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API'LICATION :SO FILL'\G OAlT FlRST :"lAMED L"IYEr. TOR A'ITOR1'''EY r.xx:K1:'I'O. CO:-'1'1RMA TION NO. 

11 1553,339 Neil P. n.:~i 6)R772OO(l301 J ffi5 

IDLE OF lNVENTIOi\: CO)'lPOSIT IONS MD METHODS OF DELIVERY OF ]'HARM.ACOLOGICAL AGEl\-rS 

A1'1.'L"I , TYI'E [ssut:: ['Hi ,DUI:: I'UllLlCATlON t-lOlo DUb l'REV. PAID lSSVt; FEE "lUTALHz(S.DUE DATb lJUJ:; 

nonprovisional NO $J5J O so SO $J5 10 OO/O I/20JO 

THt: API'LiCATlON IDENTIFIED A80VE HAS BEEN EXAMINED AND IS ALLOWED t"OR ISS()ANCE AS A I'ATENT. 
"ROSFCl JTlQN!lliIJ..lE MFRITS IS C! 0SFD. TIIJS NOT ICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS. 
TlUS APPLI(;ATION IS SIJBJEcr TO WITHDRAWAL ."ROM ISSUE AT Tll[ INITIAT IV[ Of TlU: OFFICE OR UI'ON 
l'E.."f ITION nv TI lE All l' LiCANT. SEE 37 Cf'R 1.313 AND MPE!' 1308. 

nn: ISSUE FEE AND PUBLICATION FEE (IF REQUIRED) I\1UST BE l'A lI) WITHIN THREE MONTHS .' ROM THE 
MAILING DATE OF THIS NOTIC[ OK TlIJS AI'PLJ CATION S HALL HE REGA RD[U AS AllANDONIW. 'J'IlIS 
STATI JTQRY "FRIO!) CANNOT.I!.I:,; tXU "N IW!). St:J·~ 35 U.S.C. 151. Tln~ ISSUI<; I< " EI<~ DUE INI)!Cl\TEIJ ABOVE UOt:s 
NOT REt"LEc r A C REDIT FOR ANY PREV IOUSLY l'Am ISSUE FEE IN TIllS APPLI CATION. IF AN ISS UE n :E IlAS 
I'REVIOUSLY ImEN I'A lI) IN THIS API'LJCATION (AS SHOWN AHOV.: ), TUE RETURN OF I'ART H OF T HIS .' ORM 
WILL H[ CONSIDERED A REQUEST TO REAPPLY TilE PREVIOUSLY PA ID ISSUE FEE TOWARD TilE ISo."iI)E FEE NOW 
DUE. 

IIOW TO RU'LY TO THIS NOTICE: 

I. Rcvicw thc SMALL ENTITY SWtllS ShOWllllbovc. 

If the SMALL ENTITY is shown as YES, verify your current 
SMALL ENTn 'Y ~ tatu ~ : 

!\. If the status is the smnc, pay thc TOTAL FEE(S) DUE shown 
aoovc 

13. If the status above is to be removed, check box 5b on Part 13 -
Fec(s) Transmillal and pay the PUI3L1CATION FEE (if T<.'quircd) 
and twice the amount of the IS SUE FEE ~hown above, ex-

If the SMALL ENllTY is shown as NO: 

A. Pay TOTAL r'bE(S) DUE showll above, or 

13 . If applicant d nimed SMALL ENTITY stmus before. or is now 
daiming SMALL ENTITY status. \:h(.'~ k box 5a un Part 13 · Fee(s) 
Transmittal and pay the PUBLICATION FE E (if required) and 1/2 
the ISSUE r'13I: shown above 

II. PART 13 - FEE(S) TRANSMITrAL, or its equivalent, lllust Ix: completcd and rctumed to the United Statcs Patcnt and Trademark O fficc 
(USIYrO) wilh your ISSUE FEE and PU BLICATION r·EE (if required). If you are dmrging the f..:c(s) to your deposit aCCOUlll, scl"lioll ~4b" 
of Pan 13 · Fee(s) Tr:lllsmillal should oc completed and all extra copy of the fo nll should be submilld. If all cquivalent of PMt 13 is fi led, a 
request to reapply a previously paid issue fee must he d early made, and delays in processing may occur due to the diffi \:ulty in recognizing 
the pllpcr liS an equi valent ofPnrt B. 

