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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF TEXAS
TYLER DIVISION

R.J. REYNOLDS TOBACCO COMPANY, e/ al.,
Plaintiffs, CIVIL ACTION NO. 6:20-cv-00176

V.

UNITED STATES FOOD AND DRUG
ADMINISTRATION, et al,

Defendants,

JOINT MOTION FOR ENTRY OF STIPULATED ORDER TO
POSTPONE RULE’S EFFECTIVE DATE AND SET BRIEFING SCHEDULE

In view of the extraordinary disruptions caused by the COVID-19 pandemic, and to facilitate
the efficient briefing and resolution of this case, the parties, subject to the Court’s approval, HEREBY
STIPULATE as follows, and respectfully request that the Court enter the attached order adopting
their stipulation:

1. On March 18, 2020, the Food and Drug Administration (“FDA”) issued a Final Rule
requiring the use of eleven new textual warnings, accompanied by eleven color graphics, on cigarette
packages and advertising. See Tobacco Products; Required Warnings for Cigarette Packages and Adpertisements,
85 Fed. Reg. 15,638 (Mar. 18, 2020) (to be codified at 21 C.F.R. pt. 1141) (“the Rule”). The Rule was
promulgated pursuant to the Tobacco Control Act’s mandate that FDA “issue regulations that require
color graphics depicting the negative health consequences of smoking.” Family Smoking Prevention
and Tobacco Control Act, Pub. L. No. 111-31, § 201(a), 123 Stat. 1776, 1845 (2009) (codified at 15
U.S.C. § 1333(d)[1]). The Rule’s “effective date” currently is June 18, 2021—i.e., 15 months from the

Rule’s publication. 85 Fed. Reg. at 15,694.
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2. On April 3, 2020, Plaintiffs filed this action seeking an order and judgment holding
unlawful, enjoining, and setting aside the Rule in its entirety and the Tobacco Control Act’s graphic-
warnings requirement. See Compl. ECF No. 1. Plaintiffs assert several claims in the complaint,
including, inter alia, that the Rule and the Act’s graphic-warnings requirement violate the First
Amendment to the United States Constitution; that FDA violated the Administrative Procedure Act
(“APA”) by acting arbitrarily and capriciously, failing to provide meaningful notice, and failing to
provide a meaningful opportunity to comment; and that the Rule violates the Tobacco Control Act.
Plaintiffs included a claim and request for injunctive relief in the complaint as they anticipated the
need to file an expedited motion for a preliminary injunction to stay implementation of the Rule to
avoid alleged irreparable harm.

3. On April 9, 2020, Plaintiffs’ counsel contacted Defendants’ counsel for the purpose
of conferring in accordance with Local Rule CV-7(h), to discuss, among other issues, Plaintiffs’
intention to move on an expedited basis for summary judgment and a preliminary injunction. The
parties engaged in extensive discussions regarding both the Rule’s effective date and an appropriate
schedule for presenting the issues that this case raises to the Court. The parties agree that the proposed
schedule outlined herein would facilitate an efficient resolution of this litigation.

4. In light of the disruptive effects of the global outbreak of COVID-19 on both the
regulated community affected by the Rule and on FDA, Defendants stipulate that justice requires a
120-day postponement of the Rule’s effective date, from June 18, 2021, to October 16, 2021. See 5
US.C. § 705. Defendants remain fully committed to the Rule, and would not agree to postpone its
effective date but for the extraordinary disruptions caused by the COVID-19 pandemic. Defendants
do not concede that Plaintiffs will suffer irreparable harm absent this postponement or are entitled to
any form of preliminary relief.

