w ith the proposed action, wou ld lead to cumu lat ive 
impacts. 
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6.4. Impacts of the No-Action Alternative 

The environmenta l impacts of the no-act ion alternat ive wou ld not change the existing cond it ion of use 
of the RYO ro lling papers, as many other simi lar tobacco products wou ld continue to be marketed. 

7. Potential Environmental Impacts of the Proposed Action and Alternative - 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 the packaging and found no significant impacts. 

7.1. Affected Environment 

The affected environment includes human and natura l environments in the United States. The market 
order w ou ld allow the app licant to distr ibute and sell the new tobacco product to consumers in the 
United States. Consumers wou ld dispose of the used product and packaging via mun icipa l solid w aste 
landfi lls, recycling centers , or as litter . 

7.2. Analysis of Potential Environmental Impacts 

The proposed action was evaluated for potentia l environmenta l impacts from disposa l. 

Environmental 
Resource 

Analysis of Potential Impacts 

Air qua lit y The Agency does not ant icipate disposal of the product or the packaging 
mater ial w ou ld lead to the emission of new or increased chem icals into the air 
because (1) introducing the new product into the U. S. market is not expected 
to increase the nation w ide use and eventua l disposa l of RYO tobacco products ; 
(2) the new product is ant icipated to compete w ith or rep lace other current ly 
marketed RYO tobacco pro ducts; (3) the paper components of the packages are 
more likely to be recycled, or at least a portion of the packaging waste is likely 
to be recycled; and (4) the packaging mater ials are common ly used and 
disposed of in the United States. 

Bio logical 
resources 

The proposed action is not expected to change the continued existence of any 
endangered species or result in the destruct ion or adverse mod ificat ion of the 
hab itat of any such species, as proh ibited under the U.S. ESA. Although 
improper hand ling of w aste cou ld occur in undeveloped areas and w ildlife 
hab itats , introducing the new product into the U.S. market is not expected to 
increase the nat ionwide use and eventua lly the disposal of RYO tobacco 
products. Therefore , it is not expected that the current amount of litter ing 
w ou ld change due to disposal of the new product. 

Environmenta l 
just ice 

The Agency does not ant icipate changes in impacts on socioeconomic 
cond it ions or environmenta l justice from disposal of the new product. No new 
emissions are expected due to disposal of the new product. Therefore , there 
w ou ld be no new disproportionate impacts on minor ity or low -income 
popu lat ions. 

Water resources Proper hand ling of waste generated due to disposal of the new product and 
packaging wou ld not affect w ater resources . Although improper disposa l cou ld 
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occur in or near surface water, there would be no expected changes of impacts 
on water quality due to disposal of the new product because (1) the chemicals 
in the new product are the same as in currently marketed RYO papers and (2) 
the new product would replace similar tobacco products currently on the 
market. 

7.3.  Cumulative Impacts  

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

7.4.  Impacts of the  No-Action Alternative  

The environmental impacts of the no-action alternative would not change the existing condition of 
disposal of RYO tobacco products or packaging materials, as many other similar tobacco products would 
continue to be marketed. 

8.  List of Preparers  

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

Preparer: 
Mehran Niazi, Ph.D., Center for Tobacco Products 

Education: Ph.D. in Environmental Sciences 
Experience: Twelve years in environmental fate and transport and environmental modeling 
Expertise: Water quality modeling, environmental fate and transport modeling 

Reviewer: 
Hoshing W. Chang, Ph.D., Center for Tobacco Products 

Education: M.S. in Environmental Science and Ph.D. in Biochemistry 
Experience: Ten years in FDA-related NEPA practice 
Expertise: NEPA analysis, environmental risk assessment, wastewater treatment 

9.  A Listing of  Agencies and Persons Consulted  

Not applicable. 
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Confidential Appendix  1  

Location of the Manufacturing Facility  

The applicant stated that the papers are manufactured by (b)(4)  located at 
the following address: 

 
 

(b)(4)

The booklets are assembled by  (b)(4)
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Confidential Appendi x 2: 

Compari son of the New Product to the Predicate Product 

STN 

SE0014893 

Change 
The new t obacco product conta ins 200 cigare tt e papers w hile the predica t e 
to bacco product contains 33 cigarett e papers. 

The packaging of t he new tobacco product includes a cardboard box w hereas t he 
packaging of t he predicat e product includes a cardboard book let. 

The air permeab ilit y of t he new to bacco product is 20% more than the pre dicat e 
to bacco produc t . 



---
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Confidential Appendix 3: 

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

To evaluate the environmenta l impacts of manufactur ing due to the proposed action , current 
product ion vo lumes and projected market vo lumes that include products marketed outside the United 
States were used. This is why there is current product ion information for the new product that is not 
current ly on the U.S. market. 

The applicant intends to cont inue market ing the pred icate product after receiving a market ing order for 
the new product. The applicant used the 2016 statist ical data for paper and paper board production in 
Europe and stated that the comb ined product ion of the new and predicate products account for a 
minute fract ion (7.5 x 10-6 percent ) of tota l paper and paperboard product ion in France.3 

Confede ration of European Paper Industries, Key Statist ics 2016; 
http ://www.cepi .org/system/ fi les/pu bl ic/documents/publ ications/statistics/2017 /KeyStatistics2016 Fina I. pdf. Accessed June 
25, 20 18. 

Market Volume 
Current Year First-Year Projection Fifth-Year Projection 
ProductionSTN 

Unit New Predicate New Predicate New Predicate 
Product Product Product Product Product Product 

#of
SE0014893 

leaves -

http://www.cepi.org/system/files/public/documents/publications/statistics/2017/KeyStatistics2016_Final.pdf
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