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CORPORATE DISCLOSURE STATEMENT 

 In compliance with Federal Rule of Appellate Procedure 26.1, Appellants 

disclose the following: 

 Appellant R.J. Reynolds Tobacco Company (“RJRT”) states that RJRT is a 
direct, wholly owned subsidiary of R.J. Reynolds Tobacco Holdings, Inc.; R.J. 
Reynolds Tobacco Holdings, Inc. is a direct, wholly owned subsidiary of 
Reynolds American Inc.; and Reynolds American Inc. is an indirect, wholly 
owned subsidiary of British American Tobacco, p.l.c., a publicly traded 
company.  

 Appellant Santa Fe Natural Tobacco Company (“SFNTC”) states that SFNTC 
is a direct, wholly owned subsidiary of Reynolds American Inc. and Reynolds 
American Inc. is an indirect, wholly owned subsidiary of British American 
Tobacco, p.l.c., a publicly traded company.  

 Appellant American Snuff Company, LLC (“ASC”) states that ASC is a direct, 
wholly owned subsidiary of Conwood Holdings, Inc.; Conwood Holdings, Inc. 
is a wholly owned subsidiary of Reynolds American Inc.; and Reynolds 
American Inc. is an indirect, wholly owned subsidiary of British American 
Tobacco, p.l.c., a publicly traded company.
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STATEMENT OF JURISDICTION 

The district court had jurisdiction over this action because it arises under the 

Constitution and the laws of the United States. 28 U.S.C. § 1331. This Court has 

jurisdiction over this action because it is an appeal from a final judgment of the 

district court entered on August 7, 2020. 28 U.S.C. § 1291. Appellants timely filed 

their notice of appeal on September 4, 2020. ER 9; see Fed. R. App. P. 4(a)(1)(A). 

STATEMENT OF THE ISSUES 

The federal Tobacco Control Act delineates the division of federal authority 

(on the one hand) and state and local authority (on the other) over tobacco products. 

In particular, the Act reserves to the federal government the power to enact tobacco 

product standards, including regulations about the constituents, additives, and 

properties of tobacco products. The Act therefore expressly preempts any state or 

local requirements that are different from, or in addition to, federal requirements 

relating to tobacco product standards. The Act has a narrow saving clause, which 

protects certain state and local requirements relating to the sale of tobacco products. 

Los Angeles County, however, enacted an Ordinance prohibiting all sales of “any 

flavored tobacco product.” The issues presented are: 

1. Whether the Tobacco Control Act expressly preempts Los Angeles 

County’s Ordinance. 

2. Whether federal law impliedly preempts the County’s Ordinance.  
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INTRODUCTION 

More than a decade ago, in the Family Smoking Prevention and Tobacco 

Control Act of 2009 (“Tobacco Control Act” or “TCA”), Congress prescribed the 

respective roles that federal, state, and local actors would play in regulating tobacco 

products. This case asks whether a state or locality can prohibit the sale of tobacco 

products based on the products’ failure to comply with the state or locality’s 

preferred product standard. Congress answered unequivocally: No. Under the TCA, 

state and local governments retain their traditional power to regulate the sale of 

tobacco products. Those governments may, for example, raise the minimum age of 

purchase, adopt licensing regimes, impose restrictions on non-face-to-face sales, 

require tobacco products to be stored in locked cases, and restrict where products 

may be sold (e.g., not near schools). But one thing states and localities cannot do is 

prohibit the sale of tobacco products because those jurisdictions disagree with 

federal tobacco product standards.  

This straightforward conclusion flows directly from the text of the TCA’s 

three preemption-related provisions—the Preservation Clause, Preemption Clause, 

and Saving Clause. The Preservation Clause—which is expressly limited by the 

Preemption Clause—generally gives federal agencies, the Armed Forces, Indian 

tribes, states, and localities broad authority over tobacco products, including 

authority to adopt requirements either “relating to or prohibiting the sale” of tobacco 
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products. 21 U.S.C. § 387p(a)(1) (emphasis added). The Preemption Clause then 

takes away part of that power: States and localities cannot impose “any requirement” 

that is “different from, or in addition to,” federal requirements about tobacco product 

standards. Id. § 387p(a)(2) (emphasis added). The reference to “any requirement,” 

therefore, preempts all state and local requirements that diverge from federal tobacco 

product standards and either “relat[e] to” or “prohibit[]” the sale of tobacco products. 

Finally, the Saving Clause restores part of what the Preemption Clause takes away: 

A state or locality can enact “requirements relating to the sale” of tobacco products 

based on state or local product standards. Id. § 387p(a)(2)(B) (emphasis added). 

Critically, however, the Saving Clause does not restore the power to prohibit sales. 

So while state and local governments retain their traditional power to regulate the 

sale of tobacco products, they cannot prohibit sales based on their own preferred 

tobacco product standards. 

Los Angeles County, however, upended Congress’s delicate balance. In 2019, 

the County adopted a draconian ordinance, banning every conceivable flavored 

tobacco product. The ban covers menthol cigarettes, flavored vapor products, and 

myriad other tobacco products. Plaintiffs-Appellants R.J. Reynolds Tobacco 

Company, American Snuff Company, and Santa Fe Natural Tobacco Company 

(collectively, “Reynolds”) manufacture and sell flavored tobacco products that are 

banned by Los Angeles County’s ordinance.  
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The County has the laudable aim of reducing youth use of tobacco products—

an aim that Appellants share. But the County’s blunderbuss approach, which 

unjustifiably forbids the sale of the products to adults, is manifestly unconstitutional.  

First, the County’s Ordinance is expressly preempted because it falls squarely 

within the TCA’s Preemption Clause and is not saved by the Saving Clause. As to 

the Preemption Clause: A ban on flavored tobacco products is a paradigmatic 

tobacco product standard. Indeed, one of the only “tobacco product standards” 

Congress expressly included in the TCA is a ban on flavored cigarettes (other than 

menthol ones). Id. § 387g(a). Moreover, the TCA describes tobacco product 

standards as “provisions respecting the … properties of the tobacco product.” Id. 

§ 387g(a)(4)(B)(i) (emphasis added). As one court recently concluded, “there can be 

no dispute that a provision respecting the flavor of a tobacco product is a provision 

respecting a ‘property’ of that product.” R.J. Reynolds Tobacco Co. v. City of Edina, 

2020 WL 5106853, at *4 (D. Minn. Aug. 31, 2020) (Edina). Thus, it is clear that by 

banning flavored products, Los Angeles County created a requirement relating to a 

tobacco product standard. And because that standard is more stringent than federal 

standards (which allow the sale of menthol products), Los Angeles’s ban is covered 

by the TCA’s Preemption Clause.  

Nor does the TCA’s Saving Clause apply here. In the TCA’s preemption 

provisions, Congress carefully distinguished between laws “relating to the sale” of 
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tobacco products and those “prohibiting the sale” of tobacco products. The Saving 

Clause saves the former but not the latter. Thus, while state and local governments 

have broad power to regulate tobacco product sales, one thing they cannot do is 

absolutely prohibit such sales because they believe federal standards are not strong 

enough. The County’s position, in contrast, nullifies the TCA’s distinction between 

local laws “relating to the sale” of tobacco products (which are permitted) and those 

“prohibiting the sale” of tobacco products (which are preempted). Los Angeles 

County’s interpretation of the Saving Clause, moreover, would render the 

Preemption Clause a dead letter. A locality could always ban the sale of a tobacco 

product that is not manufactured in accordance with the locality’s preferred tobacco 

product standard. But preemption clauses should not be rewritten into empty vessels.  

 Second, federal law also impliedly preempts the County’s Ordinance. 

Congress entrusted FDA to decide which flavored products should be available to 

adult consumers based on national considerations like whether a ban would create 

an illicit market for contraband products. And FDA has decided to allow certain 

flavored tobacco products, including menthol cigarettes, to stay on the market. Los 

Angeles County should not be allowed to undermine FDA’s expert judgment.  

Finally, it is worth casting a broader eye to the issue at stake in this case. Los 

Angeles County’s Ordinance is but one law governing tobacco product standards in 

what is now a mishmash of laws across the country. In fact, nearly 300 localities 



 

6 

have enacted varying restrictions on flavored tobacco products.1 More jurisdictions 

are contemplating restrictions. E.g., H.B. 2148, 81st Legis. Assemb., Reg. Sess. (Or. 

2021). And just recently, California, the largest market in the country, enacted a 

statewide ban on flavored tobacco products. See S.B. 793, 2019-2020 Reg. Sess. 

(Cal. 2020). 2  Though that law has been suspended because of a statewide 

referendum, it represents a growing trend that is destroying Congress’s carefully 

delineated balance between federal authority and state and local authority.  

Through the TCA, Congress assigned FDA the power to set tobacco product 

standards. In doing so, Congress explicitly sought to avoid the current regulatory 

hodgepodge created by states and localities. See TCA Pub. L. No. 111-31, § 3(3), 

123 Stat. 1776, 1782 (codified at 21 U.S.C. § 387 note) (listing a statutory purpose 

of allowing “[FDA] to set national standards controlling the manufacture of tobacco 

products”). This Court should thus enforce the words Congress wrote. For “if one 

                                                 
1  See Campaign for Tobacco-Free Kids, States & Localities That Have 

Restricted the Sale of Flavored Tobacco Products (Feb. 16, 2021), 
https://tinyurl.com/y9d2zkq9. 

2 Appellants separately challenged S.B. 793. R.J. Reynolds Tobacco Co. v. 
Becerra, No. 3:20-cv-1990 (S.D. Cal.) (filed Oct. 19, 2020). While that case has 
been pending, the California Secretary of State certified that a referendum 
challenging S.B. 793 qualified for the November 8, 2022 election. See Cal. Sec’y of 
State, Nov. 8, 2022, Statewide Ballot Measures (Jan. 22, 2021), 
https://tinyurl.com/y3fd9wma. The referendum “suspend[ed] operation” of S.B. 793 
unless and until “it is approved by a majority of voters.” Wilde v. City of Dunsmuir, 
470 P.3d 590, 593 (Cal. 2020). Motions for a preliminary injunction and to dismiss 
the complaint have been fully briefed and are pending before the district court. 
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State or political subdivision may enact such rules, then so may any other; and the 

end result would undo Congress’s carefully calibrated regulatory scheme.” Engine 

Mfrs. Ass’n v. S. Coast Air Quality Mgmt. Dist., 541 U.S. 246, 255 (2004). Under 

that scheme, states and localities have broad power when it comes to regulating the 

sales of tobacco products, but one thing they may not do is completely prohibit the 

sale of tobacco products because they disagree with federal tobacco product 

standards. The Court should reverse the judgment below. 

STATEMENT OF THE CASE 

A. The Tobacco Control Act Details the Division between Federal 
and Local Authority over Tobacco Products. 

Long before Los Angeles County considered prohibiting flavored tobacco 

products, Congress enacted a comprehensive regime distributing authority over all 

aspects of tobacco regulation between FDA and state and local governments. In 2009, 

Congress enacted the Family Smoking Prevention and Tobacco Control Act of 2009, 

Public Law No. 111-31, 123 Stat. 1776. Among other things, the Act added a new 

Chapter IX to the Federal Food, Drug, and Cosmetic Act (“FDCA”), granting FDA 

primary authority to regulate tobacco products. See FDCA §§ 900-919, 21 U.S.C. 

§§ 387-387s.3  

                                                 
3 The relevant statutory provisions are provided in the Statutory Addendum. 
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1. The TCA addresses the regulation of flavors in tobacco products in detail, 

in a section entitled “[t]obacco product standards.” See 21 U.S.C. § 387g. And within 

that section, Congress expressly enacted a “tobacco product standard” that prohibits 

cigarettes from containing characterizing flavors other than tobacco or menthol. Id. 

§ 387g(a)(1)(A). Congress, moreover, enforced that standard through a sales ban, by 

providing that any cigarettes containing impermissible characterizing flavors are 

“adulterated,” and cannot be sold. Id. §§ 387b(5), 331(a), (c). Thus, federal tobacco 

product standards explicitly ban all flavored cigarettes except menthol and tobacco 

flavors. 

The TCA’s prohibition on characterizing flavors other than menthol and 

tobacco in cigarettes is a floor, not a ceiling, for FDA. Congress authorized FDA to 

take further “action … applicable to menthol or any artificial or natural flavor.” Id. 

§ 387g(a)(1)(A). But to do so, FDA must analyze two factors. First, FDA may take 

such action by adopting an additional “tobacco product standard[]” upon finding that 

the “standard is appropriate for the protection of the public health.” Id. 

§ 387g(a)(3)(A). Such tobacco product standards include “provisions respecting the 

construction, components, ingredients, additives, constituents … and properties of 

the tobacco product.” Id. § 387g(a)(4)(B)(i). Second, for menthol cigarettes, 

Congress recognized that, given their widespread use, banning them risked creating 

an unregulated black market. It thus directed FDA and its advisory committee to 
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study the possibility of a black market before extending the flavor ban to menthol 

cigarettes. See id. § 387g(b)(2), (e)(1). 

In short, Congress left it to FDA to decide whether to prohibit menthol (or any 

other characterizing flavor) in tobacco products. But if FDA wants to enact such a 

“tobacco product standard” (in the parlance of the Act), FDA must determine, among 

other things, that it is appropriate for the public health and, for menthol cigarettes, 

assess its impact on the black market.  

2. Given the primary role Congress assigned to FDA, Congress also addressed 

the relationship between federal authority and state and local authority to regulate 

tobacco products. Congress did so in three interrelated provisions: 

The Preservation Clause generally preserves “the authority of” states, 

localities, the Armed Forces, federal agencies, and Indian tribes to promulgate 

measures that are “in addition to, or more stringent than, requirements,” under the 

TCA, including “measure[s] relating to or prohibiting the sale … or use of tobacco 

products by individuals of any age.” Id. § 387p(a)(1). While the preservation of those 

entities’ authority is broad, when it comes to state and local governments, the 

Preservation Clause has an express exception: If a state or local law falls within the 

TCA’s Preemption Clause, that law is not protected by the Preservation Clause. Id. 

(stating that Preservation Clause applies “[e]xcept as provided in paragraph (2)(A),” 

i.e., the Preemption Clause). 
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The Preemption Clause, in turn, prohibits states and localities from 

“establish[ing] … any requirement” that “is different from, or in addition to,” any 

federal requirements “relating to tobacco product standards, premarket review, 

adulteration, misbranding, labeling, registration, good manufacturing standards, or 

modified risk tobacco products.” Id. § 387p(a)(2)(A). The Preemption Clause makes 

it possible for tobacco-product manufacturers to comply with a single set of product 

standards—rather than grapple with potentially hundreds of different requirements 

set by different states and localities. See TCA § 3(3), 123 Stat. at 1782 (codified at 

21 U.S.C. § 387 note). 

The Saving Clause then provides an exception to the Preemption Clause. The 

Saving Clause saves from preemption state and local “requirements relating to the 

sale, distribution, possession, … the advertising and promotion of, or use of, tobacco 

products by individuals of any age.” 21 U.S.C. § 387p(a)(2)(B) (emphases added). 

But the Saving Clause does not reference and so does not restore local power to 

“prohibit” the sale of tobacco products. 

B. FDA Continues To Address Flavors in Tobacco Products To 
Prevent Youth from Using Tobacco, a Goal Reynolds Shares.  

The federal government has repeatedly addressed the use of flavors in tobacco 

products and, thus far, has prohibited most flavored cigarettes and many flavored 

vapor products. But FDA has continually allowed the sale of menthol-flavored 

cigarettes and vapor products. 
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1. Since the TCA’s enactment, FDA has enforced the TCA’s baseline 

“tobacco product standard” related to flavors, that is, the prohibition on cigarettes 

containing characterizing flavors other than menthol or tobacco. Menthol and 

tobacco are thus the only cigarette flavors on the market. Pursuant to the TCA, the 

FDA’s Tobacco Products Scientific Advisory Committee has also studied “the issue 

of the impact of the use of menthol in cigarettes on the public health.” Id. 

§ 387g(e)(1).  

In addition, FDA has twice sought information from the public about the 

effects of menthol cigarettes. Menthol in Cigarettes, Tobacco Products; Request for 

Comments, 78 Fed. Reg. 44,484, 44,485 (July 24, 2013); Regulation of Flavors in 

Tobacco Products, 83 Fed. Reg. 12,294, 12,299 (Mar. 21, 2018). And on both 

occasions, FDA received comments demonstrating that there is no scientific or other 

justification for FDA to limit or ban menthol in cigarettes. Menthol cigarettes do not 

pose a different health risk from other types of cigarettes, and menthol cigarettes do 

not adversely affect smoking initiation, dependence, or cessation.4 Moreover, FDA 

                                                 
4  E.g., RAI Servs. Co., Comment Letter on Advance Notice of Proposed 

Rulemaking Regarding Menthol in Cigarettes, Tobacco Products (Nov. 22, 2013) 
(“RAI 2013 Letter”), available at regulations.gov (Dkt. FDA-2013-N-0521); RAI 
Servs. Co., Comment Letter on Advance Notice of Proposed Rulemaking Regarding 
Regulations of Flavors in Tobacco Products (July 18, 2018) (“RAI 2018 Letter”), 
available at regulations.gov (Dkt. FDA-2017-N-6565); Altria Client Servs., 
Comment Letter on Advance Notice of Proposed Rulemaking Regarding Menthol in 
Cigarettes, Tobacco Products (Nov. 22, 2013) (“Altria 2013 Letter”), available at 
regulations.gov (Dkt. FDA-2013-N-0521); Altria Client Servs., Comment Letter on 



 

12 

received evidence that banning menthol cigarettes would trigger a significant illicit 

market for those products.5 Thus, banning menthol cigarettes could cause severe 

adverse effects on the public (both smokers and non-smokers alike).6 Faced with this 

evidence, FDA has decided not to ban menthol cigarettes. 

2. FDA has also deemed various other tobacco products, including electronic 

nicotine delivery systems (ENDS) products—often called e-cigarettes or vapor 

products—as “tobacco products” subject to regulation under the TCA.7 In early 2020, 

FDA effectively banned the sale of flavored cartridge-based ENDS products, other 

than tobacco- or menthol-flavored products.8  And on September 9, 2020, FDA 

effectively banned all flavored ENDS products not the subject of timely filed 

premarket tobacco product applications under FDA review. Enforcement Priorities 

3. FDA also continues to issue warning letters to entities that market or sell 

                                                 
Advance Notice of Proposed Rulemaking Regarding Regulation of Flavors in 
Tobacco Products (July 19, 2018) (“Altria 2018 Letter”), available at 
regulations.gov (Dkt. FDA-2017-N-6565). 