5. Congress provided for a 15-month implementation period in Section 201(b) of the
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Tobacco Control Act. Plaintiffs R.J. Reynolds Tobacco Company, Santa Fe Natural Tobacco
Company, Inc., ITG Brands, LL.C, and Liggett Group LLC (collectively, “Manufacturer Plaintiffs”)
are in the business of manufacturing cigarettes. The Manufacturer Plaintiffs contend that
implementation of the Rule’s requirements would be time-consuming, burdensome, and expensive,
and would require them to commence substantial efforts as soon as possible, and throughout the 15-
month implementation period, so they could meet the requirements imposed by the Rule prior to the
current deadlines. See Compl. 49 117-19. In addition, Plaintiffs state that compliance efforts are now
further complicated by the disruptions caused by the COVID-19 pandemic. Plaintiffs further
maintain that the expenditures that they incur for the purpose of meeting the Rule’s requirements
constitute irreparable harm because none of them will be compensable by money damages should the
Rule and/or the graphic-warnings requirement in the Tobacco Control Act be invalidated. If the
schedule in this Joint Motion were not granted, Plaintiffs would seek expedited relief from the Court
now, by moving for an injunction on an expedited basis to avoid what they maintain would be
immediate, costly compliance with the Rule. Plaintiffs also assert their claims present a substantial
case on the merits.

6. Plaintiffs assert that the Rule will cause irreparable harm even if this postponement is
granted. Plaintiffs have stipulated to the agreed-upon schedule in light of the circumstances arising
from the COVID-19 pandemic; Plaintitfs do so stipulate without prejudice to their motion or claims
for injunctive relief which they intend to brief in accordance with the schedule in paragraph 9, below.

7. The parties request that the Court issue an order, pursuant to this stipulation and 5
U.S.C. § 705, that the effective date of the Rule is postponed until October 16, 2021, and that any

obligation to comply with other deadlines tied to the issuance of the Rule is also postponed for 120
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days.” Given that the circumstances surrounding the COVID-19 pandemic are in flux, each party
reserves the right to seek additional relief from the Court, including further extensions of any dates or
deadlines requested herein. All agreements made in this motion are without prejudice for Plaintiffs to
move for additional relief at a later date, including a motion for an injunction requesting a further or
permanent postponement of the Rule’s effective date, or for Defendants to oppose any such relief.

3. Defendants agree that, within a reasonable amount of time after entry of such an order,
and no later than two weeks after such an order is issued, FDA shall post notice on its public-facing
website that the Rule’s effective date is postponed until October 16, 2021.

9. Subject to the Court’s approval of the foregoing effective-date postponement, the

parties respectfully request that the Court adopt the following briefing schedule, format, and page

limits:
Event Deadline Page Limit’
Plaintiffs’ Combined Motions for Summary | May 8, 2020 65
Judgment and Preliminary Injunction
Any Amicus Briefs in Support of Plaintiffs | May 22, 2020 25
Defendants’ Combined (i) Opposition to | June 26, 2020 75
Plaintiffs’ Motions and (i) Cross-Motion
Any Amicus Briefs in  Support of | July 10, 2020 25
Defendants
Plaintiffs’ Combined (i) Reply in Support of | August 7, 2020 40
Their Motions and (i) Opposition to
Defendants’ Cross-Motion

""The Tobacco Control Act imposes several additional labeling requirements, see 15 U.S.C. § 1333(a)(1),
21 US.C. §§ 387c(a)(2), 387t(a), tied to the effective date of the graphic-warnings Rule, see Pub. L. No.
111-31, § 201 (b) (setting the effective date for the textual and graphic warnings in 15 U.S.C. § 1333);
zd. § 103(q)(5) (using identical text to set the effective date for the related requirements in 21 U.S.C.
§ 387c(a)(2)); 7d. § 301 (using identical text to set the effective date for the related requirement in 21
U.S.C. § 387t(a)). If this Court postpones the effective date of the Rule by 120 days, the parties agree
that any obligation to comply with these additional requirements would be postponed by 120 days.
The Rule also recommended (but did not require) that manufacturers submit compliance plans “as
soon as possible . . . , and in any event within 5 months after the publication of th[e] final rule.” 85
Fed. Reg. at 15,694. If the Court grants the relief sought in this motion, both parties would understand
that language to recommend submission of the plans as soon as possible, and in any event within 5
months and 120 days after the Rule’s publication.

2'The page limits do not include exhibits or attachments.

4
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Defendants’ Reply in Support of Their | September 4, 2020 30
Cross-Motion

10. Pursuant to Local Rule CV-7(g), the parties respectfully request an oral argument on
their dispositive motions and Plaintiffs’ motion for a preliminary injunction at the Court’s earliest
convenience following the completion of briefing. The parties believe an oral argument would make
sur-reply briefs unnecessary.

