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R mn*‘ N THE UNITED STATES PATENT AND TRADEMARK OFFICE - ,

Inre Pdtcnt Application of:
J. Michael Ramstack, Ph. D, etal.

Application No.: 10/259,949-Conf. #5406 ~ Group Art Unit: 1615 -
Filed: September 30, 2002 : ' © Examiner: R. Bennett
For: PREPARATION OF INJECTABLE

~ SUSPENSIONS HAVING IMPROVED :
__INJECTABILITY e 7 K

TRANSMITTAL LETTER

. Commissioner for Patents
Washington, DC 20231

" Dear §1r

Enclosed are the followmg 1tems for ﬁlmg in connection with the above-referenced
Patcnt Apphcatlon B

\

(' 1 . Amendlnent Transmﬁttal (in duplicate);
+2.  Fee Transmittal;
3 ﬁeﬁly Un‘der37'c.1*_‘.R.§ L1 . o
4. ’fennir'l'al DisclAinxer to Obviate a D;uble Patenting Rejectioh Ovér a Prior
B Patqnt; ' | | . .

. Sta‘tem'em Under '3 7.CFR 3.73(b);

6. ; Copy of Declaration of Mark A. Tray, Ph. D Under 37 CFR. § 1132 filed in
| parent Appl. No. 09/577 875;

7. Check No 3]2256 in the amount of $1 10 to cover the fee for the Tenmnal
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8. Return receipt postcard.

~ Itisnot believed that extensions of time or fees for net addition of claims are réquired
beyond t‘hose' that may otherwise be provided for in documents accompanying this paper.
However; if additional extensions of time are necessary to prevent abandonment 6f this
application, then such extensions of time are h(':vréby‘ petitioned under 37 C.F.R. § 1.136(a), and
any fees required therefor (including fees for net addition of claims) are heréby authorized to be
_ chargcd t:'o our Deposit Account No. .50-:0740, referencing our Docket No..OOQ]66.0073-U SO1.
A duplicate copy of this papef is enclosed.

Dated: May 14, 2003 , Respectfully subfnitted,

By,

Andrea G. Reister /|
Registration No7* 36,253

COVINGTON & BURLING

1201 Pennsylvaria Avenue, N.W.
Washington, DC 20004-2401
(202) 662-6000

Attorneys for Applicant
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Docket No 000] 66

Inre Patent Application of: ‘
J. Michael Ramstack, Ph.D.,etal ~

Application No.: 107259,949-Conf, #5406 . Group Art Unit: 1615
Filed: September 30,2002 ' Examiner: R. Bennetl -

For: PREPARATION OF INJECTABLE
- SUSPENSIONS HAVING IMPROVED

INJECTABILITY. | e M

) 5TRr03

REPLY UNDER 37 C.F.R. § 1.111

Commissioner for Paténts
Washington, DC 20231

Dear Sir:

" In response to the Off' ice Action dated Apn] 9, 2003 (Paper No. 4), Appllcants

prov1de the followmg 1emarks

It is not believed that extcnswns of time or fees for net addition of clalms are requlred
be) ond those that may otherwise be prowded for in documents accompanying this paper
However, if additional extensions of time are necessary to prevent abandonment of this _
applicatio‘n, then such extensions of time'are hereby petitioned under 37 C.F.R. § '.1v.l3.6(a),band
ény fees required “therefor (including fees for net addition of claims) are hereby authorizéd to be

charged to our Deposit Account No: 50-0740 referencing our Docket No'. 000166.0073-USO1.
REMARKS/ARGUMENTS

~Reconsideration of this Application is respectfully requested. Claims 1-21, 41, and
42 are currently peﬁdihg fof the examiner’s consideration, with claim ]‘being the only
independent c‘l_aim. Based on the following Remarks, Applicants fespectfully request that the

examiner reconsider all dutstanding objections and rejections and they be withdrawn.

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

UVOVEUHIICONTL yUC L7URULE L HICIRENn,y R =

» . The anmmel has rejected claims 1 -21, 41, and 42 under the Judlclally created
' dootrme of obviousness-type double patenting as bemg unpatentable over claims 1-21 of U S.
.Patent No. 6,495,164 (“the ‘164 patent”). Filed herewith is a Terminal Disclaimer to Obviate a
Double Patenﬁng Rejection Over a Prior Patent executed by the assignee of the above-captioned
7 apphcatlon for the 164 patent (“Dlsc!almer”) A Statement Under 37 C.FR. § 3.73(b)
estab]lshmg the right to act on behalf of the assignee with regard to the above captloned
:apphcatlon is also filed herewith. The ﬁlm;, of a terminal disclaimer to. obv:ate a IC]CCtlon based
on nonstatutory double patenting is not an admission of the proprietary of the rejecnon Quad
A.Envzronmental Technologies Corp. v. Umon Sanitary District, 946 F. 2d 870 (Fed. Cir. 1991)
| The ﬁlmg of a termmal disclaimer serves the statutory function of removmg the re]ectlon of
" double patentmg, and raises neither a presumptlon nor estoppel on the merits of the rejection.
Id;M.P. E.P. § 804.02. ' Based upon filing of the Disclaimer and accompanying fee Applicants

- respectfully submit that the obvxou_sness-type double patenting rejection should be withdrawn.

