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Application No. Applicant(s)
10/525,006 SAWA ET AL.
Office Action Summary Examiner AR Unit
Timothy P. Thomas 1614
-- 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). {n no event, however, may a reply be timely filed

after SIX (8) MONTHS from the mailing date of this communication.
- 1F NO period for reply is specified above, the maximum statutory pericd 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 Responsive to communication(s) filed on 20 August 2007.
2a) ] This action is FINAL. 2b)X This action is non-final.
3)[] Since this application is in condition for atlowance 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

)Xl Claim(s) 19-40 is/are pending in the application.
4a) Of the above claim(s) 39 and 40 is/are withdrawn from consideration.

5[] Claim(s) _____isfare allowed.

6)l<J Claim(s) 19-38 is/are rejected.

7)] Claim(s) _____is/are objected to."

8)[] Claim(s) ____ are subject to restriction and/or election requirement.

Application Papers

9] The specification is objected to by the Examiner.
10)[] 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).
11)iX] 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

12)iX] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)~(d) or (f).
a)X] 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. __
3.0 cCopies 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) E] 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) [J Notice of Informal Patent Application
Paper No(s)/Mail Date See Continuation Sheet. 6) D Cther:

U.S. Patent and Trademark Office
PTOL-326 (Rev. 08-06) ] Office Action Summary : Part of Paper No./Mail Date 20070919
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Continuation Sheet (PTOL-326) Application No. 10/525,006

Continuation of Attachment(s) 3). Information Disclosure Statement(s) (PTO/SB/08), Paper No(s)/Mail Date :2/17/2005,
4/11/2005, 7/12/2007.
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Application/Control Number: 10/525,006 : Page 2

Art Unit: 1614
DETAILED ACTION
Election/Restrictions
1. Applicant’s election without traverse of group I, claims 19-38 in the reply filed on

8/20/2007 is acknowledged.
2. Applicant’s election without traverse of claim 20 as the alkyl ary! polyether
alcohol type polymer or polyethylene glycol fatty acid ester species (interpreted as
tyloxapol, contained in the claim) in the reply filed on 8/20/2007 is acknowledged.
3. Claims 39-40 are withdrawn from further consideration pursuant to 37 CFR
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or
linking claim. Election was made without traverse in the reply filed on 8/20/2007.
| Status of Claims
4, Claims 19-40 are pending. Claims 39-40 are withdrawn. Ciaims 19-38 are
examined on the basis of the merits.
Priority

5. Applicant is advised of possible benefits Applicant is advised of possible benefits
under 35 U.S.C. 119(a)-(d), wherein an application for patent filed in the United States
may be entitled to the benefit of the filing date of a prior application filed in a foreign
country.
6. Receipt is acknowledged of papers submitted under 35 U.S.C. 119(a)-(d), which
papers have been placed of record in the file. |

Acknowledgement is made of applicant’s claim to foreign priority and the receipt

of a copy of the application, JP2003-012427, filed 1/21/2003. However, since no
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Application/Control Number: 10/525,006 Page 3
Art Unit: 1614

translation has been provided, prior art dates have been determined with reference to
the priority date for the PCT application date, PCT/JPD4/OG350, filed 1/16/2004.

| Oath/Declaration
7 The oath or declaration is defective. A new oath or declaration in compliance
with 37 CFR 1.67(a) identifying this application by application number and filing date is
required. See MPEP §§ 602.01 and 602.02.

The oath or declaration is defective because:
It was not executed in accordance with either 37 CFR 1.66 or 1.68.

The oath or declaration contains no signatures of the inventors with date signed
Claim Rejections - 35 USC § 102
8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that

form the basis for the rejections under this section made in this Office action:

A person shall be entitied to a patent unless —

(a) the invention was known or used by others in this country, or patented or described in a printed
publication in this or a foreign country, before the invention thereof by the applicant for a patent.

(b} the invention was patented or described in a printed publication in this or a foreign country or in public

use or on sale in this country, more than one year prior to the date of application for patent in the United
States.

(e) the invention was described in (1) an application for patent, published under section 122(b), by
another filed in the United States before the invention by the applicant for patent or (2) a patent
granted on an application for patent by another filed in the United States before the invention by the
applicant for patent, except that an international application filed under the treaty defined in section
351(a) shall have the effects for purposes of this subsection of an application filed in the United States

only if the international application designated the United States and was published under Article 21(2)
of such treaty in the English language.

9. Claims 19-24 and 31 are rejected under 35 U.S.C. 102(b) as being anticipated by
Gamache, et al. (WO 01/15677 A2; 03/2001).
Gamache teaches all of the components of the claims: compositions for otic and

intranasal use (p.6, lines 5-6) that contain a combination of a 5-HT agonist and an anti-
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