5 E.g., RAI 2013 Letter, supra, at 46; RAI 2018 Letter, supra, at 28-31; Altria 
2013 Letter, supra, at 5-6; Altria 2018 Letter, supra, at 7. 

6 See RAI 2013 Letter, supra, at 46.  
7 Deeming Tobacco Products To Be Subject to the Federal Food, Drug, and 

Cosmetic Act, as Amended by the Family Smoking Prevention and Tobacco Control 
Act: Final Rule, 81 Fed. Reg. 28,973, 28,976 (May 10, 2016). 

8  FDA, Enforcement Priorities for Electronic Nicotine Delivery System 
(ENDS) and other Deemed Products on the Market Without Premarket 
Authorization 19 (rev. Apr. 2020) (“Enforcement Priorities”), 
https://tinyurl.com/u22rjty. 
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unauthorized flavored cartridge-based ENDS products and other ENDS products 

marketed in ways that appeal to youth.9  

At every turn, FDA explained that these actions were calibrated public-health 

decisions aimed at reducing youth tobacco usage in particular. In FDA’s view, its 

current approach—effectively banning flavored cartridge-based vapor products 

except for menthol and tobacco—“strikes an appropriate balance between restricting 

youth access to such products, while maintaining availability of potentially less 

harmful options for current and former adult smokers who have transitioned or wish 

to transition completely away from combusted [tobacco- and menthol-flavored] 

tobacco products.” Enforcement Priorities 20; see also 81 Fed. Reg. at 29,011 

(similar). 

3. FDA’s efforts dovetail with Reynolds’s longstanding efforts to keep 

tobacco products away from youth. Reynolds has rigorous standards to ensure its 

marketing is accurate and responsibly directed to adult smokers over age twenty-one. 

                                                 
9  See, e.g., J. McDonald, FDA Threatens More Small Vape Companies, 

Vaping360 (Feb. 12, 2021) (FDA “issued 11 warning letters to vape manufacturers 
that have continued to sell products registered with the FDA without having filed 
Premarket Tobacco Applications (PMTAs). This is the third round of warnings since 
Jan. 15.”), https://tinyurl.com/6epjdes3; FDA News Release, FDA Warns Firms to 
Remove Unauthorized E-liquid Products from Market in First Letters Issued to 
Manufacturers that Did Not Submit Premarket Applications by Deadline (Jan. 15, 
2021), tinyurl.com/sytmloty; FDA News Release, FDA Warns Manufacturers and 
Retailers to Remove Certain E-cigarette Products Targeted to Youth from the 
Market (Apr. 27, 2020), https://tinyurl.com/ybg9yny3. 
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Reynolds also has strict compliance policies for retailers who sell its products to 

prevent youth from purchasing its products and supports programs that train retailers 

to comply with age restrictions.  

FDA’s and Reynolds’s efforts have proven successful in reducing youth 

cigarette smoking and e-cigarette use. Youth cigarette smoking “has steadily 

declined over the past 2 decades.”10 And FDA’s latest report finds that “1.8 million 

fewer U.S. youth are currently using e-cigarettes compared to 2019.”11 As FDA 

recognizes, “[t]his is good news.” Id. And Congress recently raised the age to 

purchase tobacco products to twenty-one. 21 U.S.C. § 387f(d)(5). 

C. Despite FDA’s and Reynolds’s Ongoing Efforts, Los Angeles 
County Bans All Flavored Tobacco Products. 

Even though Congress, FDA, and industry leaders such as Reynolds are 

engaged in effective efforts to address youth use of tobacco products, Los Angeles 

County enacted a total ban on flavored tobacco products. In September 2019, the 

County’s Board of Supervisors approved an Ordinance prohibiting retail sales of 

flavored tobacco products. See ER 45 (Amended Los Angeles County Tobacco 

                                                 
10 A. Gentzke, et al., Vital Signs: Tobacco Product Use Among Middle and 

High School Students—United States, 2011–2018, 68 Morbidity & Mortality Wkly. 
Rep. 157 (Feb. 15, 2019), https://tinyurl.com/y5sjsxox. 

11 FDA Statement, National Survey Shows Encouraging Decline in Overall 
Youth E-Cigarette Use, Concerning Uptick in Use of Disposable Products (Sept. 9, 
2020), https://tinyurl.com/y3rpwfph. 
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Ordinance (codified at L.A. County Code Titles 7 and 11) (Sep. 24, 2019)). This 

Ordinance is part of a burgeoning crop of local restrictions on flavored tobacco 

products across the country. See supra note 1.  

The Los Angeles Ordinance makes it illegal to “sell or offer for sale, or to 

possess with the intent to sell or offer for sale, any flavored tobacco product or any 

component, part or accessory intended to impart, or imparting a characterizing flavor 

in any form, to any tobacco product or nicotine delivery device, including electronic 

smoking devices.” L.A. Cnty. Code § 11.35.070(E).  

A “[t]obacco product” includes “[a]ny product containing, made, or derived 

from tobacco or nicotine.” Id. § 7.83.020(G) (including “cigarettes,” “chewing 

tobacco,” “snuff,” and “[a]ny electronic smoking device”). In turn, a “Flavored 

Tobacco Product” is “any tobacco product” that “imparts a characterizing flavor.” 

Id. § 11.35.020(J). Menthol is among the characterizing flavors specified in the 

Ordinance. Id. § 11.35.020(C) (“‘Characterizing flavor’ means a taste or aroma, 

other than the taste or aroma of tobacco, imparted either prior to or during 

consumption of a tobacco product or any byproduct produced by the tobacco product, 

including … menthol ….”).  

Los Angeles County thus bans retailers from selling any type of flavored 

tobacco product, including menthol products. In fact, the County’s Ordinance bans 

flavored products even if FDA has authorized the products to be sold after 
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considering whether they are “appropriate for the protection of the public health.”12 

And the Ordinance also bans flavored products even if FDA has authorized 

manufacturers to market them as presenting lower health risks when compared to 

using combustible cigarettes.13 

These restrictions have injured Reynolds. Reynolds manufactures “flavored 

tobacco products,” including menthol cigarettes and flavored smokeless tobacco 

products, that it distributes for resale to consumers within the unincorporated parts 

of Los Angeles County. See ER 39. But Reynolds’s flavored tobacco products can 

no longer be sold in Los Angeles County, as any sale of such products can result in 

criminal fines. See, e.g., L.A. Cnty. Code §§ 11.35.070(E), 11.35.120(A).  

D. Procedural History. 

After the County adopted its flavor ban, Reynolds filed suit against the 

County. Reynolds brought two claims: express preemption and implied preemption. 

Reynolds moved for a preliminary injunction, which the district court denied without 

                                                 
12 E.g., FDA News Release, FDA Permits Sale of IQOS Tobacco Heating 

System through Premarket Tobacco Product Application Pathway, 
https://tinyurl.com/y5d7qhpb. 

13 E.g., FDA News Release, FDA Grants First-Ever Modified Risk Orders to 
Eight Smokeless Tobacco Products (authorizing marketing of Swedish Match’s 
flavored snus products as having “a lower risk [than cigarettes] of mouth cancer, 
heart disease, lung cancer, stroke, emphysema, and chronic bronchitis”), 
https://tinyurl.com/y6ruvbdz; see also FDA, Modified Risk Orders (July 7, 2020), 
https://tinyurl.com/y2bvbzxv. 
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holding a hearing. ER 17. The district court’s order only addressed the likelihood-

of-success factor of the preliminary-injunction test, and held Reynolds was not likely 

to succeed. ER 19. Then, Reynolds moved for summary judgment and the County 

moved to dismiss the complaint. The court granted the motion to dismiss and denied 

Reynolds’s summary judgment motion as moot, again without a hearing, and 

expressly adopted the reasoning from its prior decision denying the preliminary 

injunction. ER 15 (“For the reasons stated in the PI Order, the Court concludes that 

the Ordinance is not expressly preempted.”); ER 16 (“For the reasons stated in the 

PI Order, the Court concludes the Ordinance is not impliedly preempted.”).  

1. On express preemption, the court held that the County’s Ordinance does 

not fall within the TCA’s Preemption Clause because the flavor ban is not related to 

a tobacco product standard. ER 22. The court began by recognizing that Congress 

itself called a ban on flavors in cigarettes (other than tobacco and menthol) a 

“tobacco product standard.” See ER 20 (quoting 21 U.S.C. § 387g(a)(1)(A)). The 

court also noted that under the TCA, tobacco product standards include “‘provisions 

respecting the construction, components, ingredients, additives, constituents, … and 

properties of the tobacco product.’” ER 20-21 (emphasis added) (quoting 21 U.S.C. 

§ 387g(a)(4)(B)(i)). And the court seemed to agree that “both ‘additives’ and 

‘properties’ of tobacco products include flavoring.” ER 21.  
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Nonetheless, the court held that the County’s ban on flavors does not amount 

to a tobacco product standard. The court looked to other courts that had “addressed 

the preemption of local flavored tobacco bans.” Id. (citing Nat’l Ass’n of Tobacco 

Outlets, Inc. v. City of Providence, 731 F.3d 71, 85 (1st Cir. 2013) (“NATO”); U.S. 

Smokeless Tobacco Mfg. Co. v. City of New York, 708 F.3d 428, 436 (2d Cir. 2013)). 

And though the district court conceded that “[t]he Ordinance at issue here is more 

restrictive than the ordinances previously held not to be preempted,” the court held 

the Ordinance is not preempted because it is not directed at the manufacturing 

process. Id. 

According to the court, a local law amounts to a product standard only where 

the law “clearly infringe[s] on the FDA’s authority to determine what chemicals and 

processes may be used in making tobacco products.” ER 22. The court reasoned that 

because the County’s Ordinance defines “‘characterizing flavor’ based on ‘a taste or 

aroma’—not constituents or additives,” it is not directed at the chemicals or 

processes used to make tobacco products. Id. The court did not address Plaintiffs’ 

argument that tobacco product standards also include regulations related to the 

“properties” of the products.  

The court also rejected Plaintiffs’ alternative argument. Plaintiffs pointed out 

that even if “tobacco product standards” were limited to the manufacturing process, 

the Ordinance amounted to a manufacturing regulation. As Plaintiffs explained, 
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there is only one way a taste or aroma other than tobacco can come to be in a tobacco 

product—through an additive. Id. The court wrote, “Assuming, without concluding, 

that this is true, this fact does not change the analysis.” Id.  

Finally, the court applied a “general presumption that when the text of a pre-

emption clause is susceptible of more than one plausible reading, courts ordinarily 

accept the reading that disfavors pre-emption.” ER 26. The court explained that “to 

the extent the Preemption Clause is susceptible of more than one plausible reading, 

the Court accepts the narrower plausible interpretation—that the flavored tobacco 

ban is not a tobacco product standard.” ER 27. Because the court held that Los 

Angeles County’s Ordinance did not fall within the TCA’s Preemption Clause, it did 

not “decide whether the Savings Clause would save the Ordinance.” ER 28.  

2. On implied preemption, the court also held that the County’s Ordinance 

survived. The Court found that the County’s Ordinance would not “undermine 

Congress’s and the FDA’s judgment that certain flavored tobacco products—

including menthol cigarettes—should remain on the market.” ER 29. The court 

wrote that the TCA “expressly gives state and local governments the power to 

prohibit the sale of tobacco products, even if those sales bans are stricter than the 

federal ban, so long as the regulation is not covered by the Preemption Clause.” Id. 

The court also reasoned that “local regulations covered by the Preservation Clause, 

like the Ordinance, can promote the purposes and objectives of the [TCA] by acting 
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as testing grounds for new and innovative policies aiming to protect public health, 

and particularly the health of underage purchasers.” ER 29-30. 

SUMMARY OF THE ARGUMENT 

I.  The TCA expressly preempts Los Angeles County’s Ordinance.  

A.  The TCA’s Preemption Clause prohibits states and localities from 

enacting “any requirement which is different from, or in addition to, any requirement 

under [the TCA] relating to tobacco product standards.” 21 U.S.C. § 387p(a)(2)(A). 

The County’s ban on flavored tobacco products falls squarely within that 

prohibition.  

1.  The County’s flavor ban clearly relates to and is more stringent than 

federal tobacco product standards. The TCA expressly provides that such standards 

cover regulations of “the additives, constituents, … and properties” of tobacco 

products. Id. § 387g(a)(4)(B)(i). And a flavor ban is a paradigmatic property-based 

regulation. Indeed, one of the only tobacco product standards that Congress 

explicitly adopted in the TCA was a ban on flavored cigarettes. Id. § 387g(a)(1). 

Moreover, FDA—the agency tasked with interpreting and enforcing the TCA—has 

repeatedly referred to potential rules governing flavors in tobacco products as 

creating “tobacco product standards.” And the County’s Ordinance is plainly 

“different from, [and] in addition to” federal standards, since it bans menthol 
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products, which federal standards allow. Thus, the Ordinance falls squarely within 

the TCA’s Preemption Clause. 

2.  The district court’s contrary holding was wrong. The court’s conclusion 

that tobacco product standards are limited to manufacturing regulations was based 

on other judicial decisions that contain “little more than ipse dixit.” Edina, 2020 WL 

5106853, at *3. This conclusion cannot be squared with the TCA’s text or FDA’s 

actions under the Act. Moreover, the Supreme Court rejected the argument that a 

product “standard” is limited to manufacturing regulations. Engine Mfrs., 541 U.S. 

at 255. As the Court made clear, product standards can be enforced through 

manufacturing (or sales) restrictions, but that does not change the fact that what is 

being enforced is a product standard. But even if it were necessary to show a direct 

ban on ingredients, the County’s Ordinance is such a ban. There is no practical 

difference between telling a manufacturer that it may not add an ingredient that 

imparts a flavor to a tobacco product and telling a manufacturer that it may not sell 

a tobacco product if it has added an ingredient that imparts a flavor. Thus, the 

County’s ban does regulate manufacturing.  

B.  Nor has the County carried its burden of showing that the ban is saved 

by the TCA’s Saving Clause, for two reasons.  

First, Congress carefully distinguished between requirements “relating to the 

sale” of tobacco products, on the one hand, and requirements “prohibiting the sale” 
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of products, on the other. The Preservation Clause explicitly lists both types of 

requirements. The Preemption Clause then preempts “any” state or local 

“requirement which is different from, or in addition to,” federal tobacco product 

standards. Id. § 387p(a)(2)(A) (emphasis added). That phrase “any requirement,” 

therefore, sweeps in both requirements “relating to” and “prohibiting the sale” of 

tobacco products—both are preempted if they are “different from, or in addition to,” 

federal product standards. Finally, the Saving Clause restores only part of what the 

Preemption Clause takes away. It provides that the Preemption Clause “does not 

apply to requirements relating to the sale” of tobacco products. Id. § 387p(a)(2)(B) 

(emphasis added). But absent is any reference to the power to impose requirements 

prohibiting the sale of tobacco products—which means that the Saving Clause does 

not restore that power. 

Read together, the import of the provisions is clear: State and local 

governments have broad authority to regulate the sale of tobacco products. They 

can, for example, raise the minimum age of purchase, restrict where products may 

be sold, impose licensing requirements, and restrict non-face-to-face sales—the 

types of requirements that state and local governments have traditionally adopted. 

But state and local governments cannot “prohibit” the sale of tobacco products 

because they disagree with the federal government’s tobacco product standards.  
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Second, a contrary reading—one that saved a prohibition like Los Angeles 

County’s—would nullify the Preemption Clause. If the Saving Clause saves blanket 

prohibitions on the sale of tobacco products that fail to comply with an otherwise 

preempted state or local product standard, then the Preemption Clause is essentially 

a dead letter. All a locality has to do is frame its tobacco product standard as a ban 

on the sale of tobacco products that fail to comply with the standard. “That would 

make a mockery of the [TCA’s] preemption provision.” Nat’l Meat Ass’n v. Harris, 

565 U.S. 452, 464 (2012). 

II.  Los Angeles County’s Ordinance is also impliedly preempted because 

it conflicts with federal law.  

A.  Congress charged FDA with promulgating tobacco product 

standards—including whether to prohibit menthol in tobacco products. FDA is 

statutorily required to determine whether creating product standards is appropriate 

for the protection of the public health and whether the standards would cause an 

increase in the illicit market for tobacco products. FDA has repeatedly studied 

flavors and has not prohibited menthol. In particular, FDA has received information 

that banning menthol cigarettes could exacerbate the illicit market and lead to a host 

of negative consequences. It has likewise allowed the sale of menthol vapor products 

because they have the potential to promote public health by providing cigarette 
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smokers with a potentially less risky alternative. Los Angeles County should not be 

permitted to override FDA’s science-based determination.  

B.  The district court’s contrary conclusion was wrong. The court 

concluded that the County’s ban was not impliedly preempted because the TCA’s 

Preservation Clause preserves the authority of state and local governments “to 

prohibit the sale of tobacco products.” ER 29. But the Preservation Clause is 

expressly limited by the Preemption Clause. More fundamentally, implied 

preemption principles apply regardless of the fact that the TCA includes a 

Preservation Clause. In any event, Congress did not intend for localities to ban 

products that FDA, in its scientific judgment, has elected to allow on the market. 

 The district court’s judgment should be reversed. 

STANDARD OF REVIEW 

“A dismissal for failure to state a claim pursuant to Federal Rule of Civil 

Procedure 12(b)(6) is reviewed de novo.” Marder v. Lopez, 450 F.3d 445, 448 (9th 

Cir. 2006). Whether a local ordinance is preempted by federal law is a question of 

law, which this Court also reviews de novo. See Niehaus v. Greyhound Lines, Inc., 

173 F.3d 1207, 1211 (9th Cir. 1999). 
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ARGUMENT 

I. THE TOBACCO CONTROL ACT EXPRESSLY PREEMPTS THE COUNTY’S BAN. 

Los Angeles County’s Ordinance is expressly preempted. It falls squarely 

under the TCA’s Preemption Clause and is not saved by the Act’s Saving Clause.  

