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Application No. App|icant(s)
13/901,830 CALDERARI ET AL.

Office Action Summary Examiner Art unit AIA (First lnventorto File)

SHIRLEY v. GEMBEH 1628 E*;*”S
— The MAILING DA TE 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 § 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 CFR1.136(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 bythe 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

HE Responsive to communication(s) filed on 5/24/13.

I:l A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filed on

2a)I:l This action is FINAL. 2b) This action is non-final.

3)I:I 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.

4)D 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) Claim(s) Lids/are pending in the application.

5a) Of the above claim(s) is/are withdrawn from consideration.

j is/are allowed.

s) gm/are rejected.

) Z is/are objected to.

) are subject to restriction and/or election requirement.

* If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway program at a

participating intellectual property office for the corresponding application. For more information, please see

hit :/:’vvww.u:sbto. cw atents/ii‘-.it events/' Ea/'incie><.‘s,orsend an inquiry to i-‘Pl--lfeedback-’<%, usr_>tc.c1ov.

Application Papers

10)I:I The specification is objected to by the Examiner.

11)|:| The drawing(s) filed on Z is/are: a)I:I accepted or b)I:I 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( ).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d).

Priority under 35 U.S.C. § 119

12)I:I Acknowledgment is made of a claim for foreign priority under 35 U.S.C. §119( )—(d) or (f).

Certified copies:

a)|:l All b)I:l Some * c)I:l None of the:

1.D Certified copies of the priority documents have been received.

2.l:l Certified copies of the priority documents have been received in Application No. .

3.I:I 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( )).

* See the attached detailed Office action for a list of the certified copies not received.

Attach ment(s)

1) El Notice of References Cited (PTO-892) 3) E jnterview summary (pTo-413)
Paper No(s)/Mail Date. 11/7/13 _

2) Information Disclosure Statement(s) (PTO/SB/08) 4 D O h _
Paper No(s)/Mail Date 5/24/13. I I 9“ :-

U.S. Patent and Trademark Office
PTOL—326 (Rev. 08-13) Office Action Summary Part of Paper No./Mail Date 20131107
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DETAILED ACTION

1. The present application is being examined under the pre—AlA first to invent

provisions.

Information Disclosure Statement

2. The information disclosure statement (IDS) submitted on 5/24/13 is

acknowledged and has been reviewed.

Double patenting Rejection

Examiner acknowledges the filing of the terminal disclaimers.

Claim Rejections - 35 USC § 103

4. In the event the determination of the status of the application as subject to AIA 35

U.S.C. 102 and 103 (or as subject to pre—AlA 35 U.S.C. 102 and 103) is incorrect, any

correction of the statutory basis for the rejection will not be considered a new ground of

rejection if the prior art relied upon, and the rationale supporting the rejection, would be

the same under either status.

The following is a quotation of pre—AlA 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 following is a quotation of pre—A|A 35 U.S.C. 103(a) which forms the basis

for all obviousness rejections set forth in this Office action:
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(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 pre-AIA 35 U.S.C. 103(a) are summarized as follows:

1. 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 pre—AlA 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 pre-AIA 35 U.S.C. 103(c) and potential pre—A|A 35 U.S.C.

102( ), (f) or (g) prior art under pre—A|A 35 U.S.C. 103( ).

Claims 10-18 are rejected under pre—AlA 35 U.S.C. 103(a) as being unpatentable

over Berger et al. (US 5,202,333) in view of Barton (Citrate Buffer Calculation, 2000,
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2pgs and Castillo et al., US 6,284,749 further in view of Gambhir, US 5,854,270 and as

evidenced by Matsumoto (All references have already been made of record).

Berger et al. teaches a pharmaceutical solution for reducing emesis, comprising

palonosetron in a pharmaceutical acceptable carrier. See col. 2, lines 20 to 25 and col.

12, lines 41 -52 and col. 3, lines 17-21). Palonosetron is (as shown) is represented by

formula I, at col. 8, lines 35 to 40). The reference also discloses that the

pharmaceutically acceptable salt is hydrochloride and can be in an injectable form (see

col. 12, lines 25-29).. See col. 5, lines 2-3. With regard to the concentration

palonosetron, the reference discloses the concentration is from 0.000001% w to 10%

weight. Interpreting that assuming 100 °/o is 100 ml, therefore in 1 ml (1000 mg) the

equivalent of 0.03mg/ml is 0.00003 wt % which is within the disclosed range, see col.

12, lines 65-67 (claims 10) in a preferred single unit dosage form (see col. 13, lines 1-5).

Berger also teaches the addition of citric acid buffer (see col. 28, lines 62-67, as

required by instant claim 16)

However Berger fails to teach that the composition comprises mannitol (from 10

— 80 mg/ml) and EDTA (from 0.005-1.0 mg/ml) wherein the formulation is stable for 24

months in a 5 ml sterile aqueous solution (as required by instant claims 12-15)

Barton is introduced for the teaching of the use of buffers in solution

therefore in order to buffer solution that that is close to the desired ranges. In the instant

claim the pH is 4-6, the pK's used for citric acid are 3.15, 4.50 and 5.75, therefor it is

best to buffer at a pH close to one of the pK's, therefore use citrate buffers only in the

pH range 3-6, since the required pH is from 4.0-6.0 (claim 4). Additionally Barton
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