Ill. All communications regarding this application must give the application Humber. Please direct all communications prior to issuance to 
Mail Stop ISS UE FEE unless advised to the contrary. 

IMPORTANT REMINDER; Utility patents issuing on alllJlications IiI l'<i on or artcr Doc, 12, 1980 may relluire payment or 
maintenancc fees. It is Iialenlcc's resl)()Il~ ilJilit)' to ensure timely paymcnt ur maintenance rl'e);. II'hell tiue, 
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'-ART R - n:E(S) TRANSI\'IITTAL 

Complete and send this form, together with appliCHble fec(s) , to: Mail Mail Stop ISS UE FEE 
Commissioner for '-alenls 
)'_0. nox 1450 

orUtx 
At~xHndriu, Virginiu22313-14S0 
(571)-273-2885 

INS TRUCl'IONS: 'rhi < form should be u,\.ed for transmilling the ISS UE IH , and I'IJIIUCATIO ...... I:EE (if required). lIlocks I through 5 should be completed where 
"Ilrropriate. All (unher C()f'f'espondcnce i oc lud,ng the Palent. advance orikrs a nd ."olification of mainten3nce fees will be mailed 10 the cum-nt c()f'f'espondenee addn:n as 
Indicaled unless correcled below or d lreCled oth l-rw lse m 810ck I. by (a) sp('<tfymg a Ik."w correslxmdeoce address; and/or (b) IndlCallng a !e»ara\e "FEE ADDRESS" for 
mainlen . nce fee nl)lir,cahons. 
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NO le: A c(nil ,eale 01 mailing can on ly be used lor domeslic mailings 01 Ihe 
Fee(s) TransmillaJ: This ccnifk3le can not be used for an)' other acrornpanying 
I"'P'''. Ea<-h addlllonal paper, snch as an a" ,sumelll or form~1 d.-~wlng. musl 
have its Own certificate of mAlling or transmissIon. 

urtificu lr of _'1u il ing or Tl"llrlSlIIlssinn 
I hereby certi fy tnal th is r-ee(s) Transmittal is be ing deposiled wilh the Uniled 
Sl:ltes POS l:lI Se rvICe WIth su (flCornl fXl$la;:e for fi rsl class ma!1 m an envd <:JP.e 
ad(b·~5,~d 10 Ih~ ;\-1.1 ,1 Sl op ISSLJ E 1'££ address ,~'e. or belns f~c,"",le 
transmitted 10 the LJS I'fU (57 1) 273-2H1I5. on lhe dale mdic3tcd below. 

FlRST :">AMED L"IYEr. TOR CO:-'1'1RMA TION NO. 

Neil P. n.:~i 63R772OO(lJOI 

IDLE OF lNVENTIOi\: CO)'l POSITIONS MD METHODS OF DELIVERY OF I'HARM.ACOLOGICAL AGEl\"rS 

A1'1.'L"I . TYI'E ISSUI:: I'I::I:;DUI:: 

nonprovisional NO $1510 

A RT UNIT 

TSA Y. MARSHA M "" I. ~h"nl!<' ..,r ,,-,,",,,~pondcn<-.; mlJ",ss or i nJi< ~Ii<.>" ..,r"Fec Addn'u" (37 
a 'R I.J(,3). 

o a,:u!g~..,f '·OI.Te'E':'"<kJl<",, ~Jd", ss (or C h""&,, <.>f O.l" e'(>OIIJe n,." 
Addr,,,, form I'TOI~HJ 122) atl:lChed . 

o ·T..,e Address" indicalion (or "f"",e Ad dre"- Indicalion form 
I'TO IS8147: Re,' 03·02 or mon. ...... ."m ) ,,\la,'hed. V.., .. r" Cusl.o",,·r 
N",\lber i.< rtqllirf:<!. 