The TCA’s Preemption Clause targets state and local requirements that are 

“different from” or “in addition to” federal requirements “relating to tobacco product 

standards.” 21 U.S.C. § 387p(a)(2)(A). As the text of the TCA and FDA’s 

interpretations of the Act make clear, a ban on flavors in tobacco products is a 

paradigmatic tobacco product standard. Thus, by banning all flavors in tobacco 

products, Los Angeles County created a tobacco product standard. And that standard 

is “different from” and “in addition to” federal “requirement[s] … relating to tobacco 

product standards,” since it bans menthol flavors, which federal standards allow. Id.  

Nor does the TCA’s Saving Clause cover the Ordinance. That clause only 

saves state and local requirements relating to the sale of tobacco products. It does 

not save outright prohibitions based on products’ failure to comply with local 

product standards. And because the County’s ban is a blanket prohibition, it is not 

saved from preemption.  

This Court should thus hold that Los Angeles County’s Ordinance is expressly 

preempted. 



 

26 

A. The County’s Ban Falls Within the TCA’s Preemption Clause. 

1. Flavor bans are tobacco product standards. 

Los Angeles County’s ban on flavored tobacco products is in the heartland of 

the Tobacco Control Act’s Preemption Clause. That clause preempts “any 

requirement” that is “different from” or “in addition to” federal “requirement[s] … 

relating to tobacco product standards.” 21 U.S.C. § 387p(a)(2)(A) (emphasis added). 

No one disputes the County’s ban is different from and in addition to federal 

requirements. The only question is whether the Ordinance relates to a tobacco 

product standard. It clearly does.  

Start with the TCA’s text. The section titled “Tobacco product standards” 

could not be clearer that prohibitions on flavors in tobacco products are paradigmatic 

tobacco product standards. Id. § 387g. The very first provision bans cigarettes that 

“contain, as a constituent … or additive, an artificial or natural flavor (other than 

tobacco or menthol) or an herb or spice, … that is a characterizing flavor of the 

tobacco product or tobacco smoke.” Id. § 387g(a)(1) (emphasis added). The next 

provision then calls that prohibition a “tobacco product standard[].” Id. § 387g(a)(2). 

The TCA, moreover, specifically describes additional “tobacco product 

standards” as standards that contain “provisions respecting the construction, 

components, ingredients, additives, constituents, … and properties of the tobacco 

product.” Id. § 387g(a)(4)(B)(i) (emphasis added). That provision likewise 
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unambiguously encompasses restrictions or prohibitions on flavors in tobacco 

products. A product’s “property” is an “attribute, characteristic, or quality” of the 

product—like its flavor. See “Property,” Oxford English Dictionary (3d ed. 2007); 

see also Webster’s Third 1818 (defining “property” as “an effect that a material 

object or substance has … on one or more of the senses of an observer”); JL 

Beverage Co., LLC v. Beam, Inc., 318 F. Supp. 3d 1188, 1205 (D. Nev. 2018) (listing 

“flavor” as a “characteristi[c] of the vodka”), aff’d, 815 Fed. App’x 110 (9th Cir. 

2020); McKinnis v. Kellogg USA, 2007 WL 4766060, at *3 (C.D. Cal. Sept. 19, 

2007) (describing natural fruit flavors as “characteristics”). And “there can be no 

dispute that a provision respecting the flavor of a tobacco product is a provision 

respecting a ‘propert[y]’ of that product.” Edina, 2020 WL 5106853, at *4. The TCA 

also defines “additive[s]” to include “substances intended for use as a flavoring.” Id. 

§ 387(1). And a “constituent” is “an essential part” of the product. Webster’s Third 

New International Dictionary 486 (1981). So a naturally occurring flavor (such as 

the tobacco flavor of a cigarette) is a “constituent,” while “additives” sweep in added 

flavor enhancements.  

The legislative history confirms what the text clearly states—that Congress 

intended tobacco product standards to cover flavors in those products. The House 

Report that discusses the meaning of “tobacco product standards” made clear that 

the intent was to give FDA “authority to establish product standards regarding … 
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constituents, ... ingredients, additives, and all other properties of the tobacco 

product.” H.R. Rep. No. 111-58, pt. 1 at 39-40 (2009) (emphasis added). “Property” 

in the TCA thus means any property of the tobacco product. And, as just discussed, 

a paradigmatic “property” of a tobacco product is its flavor. 

In sum, Los Angeles County’s ban on characterizing flavors in tobacco 

products “fits comfortably within the [TCA’s] description of tobacco-product 

standards.” Edina, 2020 WL 5106853, at *3. 

Finally, FDA has also confirmed this reading. FDA—the agency tasked with 

enforcing and interpreting the TCA—has repeatedly referred to regulations of 

flavors in tobacco products as “tobacco product standards.” The agency has issued 

advance notices of proposed rulemaking contemplating the potential adoption of 

“tobacco product standard[s]” banning various flavored tobacco products, including 

menthol cigarettes and flavored vapor products.14 Likewise, in 2020, FDA described 

a proposed rule that would “ban characterizing flavors in all cigars” as “a tobacco 

product standard.” FDA, Unified Agenda, Tobacco Product Standard for 

                                                 
14 Menthol in Cigarettes, Tobacco Products; Request for Comments, 78 Fed. 

Reg. at 44,485; Regulation of Flavors in Tobacco Products, 83 Fed. Reg. at 12,299; 
see also FDA, Draft Paper, Illicit Trade in Tobacco Products after Implementation 
of an FDA Product Standard 4 (Mar. 15, 2018) (“FDA is also considering 
establishing a product standard prohibiting … tobacco products with certain 
characterizing flavors.”), https://tinyurl.com/y3spl7z2; FDA, Press Release, 
Statement from FDA Commissioner Scott Gottlieb, M.D. (Nov. 15, 2018) 
(announcing intent to consider banning menthol cigarettes and flavored cigars), 
https://tinyurl.com/y4kn533v.  
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Characterizing Flavors in Cigars (Fall 2020). FDA has also explained that 

“restricting or eliminating the use of flavors in” e-cigarettes would be a “tobacco 

product standard.” Enforcement Priorities 34. And, to tie this interpretation back to 

the text of the TCA, FDA considers a tobacco product’s “characterizing flavor” to 

be a “property” of the product. 15  These interpretations by FDA are entitled to 

deference. Skidmore v. Swift & Co., 323 U.S. 134, 140 (1944).16 

The County’s ban on flavored tobacco products thus plainly qualifies as a 

“requirement … relating to tobacco product standards” within the meaning of the 

Preemption Clause. 21 U.S.C. § 387p(a)(2)(A). And the County’s product standard 

is “different from,” and “in addition to,” the federal product standards, including the 

tobacco product standard “respecting the … additives”—i.e., the “substances 

intended for use as a flavoring”—and the “properties” of “tobacco product[s].” See 

id. §§ 387(1), 387g(a)(4)(B)(i). In short, Los Angeles County bans the sale of 

                                                 
15  Premarket Tobacco Product Applications and Recordkeeping 

Requirements, 84 Fed. Reg. 50,566, 50,637 (proposed Sept. 25, 2019); see also id. 
at 50,637-42 (requiring “Characterizing flavor(s) (e.g., none, menthol)” to be listed 
as “Product properties”); id. at 50,570. 

16 In a footnote, the district court wrote that the “FDA documents are not 
controlling.” ER 21 n.1. Regardless, the views expressed in those documents deserve 
deference. FDA is the entity charged with enforcing the TCA. It is thus best 
positioned to explain what qualifies as a tobacco product standard. And the district 
court offered no logical reason to eschew FDA’s consistent, longstanding opinion 
that regulating flavors in tobacco products creates a tobacco product standard.  



 

30 

tobacco products with any characterizing flavor, including menthol; federal law does 

not. The County’s Ordinance thus falls well within the Preemption Clause.  

2. The district court’s contrary conclusion is wrong.  

Notwithstanding the straightforward analysis above, the court below held that 

tobacco product standards are limited to manufacturing regulations, and “so long as 

a [local] sales regulation does not clearly infringe on the FDA’s authority to 

determine what chemicals and processes may be used in making tobacco products, 

it is not a tobacco product standard and is not preempted.” ER 22. In reaching this 

conclusion, the district court relied on decisions from the First and Second Circuit. 

Id. (citing NATO, 731 F.3d 71; U.S. Smokeless, 708 F.3d 428). But even then, the 

district court recognized that Los Angeles County’s Ordinance “is more restrictive 

than the ordinances previously held not to be preempted.” ER 21. The ordinances in 

NATO and U.S. Smokeless still permitted the sale of flavored tobacco products; they 

simply restricted where they could be sold. See U.S. Smokeless, 708 F.3d at 431, 

435-36; NATO, 731 F.3d at 82. Los Angeles County’s Ordinance, however, does not 

allow any retail sales of the products. 

Regardless, these decisions (including the one below) “provided little in the 

way of justification” for their conclusion that tobacco product standards are limited 

to manufacturing. Edina, 2020 WL 5106853, at *3. In fact, these opinions have 
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“provided little more than ipse dixit.” Id. And as laid out above, such a “distinction 

is insupportable in light of the statutory text,” id., as well as FDA’s actions.  

In fact, the TCA makes clear that “tobacco product standards” encompass 

more than just manufacturing. Three examples illustrate the point. First, the Act lists 

“labeling” relating to “the proper use of the tobacco product” as one type of product 

standard. 21 U.S.C. § 387g(a)(4)(C). Labeling often occurs after manufacturing. For 

instance, importers of already-manufactured products must add necessary labels. See 

15 U.S.C. § 1333. Courts have likewise held that a product’s website can amount to 

labeling, which has nothing to do with manufacturing. See United States v. 

Innovative Biodefense, Inc., 2019 WL 2428670, at *4 (C.D. Cal. Feb. 22, 2019). 

Second, the Preemption Clause applies to “modified risk tobacco products”—a 

category that often has nothing to do with how a product is manufactured. For 

example, a smokeless tobacco product that has been on the market for decades can 

become a modified risk tobacco product without any manufacturing changes—

simply because the manufacturer describes it as presenting less health risk compared 

to other tobacco products. 21 U.S.C. § 387k(g). Third, “premarket review,” another 

category covered by the Preemption Clause, also goes well beyond the 

manufacturing process, requiring FDA to determine whether the “marketing” of the 

product would be “appropriate for the protection of the public health.” Id. 

§ 387j(c)(4) (emphasis added). 
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Moreover, the TCA’s Preemption Clause separately preempts state laws 

related to “good manufacturing standards” that are different from, or in addition to, 

federal standards. Id. § 387p(a)(2)(A). If tobacco product standards were limited to 

already-preempted manufacturing standards, that would render product standards 

superfluous in the Preemption Clause. 

In addition, the legislative history confirms that tobacco product standards 

were intended to cover provisions “regarding … constituents, ... ingredients, 

additives, and all other properties of the tobacco product.” H.R. Rep. No. 111-58, 

pt. 1 at 39-40 (emphasis added). That statement thus confirms that product standards 

cover the finished product, not just the manufacturing process.  

More fundamentally, the Supreme Court has made clear in the preemption 

context that a product standard is not limited to manufacturing restrictions. Engine 

Mfrs., 541 U.S. at 255. In Engine Manufacturers, California had prohibited certain 

fleet operators from purchasing vehicles that did not comply with stringent state 

emissions standards. The Court held California’s law preempted by the Clean Air 

Act, which prohibited states from adopting “any standard relating to the control of 

emissions from new motor vehicles.” Id. at 252 (citing 42 U.S.C. § 7543(a)) 

(emphasis added).  

The Court specifically rejected California’s attempt to “engraft onto th[e] 

meaning of ‘standard’ a limiting component,” namely that a “standard” meant “only 
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[a] production mandat[e] that require[s] manufacturers to ensure that the vehicles 

they produce have particular emissions characteristics.” Id. at 253. California’s 

argument, the Court wrote, “confuses standards with the means of enforcing 

standards.” Id. Standards “target” the product itself, which means preempted 

“standard-enforcement efforts … can be directed to manufacturers or purchasers.” 

Id. (emphasis added). In other words, how a product standard is enforced does not 

change the fact that what is being enforced is a product standard: “a standard is a 

standard even when not enforced through manufacturer-directed regulation.” Id. at 

254; see also In re Volkswagen “Clean Diesel” Mktg., Sales Pracs., & Prods. Liab. 

Litig., 959 F.3d 1201, 1215-16, 1218 (9th Cir. 2020) (applying Engine 

Manufacturers to hold the Clean Air Act clearly preempts “any restriction that has 

the purpose of enforcing emission characteristics” for covered vehicles), petition for 

cert. filed (Jan. 21, 2021) (No. 20-994). 

The TCA itself confirms that product standards can be enforced at the point 

of sale rather than at the factory. The federal ban on most flavored cigarettes 

establishes, as a tobacco product standard, that a cigarette “shall not contain, as a 

constituent (including a smoke constituent) or additive, an artificial or natural flavor 

(other than tobacco or menthol) … that is a characterizing flavor.” 21 U.S.C. 

§ 387g(a)(1)(A). And that standard is enforced through a ban on the sale of 

noncompliant products: a product that violates a tobacco product standard is 



 

34 

considered “adulterated” and may not be sold. Id. § 331(a), (c); id. § 387b(5). Indeed, 

most product standards operate by forbidding the sale of non-conforming products, 

not by prohibiting manufacturers from making the products. See, e.g., 15 U.S.C. 

§ 1192 (banning sale of fabrics failing to conform to flammability standards); id. 

§ 1211 (banning sale of refrigerators failing to conform to safety standards); id. 

§ 1263(a)-(f) (banning sale of misbranded hazardous substances); 21 U.S.C. 

§ 458(a)(2)-(4) (banning sale of adulterated poultry products); 42 U.S.C. § 7522(a) 

(banning sale of cars failing to conform to emissions standards).  

In any event, even where (unlike here) a preemption clause is limited to state 

attempts to regulate manufacturing “operations,” the clause still applies where the 

state’s “sales ban … functions as a command to [manufacturers] to structure their 

operations” in a particular way by imposing a “ban on the sale of [a product] 

produced in whatever way the State disapproved.” Nat’l Meat, 565 U.S. at 464. Thus, 

“even if it were necessary to show a direct ban on ingredients (as opposed to flavors), 

[Los Angeles County’s] Ordinance is in effect such a ban. There is little difference 

between the government telling a manufacturer that it may not add an ingredient that 

imparts a flavor to a tobacco product and the government telling a manufacturer that 

it may not sell a tobacco product if it has added an ingredient that imparts a flavor.” 

Edina, 2020 WL 5106853, at *4. In that way, Los Angeles County’s ban does 

regulate manufacturing. Id. 
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On this score, National Meat Association v. Harris, 565 U.S. 452 (2012), 

controls. There the Supreme Court refused to allow California to use a sales ban to 

end-run an express preemption clause. That case addressed the scope of the 

preemption clause in the Federal Meat Inspection Act, which regulates 

slaughterhouses. Id. at 458. Like the TCA, the Meat Inspection Act’s preemption 

clause prohibits states from promulgating requirements that are “in addition to, or 

different than those made under this [Act],” but allows states to “mak[e] 

requirement[s] or tak[e] other action, consistent with this [Act].” Id. at 458 & n.3 

(quoting 21 U.S.C. § 678). Although the Act authorized slaughterhouses to receive 

and slaughter nonambulatory animals in certain circumstances, the California statute 

imposed a ban on the sale of meat from nonambulatory animals. The Court deemed 

California’s law preempted, explaining that “the sales ban … functions as a 

command to slaughterhouses to structure their operations in the exact way” that 

California wanted. Id. at 464. The Court continued, “[I]f the sales ban were to avoid 

[the Act’s] preemption clause, then any State could impose any regulation on 

slaughterhouses just by framing it as a ban on the sale of meat produced in whatever 

way the State disapproved.” Id. And “[t]hat would make a mockery of the FMIA’s 

preemption provision.” Id. (citing Engine Mfrs., 541 U.S. at 255); see also Wos v. 

E.M.A. ex rel. Johnson, 568 U.S. 627, 636 (2013) (states cannot avoid preemption 
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“by resorting to creative statutory interpretation or description at odds with the 

statute’s intended operation”).  

The same is true here. If Los Angeles County could simply end-run the 

Preemption Clause by framing its law as a sales ban, the Preemption Clause would 

be rendered a nullity. That is something this Court cannot countenance.  

Finally, the court below erred in applying a presumption against preemption. 

ER 26. That presumption has no place here, for two reasons. First, for the reasons 

explained above, the TCA is not ambiguous. It preempts all local laws that are 

“different from, or in addition to,” federal tobacco product standards. And the 

Ordinance clearly so qualifies. Second, the Supreme Court has, in recent years, made 

clear that where a statute includes an express preemption clause, the question for the 

court is the plain meaning of the statutory language. And in answering that question, 

courts should not apply presumptions that tilt the scales in one direction or the other. 

See Puerto Rico v. Franklin Cal. Tax-Free Tr., 136 S. Ct. 1938, 1946 (2016) 

(“because the statute contains an express pre-emption clause, we do not invoke any 

presumption against pre-emption but instead focus on the plain wording of the 

clause”); see also Atay v. Cnty. of Maui, 842 F.3d 688, 699 (9th Cir. 2016).17 Thus, 

                                                 
17 In a footnote, the district court opined that “the Supreme Court in Franklin” 

held only “that it would not invoke the presumption against preemption where the 
statute’s language was plain” and that the presumption applies “where there is 
ambiguity.” ER 26 n.6. Here, the language is “plain” and unambiguous. But 
regardless, Franklin explicitly said it would “not invoke any presumption against 
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no presumption applies. See also, e.g., Billetts v. Mentor Worldwide, LLC, 2019 WL 

4038218, at *6 (C.D. Cal. Aug. 27, 2019) (refusing to apply presumption against 

preemption to the analogously worded Medical Device Act).  

