
IN THE UNITED STATES COURT OF APPEALS
FOR THE DISTRICT OF COLUMBIA CIRCUIT

                                                                     
)

SOTTERA, INC., d/b/a NJOY, ) No. 10-5032
)

Intervenor-Plaintiff-Appellee,   )
)

v. ) 
)

U.S. FOOD AND DRUG  )
  ADMINISTRATION, et al., )

)
Defendants-Appellants. )

___________________________________ )

MOTION TO REINSTATE STAY OF PRELIMINARY INJUNCTION
PENDING DISPOSITION OF PETITION FOR REHEARING AND

REHEARING EN BANC

For the following reasons, the government respectfully requests that this

Court reinstate the stay of the preliminary injunction that the Court dissolved on

its own motion on December 15, 2010.

STATEMENT

1.  This case is an appeal from a preliminary injunction that exempts

plaintiff’s “electronic cigarettes” from regulation under the drug and device

provisions of the Federal Food, Drug, and Cosmetic Act (“FDCA”) unless they are

intended for therapeutic use.  On the government’s motion, this Court granted an

administrative stay, see 2/2/2010 Order (Ginsburg, Henderson, Rogers, JJ.), and,
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after further briefing, a stay pending appeal, see 3/31/2010 Order (Ginsburg,

Griffith, Kavanaugh, JJ.).

2.  On December 7, 2010, the merits panel (Garland, Kavanaugh,

Williams, JJ.) affirmed the preliminary injunction.  In the accompanying order, the

Court directed the Clerk to withhold issuance of the mandate herein until seven

days after disposition of any timely petition for rehearing or petition for rehearing

en banc.  One week later, on December 15, 2010, the panel, acting sua sponte,

dissolved the stay of the preliminary injunction.

3.  On December 20, 2010, the government filed a petition for rehearing and

rehearing en banc.  The petition shows that the panel decision rests on a clear error

of law, and that it will undermine an important aspect of Congress’s overarching

tobacco control strategy that is reflected in specific provisions of the Family

Smoking Prevention and Tobacco Control Act (“Tobacco Control Act”).

ARGUMENT

The stay of the preliminary injunction should be reinstated pending the

Court’s consideration of the petition for rehearing and rehearing en banc.  The

government filed the rehearing petition on an expedited basis, and reinstatement of

the stay is necessary to protect the public health.
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1.  The dangers that NJOY’s products present are acknowledged on NJOY’s

website.   The website declares that “[n]icotine is addictive and habit forming” and1

“very toxic by inhalation, in contact with the skin and if swallowed.”  It states that

“ingestion of the non-vaporized concentrated ingredients in the cartridges can be

poisonous.”  It warns of the “danger of serious damage to health by prolonged

exposure if swallowed,” and states that “after contact with skin” users should

“wash immediately with plenty of water and seek medical advice.”  It advises

users to “consult a physician” if they “experience nicotine misuse symptoms such

as nausea, vomiting, dizziness, diarrhea, weakness and rapid heart-beat or

hypertension.”

The panel suggested the FDA could mitigate these and other dangers by

deeming “electronic cigarettes” to be “tobacco products” that are subject to

regulation under the Tobacco Control Act.  Panel Op. 14.  The fundamental error

in this suggestion is that the panel incorrectly treated nicotine products that

contain no tobacco (“isolated nicotine products”) as if they form part of “the

tobacco problem” that was addressed by the Supreme Court in FDA v. Brown &

Williamson Tobacco Corp., 529 U.S. 120 (2000), and by Congress in the Tobacco

 1 http://shop.njoy.com/index.php?p=page&page_id=FAQs
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Control Act.  See Panel Op. 9.  Congress, however, clearly intended that isolated

nicotine products would form part of the solution to the tobacco problem, through 

through continued regulation under the FDCA’s drug and device provisions.  

“[T]obacco use” presents the “single most significant threat to public health

in the United States” because tobacco is an inherently dangerous means of

delivering nicotine.  Brown & Williamson, 529 U.S. at 161.  Isolated nicotine

products, by contrast, can made be safe and effective for particular uses, and

Congress clearly contemplated that isolated nicotine products would continue to

be subject to the pre-market FDCA review that is designed to ensure the safety and

effectiveness of drugs and devices.  The Tobacco Control Act specifically directs

the Secretary to consider designating nicotine replacement products as “fast track

research and approval products” under the FDCA’s drug and device provisions, 21

U.S.C. § 387r(a)(1), and to “consider approving the extended use of nicotine

replacement products (such as nicotine patches, nicotine gum, and nicotine

lozenges) for the treatment of tobacco dependence,” id. § 387r(a).  Furthermore,

the Act directs the Secretary to submit a report to Congress on “how best to

regulate, promote, and encourage the development of innovative products and

treatments (including nicotine-based and non-nicotine-based products and

treatments) to better achieve” abstinence “from tobacco use,” reductions in
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consumption “of tobacco,” and reductions in the harm associated with “continued

tobacco use.”  Id. § 387r(b).  The panel decision — which confuses the “tobacco

problem” with a promising tool in the tobacco control arsenal — undermines the

incentives for companies to develop the very nicotine replacement products that

Congress sought to promote.

2.  Even apart from this fundamental error in the panel decision, FDA could

not regulate “electronic cigarettes” under its Tobacco Control Act authority

without acquiescing in the panel decision and promulgating a regulation that

deems “electronic cigarettes” to be subject to regulation under the Tobacco

Control Act.  Jurisdiction under the FDCA and Tobacco Control Act are mutually

exclusive, and plaintiff’s products are not, at this juncture, subject to either the

controls that apply to drugs and devices or the restrictions of the Tobacco Control

Act.  Plaintiff should not be granted license to engage in the unrestricted

importation and distribution of its products.
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CONCLUSION

The Court should reinstate the stay of the preliminary injunction pending

consideration of the government’s petition for rehearing and rehearing en banc.

Respectfully submitted.
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CERTIFICATE OF SERVICE

I hereby certify that on this 20th day of December, 2010, I caused the foregoing

motion to be filed with the Court in hard copy and through the ECF system, which will

send notification of such filing to the following registered users:

Gregory G. Garre
gregory.garre@lw.com  

Richard P. Bress
rick.bress@lw.com  

John R. Manthei
john.manthei@lw.com  

Philip J. Perry   
phil.perry@lw.com  

Jessica E. Phillips
jessica.phillips@lw.com    

Douglas J. Behr
behr@khlaw.com  

William Barnett Schultz
wschultz@zuckerman.com  

Richard A. Samp
rsamp@wlf.org  

Rebecca K. Wood
rwood@sidley.com  

/s/ Samantha L. Chaifetz
_____________________
Samantha L. Chaifetz
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