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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

WWWw.uspto.gov

APPLICATION NO. FILING DATE FIRST NAMED INVENTOR | ATTORNEY DOCKETNO. |  CONFIRMATION NO. |
11/698,739 01/25/2007 S. George Kottayil INTH-001/01US 4756
308548-2014
58249 7590 06/08/2012 | |
EXAMINER
COOLEY LLP
ATTN: Patent Group WEGERT, SANDRA L
Suite 1100

777 - 6th Street, NW
WASHINGTON, DC 20001

| ART UNIT | PAPER NUMBER |
1646
| MAIL DATE | DELIVERY MODE |
06/08/2012 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.

PTOI _ONA_(Rev 0407
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Application No. Applicant(s)
11/698,739 KOTTAYIL ET AL.

Office Action Summary Examiner Art Unit
SANDRA WEGERT 1646

-- 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.

- 1f 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)IXI Responsive to communication(s) filed on 26 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) 144-147is/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) 144-147 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)[] The specification is objected to by the Examiner.
11)[X] The drawing(s) filed on 25 January 2007 is/are: a)[X] 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)[] 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)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
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) E Notice of References Cited (PTO-892) 4) |:| Interview Summary (PTO-413)
2) [] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. _
3) [] Information Disclosure Statement(s) (PTO/SB/08) 5) L] Notice of Informal Patent Application
Paper No(s)/Mail Date ____. 6) l:l Other: ______
U.S. Patent and Trademark Office
PTOL-326 (Rev. 03-11) Office Action Summary Part of Paper No./Mail Date 20120322
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Application/Control Number: 11/698,739 Page 2
Art Unit: 1646

Detailed Action

Status of Application, Amendments, and/or Claims

A request for continued examination (RCE) under 37 CFR 1.114, including the fee set
forth in 37 CFR 1.17(e), was filed in this application after final rejection. This application is
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e)
has been timely paid.

Applicants’ Remarks and the Declarations submitted under 37 C.F.R. § 1.132, sent 17
February 2012, have been entered into the record.

Claims 1-143 are cancelled. Claims 144-147 are new.

Claims 144-147 are under examination in the Instant Application.
Informalities

Specification

The use of trademarks has been noted in this application (for example, "Duragesic ®,"
p. 1, last paragraph). Trademark names should be capitalized wherever they appears and be

accompanied by the generic terminology.

Although the use of trademarks is permissible in patent applications, the proprietary
nature of the marks should be respected and every effort made to prevent their use in any manner

which might adversely affect their validity as trademarks.
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Application/Control Number: 11/698,739 Page 3
Art Unit: 1646

Maintained Claim Rejections/Objections

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:

(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. 2. Ascertaining the differences between the prior
art and the claims at issue. 3. Resolving the level of ordinary skill in the pertinent art. 4. Considering
objective evidence present in the application indicating obviousness or nonobviousness.

This application currently names joint inventors. In considering patentability of the claims under 35
U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was commonly owned at
the time any inventions covered therein were made absent any evidence to the contrary. Applicant is advised
of the obligation under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was not
commonly owned at the time a later invention was made in order for the examiner to consider the
applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a).

Claims 144-147 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ross
(2006, US 2006/0062812; hereinafter, "Ross").

Instant claims 144-147 are directed to a unit dose of a non-propellant sublingual fentanyl
formulation comprising discrete liquid droplets of about 5 to about 500um, and ethanol, water
and ethylene glycol as carriers, wherein the formulation provides a mean maximum plasma
concentration (Cpax) of about 158pg/ml to about 177pg/ml per 100ug of fentanyl. The mean
droplet size of the formulation is about 20 to about 200um; the formulation provides a mean
Tmax of about 10 minutes to about 60 minutes, while the mean area under the curve (AUC) of
fentanyl ranges from 715pge hour/mL to about 1061 pge hour/mL. Dependent claims narrow the

ranges of the droplet sizes.
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