Even if, contrary to Supreme Court precedent, a presumption applied, it would 

still only apply to the Preemption Clause itself—not to the meaning of “tobacco 

product standard.” The meaning of that phrase is detailed elsewhere—outside the 

Preemption Clause. See 21 U.S.C. § 387g. In other words, any presumption would 

only apply to assessing whether a state or local requirement is “different from” or 

“in addition to” federal requirements. See id. § 387p(a)(2). But here, there is no 

dispute that Los Angeles County’s requirement is different from federal 

requirements. The only dispute is whether the County’s requirement relates to a 

tobacco product standard. And because the meaning of “tobacco product standard” 

is described independently from the Preemption Clause, any presumption against 

preemption has no bearing on the meaning of “tobacco product standard.”  

In sum, Los Angeles County’s Ordinance “fits comfortably within” the TCA’s 

Preemption Clause. See Edina, 2020 WL 5106853, at *3. By regulating what may 

                                                 
pre-emption” “because the statute contains an express pre-emption clause”—not 
only when the language of the clause is plain or unambiguous. 136 S. Ct. at 1946 
(emphasis added). Indeed, in Franklin, two Justices dissented on the plain meaning 
of the language. Id. at 1952-53 (Sotomayor, J., dissenting). And Circuit precedent 
like Atay, 842 F.3d at 699, likewise forecloses the use of any presumption against 
preemption here whether or not the language of the preemption clause is deemed 
unambiguous.  
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be in tobacco products that are sold within the County, Los Angles has created a 

tobacco product standard. And because that standard is in addition to and different 

from federal requirements, the County’s ban comes within the TCA’s Preemption 

Clause.  

B. The County’s Ban Does Not Qualify under the TCA’s Saving 
Clause. 

The TCA’s Saving Clause does not save the County’s Ordinance. “[O]nce the 

party challenging a regulation or ordinance establishes that it violates [a preemption 

clause], the burden is properly on the [government] … to establish that [the Saving 

Clause] applies.” Puerto Rico Tel. Co. v. Mun. of Guayanilla, 450 F.3d 9, 21 (1st 

Cir. 2006); see also Carter v. Novartis Consumer Health, Inc., 582 F. Supp. 2d 1271, 

1288 (C.D. Cal. 2008) (holding the same under the FDCA). The County has not 

carried its burden here.  

1. The Saving Clause does not save local laws prohibiting the 
sale of tobacco products. 

The Saving Clause saves from preemption state and local “requirements 

relating to the sale” of “tobacco products by individuals of any age.” 21 U.S.C. 

§ 387p(a)(2)(B). The clause thus accords states and localities their traditional power 

to regulate sales of tobacco products. Those governments can, for example, raise the 

minimum age of purchase, adopt licensing regimes, impose restrictions on non-face-

to-face sales, and restrict where products may be sold (e.g., not near schools). But 
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one thing state and local governments cannot do is prohibit the sale of tobacco 

products because they disagree with federal tobacco product standards.  

It is a fundamental tenet of statutory interpretation that clauses must fit “into 

an harmonious whole,” Roberts v. Sea-Land Servs., Inc., 566 U.S. 93, 100 (2012), 

and that “effect is given to all … provisions,” Corley v. United States, 556 U.S. 303, 

314 (2009). So the TCA’s Saving Clause “cannot in reason be construed as” being 

“inconsistent with the [other] provisions of the act.” Am. Tel. & Tel. Co. v. Cent. 

Office Tel., Inc., 524 U.S. 214, 227-28 (1998). Instead, the TCA’s three preemption-

related provisions must be read together. And the only way to make sense of those 

three clauses is to conclude that the Saving Clause saves from preemption only laws 

that are actually sales requirements, not sales prohibitions. This straightforward 

conclusion flows directly from the text of the TCA’s Preservation, Preemption, and 

Saving Clauses.  

The Preservation Clause provides, “Except as provided in [the Preemption 

Clause], nothing [in the TCA] shall be construed to limit the authority of” state and 

local governments, federal agencies, the military, and Indian tribes, “to enact … any 

law … with respect to tobacco products that is in addition to, or more stringent than, 

requirements established under [the TCA], including a law … relating to or 

prohibiting the sale, distribution, [or] possession” of “tobacco products by 

individuals of any age.” 21 U.S.C. § 387p(a)(1) (emphasis added). It thus gives state 
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and local governments, federal agencies, and the military broad authority, including 

the authority to adopt requirements “relating to or prohibiting the sale” of tobacco 

products. But as its text also makes clear, it is subject to the exception set forth in 

the Preemption Clause. 

The Preemption Clause, then, takes away from state and local governments 

part of the broad power conferred by the Preservation Clause. Under the Preemption 

Clause, state and local governments cannot enact “any requirement which is 

different from, or in addition to,” federal tobacco product standards. Id. 

§ 387p(a)(2)(A) (emphasis added). That capacious phrase “any requirement,” 

therefore, sweeps in both requirements “relating to” and “prohibiting” the sale of 

tobacco products—both are preempted if they are “different from, or in addition to,” 

federal tobacco product standards. 

Finally, the Saving Clause restores only part of what the Preemption Clause 

takes away. It says the Preemption Clause “does not apply to requirements relating 

to the sale” of tobacco products. Id. § 387p(a)(2)(B) (emphasis added). But absent 

is any reference to the power to impose requirements prohibiting the sale of tobacco 

products—meaning that state and local governments still lack that power. The Court 

must give meaning to all provisions. Roberts, 566 U.S. at 100. Congress’s decision 

to use “relating to or prohibiting” sales in the Preservation Clause, but to omit “or 

prohibiting” from the nearly identical phrase in the Saving Clause, shows that 
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Congress excluded sales prohibitions from the class of non-preempted laws in the 

Saving Clause.  

Laying the language of these two clauses side by side elucidates Congress’s 

careful wording choice: 

Preservation Clause: “… requirements … relating to or prohibiting the 
sale, distribution, possession, exposure to, access to, advertising and 
promotion of, or use of tobacco products by individuals of any age, 
information reporting to the State, or measures relating to fire safety 
standards for tobacco products.” 21 U.S.C. § 387p(a)(1) (emphasis 
added). 
 
Saving Clause: “… requirements relating to the sale, distribution, 
possession, information reporting to the State, exposure to, access to, 
the advertising and promotion of, or use of, tobacco products by 
individuals of any age, or relating to fire safety standards for tobacco 
products.” Id. § 387p(a)(2)(B) (emphasis added). 
 

In these phrases that are otherwise nearly identical, Congress plainly chose to 

include “or prohibiting” in the Preservation Clause but not the Saving Clause. And 

that choice has consequences. Where, as here, “Congress includes particular 

language in one section of a statute but omits it in another section of the same Act, 

it is generally presumed that Congress acts intentionally and purposely in the 

disparate inclusion or exclusion.” Russello v. United States, 464 U.S. 16, 23 (1983). 

And “[c]ourts are required to give effect to Congress’ express inclusions and 

exclusions.” Nat’l Ass’n of Mfrs. v. Dep’t of Def., 138 S. Ct. 617, 631 (2018). 

So while state and local governments retain their broad, traditional power to 

regulate the sale of tobacco products, one thing they cannot do is prohibit the sale 
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of those products based on their own preferred tobacco product standards. Indeed, 

the very notion of a requirement relating to the sale of a product presupposes that 

the product in question can be sold under at least some circumstances. The Saving 

Clause thus allows states and localities to enact laws that, for example, raise the 

minimum age of purchase, restrict where products may be sold, impose licensing 

requirements, and restrict non-face-to-face sales. These are the types of requirements 

that state and local governments have traditionally adopted. E.g., Cal. Bus. & Prof. 

Code § 22963 (restricting non-face-to-face sales); id. at §§ 22970-22995 (requiring 

licenses for manufacturers and retailers); see also CDC, Progress in Chronic 

Disease Prevention State Laws Restricting Minors’ Access to Tobacco, 39 Morbidity 

& Mortality Wkly. Rep. 349 (1990) (noting that as of 1988 all states had licensing 

regimes and 44 states had laws restricting minors’ access to tobacco). But states and 

localities cannot absolutely “prohibit” the sale of tobacco products because they 

disagree with the federal government’s tobacco product standards. The power to set 

tobacco product standards is reserved to the federal government, and states have not 

traditionally intruded on that federal power.  

Indeed, U.S. Smokeless 708 F.3d 428, and NATO, 731 F.3d 71, demonstrate 

that the Saving Clause does not save blanket bans on whole categories of flavored 

tobacco products. Those courts held that New York City and Providence ordinances 

restricting the sales of some flavored tobacco products fell within the Saving Clause 
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because those ordinances were not “blanket prohibition[s].” NATO, 731 F.3d at 82. 

Both laws allowed some retailers to engage in in-person sales of the flavored tobacco 

products subject to regulation. See U.S. Smokeless, 708 F.3d at 431, 435-36; NATO, 

731 F.3d at 82. As the Second Circuit pointedly explained, “While the sales 

restriction imposed by the City’s ordinance is severe, it does not constitute a 

complete ban, as it permits the limited sale of flavored tobacco products within New 

York City.” U.S. Smokeless, 708 F.3d at 435-36. Those laws starkly contrast with 

Los Angeles County’s total ban on whole categories of flavored tobacco product 

sales, as the court below recognized. See ER 21 (explaining that Los Angeles 

County’s ban is “more restrictive” than those upheld in the prior cases). 

2. A contrary interpretation of the Saving Clause is untenable. 

A contrary conclusion—that the Saving Clause applies to local laws that 

categorically prohibit the sale of tobacco products for failing to comply with the 

state’s tobacco product standards—would do violence to the statute.  

First, such a reading would flout Congress’s deliberate decision to include the 

word “prohibiting” in the Preservation Clause but to omit it from the otherwise 

virtually identical language of the Saving Clause. Not only that, but that reading 

would override the textual relationship among the Preservation, Preemption, and 

Saving Clauses. If Congress meant for the TCA to categorically insulate all local 

prohibitions on tobacco sales from preemption, it would make no sense for Congress 



 

44 

to have generally authorized “requirements relating to or prohibiting” sales in the 

Preservation Clause, and then identified only “requirement[s] … relating to tobacco 

product standards” as an excepted subcategory of preempted requirements. 

To be sure, the one court to address the textual relationship between the 

Preemption and Saving Clauses—the district court in Edina—held that the Saving 

Clause applied because the term “requirements”—which appears in both the 

Preemption Clause and the Savings Clause—either does or does not include sales 

“prohibitions.” 2020 WL 5106853, at *5-6. If it does (as that court concluded), then 

a flavor ban is preempted by the Preemption Clause but saved by the Savings Clause. 

And if it does not, then a flavor ban is not preempted by the Preemption Clause and 

the Savings Clause is irrelevant. Id. 

That argument is flawed, however, because it concentrates on the wrong 

language. Appellants agree that the word “requirements,” standing alone, can 

include prohibitions. But the TCA explicitly distinguishes between two types of 

“requirements”: requirements “relating to the sale” of tobacco products, on the one 

hand, and requirements “prohibiting the sale” of such products, on the other. The 

Preservation Clause expressly preserves state authority to adopt both types of 

“requirements”: those “relating to or prohibiting the sale.” 21 U.S.C. § 387p(a)(1) 

(emphasis added). The Preemption Clause then preempts “any requirement,” which 

likewise includes those “relating to or prohibiting” sales. Id. § 387p(a)(2)(A). But 
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the Saving Clause only restores one subset of requirements, those “relating to the 

sale” of tobacco products. Id. § 387p(a)(2)(B). It conspicuously omits requirements 

“prohibiting” the sale of tobacco products.18 The Edina court’s interpretation, like 

the County’s, nullifies the TCA’s distinction between these two types of 

requirements.  

Second, interpreting the Saving Clause to insulate all sales prohibitions 

involving tobacco product standards from preemption would render the Preemption 

Clause a dead letter. States and localities could always avoid preemption by simply 

characterizing a tobacco product standard as a ban on the sale of tobacco products 

that failed to comply with the substance of that standard, thus undermining 

Congress’s plain intent. See Nat’l Meat, 565 U.S. at 464. Indeed, Edina 

acknowledged that, under this interpretation, a locality could prohibit the sale of any 

tobacco product that was not manufactured in accordance with the locality’s 

preferred tobacco product standards. 2020 WL 5106853, at *5-6. As in National 

                                                 
18 Moreover, the absence of the word “prohibiting” in the Preemption Clause 

says nothing about the meaning of the Saving Clause. The Preemption Clause 
explicitly covers “any” requirement (which includes prohibitions). And unlike the 
objects of the Preservation and Saving Clauses (sale, distribution, etc.), the objects 
of the Preemption Clause (product standards, manufacturing standards, etc.) are not 
actions that can be prohibited. So it makes sense that Congress did not explicitly 
refer to “prohibitions” in the Preemption Clause: governments do not prohibit 
standards, they set them. 



 

46 

Meat, “[t]hat would make a mockery of the [TCA’s] preemption provision.” 565 

U.S. at 464.  

An overly broad reading of the Saving Clause is especially problematic when 

it comes to tobacco product standards. Those standards cover much more than 

flavors. For example, the Act authorizes FDA to set standards governing the amount 

of nicotine contained in tobacco products. 21 U.S.C. § 387g(a)(4)(A)(i). Those 

standards should preempt local nicotine standards. Id. § 387p(a)(2)(A). Under the 

County’s broad reading of the Saving Clause, however, localities could establish 

more stringent nicotine requirements by banning the sale of tobacco products that 

contain more nicotine than the local governments would like.  

The problems do not end there. In addition to product standards, the 

Preemption Clause covers “premarket review, adulteration, misbranding, [and] 

labeling.” Id. Consider labeling. If the Saving Clause saves prohibitions, a locality 

could easily set its own labeling “requirement” (such as requiring the locality’s 

preferred warning about the risks of tobacco products) by framing the requirement 

as a prohibition on the sale of tobacco products that do not have the locality’s 

preferred label. Similarly, a locality could set its own premarket review requirement 

by framing the requirement as a prohibition on the sale of tobacco products that have 

not gone through the local government’s review process. The Preemption Clause 

would thus be meaningless. But again, courts do not read saving clauses to nullify 
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preemption clauses. Am. Trucking Ass’ns v. City of Los Angeles, 559 F.3d 1046, 

1054 (9th Cir. 2009) (refusing to read a saving clause so broadly that “the exception 

would swallow the preemption section itself”). 

The Saving Clause thus does not save Los Angeles County’s prohibition on 

the sale of flavored tobacco products. Rather, the only way to give effect to the 

Preemption Clause—the only way to keep the Saving Clause from swallowing the 

Preemption Clause—is to recognize that while the Saving Clause gives localities 

broad power to regulate the sale of tobacco products, they may not absolutely 

prohibit their sale because they believe federal standards are not strong enough. And 

because, unlike the New York City and Providence laws, the Los Angeles Ordinance 

entirely prohibits the sale of flavored tobacco products, the Saving Clause does not 

save the County’s Ordinance from preemption.  

3. “By individuals of any age” limits the Saving Clause to age-
based requirements. 

The Saving Clause does not apply to Los Angeles County’s Ordinance for 

another, independent reason. The phrase “by individuals of any age” limits the scope 

of the Saving Clause to age-based requirements. The Saving Clause says it only 

saves those “requirements relating to the sale, distribution, possession, … [and] use 

of, tobacco products by individuals of any age.” 21 U.S.C. § 387p(a)(2)(B) 

(emphasis added). To be sure, in isolation the phrase is ambiguous. It could mean 

“individuals of all ages,” or “individuals of any particular age.” But in context, “any 
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age” cannot mean “all ages,” because, if that were so, then the phrase “by individuals 

of any age” would add nothing.  

For the phrase to have independent meaning and not be wholly superfluous, it 

must be read to narrow the category of permissible state requirements to those that 

turn on the age of the individuals buying or using the regulated tobacco products, 

such as a requirement that purchasers or users of tobacco products be above a 

minimum age. Because Los Angeles County has banned the sale of flavored tobacco 

products to all individuals, regardless of age, the Saving Clause does not apply. 

Below, Los Angeles County insisted that the phrase “by individuals of any 

age” was simply meant to emphasize that state and local governments could restrict 

sales to anyone—minors and adults. But “a statute should not be construed so as to 

render any of its provisions mere surplusage.” United States v. Wenner, 351 F.3d 

969, 975 (9th Cir. 2003). And there can be no doubt that the County’s interpretation 

renders the phrase surplusage because deleting it would not change the meaning of 

the statute.  

The County also argued below that “by individuals of any age” does not 

modify every item in the Saving Clause. But that would violate English grammar. 

The Saving Clause provides: 

[The TCA’s Preemption Clause] does not apply to requirements 
relating to the sale, distribution, possession, information reporting to 
the State, exposure to, access to, the advertising and promotion of, or 
use of, tobacco products by individuals of any age …. 
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21 U.S.C. § 387p(a)(2)(B). Starting at the end, the phrase “by individuals of any age” 

modifies “tobacco products.” And “tobacco products,” in turn, modifies all of the 

verbs that precede it—“sale, distribution, possession” etc.19 If, as the County asserts, 

the phrase “tobacco products by individuals of any age” only modifies “use of,” then 

the remainder of the Clause would state that the Preemption Clause “does not apply 

to requirements relating to the sale, distribution, possession, information reporting 

to the State, exposure to, access to, the advertising and promotion of [FULL STOP 

PERIOD].” That obviously makes no sense. Requirements relating to the sale of 

what?  

Because the County’s ban has nothing to do with age, it does not qualify under 

the Saving Clause. 

* * * 

In sum, Los Angeles County’s Ordinance is a tobacco product standard 

because it bans the sale of flavored tobacco products, including menthol. That 

standard is “different from” and “in addition to” federal product standards, which 

expressly allow the sale of menthol cigarettes. The County cannot circumvent that 

                                                 
19 See Antonin Scalia & Bryan A. Garner, Reading Law: The Interpretation 

of Legal Texts § 19, at 147 (2012) (a “postpositive modifier normally applies to the 
entire series”). 
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preemption by labeling the Ordinance a “sales” requirement. This Court should thus 

hold that the TCA expressly preempts the County’s Ordinance. 

II. FEDERAL LAW IMPLIEDLY PREEMPTS THE COUNTY’S BAN ON FLAVORED 

TOBACCO PRODUCTS. 

This Court need not reach the question of implied preemption because the 

TCA expressly preempts Los Angeles County’s Ordinance. But even if the Court 

concludes that state and local governments have broader authority generally than 

articulated above, they do not have such power with regard to menthol tobacco 

products. That is because Congress made a specific judgment when it came to 

menthol. It concluded that menthol products should remain on the market unless and 

until FDA says otherwise. And FDA has thus far not banned menthol products. Los 

Angeles’s contrary decision thus “actually conflicts with federal law.” English v. 