I'UllLlCATlON I-lOlo DUb I'REV.I'A1D 1~ ~UI:: FEE 'lUTALI-Eb(~' DUI:: 

so SO $15 10 

53().35OOC1O 

F<.r prinling <.>rl Ihc ""Icn l rl"<.>l\l p"ge. list 

0) the narne~ of up (0 ) registered palenl attornrys 
<.>r "&"nts OR. aItefllll liwly. 

DATbDUb 

0')/01/2010 

(2) .the naTOO of a Sing le fi nn (h,,'ing as • me mbe r a 
n:gl,lt:n'tl aUu,",,"Y <.>r agem) • .ud Ihe n.meS uf UI' I.) 
2 "'gISle",d paten.1 a nome¥" or ag<: nL. It "" name IS 
hSI,·d . no name WIll be pnnled . 

,--------

3. ASSlCiNEE NAME Al\"D RESIOENCE f)A TA TO rlE PRIN'l1:.D ON 'IlIE PATENT (prinl or Iype) 

PLEM;;£ NOTE: Vnless .n assignee is ide nl ifi«l helow,. nQ assignee dala wiH aPlX"at on lhe p31en L If an assignee is ide nlif led hdO'>'·. Ih e dorumenl has bttn filoo for 
ICcOfd.!!on as s~1 forth In 37 C"l{ J. I I . Comple!!on <.>f Ihls fo nn IS NOT ~ SU bsUlU I~ fOf fihn g ~n as"sn nwm. 

(A) NA ME O F ASSIG~EE (II ) RI ~<;ll)ENCE: (CITY a nd STA·ll'. Of{ CO lJ"ITf{Y) 

Please check Ihe "",prop-i"le . ssignee (:llegory or calegories (will nOlIx- prinlro on Ihe patenl): D lndivid",!! 0 Corporalion orother privale group enlily 0 Governmenl 

4.', The f"llowing f~e(~)a .... ~" hm iu ed 4h. PaymeHI nfr~e(~) (1'1 .. ,,, .. Ii ..,.! """ppl,. "ny prt">"i""'l y p"id i",,~ r.,.. "'own " ... ".~) 

o I " u~ Fe"" o A ",,"," k is ~ndosed. 
o Publ ication Fee ("';0 small emil >' d iSCQU m p;,-nn illl-d) o Paym,·nt by credil card . Form PTO·l03& is IIltached 

o Ad'·.nec Order · Ii of Copies O The Di","or is h......-!:>y aUln.;,riu:d IQ charge t he requhd feds). an>' defiricocy. or cred il. a n", 
o,"",.p"y"",m. Iv De!""" Account N umt.:r (enrl",e all exlnt <"'I'Y oflhlS raem). 

5. Chang" in Enlil}" Status (from Sla luS indi cated above) 

o a. Applicant cbims SYlAU.. E..,"':rrrY statu •. See J, CFR 1.21. o b. Applicanl is nO lon ge r cJ:timing SMAlL E!\"ITY status. See 37 CFR 1.27(g)(2). 

NOTE: 'The IS$ u(· Fee and Publication Fet·. (if requ ired) will not be accepted from anyone ",h,'r than the applicant; a registered anomey or age nt: or the ass igoce orotber ]>arty in 
inlereSI as shown by Ihe ""cords Q/"Ihc I;n. l<:t! SIMes Pa lenl and Trade mArk 0fTi~. 

Aulhoriz.cd SigD~lure _____________________ _ O alt __________________________ ___ 

Typed or prinl~d name R~gi'tr.!io" No. 

