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T -- The MAILING DATE of thls 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) FROM
THE MAILING DATE OF THIS COMMUNICATION.,

© - Extensions of time may be available under the provisions of 37 CFR 1. 136(9) In no event, however, may a reply be timely filed
after SIX (6) MONTHS from the mailing date of this communication. .
- Ifthe period for reply spacified above is less than thirty (30) days, a reply within the s(alutory mlnlmum of thirly (30) days will be considered Iumely
- IFNO period for reply is specified above, the maximum statutory period will apply and will axpire SIX (6) MONTHS from the mailing date of this commumcalmn .
" - Failure to reply within the set or extended period for reply wiil, by slatule, 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 |h|s communicahon even if timely ﬁled may reduce any

earned patent lerm adjustment. See 37 CFR 1.704(b).

vStatu _ }
HIX RésponSlve to communicati_on(s) filed on 08 January 2003 .
2a)(_] This action i is FINAL. - 20)[  This action is non-final,

3)I] since this application is in condition for allowance except for formal matters, prosecution as to the ments is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213
‘| Disposition of Clalms

X Cla:m(s) 1-21, 41-42 is/are pendmg in the application. ’
"~ 4a) Of the above claim(s) is/are withdrawn from consideration.

571 Claim(s) ____is/are allowed. | '

6)X] Claim(s) 1-21, 41-42 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 specifi cat[on is obJected to by the Examlner

10){_] The drawing(s) filed on |s/are a)[] accepted or b)[_] objected to by the Examiner.
‘ Applicant may not request that any objectlon to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
11 The proposed drawing correction filed on ____is: a)[] approved b)[] disapproved by the Examiner.
. If approVed corrected drawings are requnred in reply to this Office action.

12)[_] The oath or declaratlon is objected to by the Examiner.

F‘norlty under 35 U.S.C. §§ 119 and 120 _
13)_] Acknowledgment is rﬁade of a claim for foreign priority under 35 U.S.C, §"1 19(a)-(d) or (f).
a .I:I Al b)[I] Some*'c)[:} None of: }
1.0 cCedifi ed copies of the prionty documents have been received.
2. l:l Certified copies of the prlonty documents have been received in Applucatlon No.__

3 [} cCopies ¢ of the certified copies of the priority documents have been received'in this National Stage
, appllcatmn from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not recelved

14)[] Acknowledgment is made of a claim for domestlc priority under 35 US.C. § 119(e) (toa provns:onal appllcanon)

-a)[] The translatlon of the forelgn language provisional application has been received.
15)[8] Acknowledgment is made of a claim for domestic priority under 35 U.S.C.§§ 120 and/or 121,

Attachment(s) '
.1 1) D Notice of References Cited (PTO-892) ' . 4 Interview Summary (PTO-413) Paper No(s) .
12 D Motice of Draftsperson’s Patent Drawing Review (PTO- 948) ) 5) ] Notice of Informal Patent Application (PTO-152)

-3) [J information Disclosure Sta(ement(s) (PTO-1449) Paper No(s) . 6) ] Other:

U.S. Paten: and Trademark Office . , . ) .
PTO-325 (Rev. 04-01) ) . Office Action Summary » Part of Paper No. 4
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The examiner eckuowledges receipt of Amendment A filed 1/ 8/03.
Eiéction/Restrktions
. 1. Appllcant s electton of Group lin Paper No 3is acknowledged Because apphcant did
not dtstmct]y and 5pec1ﬁcally point out the supposed errors’in the restnctlon requtrement the
" election has been treated as an electton without traverse (MPEP § 818. 03(a))
Double Patentm g
2. The nonstatutory double patenting rejection is based on a judicially created doctrine
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or . -
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible
harassment by’ multtple assignees. See /n re Goodinan, 11 F.3d 1046, 29 USPQ2d 2010 (Fed.
-Cir. 1993); /n re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686
F.2d 937, 214 USPQ 761 (CCPA 1982) Inre Vogel, 422.F.2d 438, 164 USPQ 619 (CCPA '
1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969).
A timely filed terminal disclaimer in compliance with 37 CFR 1.321 (c) may be used to
overcome an actual or provisional rejection based on a nonstatutory double patenting ground
~ provided the conflicting application or patent is shown to be commonly owned Wlth thlS
-application. -See 37 CFR 1.130(b). ' :
' Effective January 1, 1994, a reglstered attorney or agent of record may sign a terminal

disclaimer. ‘A terminal dtsclauner signed by the ass1gnee must fully comply with 37
CFR 3.73(b). : ‘ A :