Gen. Elec. Co., 496 U.S. 72, 79 (1990). Because Los Angeles’s decision “stands as 

an obstacle to the accomplishment and execution of the full purposes and objectives 

of Congress,” id., it is preempted. That the TCA contains an express-preemption 

clause and a saving clause does not affect implied preemption principles. See Geier 

v. Am. Honda Motor Co., 529 U.S. 861, 871-72 (2000); Hillman v. Maretta, 569 U.S. 

483, 498 (2013). 
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A. The County’s Ordinance Interferes with the TCA’s Statutory 
Scheme. 

The County’s Ordinance interferes with the TCA’s statutory scheme and is 

the type of conflict that federal law preempts. Congress charged FDA with 

promulgating tobacco product standards—including prohibitions on any 

characterizing flavors in tobacco products—pursuant to a thorough, health-centric 

process. FDA to date has repeatedly decided not to prohibit menthol in cigarettes; at 

the same time, it has recently prohibited most flavored cartridge-based ENDS 

products—except menthol- or tobacco-flavored products—unless and until FDA 

specifically authorizes such products to be on the market. Supra pp. 12-13. And FDA 

is actively considering a ban on flavored cigars. FDA, Unified Agenda, supra. 

FDA’s judgments reflect careful consideration of statutory factors. To 

promulgate a flavor ban, FDA would have to justify that ban as “appropriate for the 

protection of public health,” based on considering the “scientific evidence” 

underpinning three primary statutory factors: (1) “the risks and benefits” the 

proposed standard poses “to the population as a whole,” including users and 

nonusers; (2) “the increased or decreased likelihood that existing users” would cease 

use; and (3) “the increased or decreased likelihood” that the standard would prompt 

nonusers to start using tobacco products. 21 U.S.C. § 387g(a)(3)(A)-(B)(ii). And, 

importantly, FDA must consider whether the standard would create a “significant 

demand for contraband.” Id. § 387g(b)(2); see also id. § 387g(e)(1) (requiring 
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FDA’s advisory committee to study menthol cigarettes and “address the 

considerations listed in subsection[ ] … (b),” which include the potential for “the 

creation of a significant demand for contraband”); see also TCA § 2(35), 123 Stat. 

at 1779 (codified at 21 U.S.C. § 387 note) (“Illicit trade of tobacco products has been 

linked to organized crime and terrorist groups.”). And thus far, FDA has refused to 

ban menthol products. See Horne v. Novartis Pharms. Corp., 541 F. Supp. 2d 768, 

781 (W.D.N.C. 2008) (holding that FDA’s scientific judgment in the context of 

prescription drugs preempts state-law claims that would conflict with that judgment).  

FDA’s refusal with respect to menthol cigarettes is especially significant. 

FDA has specifically solicited public comments on how the creation of new tobacco 

product standards would affect the illicit market for tobacco products.20 In addition, 

when FDA has sought public comment on whether to ban menthol cigarettes, FDA 

received evidence that banning menthol cigarettes would trigger a significant illicit 

market for those products.21  

The illicit market for cigarettes in the United States is already massive. In 

2015, an estimated 8.5% to 21% of the U.S. market for cigarettes was supplied by 

                                                 
20  Draft Concept Paper: Illicit Trade in Tobacco Products After 

Implementation of a Food and Drug Administration Product Standard; Availability; 
Request for Comments, 83 Fed. Reg. 11,754 (Mar. 16, 2018). 

21 E.g., RAI 2013 Letter, supra, at 46; RAI 2018 Letter, supra, at 28-31; Altria 
2013 Letter, supra, at 5-6; Altria 2018 Letter, supra, at 7. 
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contraband products.22 That amounted to as many as 2.91 billion cigarettes.23 And, 

as the United States recognized in a filing to the World Trade Organization, 

“[b]anning all cigarettes—or any type of cigarette favored by a large portion of U.S. 

smokers—could significantly increase the existing black market for cigarettes and 

all the attendant contraband trafficking and other illegal activity.” 24  Similarly, 

multiple studies, “[u]sing various methodologies and assumptions,” have concluded 

that “banning menthol cigarettes would lead to the manufacture, sale and purchase 

of menthol contraband cigarettes and the creation of a significantly expanded black 

market.”25  

Due to these illicit-market factors, banning menthol cigarettes could cause 

severe adverse effects on the public (both smokers and non-smokers alike). Such 

                                                 
22  National Academies of Sciences, Engineering, and Medicine, 

Understanding the U.S. Illicit Tobacco Market: Characteristics, Policy Context, and 
Lessons from International Experiences 4 (2015), https://tinyurl.com/o7eajouc. 

23 Id.; see also GAO, Tobacco Trade: Duty-Free Cigarettes Sold in Unlimited 
Quantities on the U.S.-Mexico Border Pose Customs Challenges 1 (Oct. 2017), 
https://tinyurl.com/4xmrb2hy (stating that a House committee’s report “noted its 
understanding that nearly one in four packs of cigarettes consumed in Texas is 
smuggled in from Mexico”).  

24  First Written Submission of the United States, Measures Affecting the 
Production and Sale of Clove Cigarettes 8, DS406 (Nov. 16, 2010), 
https://tinyurl.com/y2t7rxv8. 

25  Non-Voting Industry Representatives on TPSAC and Other Tobacco 
Industry Stakeholders, The Industry Menthol Report: Menthol Cigarettes: No 
Disproportionate Impact on Public Health 215-16 (March 23, 2011), 
https://tinyurl.com/48c4k7cd. 
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harms could include greatly increased illegal sources of cigarettes for underage 

smokers, illicit and potentially more dangerous cigarettes, loss of tax revenue for the 

federal and state governments, and increased criminal activity.26 To expand on just 

one of these points—the dangerousness of illicit products—the Bureau of Alcohol, 

Tobacco, Firearms and Explosives has explained that “[w]hile all cigarettes are 

dangerous … , counterfeit cigarettes often contain higher levels of tar, nicotine and 

carbon monoxide than genuine cigarettes, and may contain contaminants such as 

sand and packaging materials.”27 And another study found that counterfeit cigarettes 

can contain “insect eggs, dead flies, mold, and human feces.”28 

Faced with these real dangers and the statutory directive to consider whether 

a menthol-cigarette ban would create a “significant demand for contraband,” 21 

U.S.C. § 387g(b)(2), (e)(1), FDA has thus far elected not to ban menthol cigarettes. 

And, more broadly, FDA has decided not to ban menthol in other tobacco products 

either, given its conclusion that such products have the potential to promote public 

health by providing cigarette smokers with a potentially less risky alternative. See 

supra pp. 12-13. 

                                                 
26  RAI 2013 Letter, supra, at 46; see also R. Berger, The New Tobacco 

Products Directive – Potential Economic Impact 3 (2013).  
27 Bureau of Alcohol, Tobacco, Firearms and Explosives, Fact Sheet - 

Tobacco Enforcement, (May 2018), https://tinyurl.com/3hj02ak4. 
28 Ulrik Boesen, Cigarette Taxes and Cigarette Smuggling by State, 2018, 

Tax Foundation (Nov. 24, 2020), https://tinyurl.com/yekgcbbq. 
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Los Angeles County should not be permitted to undermine FDA’s expert 

judgment. Instead, this Court should hold that federal law impliedly preempts the 

County’s Ordinance. 

B. The District Court’s Contrary Conclusion Is Wrong. 

The district court incorrectly held that the County’s Ordinance does not 

conflict with federal law. The court did not engage with Plaintiffs’ actual 

argument—that Los Angeles County’s decision to ban flavored tobacco products, 

specifically menthol cigarettes, conflicts with Congress’s and FDA’s decision not to 

ban those products. Instead, the court reasoned that because the TCA’s Preservation 

Clause “gives state and local governments the power to prohibit the sale of tobacco 

products,” the County’s prohibition does not conflict with federal law. ER 29.  

The Preservation Clause, however, is qualified by the Act’s Preemption 

Clause, which specifically disarms local governments from banning sales based on 

the products’ additives or properties—that is, by creating a tobacco product standard. 

21 U.S.C. § 387p(a)(2)(A). The County’s ban is not the type of law the Preservation 

Clause preserves; thus, that clause tells us nothing about whether the County’s law 

conflicts with federal law. More generally, the Supreme Court has made clear that 

the presence of a preemption clause does not alter the application of implied 

preemption principles where, as here, there is an actual conflict between Congress’s 

objectives and state and local laws. See Geier, 529 U.S. at 871-72 (2000).  
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The court also opined that the County’s Ordinance could “promote the 

purposes and objectives of the [TCA] by acting as testing grounds for new and 

innovative policies aiming to protect public health, and particularly the health of 

underage purchasers.” ER 29-30. But in the TCA itself, Congress said one goal of 

the Act was “to continue to permit the sale of tobacco products to adults in 

conjunction with measures to ensure that they are not sold or accessible to underage 

purchasers.” TCA § 3(7), 123 Stat. at 1782 (codified at 21 U.S.C. § 387 note) 

(emphasis added). The County’s law does not permit the sale of flavored tobacco 

products to adults—it thus does not further the goals of the TCA; rather, it 

undermines those goals and conflicts with Congress’s and FDA’s decision to 

continue to permit the sale of certain flavored tobacco products, including menthol 

cigarettes. This Court should thus hold that Los Angeles County’s Ordinance is 

impliedly preempted.  

* * * 

In the Tobacco Control Act, Congress delineated the roles for the federal 

government and state and local governments when it comes to regulating tobacco 

products. Congress reserved to the federal government the power to enact tobacco 

product standards. And to protect that sphere, Congress said that any state or local 

tobacco product standard that was different from, or in addition to, federal standards 

is preempted. Still, Congress protected the traditional authority of state and local 
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governments to regulate the sales of tobacco products. Congress made clear, 

however, that states and localities could not ban tobacco products because they do 

not believe that federal standards are strong enough—otherwise states and localities 

would be free to intrude on the federal government’s exclusive power over tobacco 

product standards.  

Los Angeles County flouted that limitation. It banned any tobacco product 

that does not conform to the County’s tobacco product standard. And the County is 

not alone in its bucking of federal primacy. Hundreds upon hundreds of state and 

local governments have enacted restrictions on flavored tobacco products. See supra 

note 1. In addition, Californians may soon cut off the largest market in the nation to 

flavored tobacco products. See supra note 2. The result: a regulatory hodgepodge; 

an outcome Congress specifically sought to avoid. Congress gave the power to set 

product standards to FDA so that manufacturers would not have to contend with a 

hundred different sets of product standards. See TCA § 3(3), 123 Stat. at 1782 

(codified at 21 U.S.C. § 387 note). But state and local governments are running 

roughshod over Congress’s design, subjecting manufacturers to a dizzying array of 

product standards. This Court must restore the balance Congress envisioned. The 

Court should declare that state and local bans on flavored tobacco products, such as 

Los Angeles County’s, are preempted.  
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CONCLUSION 

The Court should reverse the judgment below. 
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 © 2020 Thomson Reuters. No claim to original U.S. Government Works. 1

United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)

Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter III. Prohibited Acts and Penalties

21 U.S.C.A. § 331

§ 331. Prohibited acts

Effective: October 24, 2018
Currentness

The following acts and the causing thereof are prohibited:

(a) The introduction or delivery for introduction into interstate commerce of any food, drug, device, tobacco product, or
cosmetic that is adulterated or misbranded.

(b) The adulteration or misbranding of any food, drug, device, tobacco product, or cosmetic in interstate commerce.

(c) The receipt in interstate commerce of any food, drug, device, tobacco product, or cosmetic that is adulterated or
misbranded, and the delivery or proffered delivery thereof for pay or otherwise.

(d) The introduction or delivery for introduction into interstate commerce of any article in violation of section 344, 350d,
355, or 360bbb-3 of this title.

(e) The refusal to permit access to or copying of any record as required by section 350a, 350c, 350f(j), 350e, 354, 360bbb-3,
373, 374(a), 379aa, or 379aa-1 of this title; or the failure to establish or maintain any record, or make any report, required
under section 350a, 350c(b), 350f, 350e, 354, 355(i) or (k), 360b(a)(4)(C), 360b(j), (l) or (m), 360ccc-1(i), 360e(f), 360i,
360bbb-3, 379aa, 379aa-1, 387i, or 387t of this title or the refusal to permit access to or verification or copying of any such
required record; or the violation of any recordkeeping requirement under section 2223 of this title (except when such violation
is committed by a farm).

(f) The refusal to permit entry or inspection as authorized by section 374 of this title.

(g) The manufacture within any Territory of any food, drug, device, tobacco product, or cosmetic that is adulterated or
misbranded.

(h) The giving of a guaranty or undertaking referred to in section 333(c)(2) of this title, which guaranty or undertaking is
false, except by a person who relied upon a guaranty or undertaking to the same effect signed by, and containing the name
and address of, the person residing in the United States from whom he received in good faith the food, drug, device, tobacco
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product, or cosmetic; or the giving of a guaranty or undertaking referred to in section 333(c)(3) of this title, which guaranty
or undertaking is false.

(i)(1) Forging, counterfeiting, simulating, or falsely representing, or without proper authority using any mark, stamp, tag,
label, or other identification device authorized or required by regulations promulgated under the provisions of section 344
or 379e of this title.

(2) Making, selling, disposing of, or keeping in possession, control, or custody, or concealing any punch, die, plate, stone, or
other thing designed to print, imprint, or reproduce the trademark, trade name, or other identifying mark, imprint, or device
of another or any likeness of any of the foregoing upon any drug or container or labeling thereof so as to render such drug
a counterfeit drug.

(3) The doing of any act which causes a drug to be a counterfeit drug, or the sale or dispensing, or the holding for sale or
dispensing, of a counterfeit drug.

(j) The using by any person to his own advantage, or revealing, other than to the Secretary or officers or employees of the
Department, or to the courts when relevant in any judicial proceeding under this chapter, any information acquired under
authority of section 344, 348, 350a, 350c, 355, 360, 360b, 360c, 360d, 360e, 360f, 360h, 360i, 360j, 360ccc, 360ccc-1,
360ccc-2, 374, 379, 379e, 387d, 387e, 387f, 387g, 387h, 387i, or 387t(b) of this title concerning any method or process which
as a trade secret is entitled to protection; or the violating of section 346a(i)(2) of this title or any regulation issued under

that section.. 1  This paragraph does not authorize the withholding of information from either House of Congress or from,
to the extent of matter within its jurisdiction, any committee or subcommittee of such committee or any joint committee of
Congress or any subcommittee of such joint committee.

(k) The alteration, mutilation, destruction, obliteration, or removal of the whole or any part of the labeling of, or the doing
of any other act with respect to, a food, drug, device, tobacco product, or cosmetic, if such act is done while such article is
held for sale (whether or not the first sale) after shipment in interstate commerce and results in such article being adulterated
or misbranded.

(l) Repealed. Pub.L. 105-115, Title IV, § 421, Nov. 21, 1997, 111 Stat. 2380.

(m) The sale or offering for sale of colored oleomargarine or colored margarine, or the possession or serving of colored
oleomargarine or colored margarine in violation of subsections (b) or (c) of section 347 of this title.

(n) The using, in labeling, advertising or other sales promotion of any reference to any report or analysis furnished in
compliance with section 374 of this title.

(o) In the case of a prescription drug distributed or offered for sale in interstate commerce, the failure of the manufacturer,
packer, or distributor thereof to maintain for transmittal, or to transmit, to any practitioner licensed by applicable State law to
administer such drug who makes written request for information as to such drug, true and correct copies of all printed matter
which is required to be included in any package in which that drug is distributed or sold, or such other printed matter as is
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approved by the Secretary. Nothing in this paragraph shall be construed to exempt any person from any labeling requirement
imposed by or under other provisions of this chapter.

(p) The failure to register in accordance with section 360 or 387e of this title, the failure to provide any information required
by section 360(j), 360(k), 387e(i), or 387e(j) of this title, or the failure to provide a notice required by section 360(j)(2) or
387e(i)(3) of this title.

(q)(1) The failure or refusal--

(A) to comply with any requirement prescribed under section 360h, 360j(g), 387c(b), 387g, 387h, or 387o of this title;

(B) to furnish any notification or other material or information required by or under section 360i, 360j(g), 387d, 387i, or
387t of this title; or

(C) to comply with a requirement under section 360l or 387m of this title.

(2) With respect to any device or tobacco product, the submission of any report that is required by or under this chapter that
is false or misleading in any material respect.

(r) The movement of a device, drug, or tobacco product in violation of an order under section 334(g) of this title or the
removal or alteration of any mark or label required by the order to identify the device, drug, or tobacco product as detained.

(s) The failure to provide the notice required by section 350a(c) or 350a(e) of this title, the failure to make the reports required
by section 350a(f)(1)(B) of this title, the failure to retain the records required by section 350a(b)(4) of this title, or the failure
to meet the requirements prescribed under section 350a(f)(3) of this title.

(t) The importation of a drug in violation of section 381(d)(1) of this title, the sale, purchase, or trade of a drug or drug sample
or the offer to sell, purchase, or trade a drug or drug sample in violation of section 353(c) of this title, the sale, purchase,
or trade of a coupon, the offer to sell, purchase, or trade such a coupon, or the counterfeiting of such a coupon in violation
of section 353(c)(2) of this title, the distribution of a drug sample in violation of section 353(d) of this title or the failure
to otherwise comply with the requirements of section 353(d) of this title, the distribution of drugs in violation of section
353(e) of this title, failure to comply with the requirements under section 360eee-1 of this title, the failure to comply with
the requirements under section 360eee-3 of this title, as applicable, or the failure to otherwise comply with the requirements
of section 353(e) of this title.

(u) The failure to comply with any requirements of the provisions of, or any regulations or orders of the Secretary, under
section 360b(a)(4)(A), 360b(a)(4)(D), or 360b(a)(5) of this title.