This ,011<'<, lion of inf"nllation i.S "''l ui",d br 37 CI' R 1.3 1 I. The infvrmat. . io n is fl"'lU .. in'tl 10 <.>blain or ",l:lin ~ IxMfil by Ihe public which is 10 fik I lln.J by the US PTO 10 pro<;~>s) 
an arr ltcallon . Confjdenll~hty , .• s",'emoo I>y 3.~ U.S.C. 122 and J, CFR 1.14. Th, s col lecu on IS ""u ma led 10 I"ke 12 nllnut", 10 complele, ,neloo lng gmhen ng .. p"'ra" ng. and 
i ubmlUing the co mpleled apph"at.IQn fom. t.o the I;S I'1O. Time w,1l vary dependIn g upon. Ib.c individual casco Any Com nle"IS on IllC amounl of ume)"ou "'gUlre 10 complete 
th IS form and/or sugsesltoos fCO" R'ducmg th IS t:.",jen. ! hou ld be .... ntlO the Ch ief Informallon O ffio:e r. U.S. Pat~nl and Tr:uiem:trk Off,ce. U.S . DepamncDl of Commerce.1'.o. 
Jl.u~ ]450, Akxandna, Virgj nia 2.23 13- 1450. DO :-:OT SEND FEES OR CO)"l PLETED FORMS TO TIllS ADDRESS. Sr:J";D TO: C",,,",i,si,,,,~ .. f'>ll ' Palents . P.O II..,,, ]450, 
Alexandna . V'rg, n,a 22.113-1450 
Under the ]'apor ... « k Reductio n Act of 1995. no persons arc required 10 respond 10 a COllection of in formation unJc s~ il displays a --.Iid OMS control number. 

1'1"01..-83 (R,·v. 08/07) ,\pprQ"ed for uS/.' through 0813 1120 10. OYl806.'i1 -OO33 U.S. Palent and Tr.ldemark Office: U.S. DEI'ART;>'-ffiNT OF CO.YIJ'-1E RCE 
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638772000301 3005 
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ARTu:-;rr PAPER KUM BER 

"" DAn~ MAlLEI): 06101120 10 

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b) 
(application filed on or after May 29, 2000) 

The Patent Term Adjustment to date is 0 day(s). If the issue fee is paid on the date that is three months after the 
mailing date of thi s notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half 
months) after the mailing date of th is notice. the Patent Term Adjustment wi ll be 0 day(s). 

If a Continued Prosecution Application (CPA) was filed in the above-identified application . the fili ng date that 
determines Patent Telm Adjustment is the filing date of the most recent CPA. 

Applicant will be able to obtain more detailed information by accessing the Patent Application Infonnatiol1 Retrieval 
(PArR) WEB site (http://pair.uspto.gov) . 

Any questions regarding the Patent Term Extension or Adjustment determin.ltion should be directed to the Office of 
Patent Legal Administration at (571 )-272-7702. Questions re lating to issue and publication fee payments shoul d be 
directed to the Customer Service Center of the Office of Patent Publication at 1-(888)-786-0 I 0 I or 
(57 1 )-272-4200. 
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Application No. Applicant(s ) 

111553,339 DESAI ET AL. 
Notice of AllowabUity Examiner Art Unit 

Marsha M. Tsay 1656 

.. The MAILING DATE of this communication appears on the cover sheet with the correspondence address-­
Ail cla ims being allowable, PROSECUTION ON THE MERITS IS (OR REMAI NS ) CLOSED in th is application. If not included 
herew ith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed indue course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon peti tion by the appl icant. See 37 CFR 1.313 and MPEP 1306. 

1. 181 This communication is responsive to AppUcaQfs' response in the form ofp ReE recejved April 14 2010. 

2. IZI The allowed claim(s) isJare 24 13-16 18-20 and 24-26. 

3. D Acknow ledgment is made of a cla im for foreign priority under 35 U.S.C. § 119(a }-(d) or (f). 

a) 0 A ll b) 0 Some- c) 0 None oflhe: 

1 0 Certified copies of the priority documents have been received. 

