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INTRODUCTION 
 

Finding that the use of tobacco products by youth “is a pediatric 

disease of considerable proportions,” Congress in the Family Smoking 

Prevention and Tobacco Control Act (TCA) gave the Food and Drug 

Administration (FDA) authority to regulate cigarettes and other tobacco 

products.  TCA, Pub. L. No. 111-31, div. A, § 2(1), (15), 123 Stat. 1776, 1777 

(2009).  Among other provisions, the TCA prohibited the marketing of any 

new tobacco product (defined as a product not on the market as of 

February 15, 2007) unless and until FDA authorizes its marketing.  

21 U.S.C. § 387j(a)(1)-(2).   

The statute provides that FDA “shall deny” a manufacturer’s 

marketing application unless the agency finds that “permitting such 

tobacco product to be marketed would be appropriate for the protection of 

the public health.”  21 U.S.C. § 387j(c)(2).  In making this determination, 

FDA must evaluate “the risks and benefits to the population as a whole, 

including users and nonusers of the tobacco product,” taking into account 

both the “likelihood that existing users of tobacco products will stop using 

such products” and the “likelihood that those who do not use tobacco 

products will start.”  Id. § 387j(c)(4).  Because “[v]irtually all new users of 
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tobacco products are under the minimum legal age to purchase such 

products,” TCA § 2(4), 123 Stat. at 1777, the statute in practice requires 

FDA, among other things, to weigh the risk that a new tobacco product will 

be attractive to youth against the product’s potential for helping adults 

who smoke combustible cigarettes switch to a less dangerous alternative. 

FDA recently denied applications submitted by hundreds of 

companies to market millions of “electronic nicotine delivery systems” 

(ENDS) products, such as nicotine-containing “e-liquids” used in what 

colloquially are known as “e-cigarettes.”  But for certain companies —

including petitioner—FDA has agreed to re-review the evidence submitted 

and has provided assurance that FDA does not intend to take enforcement 

action against products subject to the denial order while that re-review is 

ongoing.  Mot. 23 n.7.  FDA also entered an administrative stay of 

petitioner’s denial order, A195, and that administrative stay remains in 

effect pending FDA’s re-review. 

Notwithstanding FDA’s administrative stay, petitioner has filed a 

motion asking this Court to stay the same denial order.  That motion 

should be denied because FDA’s denial order already is stayed.  In 

materially identical circumstances, the Ninth Circuit recently denied a 
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judicial stay request.  See Order, My Vape Order, Inc. v. FDA, No. 21-71302 

(9th Cir. Oct. 28, 2021); see also Opp’n to Pet’r’s Emergency Mot. for Stay 

Pending Review, My Vape Order, Inc. v. FDA, No. 21-71302 (9th Cir. Oct. 25, 

2021).  FDA is sensitive to the burdens that petitions for review of its denial 

orders may place on the courts of appeals.  Indeed, there are already seven 

such petitions pending before this Court, including petitioner’s.1  Where 

appropriate, FDA has taken action—agreeing to re-review the evidence 

submitted by certain companies and to refrain from taking enforcement 

action while that process is ongoing—that obviates any basis that a 

company might have to seek judicial relief.  See Mot. 23 n.7; A195.  

Petitioner takes issue with the undefined duration of FDA’s 

administrative stay, arguing that it and its customers need greater clarity 

regarding how long the stay will remain in place.  Mot. 23 n.7.  Yet it does 

not explain how a judicial stay pending this Court’s review would provide 

any greater certainty as to the date on which a stay would expire.  More 

broadly, petitioner does not provide any plausible explanation as to why it 

                                                           
1 See Diamond Vapor LLC v. FDA, No. 21-13387; Johnny Copper LLC v. 

FDA, No. 21-13438; Vapor Unlimited LLC v. FDA, No. 21-13454; Union St. 
Brands LLC v. FDA, No. 21-13521; Pop Vapor Co. LLC v. FDA, No. 21-13522; 
Vapornine LLC v. FDA, No. 21-13523. 
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needs a judicial stay when FDA’s administrative stay already has provided 

petitioner with the relief that a judicial stay would provide, and when any 

action by this Court would be premature since FDA is re-reviewing 

petitioner’s application.  If FDA decides to rescind the denial order, the 

petition for review will be moot.  If FDA issues a new decision or reaches 

the same conclusion following re-review of petitioner’s application, any 

new motion for relief would be evaluated in the context of that 

development.   

