Table of Contents For Ex. 1009A

Office Action of 05/03/2012 for Application No. 13/372,426 --------- pages 2 - 12
First Supplemental Information Disclosure Statement by Applicant -- pages 13 - 42
Information Disclosure Statement by Application ----------------------- page 43
Second Supplemental Information Disclosure Statement

bY ApPPlICaNT -=-m-mmm e oo e e e pages 44 - 47
First Supplemental Information Disclosure Statement

by ApPPlICANt == == mm oo pages 48 - 54
Second Supplemental Information Disclosure Statement

by ApPliCaNt -----=mmmm oo pages 55 - 56
Third Supplemental Information Disclosure Statement

by Applicant --------mmmm oo page 57

Coalition Exhibit 1009A

D o C K E T Coalition v. Biogen

A R M Find authenticated court documents without watermarks at docketaI;PnR\%Qr‘lS'Ol 136



rmihail
Typewritten Text
Coalition Exhibit 1009A
Coalition v. Biogen
IPR2015-01136

rmihail
Typewritten Text

rmihail
Typewritten Text

https://www.docketalarm.com/

UNITED STATES PATENT AND TRADEMARK OFFICE

UNITED STATES DEPARTMENT OF COMMERCE
United States Patent and Trademark Office
Address: COMMISSIONER FOR PATENTS

P.O. Box 1450

Alexandria, Virginia 22313-1450

WWW.uspto.gov

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. |  CONFIRMATION NO. |
13/372,426 02/13/2012 Matvey E. LUKASHEV 2159.3210002/JIMC/MRG/U-S 5998
53644 7590 05/03/2012 | |
EXAMINER
STERNE, KESSLER, GOLDSTEIN & FOX, P.LL.L.C.
1100 NEW YORK AVE.,, N.-W. ULM, JOHN D
WASHINGTON, DC 20005
| ART UNIT | PAPER NUMBER |
1649
| MAIL DATE | DELIVERY MODE |
05/03/2012 PAPER

Please find below and/or attached an Office communication concerning this application or proceeding.

The time period for reply, if any, is set in the attached communication.
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Application No. Applicant(s)

13/372,426 LUKASHEV ET AL.
Office Action Summary Examiner AriUnit
JOHN ULM 1649

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

1)X Responsive to communication(s) filed on 14 February 2012.
2a)[] This action is FINAL. 2b)[X] This action is non-final.
3)[J An election was made by the applicant in response to a restriction requirement set forth during the interview on
___;therestriction requirement and election have been incorporated into this action.
4)[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

5)X Claim(s) 18-36 is/are pending in the application.

5a) Of the above claim(s) ______is/are withdrawn from consideration.
6)[] Claim(s) ____is/are allowed.
7)X Claim(s) 18-36 is/are rejected.
8)[] Claim(s) ____is/are objected to.
9)[J Claim(s) _____ are subject to restriction and/or election requirement.

Application Papers

10)[C] The specification is objected to by the Examiner.
11)[] The drawing(s) filed on is/are: a)[_] accepted or b)[] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
12)[C] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

13)[C] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or ().
a)[J Al b)[] Some * ¢)[] None of:
1.[] Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No. _____
3.[]] Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)

1) |:| Notice of References Cited (PTO-892) 4) D Interview Summary (PTO-413)

2) [] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. _

3) X Information Disclosure Statement(s) (PTO/SB/08) 5) L] Notice of Informal Patent Application
Paner No(sV/Mail Date 02/13/12 x 6 6) l_l Other:
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Application/Control Number: 13/372,426 Page 2
Art Unit: 1649

DETAILED ACTION

1) Claims 18 to 36 are pending in the instant application. Claims 1to 17
have been canceled and claims 18 to 36 added as requested by Applicant in the
preliminary amendment filed concurrently with the instant application.

Information Disclosure Statement

2) The six information disclosure statements (IDS) submitted on 14 February
of 2012 are in compliance with the provisions of 37 CFR 1.97 and have been
considered by the examiner.

3) Applicant is advised that M.P.E.P. 609.02(A)(2) states that “[tjhe examiner
will consider information which has been considered by the Office in a parent
application when examining: (A) a continuation application filed under 37 CFR 1.53(b),
(B) a divisional application filed under 37 CFR 1.53(b), or (C) a continuation- in-part
application filed under 37 CFR 1.53(b). A listing of the information need not be
resubmitted in the continuing application unless the applicant desires the information to
be printed on the patent”. Therefore, Applicant is hereby assured that information which
has been considered by the Office in any parent of the instant application has been
considered by the examiner in the instant application. However, if applicant desires the
information to be printed on the patent they must submit an information disclosure
statement in accordance with 37 CFR 1.98.

Claim Rejections - 35 USC § 103
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:
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Application/Control Number: 13/372,426 Page 3
Art Unit: 1649

(a) A patent may not be obtained though the invention is not identically disclosed or described as set
forth in section 102 of this title, if the differences between the subject matter sought to be patented and
the prior art are such that the subject matter as a whole would have been obvious at the time the
invention was made to a person having ordinary skill in the art to which said subject matter pertains.
Patentability shall not be negatived by the manner in which the invention was made.

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148
USPQ 459 (1966), that are applied for establishing a background for determining
obviousness under 35 U.S.C. 103(a) are summarized as follows:

Determining the scope and contents of the prior art.

Ascertaining the differences between the prior art and the claims at issue.
Resolving the level of ordinary skill in the pertinent art.

Considering objective evidence present in the application indicating
obviousness or nonobviousness.

o=

4) Claims 18 to 36 are rejected under 35 U.S.C. 103(a) as being
unpatentable over the Joshi et al. patent publication (US 2003/0018072 A1). These
claims are drawn to a method of treating multiple sclerosis in an individual suffering
therefrom by the daily oral administration thereto of dimethyl fumarate or diethyl
fumarate at a rate of 480 mg per day.

The Joshi et al. patent publication has been cited because it fairly taught the oral
administration of dialkyl fumarates to a subject suffering from an auto immune disease.
The text in paragraph [024] therein expressly identified dimethyl fumarate, methyl ethyl
fumarate and diethyl fumarate as preferred embodiments of the dialkyl fumarates
discussed therein. Further, the text in paragraphs [003], [014] and [030] specifically
identified multiple sclerosis as one of the autoimmune diseases to be treated by the oral
administration of dialkyl fumarates. The Joshi et al. patent publication does not
anticipate the instant claims because it did not disclose the specific treatment protocol

recited therein.
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