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l. INTRODUCTION

Mylan Technologies, Inc. (“Mylan”) requests revielvU.S. Patent No.
9,833,419 to Mantelle (“the 419 patent,” EX1004/ich issued on December 5,
2017. PTO records indicate that the '419 pateass@gned to Noven
Pharmaceuticals, Inc. (Patent Owner, “PO”). Thistid@ demonstrates that there
Is a reasonable likelihood that claims 1-15 of'#i9 patent are unpatentable for
failure to distinguish over the prior art asseitedein.

The '419 patent is directed to a monolithic (sindtag-containing layer)
transdermal drug delivery systene(, a transdermal patch) for the administration
of estradiol, and to conventional methods of makind administering the same.
The patch comprises a backing layer, a single dargaining adhesive polymer
matrix, and, optionally, a release liner. The ckspecify parameters for coat
weight, drug loading (dose per-unit-area), andaelst flux (permeation over time)
that were each known in the prior art.

The art of transdermal delivery of estradiol usimgnolithic patches was
well developed by the time of the '419 patent’dieat claimed priority in July,
2008. In fact, PO had obtained FDA approval for patch system, termed
Vivelle®, as early as 1994. EX1008 (Vivelleabel); EX1034 (Orange Book
Listing), 0175. In 1999, PO received FDA approvald second-generation patch

system with higher estradiol flux, termed Vivellef, which permitted the
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delivery of the same amount of estradiol as Vivellut in smaller patches.
EX1006 (Vivelle-Dof Label); EX1034, 0175. The art made clear that Emal
adhesive patches were desirable for a number sbnsa both aesthetic and
practical €.g, reduced skin irritation, better adhesive propsrtimproved patient
satisfaction, improved compliance, and reduced @gicky costs).

Thus, before July 2008, it was well recognizechm art that one could
deliver a drug more efficiently, and reduce thecpaize for a given dose, by
increasing the flux of a patch. The prior art déssd several methods for
increasing the flux of monolithic transdermal pa&shincluding for estradiol. For
example, the prior art taught that higher flux cbloé achieved by increasing the
amount of hydrophile within the adhesive polymetneor by using increased
amounts of penetration enhancers. EX1005, 113748127, 31; EX1007
(Kanios), 11118-22, 126-28.

The prior art Mueller reference (EX1005) descriagnonolithic
transdermal estradiol delivery system in ExampileaB satisfies each of the
elements of independent claim 1 and its dependaimg 2, 8, and 10-15. The
Mueller system comprises a single drug-containisigegive polymer matrix layer,
a backing layer, and a release liner. Mueller tea¢hat the polymer matrix
comprises greater than 0.156 mgl@stradiol, acrylic and silicone adhesives,

soluble polyvinylpyrrolidone (PVP), dipropylene gbt as a penetration enhancer,

-2-

DOC KET

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