(v) The introduction or delivery for introduction into interstate commerce of a dietary supplement that is unsafe under section
350b of this title.
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(w) The making of a knowingly false statement in any statement, certificate of analysis, record, or report required or requested
under section 381(d)(3) of this title; the failure to submit a certificate of analysis as required under such section; the failure
to maintain records or to submit records or reports as required by such section; the release into interstate commerce of any
article or portion thereof imported into the United States under such section or any finished product made from such article
or portion, except for export in accordance with section 381(e) or 382 of this title, or with section 262(h) of Title 42; or the
failure to so export or to destroy such an article or portions thereof, or such a finished product.

(x) The falsification of a declaration of conformity submitted under section 360d(c) of this title or the failure or refusal to
provide data or information requested by the Secretary under paragraph (3) of such section.

(y) In the case of a drug, device, or food--

(1) the submission of a report or recommendation by a person accredited under section 360m of this title that is false or
misleading in any material respect;

(2) the disclosure by a person accredited under section 360m of this title of confidential commercial information or any
trade secret without the express written consent of the person who submitted such information or secret to such person; or

(3) the receipt by a person accredited under section 360m of this title of a bribe in any form or the doing of any corrupt act
by such person associated with a responsibility delegated to such person under this chapter.

(z) Omitted

(aa) The importation of a prescription drug in violation of section 384 of this title, the falsification of any record required to
be maintained or provided to the Secretary under such section, or any other violation of regulations under such section.

(bb) The transfer of an article of food in violation of an order under section 334(h) of this title, or the removal or alteration
of any mark or label required by the order to identify the article as detained.

(cc) The importing or offering for import into the United States of an article of food or a drug by, with the assistance of, or
at the direction of, a person debarred from such activity under section 335a(b)(3) of this title.

(dd) The failure to register in accordance with section 350d of this title.

(ee) The importing or offering for import into the United States of an article of food in violation of the requirements under
section 381(m) of this title.

(ff) The importing or offering for import into the United States of a drug or device with respect to which there is a failure to
comply with a request of the Secretary to submit to the Secretary a statement under section 381(o) of this title.
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(gg) The knowing failure to comply with paragraph (7)(E) of section 374(g) of this title; the knowing inclusion by a person
accredited under paragraph (2) of such section of false information in an inspection report under paragraph (7)(A) of such
section; or the knowing failure of such a person to include material facts in such a report.

(hh) The failure by a shipper, carrier by motor vehicle or rail vehicle, receiver, or any other person engaged in the
transportation of food to comply with the sanitary transportation practices prescribed by the Secretary under section 350e
of this title.

(ii) The falsification of a report of a serious adverse event submitted to a responsible person (as defined under section 379aa
or 379aa-1 of this title) or the falsification of a serious adverse event report (as defined under section 379aa or 379aa-1 of
this title) submitted to the Secretary.

(jj)(1) The failure to submit the certification required by section 282(j)(5)(B) of Title 42, or knowingly submitting a false
certification under such section.

(2) The failure to submit clinical trial information required under subsection (j) of section 282 of Title 42.

(3) The submission of clinical trial information under subsection (j) of section 282 of Title 42 that is false or misleading in
any particular under paragraph (5)(D) of such subsection (j).

(kk) The dissemination of a television advertisement without complying with section 353c of this title.

(ll) The introduction or delivery for introduction into interstate commerce of any food to which has been added a drug
approved under section 355 of this title, a biological product licensed under section 262 of Title 42, or a drug or a biological
product for which substantial clinical investigations have been instituted and for which the existence of such investigations
has been made public, unless--

(1) such drug or such biological product was marketed in food before any approval of the drug under section 355 of this
title, before licensure of the biological product under such section 262 of Title 42, and before any substantial clinical
investigations involving the drug or the biological product have been instituted;

(2) the Secretary, in the Secretary's discretion, has issued a regulation, after notice and comment, approving the use of such
drug or such biological product in the food;

(3) the use of the drug or the biological product in the food is to enhance the safety of the food to which the drug or the
biological product is added or applied and not to have independent biological or therapeutic effects on humans, and the
use is in conformity with--

(A) a regulation issued under section 348 of this title prescribing conditions of safe use in food;
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(B) a regulation listing or affirming conditions under which the use of the drug or the biological product in food is
generally recognized as safe;

(C) the conditions of use identified in a notification to the Secretary of a claim of exemption from the premarket approval
requirements for food additives based on the notifier's determination that the use of the drug or the biological product
in food is generally recognized as safe, provided that the Secretary has not questioned the general recognition of safety
determination in a letter to the notifier;

(D) a food contact substance notification that is effective under section 348(h) of this title; or

(E) such drug or biological product had been marketed for smoking cessation prior to September 27, 2007; or

(4) the drug is a new animal drug whose use is not unsafe under section 360b of this title.

(mm) The failure to submit a report or provide a notification required under section 350f(d) of this title.

(nn) The falsification of a report or notification required under section 350f(d) of this title.

(oo) The sale of tobacco products in violation of a no-tobacco-sale order issued under section 333(f) of this title.

(pp) The introduction or delivery for introduction into interstate commerce of a tobacco product in violation of section 387k
of this title.

(qq)(1) Forging, counterfeiting, simulating, or falsely representing, or without proper authority using any mark, stamp
(including tax stamp), tag, label, or other identification device upon any tobacco product or container or labeling thereof so
as to render such tobacco product a counterfeit tobacco product.

(2) Making, selling, disposing of, or keeping in possession, control, or custody, or concealing any punch, die, plate, stone,
or other item that is designed to print, imprint, or reproduce the trademark, trade name, or other identifying mark, imprint,
or device of another or any likeness of any of the foregoing upon any tobacco product or container or labeling thereof so as
to render such tobacco product a counterfeit tobacco product.

(3) The doing of any act that causes a tobacco product to be a counterfeit tobacco product, or the sale or dispensing, or the
holding for sale or dispensing, of a counterfeit tobacco product.

(rr) The charitable distribution of tobacco products.

(ss) The failure of a manufacturer or distributor to notify the Attorney General and the Secretary of the Treasury of their
knowledge of tobacco products used in illicit trade.
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(tt) Making any express or implied statement or representation directed to consumers with respect to a tobacco product, in
a label or labeling or through the media or advertising, that either conveys, or misleads or would mislead consumers into
believing, that

(1) the product is approved by the Food and Drug Administration;

(2) the Food and Drug Administration deems the product to be safe for use by consumers;

(3) the product is endorsed by the Food and Drug Administration for use by consumers; or

(4) the product is safe or less harmful by virtue of--

(A) its regulation or inspection by the Food and Drug Administration; or

(B) its compliance with regulatory requirements set by the Food and Drug Administration;

including any such statement or representation rendering the product misbranded under section 387c of this title.

(uu) The operation of a facility that manufactures, processes, packs, or holds food for sale in the United States if the owner,
operator, or agent in charge of such facility is not in compliance with section 350g of this title.

(vv) The failure to comply with the requirements under section 350h of this title.

(ww) The failure to comply with section 350i of this title.

(xx) The refusal or failure to follow an order under section 350l of this title.

(yy) The knowing and willful failure to comply with the notification requirement under section 350f(h) of this title.

(zz) The importation or offering for importation of a food if the importer (as defined in section 384a of this title) does not
have in place a foreign supplier verification program in compliance with such section 384a of this title.

(aaa) The failure to register in accordance with section 381(s) of this title.

(bbb) The failure to notify the Secretary in violation of section 360bbb-7 of this title.

(ccc)(1) The resale of a compounded drug that is labeled “not for resale” in accordance with section 353b of this title.
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(2) With respect to a drug to be compounded pursuant to section 353a or 353b of this title, the intentional falsification of
a prescription, as applicable.

(3) The failure to report drugs or adverse events by an entity that is registered in accordance with subsection (b) of section
353b of this title.

(ddd)(1) The manufacture or the introduction or delivery for introduction into interstate commerce of a rinse-off cosmetic
that contains intentionally-added plastic microbeads.

(2) In this paragraph--

(A) the term “plastic microbead” means any solid plastic particle that is less than five millimeters in size and is intended
to be used to exfoliate or cleanse the human body or any part thereof; and

(B) the term “rinse-off cosmetic” includes toothpaste.

(eee) The failure to comply with any order issued under section 360bbb-8d of this title.

CREDIT(S)

(June 25, 1938, c. 675, § 301, 52 Stat. 1042; Dec. 22, 1941, c. 613, § 1, 55 Stat. 851; July 6, 1945, c. 281, § 1, 59 Stat. 463;
Mar. 10, 1947, c. 16, § 1, 61 Stat. 11; June 24, 1948, c. 613, § 1, 62 Stat. 582; Mar. 16, 1950, c. 61, § 3(b), 64 Stat. 20; Aug.
7, 1953, c. 350, § 2, 67 Stat. 477; Pub.L. 85-929, § 5, Sept. 6, 1958, 72 Stat. 1788; Pub.L. 86-618, Title I, §§ 104, 105(a), July
12, 1960, 74 Stat. 403; Pub.L. 87-781, Title I, §§ 103(c), 104(e)(1), 106(c), 114(a), Title III, § 304, Oct. 10, 1962, 76 Stat. 784,
785, 788, 791, 795; Pub.L. 89-74, §§ 5, 9(c), July 15, 1965, 79 Stat. 232, 235; Pub.L. 90-399, § 103, July 13, 1968, 82 Stat.
352; Pub.L. 90-639, § 2(b), Oct. 24, 1968, 82 Stat. 1361; Pub.L. 91-513, Title II, § 701(a), Oct. 27, 1970, 84 Stat. 1281; Pub.L.
92-387, § 4(e), Aug. 16, 1972, 86 Stat. 562; Pub.L. 94-295, §§ 3(b), 4(b)(1), 7(b), May 28, 1976, 90 Stat. 576, 580, 582; Pub.L.
96-359, § 5, Sept. 26, 1980, 94 Stat. 1193; Pub.L. 99-570, Title IV, § 4014(b)(2), Oct. 27, 1986, 100 Stat. 3207-120; Pub.L.
100-293, § 7(a), Apr. 22, 1988, 102 Stat. 99; Pub.L. 101-502, § 5(j), Nov. 3, 1990, 104 Stat. 1289; Pub.L. 101-508, Title IV, §
4755(c)(2), Nov. 5, 1990, 104 Stat. 1388-210; Pub.L. 102-300, § 3(a)(1), June 16, 1992, 106 Stat. 239; Pub.L. 102-571, Title
I, § 107(2), (3), Oct. 29, 1992, 106 Stat. 4499; Pub.L. 103-80, § 3(c), Aug. 13, 1993, 107 Stat. 775; Pub.L. 103-396, § 2(b)(1),
Oct. 22, 1994, 108 Stat. 4154; Pub.L. 103-417, § 10(b), Oct. 25, 1994, 108 Stat. 4332; Pub.L. 104-134, Title II, § 2103, Apr.
26, 1996, 110 Stat. 1321-319; Pub.L. 104-170, Title IV, § 403, Aug. 3, 1996, 110 Stat. 1514; Pub.L. 104-250, § 5(d), Oct. 9,
1996, 110 Stat. 3156; Pub.L. 105-115, Title I, § 125(a)(2)(A), (C), (b)(2)(B), Title II, §§ 204(b), 210(c), Title IV, §§ 401(b),
421, Nov. 21, 1997, 111 Stat. 2325, 2336, 2345, 2364, 2380; Pub.L. 106-387, § 1(a) [Title VII, § 745(d)(1)], Oct. 28, 2000, 114
Stat. 1549, 1549A-39; Pub.L. 107-188, Title III, §§ 303(b), 304(d), 305(b), 306(c), 307(b), 321(b)(2), 322(b), June 12, 2002,
116 Stat. 665, 666, 668, 670, 672, 676, 677; Pub.L. 107-250, Title II, § 201(d), Oct. 26, 2002, 116 Stat. 1609; Pub.L. 108-136,
Div. A, Title XVI, § 1603(c), Nov. 24, 2003, 117 Stat. 1690; Pub.L. 108-173, Title XI, § 1121(b)(1), Dec. 8, 2003, 117 Stat.
2469; Pub.L. 108-214, § 2(b)(2)(A), Apr. 1, 2004, 118 Stat. 575; Pub.L. 108-282, Title I, § 102(b)(5)(C), (D), Aug. 2, 2004,
118 Stat. 902; Pub.L. 109-59, Title VII, § 7202(d), (e), Aug. 10, 2005, 119 Stat. 1913; Pub.L. 109-462, §§ 2(c), 3(b), 4(a), Dec.
22, 2006, 120 Stat. 3472, 3475; Pub.L. 110-85, Title VIII, § 801(b)(1), Title IX, §§ 901(d)(1), 912(a), Title X, § 1005(d), Sept.
27, 2007, 121 Stat. 920, 939, 951, 968; Pub.L. 111-31, Div. A, Title I, § 103(b), June 22, 2009, 123 Stat. 1833; Pub.L. 111-353,
Title I, §§ 102(d)(1), 103(e), 105(c), 106(d), Title II, §§ 204(j)(1), 206(d), 211(b), (c), Title III, § 301(b), Jan. 4, 2011, 124 Stat.
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3889, 3898, 3904, 3906, 3937, 3943, 3953, 3954; Pub.L. 112-144, Title VII, §§ 714(a), 715(a), July 9, 2012, 126 Stat. 1073,
1075; Pub.L. 113-54, Title I, § 103(a), Title II, § 206(a), Nov. 27, 2013, 127 Stat. 597, 639; Pub.L. 114-114, § 2(a), Dec. 28,
2015, 129 Stat. 3129; Pub.L. 114-255, Div. A, Title III, § 3101(a)(2)(A), Dec. 13, 2016, 130 Stat. 1152; Pub.L. 115-271, Title
III, §§ 3012(a), 3022(b)(1), Oct. 24, 2018, 132 Stat. 3935, 3938.)

VALIDITY

<The United States Supreme Court has held section 301(f) of the Food, Drug, and Cosmetic Act, Act June 25, 1938,
prohibiting a refusal to permit entry or inspection by federal officers, void for vagueness and to violate the Due Process
Clause of the Fifth Amendment. U.S. v. Cardiff, U.S.Wash.1952, 344 U.S. 174, 73 S.Ct. 189, 97 L.Ed. 200.>

Notes of Decisions (258)

Footnotes

1 So in original.
21 U.S.C.A. § 331, 21 USCA § 331
Current through P.L. 116-140.

End of Document © 2020 Thomson Reuters. No claim to original U.S. Government Works.
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United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)

Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387

§ 387. Definitions

Effective: June 22, 2009
Currentness

In this subchapter:

(1) Additive

The term “additive” means any substance the intended use of which results or may reasonably be expected to result, directly
or indirectly, in its becoming a component or otherwise affecting the characteristic of any tobacco product (including any
substances intended for use as a flavoring or coloring or in producing, manufacturing, packing, processing, preparing, treating,
packaging, transporting, or holding), except that such term does not include tobacco or a pesticide chemical residue in or on
raw tobacco or a pesticide chemical.

(2) Brand

The term “brand” means a variety of tobacco product distinguished by the tobacco used, tar content, nicotine content, flavoring
used, size, filtration, packaging, logo, registered trademark, brand name, identifiable pattern of colors, or any combination
of such attributes.

(3) Cigarette

The term “cigarette”--

(A) means a product that--

(i) is a tobacco product; and

(ii) meets the definition of the term “cigarette” in section 1332(1) of Title 15; and

(B) includes tobacco, in any form, that is functional in the product, which, because of its appearance, the type of tobacco
used in the filler, or its packaging and labeling, is likely to be offered to, or purchased by, consumers as a cigarette or as
roll-your-own tobacco.

Add. 10

Federal Food, Drug, and Cosmetic Act § 900

http://www.westlaw.com/Browse/Home/StatutesCourtRules/UnitedStatesCodeAnnotatedUSCA?transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/StatutesCourtRules/UnitedStatesCodeAnnotatedUSCA?guid=N29B41F073F574A0DB56D5065341FE3C4&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(21USCAR)&originatingDoc=N17BE5110674011DE862AB971D61DB1EB&refType=CM&sourceCite=21+U.S.C.A.+%c2%a7+387&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&pubNum=1000546&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Browse/Home/StatutesCourtRules/UnitedStatesCodeAnnotatedUSCA?guid=N29127C2A50B544E495EE94DE76761352&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(21USCAC9R)&originatingDoc=N17BE5110674011DE862AB971D61DB1EB&refType=CM&sourceCite=21+U.S.C.A.+%c2%a7+387&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&pubNum=1000546&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Browse/Home/StatutesCourtRules/UnitedStatesCodeAnnotatedUSCA?guid=NF21088E0624C11DE98FBBC47CABFE898&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(21USCAC9SUBCIXR)&originatingDoc=N17BE5110674011DE862AB971D61DB1EB&refType=CM&sourceCite=21+U.S.C.A.+%c2%a7+387&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&pubNum=1000546&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=15USCAS1332&originatingDoc=N17BE5110674011DE862AB971D61DB1EB&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_f1c50000821b0


§ 387. Definitions, 21 USCA § 387

 © 2020 Thomson Reuters. No claim to original U.S. Government Works. 2

(4) Cigarette tobacco

The term “cigarette tobacco” means any product that consists of loose tobacco that is intended for use by consumers in a
cigarette. Unless otherwise stated, the requirements applicable to cigarettes under this subchapter shall also apply to cigarette
tobacco.

(5) Commerce

The term “commerce” has the meaning given that term by section 1332(2) of Title 15.

(6) Counterfeit tobacco product

The term “counterfeit tobacco product” means a tobacco product (or the container or labeling of such a product) that, without
authorization, bears the trademark, trade name, or other identifying mark, imprint, or device, or any likeness thereof, of a
tobacco product listed in a registration under section 387e(i)(1) of this title.

(7) Distributor

The term “distributor” as regards a tobacco product means any person who furthers the distribution of a tobacco product,
whether domestic or imported, at any point from the original place of manufacture to the person who sells or distributes
the product to individuals for personal consumption. Common carriers are not considered distributors for purposes of this
subchapter.

(8) Illicit trade

The term “illicit trade” means any practice or conduct prohibited by law which relates to production, shipment, receipt,
possession, distribution, sale, or purchase of tobacco products including any practice or conduct intended to facilitate such
activity.

(9) Indian country

The term “Indian country” has the meaning given such term in section 1151 of Title 18.

(10) Indian tribe

The term “Indian tribe” has the meaning given such term in section 5304(e) of Title 25.