STATEMENT 
 

I. The Tobacco Control Act’s Regulation Of New Tobacco Products 
 

The Family Smoking Prevention and Tobacco Control Act established 

a comprehensive scheme for the regulation of tobacco products.  See TCA, 

123 Stat. 1776.  Among other requirements, Congress made it unlawful for 

a manufacturer to introduce in interstate commerce any “new tobacco 

product” unless the manufacturer obtains premarket authorization from 

FDA.  21 U.S.C. § 387j(a)(1)-(2).  The statute defines a “new tobacco 

product” as a tobacco product that was not commercially marketed in the 

United States as of February 15, 2007, or that was modified after that date.  
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Id. § 387j(a)(1).2  It is not controverted that petitioner’s products are “new 

tobacco products” within the meaning of the statute. 

In barring the marketing of new tobacco products absent FDA 

authorization, Congress was aware of the risk that manufacturers would 

design new products attractive to children and adolescents.  Congress 

found that the use of tobacco products “is a pediatric disease of 

considerable proportions,” TCA § 2(1), 123 Stat. at 1777, and that the 

marketing and promotion of tobacco products “have been especially 

directed to attract young persons,” TCA § 2(15), 123 Stat. at 1777.  In 

hearings on the TCA, Senator Merkley addressed attempts to capture the 

underage audience for smokeless tobacco—efforts that swept even further 

than the cigarette advertising campaigns targeted at children and 

adolescents.  He explained that “tobacco companies are marketing tobacco 

candy to our children” and designing products to resemble cell phones and 

other objects “so that teachers can’t recognize that these are smokeless 

                                                           
2 The TCA provides a separate premarket authorization pathway for 

tobacco products that are substantially equivalent to products that were 
commercially marketed in the United States as of February 15, 2007.  See 21 
U.S.C. § 387j(a)(2)(A)(i)(I).  That pathway is not at issue here. 
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tobacco products in their students’ pockets.”  155 Cong. Rec. S5999 (daily 

ed. June 3, 2009). 

In light of the risks posed by new tobacco products, which stem in 

significant part from initiating use by children and adolescents, Congress 

provided that FDA “shall deny” a manufacturer’s application “if, upon the 

basis of the information submitted to [FDA] as part of the application and 

any other information before [FDA] with respect to such tobacco product,” 

the agency “finds that . . . 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.”  21 U.S.C. § 387j(c)(2).  The statute thus puts the burden 

on the manufacturer to provide evidence that would justify a finding that 

the product satisfies this “public health” standard.  In determining whether 

the application meets that standard, FDA must evaluate “the risks and 

benefits to the population as a whole, including users and nonusers of the 

tobacco product,” taking into account both the “likelihood that existing 

users of tobacco products will stop using such products,” and the 

“likelihood that those who do not use tobacco products will start.”  

Id. § 387j(c)(4). 
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II. Electronic Nicotine Delivery Systems (ENDS) 
 

“Electronic nicotine delivery systems”—which are colloquially 

known as “e-cigarettes”—include a wide variety of products.  Their 

common feature is that they deliver nicotine, which is “among the most 

addictive substances used by humans,” “by vaporizing a liquid that 

includes other chemicals and flavorings.”  Nicopure Labs, LLC v. FDA, 944 

F.3d 267, 270 (D.C. Cir. 2019).  “The device heats the liquid until it 

generates an aerosol—or ‘vapor’—that can be inhaled.”  Id.  Some such 

devices are designed to look like cigarettes, while others are designed to 

look like everyday objects such as pens or computer flash drives.  Id. at 

273 n.1. 

In 2016, FDA exercised its statutory authority to deem e-cigarettes 

and other products that are made or derived from tobacco to be subject to 

the TCA’s requirements.  81 Fed. Reg. 28,974 (May 10, 2016); see Nicopure, 

944 F.3d at 273.  By statute, any deemed tobacco products that met the 

Act’s definition of a “new tobacco product” could not lawfully be marketed 

without FDA premarket authorization after the rule’s effective date of 

August 8, 2016.  In the final rule, FDA announced that, for e-cigarettes 

already on the market as of the rule’s effective date, the agency generally 
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would not take enforcement action based on a product’s lack of premarket 

authorization for a two-to-three-year period while manufacturers 

prepared, and FDA reviewed, applications.  81 Fed. Reg. at 28,978.  In 2017 

guidance, FDA extended this enforcement period until 2022.  See Am. Acad. 

of Pediatrics v. FDA, 379 F. Supp. 3d 461, 468 (D. Md. 2019).   

