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(I) 

QUESTION PRESENTED 

The Family Smoking Prevention and Tobacco Con-
trol Act, Pub. L. No. 111-31, Div. A, 123 Stat. 1776, re-
quires a person to obtain authorization from the Food 
and Drug Administration (FDA) before introducing a 
new tobacco product into interstate commerce.  The 
agency may grant such authorization only if the appli-
cant shows, among other things, that the marketing of 
the product would be “appropriate for the protection of 
the public health.”  21 U.S.C. 387j(c)(2)(A).  In this case, 
the agency denied petitioner’s applications for authori-
zation to market new e-cigarette products because peti-
tioner had failed to show that marketing the products 
would be appropriate for the protection of the public 
health.  The question presented is:  

Whether FDA’s denial order was arbitrary and ca-
pricious.   
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(1) 

In the Supreme Court of the United States 
 

No. 23-799 

MAGELLAN TECHNOLOGY, INC., PETITIONER 

v. 

FOOD AND DRUG ADMINISTRATION 

 

ON PETITION FOR A WRIT OF CERTIORARI 

TO THE UNITED STATES COURT OF APPEALS 

FOR THE SECOND CIRCUIT 

 

BRIEF FOR THE RESPONDENT 

 

OPINION BELOW 

The opinion of the court of appeals (Pet. App. 1-20) 
is reported at 70 F.4th 622.  

JURISDICTION 

The judgment of the court of appeals was entered on 
June 16, 2023.  A petition for rehearing was denied on 
August 25, 2023 (Pet. App. 23-24).  On November 17, 
2023, Justice Sotomayor extended the time within which 
to file a petition for a writ of certiorari to and including 
January 22, 2024, and the petition was filed on that date.  
The jurisdiction of this Court is invoked under 28 U.S.C. 
1254(1).  

STATEMENT 

1. The Family Smoking Prevention and Tobacco 
Control Act (Act), Pub. L. No. 111-31, Div. A, 123 Stat. 
1776, requires a manufacturer to obtain authorization 
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from the Food and Drug Administration (FDA) before 
introducing any “new tobacco product” into interstate 
commerce.  21 U.S.C. 387j(a)(2)(A).  The Act defines a 
new tobacco product as a tobacco product that was not 
on the market as of February 15, 2007.  See 21 U.S.C. 
387j(a)(1).  

FDA may grant marketing authorization only if the 
manufacturer shows, among other things, that the prod-
uct would be “appropriate for the protection of the pub-
lic health.”  21 U.S.C. 387j(c)(2)(A).  In applying that 
standard, FDA must consider 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 using such products.”  21 
U.S.C. 387j(c)(4).  In the present context, that standard 
requires the agency to weigh (1) the likelihood that the 
new product will help existing smokers (generally 
adults) completely switch to less dangerous alterna-
tives, or significantly reduce the amount they smoke, 
against (2) the risk that the new product will entice new 
users (generally youth) to begin using tobacco products.   

This case concerns FDA’s application of those provi-
sions to e-cigarettes—that is, devices that aerosolize 
nicotine-laced “e-liquids” that users then inhale.  See 
Centers for Disease Control and Prevention, U.S. Dep’t 
of Health and Human Services, E-Cigarette, or Vaping, 
Products Visual Dictionary (CDC Dictionary) 7.  In 
2016, FDA promulgated a rule announcing that it would 
regulate e-cigarettes and e-liquids in accordance with 
the Act.  See Deeming Tobacco Products To Be Subject 
to the Federal Food, Drug, and Cosmetic Act, as 
Amended by the Family Smoking Prevention and To-
bacco Control Act; Restrictions on the Sale and Distri-
bution of Tobacco Products and Required Warning 
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Statements for Tobacco Products, 81 Fed. Reg. 28,974, 
29,028-29,044 (May 10, 2016).  E-cigarettes and e-liquids 
generally qualify as “new tobacco products” because 
they were not on the market as of February 15, 2007.  
See Avail Vapor, LLC v. FDA, 55 F.4th 409, 414 (4th 
Cir. 2022), cert. denied, 144 S. Ct. 277 (2023).   

2. Petitioner sells e-cigarette products.  See Pet. 
App. 4.  In September 2020, it applied for authorization 
to market e-cigarette products with flavors such as 
“Mango,” “Pretzel Graham,” and “Blue Razz.”  Id. at 9. 