Rejecuon Under 35U8C§1 03(a)

The exammer has rejected claims 1-21, 41, and 42 under 35US.C. § 103(a) as bemg‘
unpatentable over U. S Patent No. 5,656,299 to Kino ef al. (“the Kino patent”) in view of U. S.
Patent No 5,540, 912 to Roorda et al. (“the Roorda patent”) Applicants respectfully submit that
none of the cited documents or other documents of record dlSC]OSCS or suggests the relatlonshlp |
between mcreased viscosity and improved mjectablllty, or the claimed methods by which the

' composmons having 1mproved injectability are produced For at least this reason Applicants

1espectfully submit that the § 103 reje(,tlon cannot properly be mamtamed

o As noted by the Exziminer in paragraph 5 of the Office Action, the Kino patent “does
not disclose the viscosity to be greater than about 60 cp and less than aB.out‘600 cp.” In fact, the
‘Kino patent does not explicitly disc]o‘se the viscosity of the injection vehicles used in the Test |
~ Examples, nor does the Kino patent provide any‘_information about injectability, or the
relationship between injectabiiity and viscosity of the injeeti011 vehicle. This ie eﬁdent from
paragrapll 3 of the Dec!eration of Mark A Tracy, Ph.D. Under 37 C FR.§1 ‘132 (“the Tracy
_ vDecIarauon”) filed i in parent application number 09/ 577,875 (now U S. Patent No. 6,495 164) a
copy of whlch is filed herewnth

)
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As evident from the Tracy Declaration, all of the injection vehicles of the Test
-Examples of the Kino' patent have a viscosity significantly less than 20 cp at 20°C. Particularly,
as stated in paragn aph 4 of the Tracy Declaration, the v150051ty of the physiological saline
Iﬂ_]CClIOl’l vehlcle as the fluid phase of a suspens1on containing the mxcrospheres of each of Test
Examples i, 3 and 4 of the Kmo patent is approx1mately one (1) cp at 20°C. As stated in
palagaph 5 of the Tracy Declaratlon, the Vlscosxty of the carboxymethyl cellulose (CMC)
injection veh1cle as the fluid phase ofa suspensmn containing the microspheres of Test Example

2 of the Kino patent is less than 7 cpat 20°C.

The Examiner is taking the positien that, “absent unexpected results regarding the o |
cfiticality of the \_/iseosity, Kino‘,,d‘i’s“closes all the hmitatiohs of the instant claims.” However, as
noted abové the Examiner recognizes that the'Kirio pateht does not disclose the viscosity to be
greater than about 60 cp and less than dbOl.lt 600 cp, and the Tracy Declaration evidences that all -

of the Test anmples of the Kmo patent have a v18c0s1ty 51gmﬁcantly less. than 20 cp.

Apphcants reSpectfully submit that. the “criticality” of the v1scostty to the unprovements
in 1nJectablhty of the present mventlon is dlscussed throughout the above-captloned application -
as originally filed. For example, as noted on page 8, lines 12-16 of the above-captloned
apphcalton : ' ,
~ “The inventors have unexpectedly dlscovered that mjectablhty is improved, and
in vivo mjectablhty faxlures si gmﬁcantly and unexpectedly reduced, by mcreasmg the
vmcosny of the fluid phase of an mjectablc suspensnon This is in contrast to
conventnonal teachmgs that an increase in the viscosity hinders lnjectablhty and

synngeablllty

l\'IQreoyet, es' noted on'page 12, line 15, through page 18 line 7 of the'abmle -captioned
application as ori},inally ﬁled tiie in vivo studfes showed a. dramatlc xmprovement in
inj ectabthty with 111creased 1nJectxon vehlcle vxscosm Based on the experiments and data .
reported in these pages of the appllcatlon 1t is ev1dent that viscosities of at least about 20 cp are
. mecessary for successful and medically acceptable injectability rates, At v1scosltles of less than |

or'equal to about 11 cp, in vivo injectability failures increase significantly.
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