From 2017 to 2018, however, underage use of e-cigarettes 

skyrocketed: The number of high-school-age children reporting use of 

e-cigarettes rose by more than 75%, and use among middle-school-age 

children increased nearly 50%.  See id. at 467 (citing Alex M. Azar & Scott 

Gottlieb, We Cannot Let E-Cigarettes Become an On-Ramp for Teenage 

Addiction, Wash. Post, Oct. 11, 2018).  In light of this epidemic of underage 

usage, FDA reconsidered its 2017 guidance.  See In re Cigar Ass’n of Am., 812 

F. App’x 128, 134 (4th Cir. 2020).  And in an action brought by public-

health groups, a district court ruled that FDA’s “across-the-board 

suspension of the Tobacco Control Act’s premarket approval process” in 

the 2017 guidance was contrary to the statute and defeated its purpose by 

allowing unapproved tobacco products to be sold “at a time when minors’ 

use of tobacco products like e-cigarettes is at an epidemic level and rising.”  

Am. Acad. of Pediatrics, 379 F. Supp. 3d at 492.  The court directed FDA to 
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require manufacturers to submit applications for premarket authorization 

by May 2020—a date subsequently extended to September 2020 as a result 

of the COVID-19 pandemic—and provided that products for which timely 

applications had been submitted “may remain on the market without being 

subject to FDA enforcement actions for a period not to exceed one year.”  

Am. Acad. of Pediatrics v. FDA, 399 F. Supp. 3d 479 (D. Md. 2019), appeal 

dismissed sub nom. In re Cigar Ass’n of Am., 812 F. App’x 128 (4th Cir. 2020).  

The court later clarified that FDA was permitted to take enforcement action 

during the application review period.  Order, Am. Acad. of Pediatrics, No. 

18-883 (D. Md. Aug. 12, 2019), Dkt. No. 132.  FDA issued new enforcement 

guidance in 2020 consistent with the district court’s order and its own 

review.  See In re Cigar Ass’n, 812 F. App’x at 134; FDA, Enforcement 

Priorities for Electronic Nicotine Delivery Systems (ENDS) and Other Deemed 

Products on the Market Without Premarket Authorization, Guidance for Industry 

(Apr. 2020).3 

                                                           
3 https://go.usa.gov/xMsKh. 
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III. FDA’s Review Of Applications To Market E-Cigarette Products 
 

Petitioner was among the hundreds of manufacturers that submitted 

applications for premarket review by the deadline set by the court in 

American Academy of Pediatrics.4  As relevant here, petitioner’s application 

sought marketing authorization for 10 flavored e-liquid products.  FDA 

denied petitioner’s application for those products on September 7, 2021, 

after determining that petitioner had not shown that its products will likely 

provide a benefit to adult users that is adequate to outweigh their 

significant risks to youth, as would be needed to establish that the 

marketing of these products is “appropriate for the protection of the public 

health.”  A34.   

Petitioner subsequently asked FDA to rescind its denial order.  See 

Mot. 23 n.7.  Shortly thereafter, FDA agreed to re-review petitioner’s 

application and provided assurance that it does not intend to enforce the 

premarket review requirements for petitioner’s products while the agency 

considers whether the denial order should be rescinded.  Id.  On October 

                                                           
4 See FDA, Marketing Denial Orders (2021), 

https://www.fda.gov/tobacco-products/market-and-distribute-tobacco-
product/tobacco-products-marketing-orders#Marketing%20Denial. 
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22, 2021, FDA entered an administrative stay of the denial order pursuant 

to 21 C.F.R. § 10.35, see A195, and updated the public list of marketing 

denial orders to reflect that FDA had taken that measure.5  

ARGUMENT 
 

Petitioner’s motion for a judicial stay of the FDA order denying its 

marketing-authorization application should be denied because FDA 

already has granted a stay of that order.  As explained above, for certain 

companies, including petitioner, FDA has agreed to re-review the evidence 

to determine whether the denial order should be rescinded.  Moreover, 

FDA gave assurances to such companies, including petitioner, that it will 

not take enforcement action with respect to the affected products while its 

re-review is ongoing and has noted on its website that petitioner’s denial 

order is subject to a stay.6   

It is thus unclear why petitioner is asking this Court for judicial relief 

that would mirror that granted by the agency.  There is no basis for an 

                                                           
5 See FDA, Marketing Denial Orders (2021), 

https://www.fda.gov/tobacco-products/market-and-distribute-tobacco-
product/tobacco-products-marketing-orders#Marketing%20Denial. 