FDA denied petitioner’s applications.  See Pet. App. 
11.  FDA explained that the literature demonstrated 
that flavored e-cigarettes present a “well-established” 
risk of “increasing the appeal of tobacco products to 
youth.”  Id. at 48.  On the other side of the balance, the 
agency determined that “the evidence regarding the 
role of flavors in promoting switching among adult 
smokers is far from conclusive” and that “the literature 
does not establish that flavors differentially promote 
switching among [e-cigarette] users in general.”  Id. at 
60.  The agency accordingly found insufficient evidence 
to demonstrate that petitioner’s products “will provide 
a benefit to adult users that would be adequate to out-
weigh the risks to youth.”  Id. at 28.  Petitioner pro-
posed a marketing plan that would purportedly address 
those risks by limiting youth access to its products, but 
FDA declined to consider the plan, noting that it was 
“not aware of access restrictions that, to date, have been 
successful in sufficiently decreasing the ability of youth 
to obtain and use” e-cigarettes.  Id. at 59 n.xix.   

3. The Second Circuit denied the petition for review.  
See Pet. App. 1-20.  

As relevant here, the court of appeals rejected peti-
tioner’s claim that FDA had unfairly surprised appli-



4 

 

cants by changing the standards governing their appli-
cations.  See Pet. App. 13-16.  Specifically, petitioner ar-
gued that FDA had arbitrarily and capriciously de-
parted from earlier guidance stating that FDA did not 
“expect that applicants will need to conduct long-term 
studies to support an application.”  Id. at 14 (citation 
omitted).  The court explained, however, that the agency 
had indicated only that “evidence besides long-term 
studies might be sufficient.”  Ibid.  The agency had never 
“guarantee[d] that other scientific evidence would be 
sufficient.”  Ibid.   

The court of appeals also rejected petitioner’s chal-
lenge to FDA’s decision not to evaluate its marketing 
plan.  See Pet. App. 16-18.  The court stated that FDA’s 
failure to evaluate the plan “was likely error,” but held 
that the “potential error” was harmless.  Id. at 17.  The 
court found “no indication that the marketing plan 
would have made up for the [applications ’] other de-
fects.”  Ibid.  The court also noted that petitioner did 
not “explain how its marketing strategies differ[ed] 
from the similar measures the FDA had uniformly re-
jected” in other cases.  Id. at 17-18.   

DISCUSSION 

Petitioner renews its contentions (Pet. 17-29) that 
FDA unfairly surprised e-cigarette companies by chang-
ing the standards governing their applications and that 
FDA committed prejudicial error by declining to evalu-
ate its marketing plan.  As petitioner observes (Pet. 17-
19), the Second Circuit’s decision rejecting those claims 
conflicts with the en banc Fifth Circuit’s decision ac-
cepting similar claims in Wages & White Lion Invest-
ments, L.L.C. v. FDA, 90 F.4th 357 (2024), petition for 
cert. pending, No. 23-1038 (filed Mar. 19, 2024).   
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The government has filed a petition for a writ of cer-
tiorari in Wages & White Lion.  See Pet., Wages & 
White Lion, supra (No. 23-1038).  As that petition ex-
plains, the Fifth Circuit relied on multiple rationales in 
setting aside FDA’s denial orders as arbitrary and ca-
pricious, and its decision created multiple circuit con-
flicts.  See id. at 10-12, 22-23.  In the decision below, 
however, the Second Circuit addressed only two of 
those legal theories:  the claim that FDA unfairly sur-
prised applicants with respect to the manner in which it 
would review applications to authorize the marketing of 
e-cigarette products, see Pet. App. 13-16, and the claim 
that FDA had committed prejudicial error by declining 
to evaluate petitioner’s marketing plan, see id. at 18-19.  
The petition for a writ of certiorari in this case likewise 
focuses on those two issues.  See Pet. 20-25 (unfair sur-
prise); Pet. 25-26 (marketing plan).*   

Wages & White Lion is thus the only vehicle for de-
ciding the full range of legal issues raised, and resolving 
the full set of circuit conflicts created, by the Fifth Cir-
cuit’s decision.  Conversely, because the legal issues 
presented in this case form only a subset of the legal 
issues presented in Wages & White Lion, there would 
be no need to grant plenary review in this case as well.  
Granting review in multiple cases would needlessly re-
sult in duplicative briefing.  This Court should therefore 

 

*  The Second Circuit separately rejected petitioner’s claim that 
FDA exceeded its statutory authority by requiring applicants to 
show that “their flavored [e-cigarette] products are more effective 
than tobacco-flavored products at promoting cessation or switching 
from combustible cigarettes.”  Pet. App. 18; see id. at 18-19.  But 
that issue is not the subject of a circuit conflict, and petitioner does 
not seek review on it.  See Pet. 21 (assuming that the Second Circuit 
correctly interpreted the Act but challenging FDA’s actions as ar-
bitrary and capricious). 
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grant certiorari in Wages & White Lion and should hold 
the petition for a writ of certiorari in this case pending 
the resolution of Wages & White Lion. 

CONCLUSION 

This Court should hold the petition for a writ of certi-
orari in this case pending the disposition of the petition 
in FDA v. Wages & White Lion Investments, LLC, No. 
23-1038 (filed Mar. 19, 2024), and should then dispose of 
the petition in this case as appropriate.  

Respectfully submitted. 
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