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Anited States Court of Appeals
for the Jfederval Civcuit

MEDYTOX, INC.,
Appellant

V.

GALDERMA S.A., GALDERMA LABORATORIES
INC., GALDERMA LABORATORIES, L.P.,
GALDERMA RESEARCH AND DEVELOPMENT,
S.N.C., SHDS, INC., GALDERMA HOLDINGS S.A.,
Appellees

KATHERINE K. VIDAL, UNDER SECRETARY OF
COMMERCE FOR INTELLECTUAL PROPERTY
AND DIRECTOR OF THE UNITED STATES
PATENT AND TRADEMARK OFFICE,
Intervenor

2022-1165

Appeal from the United States Patent and Trademark
Office, Patent Trial and Appeal Board in No. PGR2019-
00062.

Decided: June 27, 2023

VISHAL C. GUPTA, Steptoe & Johnson LLP, New York,
NY, argued for appellant. Also represented by TYLER DOH,
JOHN J. MOLENDA; CHRISTOPHER ALAN SUAREZ,
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Washington, DC.

JOSEPH A. MAHONEY, Mayer Brown, LLP, Charlotte,
NC, argued for appellees. Also represented by AMANDA
STREFF BONNER, ERICK J. PALMER, Chicago, IL.

ROBERT MCBRIDE, Office of the Solicitor, United States
Patent and Trademark Office, Alexandria, VA, argued for
intervenor. Also represented by SARAH E. CRAVEN, THOMAS
W. KRAUSE, FARHEENA YASMEEN RASHEED.

Before DYK, REYNA, and STARK, Circuit Judges.
REYNA, Circuit Judge.

Appellant Medytox, Inc. appeals a final written deci-
sion in a post-grant review proceeding of the Patent Trial
and Appeal Board that denied Medytox’s revised motion to
amend to substitute claims 19-27 of U.S. Patent No.
10,143,728. On appeal, Medytox challenges the Board’s
findings on claim construction, written description, and en-
ablement. Medytox also challenges the Board’s Pilot Pro-
gram concerning motion to amend practice and procedures
under the Administrative Procedure Act. We affirm.

BACKGROUND

The patent-at-issue, U.S. Patent No. 10,143,728 (the
“728 patent”) issued from an application filed on October
27, 2016, but claims priority from a provisional application
filed on December 12, 2013. See Galderma S.A. v. Medy-
tox, Inc., PGR2019-00062, 2021 WL 3039217, at *2
(P.T.A.B. July 16, 2021) (“Decision”). The 728 patent is di-
rected to the use of an animal-protein-free botulinum toxin
composition that exhibits a longer lasting effect in the pa-
tient compared to an animal protein-containing botulinum
toxin composition. ‘728 Patent, col. 2 11. 57-62.
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According to the 728 patent, the animal-protein-free
botulinum toxin composition can be used to treat both cos-
metic and non-cosmetic conditions, from glabellar lines and
lateral canthal lines to chronic migraines. *728 Patent, col.
11 1. 5—col. 12 1. 47.

Substitute claim 19 is representative of the substitute
claims:

19. A method for treating glabellar lines a-eondition in
a patient in need thereof, comprising:

locally administering a first treatment of therapeuti-
ea—l—l—y—eﬁeet—we—&me&m{—é a botulinum toxin composition
comprising a serotype A botulinum toxin in an amount pre-
sent in about 20 units of MT10109L, a first stabilizer com-
prising a polysorbate, and at least one additional stabilizer,
and that does not comprise an animal-derived product or
recombinant human albumin;

locally administering a second treatment of the botuli-
num toxin composition at a time interval after the first
treatment;

wherein said time interval is the length of effect of the
serotype A botulinum toxin composition as determined by
physician’s live assessment at maximum frown;

wherein said botulinum toxin composition has a
greater length of effect compared to about 20 units of