11. To aid in the efficient implementation of the foregoing schedule, the parties further
stipulate and request that, if this Motion is granted, the deadline for responding to the Complaint (June
8, 2020) be extended to June 26, 2020, when Defendants’ Combined Opposition and Cross-Motion
is due.

12. Defendants agree to serve a copy of the administrative record on Plaintiffs the same
date they file their Combined Opposition and Cross-Motion.

13. The parties agree to file a joint appendix, containing copies of those portions of the
administrative record that are cited or otherwise relied upon in any memorandum in support of or in
opposition to any dispositive motion, within two weeks of the conclusion of briefing on their
dispositive motions. The parties further agree that their dispositive motions need not include a
statement of undisputed material facts under Local Rule CV-56(a). See Rules of the United States
District Court for the District of Columbia LCvR 7(h)(2) (providing that summary judgment motions
need not include a statement of undisputed material facts in cases where “judicial review is based
solely on the administrative record”).

14. The parties believe that no discovery is likely to be necessary in this case, and that no
discovery is needed prior to this Court’s resolution of the Parties’ respective dispositive motions. The
parties therefore propose that any applicable discovery-related obligations be tolled until at least 30

days after this Court’s ruling on their dispositive motions. See Fed. R. Civ. P. 26(2)(1)(B)(i) (exempting
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“an action for review on an administrative record” from initial disclosure obligations); Fed. R. Civ. P.
26(H)(1)—(3) (exempting such actions from the requirement to confer and develop a proposed
discovery plan).

15. Due to the time-sensitive nature of these proceedings, the Parties respectfully request
expedited consideration of this Joint Motion.

WHEREFORE, the parties respectfully request that the Court enter the attached proposed

order adopting their stipulation.
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Respectfully submitted, May 6, 2020

/s/Ryan |. Watson Philip J. Perry (D.C. Bar No. 148696)*

Ryan J. Watson* Richard P. Bress (D.C. Bar No. 457504)*

D.C. Bar No. 986906 Monica C. Groat (D.C. Bar No. 1002696)*
Lead Attorney Nicholas I.. Schlossman (D.C. Bar No. 1029362)*

Christian G. Vergonis* LATHAM & WATKINS LLP

D.C. Bar No. 483293 555 Eleventh Street NW

Alex Potapov* Suite 1000

D.C. Bar No. 998355 Washington, DC 20004

JONES DAY Tel: (202) 637-2200

51 Louisiana Avenue, N.W. Fax: (202) 637-2201

Washington, DC 20001-2113 philip.perry@lw.com

Telephone: 202-879-3939 rick.bress@lw.com

Facsimile: 202-626-1700 monica.groat@lw.com

rwatson@jonesday.com nicholas.schlossman@lw.com

cvergonis@jonesday.com Attorneys for Plaintiff ITG Brands, LLC

apotapov(@jonesday.com

Meaghan VerGow*

D.C. Bar No. 977165

Scott Harman-Heath*

D.C. Bar No. 1671180
O’MELVENY & MYERS LLP
1625 Eye Street, N.W.
Washington, D.C. 20006
Telephone.: 202-383-5504

Autumn Hamit Patterson

Texas Bar No. 24092947

JONES DAY

2727 North Harwood Street, Suite 500
Dallas, TX 75201-1515

Telephone: 214-220-3939

Facsimile: 214-969-5100

ahpatterson@jonesday.com Facsimile: 202-383.5414

Counsel for Plaintiffs R.]. Reynolds Tobacco Co.,  mvetgow(@omm.com

Santa Fe Natural Tobacco Co., Neocom, Inc., sharman@omm.com

Rangila Enterprises Inc., Rangila I.LC, Sabil

Lsmail, Inc., and Is Like You Inc. Leonard A. Feiwus*
N.Y. Bar No. 2611135

* admitted pro hac vice Nancy E. Kaschel*

N.Y. Bar No. 2839314
Deva Roberts*

N.Y. Bar No. 5110846
KASOWITZ BENSON TORRES LLC
1633 Broadway

New York, NY 10019
Telephone: 212-506-1785
Facsimile: 212-835-5085
LFeiwus@kasowitz.com
NKaschel@kasowitz.com
DRoberts@kasowitz.com

