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Notice of Allowability Examiner Art Unit
LAYLA SOROUSH 1627

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address--
All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308.

1. IX] This communication is responsive to the amendments made on 10/22/13.

2. [] An election was made by the applicant in response to a restriction requirement set forth during the interview on ; the restriction
requirement and election have been incorporated into this action.

3. [X] The allowed claim(s) is/are 19-48.
4. [X] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a) X All b) [] Some* c¢)[]None of the:
1. [ Certified copies of the priority documents have been received.
2. [X] Certified copies of the priority documents have been received in Application No. 10/525,006 .
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)).
* Certified copies not received: __

Applicant has THREE MONTHS FROM THE “MAILING DATE” of this communication to file a reply complying with the requirements
noted below. Failure to timely comply will result in ABANDONMENT of this application.
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE.

5. [] A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER’S AMENDMENT or NOTICE OF
INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient.

6. [] CORRECTED DRAWINGS ( as “replacement sheets”) must be submitted.
a) [ including changes required by the Notice of Draftsperson’s Patent Drawing Review ( PTO-948) attached
1) [ hereto or 2) [] to Paper No./Mail Date

(b) [ including changes required by the attached Examiners Amendment / Comment or in the Office action of

Paper No./Mail Date
Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of
each sheet. Replacement sheet(s) should be labeled as such in the header according to 37 CFR 1.121(d).

7. [] DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the
attached Examiner’'s comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL.

Attachment(s)
1. [ Notice of References Cited (PTO-892) 5. [] Notice of Informal Patent Application
2. [[] Notice of Draftperson's Patent Drawing Review (PTO-948) 6. [] Interview Summary (PTO-413),
Paper No./Mail Date

3. [X] Information Disclosure Statements (PTO/SB/08), 7. X] Examiner's Amendment/Comment

Paper No./Mail Date 1/15/14,1/17114
4. [] Examiner's Comment Regarding Requirement for Deposit 8. Examiner's Statement of Reasons for Allowance

of Biological Material

9. [] Other

U.S. Patent and Trademark Office
PTOL-37 (Rev. 03-11) Notice of Allowability Part of Paper No./Mail Date 20140206
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The present application is being examined under the pre-AlA first to invent

provisions.
Acknowledgement of Receipt
Applicant's response filed on 10/22/2013 to the Office Action mailed on
08/01/2013 is acknowledged.
Claim Status
Claims 19-48 are pending.
Claims 19-48 are allowed.
Withdrawn Rejections

The rejection of claims 44-48 under 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA),
second paragraph is withdrawn in view of the amendments made to the claims.

The rejection of claims 19, 21-24, 26, 28-30, 32, 34-36, 38, 40-42, and 44-48
under 35 U.S.C. 103(a) as being unpatentable over Gamache, et al. (WO 01/15677 A2;
03/2001) is withdrawn in view of the amendments made to the claims.

The rejection of claims 20, 27, 33, and 39 under 35 U.S.C. 103(a) as being
unpatentable over Gamache, et al. (WO 01/15677 A2; 03/2001), as applied to claims
19, 21-24, 26, 28-30, 32, 34-36, 38, 40-42, and 44-48 and further in view of Desai, et al.
(5558876) is withdrawn in view of the amendments made to the claims.

The rejection of claims 25, 31, 37, and 43 under 35 U.S.C. 103(a) as being
unpatentable over Gamache, et al. (WO 01/15677 A2; 03/2001), as applied to claims

19, 21-24, 26, 28-30, 32, 34-36, 38, 40-42, and 44-48 and further in view of Ogawa, et
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al. (US 4910225 A) and De Bruiju et al. (US 6162393 A) is withdrawn in view of the
amendments made to the claims.

The Double Patenting rejections over U.S. Patent No. 7829544, U.S. Patent No.
8129431, copending Application No. 13353653 is withdrawn in view of the TD’s filed on
11/2/13.

The Double Patenting rejections over copending Application No. 11755662 is
withdrawn in view of the abandonment of the case.

EXAMINER’S AMENDMENT

An examiner’'s amendment to the record appears below. Should the changes
and/or additions be unacceptable to applicant, an amendment may be filed as provided
by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be
submitted no later than the payment of the issue fee.

Authorization for this examiner’'s amendment was given in a telephone interview
with Warren M. Cheek on 1/8/14.

The application has been amended as follows:

In claim 26 line 5 after hydrate; insert “the first component is the sole
pharmaceutical active ingredient contained in the preparation;”

In claim 27 lines 2-3 after salt delete —, and wherein the first component is the

sole pharmaceutical active ingredient contained in the preparation -- .
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Reasons for Allowance

The following is an examiner’s statement of reasons for allowance:

The composition as claimed are found to be patentable over the prior art
because the prior art does not teach or fairly suggest a stable aqueous liquid
preparation comprising: (a) a first component; and (b) a second component; wherein the
first component is 2-amino-3-(4- bromobenzoyl)phenylacetic acid or a
pharmacologically acceptable salt thereof or a hydrate thereof, wherein the hydrate is at
least one selected from a 1/2 hydrate, 1 hydrate, and 3/2 hydrate; the first component is
the sole pharmaceutical active ingredient contained in the preparation; the second
component is tyloxapol and is present in said liquid preparation in an amount sufficient
to stabilize said first component; and wherein said stable liquid preparation is formulated
for ophthalmic administration.

The closest prior arts of record, namely Chen et al. (US 6383471), teach a
pharmaceutical composition including a hydrophobic therapeutic agent having at least
one ionizable functional group, and a carrier. The carrier includes an ionizing agent
capable of ionizing the functional group, a surfactant, and optionally solubilizers,
triglycerides, and neutralizing agents (abstract). The reference teaches a hydrophobic
therapeutic agent to include bromfenac (2-amino-3-(4-bromobenzoyl)phenalyacetic
acid)(see claim 4). The hydrophobic therapeutic agent is used in less than about 1% by
weight, and typically less than about 0.1% or 0.01% by weight (see col 4 lines 58-60)
(renders obvious the limitation of claims 8 and 24). The reference further teaches

surfactants inclusive of polyethylene glycol fatty acid esters and additionally teaches
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