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Application No. Applicant(s)
11/083,167 EHRICH, ELLIOT
Office Action Summary Examiner ArtUnit
KENDRA D. CARTER 1617
-- 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

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

Status
1HIX] Responsive to communication(s) filed on 20 March 2009.
2a)[] This action is FINAL. 2b)X This action is non-final.

3)[1 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

)X Claim(s) 1-23 is/are pending in the application.
4a) Of the above claim(s) 3-5 is/fare withdrawn from consideration.

5[] Claim(s) is/are allowed.

6)X] Claim(s) 1,2 and 6-23 is/are rejected.

7)1 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)_] 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)["] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)JAIl 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) x 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) [X] Information Disclosure Statement(s) (PTO/SB/08) 5) [] Notice of Informal Patent Application
Paper No(s)/Mail Date 8/29/05:12/01/05:6/23/08,7/9/08;7/17/08. 6) D Other:

U.S. Patent and Trademark Office
PTOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 20090429
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Application/Control Number: 11/083,167 Page 2
Art Unit: 1617

DETAILED ACTION
Election/Restrictions

Applicant's election with traverse of Group I, claims 1, 2, and 6-23 in the reply
filed on March 20, 2009 is acknowledged. The traversal is on the ground(s) that Group |
and Group Il are not mutually exclusive. One could administer the long acting
naltrexone of Group | to an individual in accordance with the method of Group Il and
achieve the serum AUC levels of naltrexone of Group |. This is not found persuasive
because the method of Group | does not require the specific method step of treating
alcohol and specific days in which the individual should or should not abstain from
alcohol. Thus, claims 3-5 are withdrawn from consideration.

The requirement is still deemed proper and is therefore made FINAL.
Claim Rejections - 35 USC § 112

The following is a quotation of the second paragraph of 35 U.S.C. 112:

The specification shall conclude with one or more claims particularly pointing out and distinctly
claiming the subject matter which the applicant regards as his invention.

Regarding claims 6, 18, 20 and 22, the phrase "such as" renders the claim
indefinite because it is unclear whether the limitations following the phrase are part of

the claimed invention. See MPEP § 2173.05(d).
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Application/Control Number: 11/083,167 Page 3
Art Unit: 1617

Claim Rejections - 35 USC § 102

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 entitled to a patent unless —

(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.

Claims 1, 2, 6-21 and 23 are rejected under 35 U.S.C. 102(b) as being

anticipated by Tice et al. (6,306,425 B1).

Tice et al. teach muscular injectable naltrexone microsphere compositions and
their use in reducing consumption of heroin and alcohol (see title and abstract;
addresses claims 18 and 20). The composition comprises a matrix consisting of the
polymer poly-(D,L-lactide) The naltrexone is released in a controlled manner for greater
than 28 or about 32 days. Smaller doses may be administered after the first dose,
because on continues to obtain release from the prior injected mirospheres to which is
added the release from the lately administered microspheres, or one can enjoy
enhanced levels of the naltrexone without increasing the amount of the microspheres
which are administered (see abstract and column 6, lines 19-29; addresses claims 1, 7,

8 and 14-17). The microspheres are formulated from about 150-350 mg of naltrexone
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