(11) Little cigar

The term “little cigar” means a product that--

(A) is a tobacco product; and
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(B) meets the definition of the term “little cigar” in section 1332(7) of Title 15.

(12) Nicotine

The term “nicotine” means the chemical substance named 3-(1-Methyl-2-pyrrolidinyl) pyridine or C[10]H[14]N[2], including
any salt or complex of nicotine.

(13) Package

The term “package” means a pack, box, carton, or container of any kind or, if no other container, any wrapping (including
cellophane), in which a tobacco product is offered for sale, sold, or otherwise distributed to consumers.

(14) Retailer

The term “retailer” means any person, government, or entity who sells tobacco products to individuals for personal
consumption, or who operates a facility where self-service displays of tobacco products are permitted.

(15) Roll-your-own tobacco

The term “roll-your-own tobacco” means any tobacco product which, because of its appearance, type, packaging, or labeling,
is suitable for use and likely to be offered to, or purchased by, consumers as tobacco for making cigarettes.

(16) Small tobacco product manufacturer

The term “small tobacco product manufacturer” means a tobacco product manufacturer that employs fewer than 350
employees. For purposes of determining the number of employees of a manufacturer under the preceding sentence, the
employees of a manufacturer are deemed to include the employees of each entity that controls, is controlled by, or is under
common control with such manufacturer.

(17) Smoke constituent

The term “smoke constituent” means any chemical or chemical compound in mainstream or sidestream tobacco smoke that
either transfers from any component of the cigarette to the smoke or that is formed by the combustion or heating of tobacco,
additives, or other component of the tobacco product.

(18) Smokeless tobacco

The term “smokeless tobacco” means any tobacco product that consists of cut, ground, powdered, or leaf tobacco and that
is intended to be placed in the oral or nasal cavity.

(19) State; Territory

The terms “State” and “Territory” shall have the meanings given to such terms in section 321 of this title.
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(20) Tobacco product manufacturer

The term “tobacco product manufacturer” means any person, including any repacker or relabeler, who--

(A) manufactures, fabricates, assembles, processes, or labels a tobacco product; or

(B) imports a finished tobacco product for sale or distribution in the United States.

(21) Tobacco warehouse

(A) Subject to subparagraphs (B) and (C), the term “tobacco warehouse” includes any person--

(i) who--

(I) removes foreign material from tobacco leaf through nothing other than a mechanical process;

(II) humidifies tobacco leaf with nothing other than potable water in the form of steam or mist; or

(III) de-stems, dries, and packs tobacco leaf for storage and shipment;

(ii) who performs no other actions with respect to tobacco leaf; and

(iii) who provides to any manufacturer to whom the person sells tobacco all information related to the person's actions
described in clause (i) that is necessary for compliance with this chapter.

(B) The term “tobacco warehouse” excludes any person who--

(i) reconstitutes tobacco leaf;

(ii) is a manufacturer, distributor, or retailer of a tobacco product; or

(iii) applies any chemical, additive, or substance to the tobacco leaf other than potable water in the form of steam or mist.

(C) The definition of the term “tobacco warehouse” in subparagraph (A) shall not apply to the extent to which the Secretary
determines, through rulemaking, that regulation under this subchapter of the actions described in such subparagraph is
appropriate for the protection of the public health.
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(22) United States

The term “United States” means the 50 States of the United States of America and the District of Columbia, the
Commonwealth of Puerto Rico, Guam, the Virgin Islands, American Samoa, Wake Island, Midway Islands, Kingman Reef,
Johnston Atoll, the Northern Mariana Islands, and any other trust territory or possession of the United States.

CREDIT(S)

(June 25, 1938, c. 675, § 900, as added Pub.L. 111-31, Div. A, Title I, § 101(b)(3), June 22, 2009, 123 Stat. 1784.)

21 U.S.C.A. § 387, 21 USCA § 387
Current through P.L. 116-140.

End of Document © 2020 Thomson Reuters. No claim to original U.S. Government Works.

Add. 14

http://www.westlaw.com/Link/Document/FullText?findType=l&pubNum=1077005&cite=UUID(I28D56FF060-2011DE9CB6C-52D528C17F2)&originatingDoc=N17BE5110674011DE862AB971D61DB1EB&refType=SL&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)


§ 387a. FDA authority over tobacco products, 21 USCA § 387a

 © 2020 Thomson Reuters. No claim to original U.S. Government Works. 1

United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)

Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387a

§ 387a. FDA authority over tobacco products

Effective: June 22, 2009
Currentness

(a) In general

Tobacco products, including modified risk tobacco products for which an order has been issued in accordance with section 387k
of this title, shall be regulated by the Secretary under this subchapter and shall not be subject to the provisions of subchapter V.

(b) Applicability

This subchapter shall apply to all cigarettes, cigarette tobacco, roll-your-own tobacco, and smokeless tobacco and to any other
tobacco products that the Secretary by regulation deems to be subject to this subchapter.

(c) Scope

(1) In general

Nothing in this subchapter, or any policy issued or regulation promulgated thereunder, or in sections 101(a), 102, or 103
of Title I, Title II, or Title III of the Family Smoking Prevention and Tobacco Control Act, shall be construed to affect,
expand, or limit the Secretary's authority over (including the authority to determine whether products may be regulated), or
the regulation of, products under this chapter that are not tobacco products under subchapter V or any other subchapter.

(2) Limitation of authority

(A) In general

The provisions of this subchapter shall not apply to tobacco leaf that is not in the possession of a manufacturer of
tobacco products, or to the producers of tobacco leaf, including tobacco growers, tobacco warehouses, and tobacco grower
cooperatives, nor shall any employee of the Food and Drug Administration have any authority to enter onto a farm owned
by a producer of tobacco leaf without the written consent of such producer.

(B) Exception
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Notwithstanding subparagraph (A), if a producer of tobacco leaf is also a tobacco product manufacturer or controlled by a
tobacco product manufacturer, the producer shall be subject to this subchapter in the producer's capacity as a manufacturer.
The exception in this subparagraph shall not apply to a producer of tobacco leaf who grows tobacco under a contract with
a tobacco product manufacturer and who is not otherwise engaged in the manufacturing process.

(C) Rule of construction

Nothing in this subchapter shall be construed to grant the Secretary authority to promulgate regulations on any matter that
involves the production of tobacco leaf or a producer thereof, other than activities by a manufacturer affecting production.

(d) Rulemaking procedures

Each rulemaking under this subchapter shall be in accordance with chapter 5 of Title 5. This subsection shall not be construed
to affect the rulemaking provisions of section 102(a) of the Family Smoking Prevention and Tobacco Control Act.

(e) Center for Tobacco Products

Not later than 90 days after June 22, 2009, the Secretary shall establish within the Food and Drug Administration the Center for
Tobacco Products, which shall report to the Commissioner of Food and Drugs in the same manner as the other agency centers
within the Food and Drug Administration. The Center shall be responsible for the implementation of this subchapter and related
matters assigned by the Commissioner.

(f) Office to assist small tobacco product manufacturers

The Secretary shall establish within the Food and Drug Administration an identifiable office to provide technical and other
nonfinancial assistance to small tobacco product manufacturers to assist them in complying with the requirements of this chapter.

(g) Consultation prior to rulemaking

Prior to promulgating rules under this subchapter, the Secretary shall endeavor to consult with other Federal agencies as
appropriate.

CREDIT(S)

(June 25, 1938, c. 675, § 901, as added Pub.L. 111-31, Div. A, Title I, § 101(b)(3), June 22, 2009, 123 Stat. 1786.)

Notes of Decisions (5)

21 U.S.C.A. § 387a, 21 USCA § 387a
Current through P.L. 116-140.
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United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)

Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387b

§ 387b. Adulterated tobacco products

Effective: June 22, 2009
Currentness

A tobacco product shall be deemed to be adulterated if--

(1) it consists in whole or in part of any filthy, putrid, or decomposed substance, or is otherwise contaminated by any added
poisonous or added deleterious substance that may render the product injurious to health;

(2) it has been prepared, packed, or held under insanitary conditions whereby it may have been contaminated with filth, or
whereby it may have been rendered injurious to health;

(3) its package is composed, in whole or in part, of any poisonous or deleterious substance which may render the contents
injurious to health;

(4) the manufacturer or importer of the tobacco product fails to pay a user fee assessed to such manufacturer or importer
pursuant to section 387s of this title by the date specified in section 387s of this title or by the 30th day after final agency
action on a resolution of any dispute as to the amount of such fee;

(5) it is, or purports to be or is represented as, a tobacco product which is subject to a tobacco product standard established
under section 387g of this title unless such tobacco product is in all respects in conformity with such standard;

(6)(A) it is required by section 387j(a) of this title to have premarket review and does not have an order in effect under section
387j(c)(1)(A)(i) of this title; or

(B) it is in violation of an order under section 387j(c)(1)(A) of this title;

(7) the methods used in, or the facilities or controls used for, its manufacture, packing, or storage are not in conformity with
applicable requirements under section 387f(e)(1) of this title or an applicable condition prescribed by an order under section
387f(e)(2) of this title; or

(8) it is in violation of section 387k of this title.
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Current through P.L. 116-140.
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United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)

Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387g

§ 387g. Tobacco product standards

Effective: June 22, 2009
Currentness

(a) In general

(1) Special rules

(A) Special rule for cigarettes

Beginning 3 months after June 22, 2009, a cigarette or any of its component parts (including the tobacco, filter, or paper)
shall not contain, as a constituent (including a smoke constituent) or additive, an artificial or natural flavor (other than
tobacco or menthol) or an herb or spice, including strawberry, grape, orange, clove, cinnamon, pineapple, vanilla, coconut,
licorice, cocoa, chocolate, cherry, or coffee, that is a characterizing flavor of the tobacco product or tobacco smoke. Nothing
in this subparagraph shall be construed to limit the Secretary's authority to take action under this section or other sections
of this chapter applicable to menthol or any artificial or natural flavor, herb, or spice not specified in this subparagraph.

(B) Additional special rule

Beginning 2 years after June 22, 2009, a tobacco product manufacturer shall not use tobacco, including foreign grown
tobacco, that contains a pesticide chemical residue that is at a level greater than is specified by any tolerance applicable
under Federal law to domestically grown tobacco.

(2) Revision of tobacco product standards

The Secretary may revise the tobacco product standards in paragraph (1) in accordance with subsection (c).

(3) Tobacco product standards

(A) In general

The Secretary may adopt tobacco product standards in addition to those in paragraph (1) if the Secretary finds that a tobacco
product standard is appropriate for the protection of the public health.
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(B) Determinations

(i) Considerations

In making a finding described in subparagraph (A), the Secretary shall consider scientific evidence concerning--

(I) the risks and benefits to the population as a whole, including users and nonusers of tobacco products, of the
proposed standard;

(II) the increased or decreased likelihood that existing users of tobacco products will stop using such products; and

(III) the increased or decreased likelihood that those who do not use tobacco products will start using such products.

(ii) Additional considerations

In the event that the Secretary makes a determination, set forth in a proposed tobacco product standard in a proposed
rule, that it is appropriate for the protection of public health to require the reduction or elimination of an additive,
constituent (including a smoke constituent), or other component of a tobacco product because the Secretary has found
that the additive, constituent, or other component is or may be harmful, any party objecting to the proposed standard
on the ground that the proposed standard will not reduce or eliminate the risk of illness or injury may provide for the
Secretary's consideration scientific evidence that demonstrates that the proposed standard will not reduce or eliminate
the risk of illness or injury.

(4) Content of tobacco product standards

A tobacco product standard established under this section for a tobacco product--

(A) shall include provisions that are appropriate for the protection of the public health, including provisions, where
appropriate--

(i) for nicotine yields of the product;

(ii) for the reduction or elimination of other constituents, including smoke constituents, or harmful components of the
product; or

(iii) relating to any other requirement under subparagraph (B);

(B) shall, where appropriate for the protection of the public health, include--

Add. 20



§ 387g. Tobacco product standards, 21 USCA § 387g

 © 2020 Thomson Reuters. No claim to original U.S. Government Works. 3

(i) provisions respecting the construction, components, ingredients, additives, constituents, including smoke
constituents, and properties of the tobacco product;

(ii) provisions for the testing (on a sample basis or, if necessary, on an individual basis) of the tobacco product;

(iii) provisions for the measurement of the tobacco product characteristics of the tobacco product;

(iv) provisions requiring that the results of each or of certain of the tests of the tobacco product required to be made
under clause (ii) show that the tobacco product is in conformity with the portions of the standard for which the test or
tests were required; and

(v) a provision requiring that the sale and distribution of the tobacco product be restricted but only to the extent that the
sale and distribution of a tobacco product may be restricted under a regulation under section 387f(d) of this title;

(C) shall, where appropriate, require the use and prescribe the form and content of labeling for the proper use of the tobacco
product; and

(D) shall require tobacco products containing foreign-grown tobacco to meet the same standards applicable to tobacco
products containing domestically grown tobacco.

(5) Periodic reevaluation of tobacco product standards

The Secretary shall provide for periodic evaluation of tobacco product standards established under this section to determine
whether such standards should be changed to reflect new medical, scientific, or other technological data. The Secretary may
provide for testing under paragraph (4)(B) by any person.

(6) Involvement of other agencies; informed persons

In carrying out duties under this section, the Secretary shall endeavor to--

(A) use personnel, facilities, and other technical support available in other Federal agencies;

(B) consult with other Federal agencies concerned with standard setting and other nationally or internationally recognized
standard-setting entities; and

(C) invite appropriate participation, through joint or other conferences, workshops, or other means, by informed persons
representative of scientific, professional, industry, agricultural, or consumer organizations who in the Secretary's judgment
can make a significant contribution.

(b) Considerations by Secretary
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(1) Technical achievability

The Secretary shall consider information submitted in connection with a proposed standard regarding the technical
achievability of compliance with such standard.

(2) Other considerations

The Secretary shall consider all other information submitted in connection with a proposed standard, including information
concerning the countervailing effects of the tobacco product standard on the health of adolescent tobacco users, adult tobacco
users, or nontobacco users, such as the creation of a significant demand for contraband or other tobacco products that do not
meet the requirements of this subchapter and the significance of such demand.

(c) Proposed standards

(1) In general

The Secretary shall publish in the Federal Register a notice of proposed rulemaking for the establishment, amendment, or
revocation of any tobacco product standard.

(2) Requirements of notice

A notice of proposed rulemaking for the establishment or amendment of a tobacco product standard for a tobacco product
shall--

(A) set forth a finding with supporting justification that the tobacco product standard is appropriate for the protection of
the public health;

(B) invite interested persons to submit a draft or proposed tobacco product standard for consideration by the Secretary;

(C) invite interested persons to submit comments on structuring the standard so that it does not advantage foreign-grown
tobacco over domestically grown tobacco; and

(D) invite the Secretary of Agriculture to provide any information or analysis which the Secretary of Agriculture believes
is relevant to the proposed tobacco product standard.

(3) Finding

A notice of proposed rulemaking for the revocation of a tobacco product standard shall set forth a finding with supporting
justification that the tobacco product standard is no longer appropriate for the protection of the public health.
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(4) Comment

The Secretary shall provide for a comment period of not less than 60 days.

(d) Promulgation

(1) In general

After the expiration of the period for comment on a notice of proposed rulemaking published under subsection (c) respecting
a tobacco product standard and after consideration of comments submitted under subsections (b) and (c) and any report from
the Tobacco Products Scientific Advisory Committee, the Secretary shall--

(A) if the Secretary determines that the standard would be appropriate for the protection of the public health, promulgate
a regulation establishing a tobacco product standard and publish in the Federal Register findings on the matters referred
to in subsection (c); or

(B) publish a notice terminating the proceeding for the development of the standard together with the reasons for such
termination.

(2) Effective date

A regulation establishing a tobacco product standard shall set forth the date or dates upon which the standard shall take effect,
but no such regulation may take effect before 1 year after the date of its publication unless the Secretary determines that
an earlier effective date is necessary for the protection of the public health. Such date or dates shall be established so as to
minimize, consistent with the public health, economic loss to, and disruption or dislocation of, domestic and international
trade. In establishing such effective date or dates, the Secretary shall consider information submitted in connection with
a proposed product standard by interested parties, including manufacturers and tobacco growers, regarding the technical
achievability of compliance with the standard, and including information concerning the existence of patents that make
it impossible to comply in the timeframe envisioned in the proposed standard. If the Secretary determines, based on the
Secretary's evaluation of submitted comments, that a product standard can be met only by manufacturers requiring substantial
changes to the methods of farming the domestically grown tobacco used by the manufacturer, the effective date of that product
standard shall be not less than 2 years after the date of publication of the final regulation establishing the standard.

(3) Limitation on power granted to the Food and Drug Administration

Because of the importance of a decision of the Secretary to issue a regulation--

(A) banning all cigarettes, all smokeless tobacco products, all little cigars, all cigars other than little cigars, all pipe tobacco,
or all roll-your-own tobacco products; or

(B) requiring the reduction of nicotine yields of a tobacco product to zero,

the Secretary is prohibited from taking such actions under this chapter.
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(4) Amendment; revocation

(A) Authority

The Secretary, upon the Secretary's own initiative or upon petition of an interested person, may by a regulation, promulgated
in accordance with the requirements of subsection (c) and paragraph (2), amend or revoke a tobacco product standard.

(B) Effective date

The Secretary may declare a proposed amendment of a tobacco product standard to be effective on and after its publication
in the Federal Register and until the effective date of any final action taken on such amendment if the Secretary determines
that making it so effective is in the public interest.

(5) Referral to Advisory Committee

(A) In general

The Secretary may refer a proposed regulation for the establishment, amendment, or revocation of a tobacco product
standard to the Tobacco Products Scientific Advisory Committee for a report and recommendation with respect to any
matter involved in the proposed regulation which requires the exercise of scientific judgment.

(B) Initiation of referral

The Secretary may make a referral under this paragraph--

(i) on the Secretary's own initiative; or

(ii) upon the request of an interested person that--

(I) demonstrates good cause for the referral; and

(II) is made before the expiration of the period for submission of comments on the proposed regulation.

(C) Provision of data

If a proposed regulation is referred under this paragraph to the Tobacco Products Scientific Advisory Committee, the
Secretary shall provide the Advisory Committee with the data and information on which such proposed regulation is based.