3 - Clatms 1 21 41 42 are: rejected under the Judtmally created doctrme of obv1oust1ess type ‘
‘ .double patentmg as bemg unpatentable over clalms 1-21, of U.S. Patent No. 6,495, 164
, Although the conﬂlctmg claims are not 1denttcal, they are not patentablyv dl‘StlnCt from each other v.
because both claim e: composition ‘suite‘bl_e‘ t‘or injection titrough atneedle 'tnto a host, corhp’risiug:
:.rrti'croperticles comorising e‘tpolymeric Bi.doer, and injection vehicle, wherein the ,mic‘ropartic.les"
‘ at‘e suspended in said »injection vehicle at a concentration of g.rea‘tter.than 30 mg/ml to forma
' susp_ens‘ioo, Wheirein a fluid pheSe of said sus‘p’eh’sion has a_viscosityv greater thart about 60cp and -

* less than about 600 cp at 20 deg C., wherein the viscosity of said fluid phase of said suspension
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Art Unit: 1615
provides vihjec’ta.blil.ity of the comp‘ositiou through a ueedle ranging in diameter t’rofd 18-22
gauge.
Clalm Rejecttons 35 UsCcy§1 03
4. | -~ The followmg isa quotatlon of 35 U.S. C. 103(a) which forms the basis for all

‘ 0bv1ousness rejections set forth in this Office action:

(a) A patent may not be oblamed though the invention is not identically disclosed or described as sct 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 tlie time the invention was made to a person '
having ordmary skill in the art to which said subject matter pertains. Patentability shall not be negatnved by the
manner in which the mventlon was made

5. Clalms 1-21, 41 42 are rejected under 35 U S.C. 103(a) as bemg unpatentable over Kmo
et al (5656299) and f'urther in view of Roorda et al. (US 5540912)
Kino cllscloses a sustamed release mlcrosphere preparatlon whmh is: produced by |

‘ i‘rtcludmg a hydrophobxc antlpsycotw’dtUg into a base composed of a htgh molecular weight

polymeric biu’der such as po'lylactic‘acid. poly(lactic-co-glycolic) Lacid or the like and orocess

-for the productton (abstract) The mlcrospheres have an average partlcle size of about 0 S5to

400 pm (see col 2 lines 30- 34) The hydrophoblc annpsychotlc drug may be risperidone (see col.

2 lmes 38-49). TheVpoly(lactlc-co~gl‘ycohc) acid is used in a composmona].ratlo of lactlo acid to
D g'lycolicacidtn a ratio from about 100:0 to 50:50 (see col. 3 lines 10-18). A viscosity enhaucing

agent, such as sodium cerboxymethyloel]ulose, may be added to the tuicrospheres, along with an

density enhancing'agent such as sorbitol ot avtonicity adjusting agent such as sodium chloride.

Polysorbate 80 may also be added as a- wettmg agent The sustamed release mxcrosphere

preparetlon may be used preferably in the form of an aqueous suspensmn (see col. 4 lines 38-60).

The preparauon is intramuscularly or ‘subcutaneously aduumstered to a patient in need thereof

(see col. 7 lines 35-45 and col. 8 lines 1-8). Sustained release injections of the microspheres can

i
i
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Art Unit: 1615
be made into more st‘able‘ injeetioxle by furthe't adding a ﬁller, such as 's'orbitol_, dispersiﬁg the
mixture an'd then subjecttng the di‘spers'it)ni to fteeze drytng or spray drying to obtain a solid
preparatlon whlch can be used by addmg dlstllled water for i injection or an appropnate dlspersmn
] medlum at the time of mjectlon (see col. 4 Imes 52- 60) The process for producmg the |
mtcrospheres compnses makmg an oil ]ayer comprising a polymeric binder contammg the -
. _antlpsychotlc drug, addmg the 011 layer to a water layer, subjecting the resulting mixture to an :
”emuls1ﬁeatton treatment to ohtam an O/W typeemulsmn and subsequently removing the solvettt
in the oil layer by an in—water drying rhethod (seecol. 3 lines 27-50)t Kino does not diselose' the
vtscoeity to be gte,etet tha.n about 60 cta and less than about 600 cp. | |
- Absent 'une'xplected results, it WOutd have been obvious to one heving ordinary skill in the
art at the titne' of_the inventioh to determinethe eptimal viscqsity for application. .'I‘fhe desired “
"Viseoéity for any gh}en formulation or use'may vary, for example, according tol the phreference of
_the physncnan the manner of apphcatlon and type of appltcator used, the amount'of formulation
~ needed, the area to whlch the formulatlon is apphed and similar consxdera’uons The desired -
v.tseOSI,ty will also vary with the»»gohcentratlon of the partlcles in the _suspensnon, since the
presenee of the particles conttibutes to the viscosity of the suspension. Both the prior art and the
. instaht ele'ims:are drawn to a cor_ntqosition suitable for injection through a needle llest,comptiSing
microparticles; eomprieing»e polytnetic binder m combination with a viscos’ity enhancing_ agent, a
density 'erihancing agent, a to.nicity'adjusting agent a wetting ,ageht and an active egent;
Therefore absent unexpected results reg,ardmg the crmcahty of the v1scosuy, Kino discloses all

the hmltatlons of the instant clalms A o e
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