INTERFERENCES 4 ™
AT B9

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
BEFORE THE BOARD OF PATENT APPEALS AND INTERFERENCES

WATTANASIN

INTERFERENCE 102,648
EXAMINER-IN-CHIEF:
MICHAEL SOFOCLEOUS

=

FUJIKAWA ET AL

FUJIKAWA ET AL MOTION TO ADD COUNTS,
37 CFR §1.633(c)

HONORABLE COHMISSIONER OF PATENTS AND TRADEHARKS
WASHINGTON, DC 20231

BOX INTERFERENCE

SIR:

Pursuant to the provisions of the above Motion, the Senior
Party hereby moves that the subject matter of this Interference be
redefined by the addition of Counts 3 and 4, set forth below. As
required by 37 CFR §1.637{c)(l)(ii) and (vi), this Motion is
accompanied by an Amendment in Fujikawa’s application involved
herein, and a Request for Benefit as to the proposed Counts, .and

claims added by Amendment.

Fujikawa moves the following Counts be added to redefine the
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Interference.

Count_ 3

A compound of the formula:

wherein R'= H

RP= F ‘

R® = cyclopropyl (c-Pr) and 2 is selected from the group
consisting of -

~CH(OH) -CH,~CH( OH) -CH,~COOH

-CH(OH)~-CH,~-CH(OH) -CH,~COONa

~CH(GOH) -CH,-CH(OH) -CH,C001/2Ca

~CH(OH)~CH,~-CH(OH) -CH,-COOR, Wherein R is C,.3, alkyl and

HO 0

lactone.
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Count 4

A method of inhibiting cholesterol biosynthesis in a
patient in need of said treatment comprising
administering thereto a cholesterol synthesis inhibiting
amount of a compound as defined by Count 3 in combination

with a pharmaceutically acceptable carrier.

STATEMENT OF MATERTAI FACTS

1. The compounds embraced by' Count 1 of the current
Interference and the claims of the Senior and Junior Party thereto
(Judgment against Picard et al having been rendered based on
request for the same) designated as corresponding tc the Count have
utilities as inhibitors of biosynthesis of choiesterol (the

synthesis, in vivo by animals, of cholesterol).

2. The method of inhibiting cholestercl biosynthesis in an
animal in need of same by administration of the compounds of Count
has been judged to be patentably distinct from Count 1, and

constitutes separate Count 2 of this Interference.
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4
3. The compounds of proposed Count 3, characterized by a
cyclopropyl substituent at R®, exhibit unusually high activity in
the inhibition of cholesterol biosynthesis. Page 3 of the

Declaration of Kitahara.

4. In side-by-side comparisons with struétural isomers of the
proposed Count 3, varying only with respect to the identity of the
R® substituent, the n-propyl and isopropyl isomers exhibited
dramatically reduced activity, whether measured in_vive or in
vitro. The Declaration of Kitahara, see the tables attached

thereto.

5. 'The unusually high activity exhibited by compounds of
proposed Count 3 is not a function of the molecular weight of the
substituent at R’. Analogous substituents, both lower and greater
molecular weight, show lower activity, when the remainder of the
molecule is the same. See the Kitahara Declaration, tables

attached thereto.

6. There is nothing in the art that would suggest the
enhanced activity conferred on the compounds of Count 1 when R® is

cyclopropyl and the remaining identities of Count 3 are observed.
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One of ordinary skill in the art could not have predicted the
differences between compounds of Count 3, and isomers thereof with
respect to R°, on the basis of structure only. Kitahara

Declaration, paragraph 5.

7. The Fujikawa application describes, and enablingly
discloses, compounds within the scope of proposed Count 3, as well

as providing a generic description of that Count.

8. The application of Wattanasin iﬁvolved herein does not
specifically identify cyclopropyl as a substituent at the R®
position (R in the claims of Wattanasin). This substituent is
suitably identified as cycloalkyl C,;, however, and the application
elsewhere identifies isopropyl and methyl as suitable substituents
for this position. Thus, the identity of this substituent as
cycloprdpyl is reasonably conveyed to those of ordinary skill in

the art by the application of Wattanasin.

REASONS IN SUPPORT OF THE DESIRED RELIEF
As set forth in MPP 2309.01, each Count must be drawn to a

separate patentable invention. Separate counts to a species or

NCI Exhibit 2018

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