(D) Report and recommendation
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The Tobacco Products Scientific Advisory Committee shall, within 60 days after the referral of a proposed regulation under
this paragraph and after independent study of the data and information furnished to it by the Secretary and other data and
information before it, submit to the Secretary a report and recommendation respecting such regulation, together with all
underlying data and information and a statement of the reason or basis for the recommendation.

(E) Public availability

The Secretary shall make a copy of each report and recommendation under subparagraph (D) publicly available.

(e) Menthol cigarettes

(1) Referral; considerations

Immediately upon the establishment of the Tobacco Products Scientific Advisory Committee under section 387q(a) of this
title, the Secretary shall refer to the Committee for report and recommendation, under section 387q(c)(4) of this title, the issue
of the impact of the use of menthol in cigarettes on the public health, including such use among children, African-Americans,
Hispanics, and other racial and ethnic minorities. In its review, the Tobacco Products Scientific Advisory Committee shall
address the considerations listed in subsections (a)(3)(B)(i) and (b).

(2) Report and recommendation

Not later than 1 year after its establishment, the Tobacco Product Scientific Advisory Committee shall submit to the Secretary
the report and recommendations required pursuant to paragraph (1).

(3) Rule of construction

Nothing in this subsection shall be construed to limit the Secretary's authority to take action under this section or other sections
of this chapter applicable to menthol.

(f) Dissolvable tobacco products

(1) Referral; considerations

The Secretary shall refer to the Tobacco Products Scientific Advisory Committee for report and recommendation, under
section 387q(c)(4) of this title, the issue of the nature and impact of the use of dissolvable tobacco products on the public
health, including such use among children. In its review, the Tobacco Products Scientific Advisory Committee shall address
the considerations listed in subsection (a)(3)(B)(i).

(2) Report and recommendation

Not later than 2 years after its establishment, the Tobacco Product Scientific Advisory Committee shall submit to the Secretary
the report and recommendations required pursuant to paragraph (1).

Add. 25

http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=21USCAS387Q&originatingDoc=NDC983D80672111DE862AB971D61DB1EB&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_8b3b0000958a4
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=21USCAS387Q&originatingDoc=NDC983D80672111DE862AB971D61DB1EB&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_0c120000563a1
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=21USCAS387Q&originatingDoc=NDC983D80672111DE862AB971D61DB1EB&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_0c120000563a1


§ 387g. Tobacco product standards, 21 USCA § 387g

 © 2020 Thomson Reuters. No claim to original U.S. Government Works. 8

(3) Rule of construction

Nothing in this subsection shall be construed to limit the Secretary's authority to take action under this section or other sections
of this chapter at any time applicable to any dissolvable tobacco product.

CREDIT(S)

(June 25, 1938, c. 675, § 907, as added Pub.L. 111-31, Div. A, Title I, § 101(b)(3), June 22, 2009, 123 Stat. 1799.)

Notes of Decisions (1)

21 U.S.C.A. § 387g, 21 USCA § 387g
Current through P.L. 116-140.

End of Document © 2020 Thomson Reuters. No claim to original U.S. Government Works.
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United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)

Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387j

§ 387j. Application for review of certain tobacco products

Effective: June 22, 2009
Currentness

(a) In general

(1) New tobacco product defined

For purposes of this section the term “new tobacco product” means--

(A) any tobacco product (including those products in test markets) that was not commercially marketed in the United
States as of February 15, 2007; or

(B) any modification (including a change in design, any component, any part, or any constituent, including a smoke
constituent, or in the content, delivery or form of nicotine, or any other additive or ingredient) of a tobacco product where
the modified product was commercially marketed in the United States after February 15, 2007.

(2) Premarket review required

(A) New products

An order under subsection (c)(1)(A)(i) for a new tobacco product is required unless--

(i) the manufacturer has submitted a report under section 387e(j) of this title; and the Secretary has issued an order that
the tobacco product--

(I) is substantially equivalent to a tobacco product commercially marketed (other than for test marketing) in the United
States as of February 15, 2007; and

(II) is in compliance with the requirements of this chapter; or

(ii) the tobacco product is exempt from the requirements of section 387e(j) of this title pursuant to a regulation issued
under section 387e(j)(3) of this title.
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(B) Application to certain post-February 15, 2007, products

Subparagraph (A) shall not apply to a tobacco product--

(i) that was first introduced or delivered for introduction into interstate commerce for commercial distribution in the
United States after February 15, 2007, and prior to the date that is 21 months after June 22, 2009; and

(ii) for which a report was submitted under section 387e(j) of this title within such 21-month period,

except that subparagraph (A) shall apply to the tobacco product if the Secretary issues an order that the tobacco
product is not substantially equivalent.

(3) Substantially equivalent defined

(A) In general

In this section and section 387e(j) of this title, the term “substantially equivalent” or “substantial equivalence” means, with
respect to the tobacco product being compared to the predicate tobacco product, that the Secretary by order has found
that the tobacco product--

(i) has the same characteristics as the predicate tobacco product; or

(ii) has different characteristics and the information submitted contains information, including clinical data if deemed
necessary by the Secretary, that demonstrates that it is not appropriate to regulate the product under this section because
the product does not raise different questions of public health.

(B) Characteristics

In subparagraph (A), the term “characteristics” means the materials, ingredients, design, composition, heating source, or
other features of a tobacco product.

(C) Limitation

A tobacco product may not be found to be substantially equivalent to a predicate tobacco product that has been removed
from the market at the initiative of the Secretary or that has been determined by a judicial order to be misbranded or
adulterated.

(4) Health information

(A) Summary
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As part of a submission under section 387e(j) of this title respecting a tobacco product, the person required to file a
premarket notification under such section shall provide an adequate summary of any health information related to the
tobacco product or state that such information will be made available upon request by any person.

(B) Required information

Any summary under subparagraph (A) respecting a tobacco product shall contain detailed information regarding data
concerning adverse health effects and shall be made available to the public by the Secretary within 30 days of the issuance
of a determination that such tobacco product is substantially equivalent to another tobacco product.

(b) Application

(1) Contents

An application under this section shall contain--

(A) full reports of all information, published or known to, or which should reasonably be known to, the applicant,
concerning investigations which have been made to show the health risks of such tobacco product and whether such tobacco
product presents less risk than other tobacco products;

(B) a full statement of the components, ingredients, additives, and properties, and of the principle or principles of operation,
of such tobacco product;

(C) a full description of the methods used in, and the facilities and controls used for, the manufacture, processing, and,
when relevant, packing and installation of, such tobacco product;

(D) an identifying reference to any tobacco product standard under section 387g of this title which would be applicable
to any aspect of such tobacco product, and either adequate information to show that such aspect of such tobacco product
fully meets such tobacco product standard or adequate information to justify any deviation from such standard;

(E) such samples of such tobacco product and of components thereof as the Secretary may reasonably require;

(F) specimens of the labeling proposed to be used for such tobacco product; and

(G) such other information relevant to the subject matter of the application as the Secretary may require.

(2) Referral to Tobacco Products Scientific Advisory Committee

Upon receipt of an application meeting the requirements set forth in paragraph (1), the Secretary--
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(A) may, on the Secretary's own initiative; or

(B) may, upon the request of an applicant,

refer such application to the Tobacco Products Scientific Advisory Committee for reference and for submission (within
such period as the Secretary may establish) of a report and recommendation respecting the application, together with all
underlying data and the reasons or basis for the recommendation.

(c) Action on application

(1) Deadline

(A) In general

As promptly as possible, but in no event later than 180 days after the receipt of an application under subsection (b), the
Secretary, after considering the report and recommendation submitted under subsection (b)(2), shall--

(i) issue an order that the new product may be introduced or delivered for introduction into interstate commerce if the
Secretary finds that none of the grounds specified in paragraph (2) of this subsection applies; or

(ii) issue an order that the new product may not be introduced or delivered for introduction into interstate commerce
if the Secretary finds (and sets forth the basis for such finding as part of or accompanying such denial) that 1 or more
grounds for denial specified in paragraph (2) of this subsection apply.

(B) Restrictions on sale and distribution

An order under subparagraph (A)(i) may require that the sale and distribution of the tobacco product be restricted but
only to the extent that the sale and distribution of a tobacco product may be restricted under a regulation under section
387f(d) of this title.

(2) Denial of application

The Secretary shall deny an application submitted under subsection (b) if, upon the basis of the information submitted to
the Secretary as part of the application and any other information before the Secretary with respect to such tobacco product,
the Secretary finds that--

(A) there is a lack of a showing that permitting such tobacco product to be marketed would be appropriate for the protection
of the public health;

(B) the methods used in, or the facilities or controls used for, the manufacture, processing, or packing of such tobacco
product do not conform to the requirements of section 387f(e) of this title;
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(C) based on a fair evaluation of all material facts, the proposed labeling is false or misleading in any particular; or

(D) such tobacco product is not shown to conform in all respects to a tobacco product standard in effect under section 387g
of this title, and there is a lack of adequate information to justify the deviation from such standard.

(3) Denial information

Any denial of an application shall, insofar as the Secretary determines to be practicable, be accompanied by a statement
informing the applicant of the measures required to remove such application from deniable form (which measures may include
further research by the applicant in accordance with 1 or more protocols prescribed by the Secretary).

(4) Basis for finding

For purposes of this section, the finding as to whether the marketing of a tobacco product for which an application has been
submitted is appropriate for the protection of the public health shall be determined with respect to the risks and benefits to
the population as a whole, including users and nonusers of the tobacco product, and taking into account--

(A) the increased or decreased likelihood that existing users of tobacco products will stop using such products; and

(B) the increased or decreased likelihood that those who do not use tobacco products will start using such products.

(5) Basis for action

(A) Investigations

For purposes of paragraph (2)(A), whether permitting a tobacco product to be marketed would be appropriate for the
protection of the public health shall, when appropriate, be determined on the basis of well-controlled investigations, which
may include 1 or more clinical investigations by experts qualified by training and experience to evaluate the tobacco
product.

(B) Other evidence

If the Secretary determines that there exists valid scientific evidence (other than evidence derived from investigations
described in subparagraph (A)) which is sufficient to evaluate the tobacco product, the Secretary may authorize that the
determination for purposes of paragraph (2)(A) be made on the basis of such evidence.

(d) Withdrawal and temporary suspension

(1) In general

Add. 31

http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=21USCAS387G&originatingDoc=N01F2B160673A11DE8A15A2F49C0D3F23&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)


§ 387j. Application for review of certain tobacco products, 21 USCA § 387j

 © 2020 Thomson Reuters. No claim to original U.S. Government Works. 6

The Secretary shall, upon obtaining, where appropriate, advice on scientific matters from the Tobacco Products Scientific
Advisory Committee, and after due notice and opportunity for informal hearing for a tobacco product for which an order was
issued under subsection (c)(1)(A)(i), issue an order withdrawing the order if the Secretary finds--

(A) that the continued marketing of such tobacco product no longer is appropriate for the protection of the public health;

(B) that the application contained or was accompanied by an untrue statement of a material fact;

(C) that the applicant--

(i) has failed to establish a system for maintaining records, or has repeatedly or deliberately failed to maintain records
or to make reports, required by an applicable regulation under section 387i of this title;

(ii) has refused to permit access to, or copying or verification of, such records as required by section 374 of this title; or

(iii) has not complied with the requirements of section 387e of this title;

(D) on the basis of new information before the Secretary with respect to such tobacco product, evaluated together with
the evidence before the Secretary when the application was reviewed, that the methods used in, or the facilities and
controls used for, the manufacture, processing, packing, or installation of such tobacco product do not conform with
the requirements of section 387f(e) of this title and were not brought into conformity with such requirements within a
reasonable time after receipt of written notice from the Secretary of nonconformity;

(E) on the basis of new information before the Secretary, evaluated together with the evidence before the Secretary when
the application was reviewed, that the labeling of such tobacco product, based on a fair evaluation of all material facts, is
false or misleading in any particular and was not corrected within a reasonable time after receipt of written notice from
the Secretary of such fact; or

(F) on the basis of new information before the Secretary, evaluated together with the evidence before the Secretary when
such order was issued, that such tobacco product is not shown to conform in all respects to a tobacco product standard
which is in effect under section 387g of this title, compliance with which was a condition to the issuance of an order relating
to the application, and that there is a lack of adequate information to justify the deviation from such standard.

(2) Appeal

The holder of an application subject to an order issued under paragraph (1) withdrawing an order issued pursuant to subsection
(c)(1)(A)(i) may, by petition filed on or before the 30th day after the date upon which such holder receives notice of such
withdrawal, obtain review thereof in accordance with section 387l of this title.

(3) Temporary suspension
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If, after providing an opportunity for an informal hearing, the Secretary determines there is reasonable probability that the
continuation of distribution of a tobacco product under an order would cause serious, adverse health consequences or death,
that is greater than ordinarily caused by tobacco products on the market, the Secretary shall by order temporarily suspend
the authority of the manufacturer to market the product. If the Secretary issues such an order, the Secretary shall proceed
expeditiously under paragraph (1) to withdraw such application.

(e) Service of order

An order issued by the Secretary under this section shall be served--

(1) in person by any officer or employee of the department designated by the Secretary; or

(2) by mailing the order by registered mail or certified mail addressed to the applicant at the applicant's last known address
in the records of the Secretary.

(f) Records

(1) Additional information

In the case of any tobacco product for which an order issued pursuant to subsection (c)(1)(A)(i) for an application filed under
subsection (b) is in effect, the applicant shall establish and maintain such records, and make such reports to the Secretary, as
the Secretary may by regulation, or by order with respect to such application, prescribe on the basis of a finding that such
records and reports are necessary in order to enable the Secretary to determine, or facilitate a determination of, whether there
is or may be grounds for withdrawing or temporarily suspending such order.

(2) Access to records

Each person required under this section to maintain records, and each person in charge of custody thereof, shall, upon request
of an officer or employee designated by the Secretary, permit such officer or employee at all reasonable times to have access
to and copy and verify such records.

(g) Investigational tobacco product exemption for investigational use

The Secretary may exempt tobacco products intended for investigational use from the provisions of this subchapter under such
conditions as the Secretary may by regulation prescribe.

CREDIT(S)

(June 25, 1938, c. 675, § 910, as added Pub.L. 111-31, Div. A, Title I, § 101(b)(3), June 22, 2009, 123 Stat. 1807.)

Notes of Decisions (1)

21 U.S.C.A. § 387j, 21 USCA § 387j
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Current through P.L. 116-140.
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United States Code Annotated
Title 21. Food and Drugs (Refs & Annos)

Chapter 9. Federal Food, Drug, and Cosmetic Act (Refs & Annos)
Subchapter IX. Tobacco Products (Refs & Annos)

21 U.S.C.A. § 387p

§ 387p. Preservation of State and local authority

Effective: June 22, 2009
Currentness

(a) In general

(1) Preservation

Except as provided in paragraph (2)(A), nothing in this subchapter, or rules promulgated under this subchapter, shall be
construed to limit the authority of a Federal agency (including the Armed Forces), a State or political subdivision of a State,
or the government of an Indian tribe to enact, adopt, promulgate, and enforce any law, rule, regulation, or other measure
with respect to tobacco products that is in addition to, or more stringent than, requirements established under this subchapter,
including a law, rule, regulation, or other measure relating to or prohibiting the sale, distribution, possession, exposure to,
access to, advertising and promotion of, or use of tobacco products by individuals of any age, information reporting to
the State, or measures relating to fire safety standards for tobacco products. No provision of this subchapter shall limit or
otherwise affect any State, tribal, or local taxation of tobacco products.

(2) Preemption of certain State and local requirements

(A) In general

No State or political subdivision of a State may establish or continue in effect with respect to a tobacco product any
requirement which is different from, or in addition to, any requirement under the provisions of this subchapter relating
to tobacco product standards, premarket review, adulteration, misbranding, labeling, registration, good manufacturing
standards, or modified risk tobacco products.

(B) Exception

Subparagraph (A) does not apply to requirements relating to the sale, distribution, possession, information reporting to
the State, exposure to, access to, the advertising and promotion of, or use of, tobacco products by individuals of any age,
or relating to fire safety standards for tobacco products. Information disclosed to a State under subparagraph (A) that is
exempt from disclosure under section 552(b)(4) of Title 5 shall be treated as a trade secret and confidential information
by the State.

(b) Rule of construction regarding product liability

Add. 35

Federal Food, Drug, and Cosmetic Act § 916

http://www.westlaw.com/Browse/Home/StatutesCourtRules/UnitedStatesCodeAnnotatedUSCA?transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Browse/Home/StatutesCourtRules/UnitedStatesCodeAnnotatedUSCA?guid=N29B41F073F574A0DB56D5065341FE3C4&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(21USCAR)&originatingDoc=NEA6C1610674511DE98FBBC47CABFE898&refType=CM&sourceCite=21+U.S.C.A.+%c2%a7+387p&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&pubNum=1000546&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Browse/Home/StatutesCourtRules/UnitedStatesCodeAnnotatedUSCA?guid=N29127C2A50B544E495EE94DE76761352&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(21USCAC9R)&originatingDoc=NEA6C1610674511DE98FBBC47CABFE898&refType=CM&sourceCite=21+U.S.C.A.+%c2%a7+387p&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&pubNum=1000546&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Browse/Home/StatutesCourtRules/UnitedStatesCodeAnnotatedUSCA?guid=NF21088E0624C11DE98FBBC47CABFE898&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)&rs=clbt1.0&vr=3.0
http://www.westlaw.com/Link/Document/FullText?findType=l&cite=lk(21USCAC9SUBCIXR)&originatingDoc=NEA6C1610674511DE98FBBC47CABFE898&refType=CM&sourceCite=21+U.S.C.A.+%c2%a7+387p&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&pubNum=1000546&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=5USCAS552&originatingDoc=NEA6C1610674511DE98FBBC47CABFE898&refType=RB&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_6ad60000aeea7


§ 387p. Preservation of State and local authority, 21 USCA § 387p

 © 2020 Thomson Reuters. No claim to original U.S. Government Works. 2

No provision of this subchapter relating to a tobacco product shall be construed to modify or otherwise affect any action or the
liability of any person under the product liability law of any State.

CREDIT(S)

(June 25, 1938, c. 675, § 916, as added Pub.L. 111-31, Div. A, Title I, § 101(b)(3), June 22, 2009, 123 Stat. 1823.)
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