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R.J. REYNOLDS VAPOR COMPANY,

Plaintiffs and Counterclaim Defendants,
Case No. 1:20-cv-00393-LO-TCB

ALTRIA CLIENT SERVICES LLC; PHILIP
MORRIS USA INC.; and PHILIP MORRIS
PRODUCTS S.A,,

Defendants and Counterclaim Plaintiffs.

DECLARATION OF CHARLES A. LEYES

I, Charles A. Leyes, declare:

1. [ am over eighteen years of age and am competent to testify to the matters
stated in this declaration. The statements made herein are based on my personal knowledge,
except where stated, in which case the statements are based on information and belief.

Z; I am an employee of RAI Services Company, a subsidiary of Reynolds
American Inc. and an affiliate of Defendant R.J. Reynolds Vapor Company (“Reynolds™).
[ serve as Managing Counsel and have responsibility for certain patent litigation matters
within the Reynolds family of companies, including the above-captioned litigation.

3. I am aware of the implications of disclosing the confidential and

competitively sensitive information produced in this matter. [ am also familiar with
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Trial Exhibits and Trial Transcripts (“*Motion™) in the above-captioned case.

3. The confidential exhibits and expected trial testimony that Reynolds seeks to
seal fall into the following categories: (a) confidential and proprietary information made
available to FDA as part of the regulatory process, and Reynolds’s internal documents
related to its confidential regulatory strategies; (b) CAD files and source code for the Vuse
products; (c) agreements and related documents between Reynolds and non-parties Fontem
and Nicoventures (and their affiliated entities); (d) technical documents from non-party
suppliers: (e) financial forecasts, cost analyses, future business plans, including research
and development, and historical financial data on the individual Vuse products; and (f)
testimony related to these categories.

6. [ am informed and believe that the Pre-Market Tobacco Product Applications
("PMTASs”) were submitted confidentially to FDA and that the agency maintains the
confidentiality of the PMTAS to the extent the information contained in the PMTAs is
exempt from public disclosure under federal law. The PMTASs contain confidential
technical details and specifications for the four Vuse products. In addition to the product-
related details, the structure and content of Reynolds’s PMTA submissions are also
confidential and competitively sensitive, because they provide insight into Reynolds’s

decisions and strategy regarding scientific content, tests, and data and the organization of
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formulations, regulatory strategy, marketing decisions, and business practices. Reynolds’s
decisions regarding regulatory submissions are held in strict confidence as disclosure could
allow competitors to outmaneuver Reynolds in the regulatory process.

T Attached hereto as Exhibit A is a true and correct copy of Marketing Granted
Orders from FDA dated October 12, 2021, covering the Vuse Solo power unit and Vuse
replacement cartridge Original 4.8%. Reynolds was the first manufacturer to receive
Marketing Granted Orders from FDA for an electronic nicotine delivery system (“ENDS”)
product. FDA has since granted marketing authorization for tobacco-flavored Vuse Vibe
and Vuse Ciro. Exhibit B is a true and correct copy of Marketing Granted Orders from
FDA dated May 12, 2022, covering the Vuse Vibe power unit and Vibe replacement tank
Original 3.0% and Vuse Ciro power unit and Ciro replacement cartridge Original 1.5%,
respectively. In issuing the Marketing Granted Orders to Reynolds, FDA determined,
based on its review of Reynolds’s PMTAs, that permitting the marketing of these Vuse
Solo, Vibe, and Ciro products is appropriate for the protection of the public health.
Disclosure of Reynolds’s intellectual property, technical product details, and technical
know-how described in Reynolds’s PMTAs would give Reynolds’s competitors an unfair
advantage by giving them insight into Reynolds’s confidential technical capabilities,

product development, and trade secrets, such as the e-liquid composition, without making
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(RX-0784, RX-0785, RX-0966, RX-0835, RX-1163, RX-1725, PX-312 (slides 59-61),
PX-314 (slides 40-45), PX-316, PX-317, PX-325, PX-515). Reynolds’s regulatory
strategy is held in strict confidence as disclosure could allow competitors to outmaneuver
Reynolds in the regulatory process.

9. I am informed and believe that the CAD files and source code for the Vuse
products remain confidential and provide a level of technical detail regarding the Vuse
products that are not attainable through a physical tear down of the products. For example,
I am informed and believe that the CAD files reveal internal dimensions of the product,
manufacturing tolerances, manufacturing notes, material compositions, version revision
history, and design notes, among other highly confidential technical information, and that
the source code provides the control algorithms for the Vuse products. Disclosure of the
CAD files or source code of the Vuse products would give Reynolds’s competitors an
unfair advantage by giving them insight into Reynolds’s confidential technical capabilities,
product development, and trade secrets, without making the same investment in the
development of their own products.

10.  I'am informed and believe that the agreement between Reynolds and Fontem
(and their affiliated entities) concern the acquisition of certain intellectual property rights

and that the parties agreed to treat the terms of the agreements as confidential. 1 am

Find authenticated court documents without watermarks at docketalarm.com.

DOCKET
LARM

A


https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