BOTOX® when whereby the botulinum toxin composition
5 TR OREEE RS TRE-CLee 2ePpatie “H€€
pa¥ U i ] :

: € 1}5.55 5] art-ee ]; 7 ; ; Sveapre ”5
ameunt—and administered in the same manner for the
treatment of glabellar lines and-to-the-sameloecations(s) as

that of the botulinum toxin composition; and

wherein said greater length of effect is determined by
physician’s live assessment at maximum frown and
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requires a responder rate at 16 weeks after the first treat-

ment of 50% or greater. t—h&t—dees—net—eempﬂse—&n—&mmaal—

J.A. 2683.1

The specification notes that two previous patent appli-
cations, which are incorporated by reference in their entire-
ties into the 728 patent, disclose animal-protein-free
botulinum toxin compositions. ’728 Patent, col. 2 1. 63—col.
3 1. 14. The specification also describes the results of “ex
perimental examples,” i.e., two clinical trials, which com-
pared animal-protein-free botulinum toxin composition
with botulinum toxin stabilized with human serum albu-
min. '728 Patent, col. 13 1. 41—col. 31 1. 55. These examples
were provided in “support of [the specification’s] conclusion
regarding longer lasting efficacy.” Decision, at *3.

The first example i1s a Phase III clinical study compar-
ing an animal-protein-free composition of MT10109L to
BOTOX® in managing moderate to severe glabellar frown
lines. 728 Patent, col. 13 1. 41—col. 22 1. 67. The results of
example 1 demonstrated that “MT10109L treatment” led
to “significant improvement” of frown line severity at week
4 and week 16. 728 Patent, col. 20 11. 53-57.

The second example is a Phase II clinical study com-
paring MT10109 to BOTOX®. ’728 Patent, col. 23 1. 1—col.
31 1. 55. The result of example 2 i1s that “lyophilized
MT10109 dosed at 20 U” “displays an increased sustained

1 Substitute claim 19 reflects Medytox’s amend-
ments to original claim 1 through underlined text (text
added to) and strikethrough text (text deleted from). Ap-
pellant’s Br. 17 n.6; Decision, at *4.
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effect compared to BOTOX®.” ’728 Patent, col. 31 11. 48—
52.

PROCEDURAL HISTORY

Appellee Galderma S.A., et. al., filed a petition request-
ing post-grant review of claims 1-10 of the 728 patent,
which the Patent Trial and Appeal Board (“Board”) granted
on all challenged claims. Decision, at *1. Medytox filed a
non-contingent motion to amend seeking to cancel claims
1-10 of the ’728 patent and substitute claims 11-18.2 J.A.
2635. Medytox requested that the Board issue a Prelimi-
nary Guidance in accordance with the pilot program con-
cerning the motion to amend practice and procedures
(“Pilot Program”). Id.3 Galderma opposed the motion. De-
cision, at *1. Among other things, Galderma argued that
the claims added new matter because the claims covered
compounds with a 16-week responder rate between 50%

2 The Board’s underlying decision refers to Appellant
as “Medy-Tox” (J.A. 2), Galderma refers to Appellant as
“MedyTox” (Appellee’s Br. 1), but, for this opinion, we fol-
low Appellant’s spelling, that is, “Medytox” (Appellant’s Br.
2).

3 Patent owners can partake in the Pilot Program
concerning motion to amend practice for motions filed in
Inter partes reviews, post-grant reviews, and covered busi-
ness method patent reviews (i.e., AIA trials) before the Pa-
tent Trial and Appeal Board. 84 Fed. Reg. 9,497. After
receiving the petitioner’s opposition to its motion to amend,
the Pilot Program allows a patent owner to receive a Pre-
liminary Guidance from the Board regarding its motion or
to file a revised motion to amend. Id. The Preliminary
Guidance is an initial discussion about whether there is a
reasonable likelihood that the motion to amend meets the
statutory and regulatory requirements. Id.

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



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