6 For two companies, Turning Point Brands, Inc./TPB International, 
LLC, and Humble Juice Co., LLC, FDA already has rescinded the denial 
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immediate judicial stay.  Petitioner expresses concern about what may 

happen after FDA’s re-review period ends, but that is not a reason for the 

Court to act now.  If petitioner’s denial order is rescinded, its petition for 

review will be moot.  If a new decision is issued, or if FDA reaches the 

same conclusion following the re-review of petitioner’s application, any 

motion for judicial relief would be evaluated in the context of that 

development.  And, as discussed above, a court cannot declare e-cigarette 

products lawful before they have been authorized by FDA because the 

TCA itself makes the marketing of unauthorized products unlawful.  See 21 

U.S.C. § 387j(a)(1)-(2).  In a case that involves nearly identical 

circumstances, the Ninth Circuit recently denied a judicial stay request 

where FDA had already issued an administrative stay.  See Order, My Vape 

Order, Inc. v. FDA, No. 21-71302 (9th Cir. Oct. 28, 2021); see also Opp’n to 

Pet’r’s Emergency Mot. for Stay Pending Review, My Vape Order, Inc. v. 

FDA, No. 21-71302 (9th Cir. Oct. 25, 2021).   

                                                           

orders.  See FDA, Marketing Denial Orders (2021), 
https://www.fda.gov/tobacco-products/market-and-distribute-tobacco-
product/tobacco-products-marketing-orders#Marketing%20Denial.  And 
for two other companies, Fumizer LLC, and ECS Global LLC, it has 
rescinded the denial order for some of the products.  See id. 
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Petitioner contends in its motion that its products “cannot be 

presently sold,” and that, “with its products off the market,” it “has lost 

and will continue to lose customers, partners, and goodwill.”  Mot. 22.  But 

FDA already has assured petitioner that it does not intend to take 

enforcement action with respect to the products subject to the denial order 

while that denial order is being re-reviewed by FDA.  See Mot. 23 n.7, A195.  

Indeed, petitioner acknowledges that FDA “issued an administrative stay” 

and informed petitioner “that it would not bring any enforcement actions 

against the company as it reviewed [petitioner’s application].”  Mot. 23 n.7.  

Petitioner also announced the stay on its web page, bidivapor.com, and 

provided a link to the list of denial orders on FDA’s website, where FDA 

noted that the denial order has been stayed.  With this administrative stay 

in place, Petitioner already has the relief it seeks.  That petitioner waited 

more than three weeks to seek a stay further undermines the contention 

that a judicial stay is warranted in these circumstances.       

Petitioner relies on BellSouth Telecommunications, Inc. v. MCIMetro 

Access Transmission Services, LLC, 425 F.3d 964 (11th Cir. 2005), to support 

its argument that a stay is warranted based on petitioner’s alleged loss of 

customers, partners, and goodwill.  Mot. 22.  But BellSouth 
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Telecommunications does not stand for the proposition that “the loss of 

customers and goodwill” always merits preliminary relief.  425 F.3d at 970 

(internal quotation marks omitted).  Indeed, as the Court observed, 

although multiple parties in that case “undoubtedly [would] lose 

customers,” the balance of harms weighed against those for whom that loss 

would occur because the parties were engaging in conduct that was 

“contrary to federal policy.”  Id. (internal quotation marks omitted).  In 

addition, there was no stay already in place in BellSouth Telecommunications 

to preserve the status quo, a crucial distinction given that FDA has already 

implemented an administrative stay here.   

Petitioner attempts to distinguish the administrative stay already in 

place from the judicial stay it seeks by arguing that, “given the uncertainty 

in timing, the administrative stay will not fully address on-going harm,” 

including the return of product inventory, the loss of customers, and an 

inability to develop new business.  Mot. 23 n.7.  On its face, however, this 

argument makes clear that petitioner’s real issue is not that the stay is of a 

limited, unknown duration:  A judicial stay would also be of limited 

duration, expiring upon the Court’s review of the petition.  And the length 

of a judicial stay would also be undefined, since petitioner and its retailers 
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and customers do not know when the Court will issue its decision.  Rather, 

the clarity that petitioner seeks can only be provided by a rescission of the 

denial order and a subsequent grant of petitioner’s application based on a 

finding that its products are in fact “appropriate for the protection of the 

public health.”  Because a judicial stay of the denial order would not make 

the marketing of petitioner’s products lawful, it would not provide any 

additional assurances regarding enforcement risk to petitioner, its retailers, 

or its customers.7  

Petitioner’s motion further argues that the denial order was 

erroneous and should be rescinded but, as explained above, FDA has 

agreed to re-review petitioner’s evidence to determine whether rescission 

of the denial order is appropriate.  For these reasons, petitioner’s 

challenges to the denial order are premature. 

 

 

                                                           
7 Petitioner also somewhat confusingly claims that the administrative 

stay “does not provide the relief sought in this motion” because “FDA’s 
review will not be a full scientific review.”  Mot. 23 n.7.  Petitioner’s 
motion, however, merely seeks to extend the existing stay of the denial 
order.  Even if granted, such relief would have no bearing on how FDA 
conducts its review.  
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CONCLUSION 

The Court should deny petitioner’s motion for a stay. 
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