Counsel for Plaintiff Liggett Group IL.C
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Of Counsel:

ROBERT P. CHARROW
General Counsel

STACY CLINE AMIN

Chief Counsel

Food and Drug Administration

Deputy General Counsel

United States Department of Health and
Human Services

PERHAM GORJI
Deputy Chief Counsel for Litigation

JULIE B. LOVAS

Senior Counsel

Oftice of the Chief Counsel
Food and Drug Administration
10903 New Hampshire Avenue
Bldg. 31, Room 4520

Silver Spring, MD 20993-0002
(301) 796-8575

JOSEPH H. HUNT
Assistant Attorney General

JOSEPH D. BROWN
United States Attorney

DAVID M. MORRELL
Deputy Assistant Attorney General

ERIC B. BECKENHAUER
Assistant Branch Director

/s/ Michael H. Baer

MICHAEL H. BAER (New York 5384300)
Trial Attorney

United States Department of Justice

Civil Division, Federal Programs Branch
1100 L Street, NW

Washington, DC 20005

Tel: (202) 305-8574

Email: Michael. H.Baer@usdoj.gov

Counsel for Defendants
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THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF TEXAS
TYLER DIVISION

R.J. REYNOLDS TOBACCO COMPANY, e/ al.,
Plaintiffs, CIVIL ACTION NO. 6:20-cv-00176

V.

UNITED STATES FOOD AND DRUG
ADMINISTRATION, et al,

Defendants,

[PROPOSED] ORDER
The parties’ Joint Motion for Entry of Stipulated Order to Postpone Rule’s Effective Date
and Set Briefing Schedule is GRANTED. Pursuant to the parties’ stipulation and 5 U.S.C. § 705, the
effective date of the challenged rule, Tobacco Products; Required Warnings for Cigarette Packages
and Advertisements, 85 Fed. Reg. 15,638 (Mar. 18, 2020) (to be codified at 21 C.F.R. pt. 1141), is
postponed for 120 days, until October 16, 2021."
Itis FURTHER ORDERED that the parties shall comply with the following briefing format,

schedule, and page limits:

Event Deadline Page Limit’
Plaintiffs’ Combined Motions for Summary | May 8, 2020 65
Judgment and Preliminary Injunction

Any Amicus Briefs in Support of Plaintiffs | May 22, 2020 25
Defendants’ Combined (i) Opposition to | June 26, 2020 75

Plaintiffs’ Motions and (i) Cross-Motion

Any Amicus Briefs in  Support of | July 10, 2020 25
Defendants

" Any obligation to comply with the Tobacco Control Act’s warnings requirements, 5 U.S.C.
§ 1333(a)(1) and (b)(1), and the additional requirements in 21 U.S.C. § 387¢(a)(2) and § 387t(a), is also
postponed for 120 days.

2'The page limits do not include exhibits or attachments.

1
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Plaintiffs’ Combined (i) Reply in Support of | August 7, 2020 40
Their Motions and (i) Opposition to
Defendants’ Cross-Motion

Defendants’ Reply in Support of Their | September 4, 2020 30
Cross-Motion
Joint Appendix containing copies of those | September 18, 2020 N/A

portions of the administrative record that are
cited or otherwise relied upon in the parties’
briefs.

It is FURTHER ORDERED that the deadline for responding to the Complaint (June 8,
2020) is extended to June 26, 2020, when Defendants’ Combined Opposition and Cross-Motion is
due.

It is FURTHER ORDERED that the parties’ dispositive motions need not include a
statement of undisputed material facts under Local Rule CV-56(a).

It is FURTHER ORDERED that the parties are exempted from any applicable discovery-
related obligations until at least 30 days after the Court’s ruling on the parties’ dispositive motions.

It is FURTHER ORDERED that oral argument on the parties’ dispositive motions and

Plaintiffs’ motion for a preliminary injunction is scheduled for

It is SO ORDERED.