2. 0 Certified copies of the priority documents have been received in Appl ication No. __ 

3. 0 Copies of the certified copies of the priority documents have been received in this national stage appl ication from the 

International Bureau (PCT Rule 17.2(a)) . 

• Certified copies not received: __ . 

Applicant has THREE MONTHS FROM THE "MAILING DATE- of this communicabon to file a reply complying with the requirements 
noted below. Failure to timely comply w ill result in ABANDONMENT of th is application. 
THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

4. 0 A SUBSTITUTE OATH OR DECLARATION must be submitled. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 
INFORMAL PATENT APP LI CATION (PT0-1 52) which gives reason(s) why the oath or declaration is deficient. 

5. D CORRECTED DRAWINGS ( as "replacement sheets") must be submitted. 

(a) 0 including changes required by the Notice 01 Dra ftsperson's Palent Drawing Review ( PTO·948) attached 

1) 0 hereto or 2) 0 to Paper No.fMaii Date __ . 

(b) 0 including changes required by the attached Examiner's Amendment f Comment or in the Office action of 
Paper No.lMail Date __ 

Identifyi ng indicia such as the application numb4:!r (see 37 CFR 1.84{c)) should bewrillen on the drawings in the front (not the back) of 
each sheet, Replacement sheet(s) should be labeled as such in too header according to 37 CFR 1,121(d), 

6. D DEPOSIT OF andlor INFORMAT ION about the deposit of BIOLOG ICAL MATERIAL must be submitted. Note the 
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 

Anachment(s) 
1. 0 Notice of References Cited (PTO·892) 

2. 0 Notice of Draftperson's Patent Drawing Review (PTQ.948) 

3. ~ Infonnation Disclosure Statements (PTO/SB/08), 
Paper No.lMaii Date 04/14 /10 

4. 0 Examiner's Comment Regard ing Requirement for Deposit 
of Biological Material 

u.s . Patent . od T,.demo'" Offioo 

5. D Notice of Informal Patent Appl ication 

6. 0 Interview Summary (PT0-413), 
Paper No.lMail Date __ . 

7. 181 Examiner's Amendment/Comment 

8. [8J Examiner's Statement of Reasons for Allowance 

9. 0 Other . 

PTOL·37 (Re~. 08-(6) Notice of Allowability Part 01 Paper No.lMaii Date 20100520 
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Application/Control Number: 11/553,339 

Art Un it : 1656 

Page 2 

A request fo r continued examination under 37 CFR I 114, incl uding the fee set forth in 

37 CFR 1.1 7(e), was filed in th is application after fi nal rejection. Since this application is 

cligible for continued examination under 37 CFR 1.1 14, and the fcc set forth in 37 CFR 1.1 7(e) 

ha.o;; been timely paid, the final ity of the previous OfTice action has been withdrawn pursuanlto 

37 CFR 1.114. Applicant's submission filed on April 14,20 10 has been entered. 

Claims 2, 4, 13, 24-26 arc directed to an allowable product. Pursuant to the procedures 

set forth in MPEP § 821.04(8), cla ims 14-20, directed to the process of making or using an 

allowable product, previously withdrawn from considerat ion as a result of a restriction 

requiremcnt, are hereby rejoined and fully exami ned for patcntabil ity under 37 CFR 1.104. 

Because a ll claims previously withdrawn from consideration under 37 CFR 1.1 42 have 

been rejoined, the restriction requirement as set forth in the Office action mailed on 

November 20, 2007, is hereby withdrawn. In view of the withdrawal of the restriction 

requirement as to the rejoined inventions, appl ieant(s) are advised that if any claim presented in a 

continuation or div isional application is anticipated by, or includes all the limitations of, a claim 

that is allowable in the present application, such claim may be subj ect to provisional statutory 

and/or nonstatutory double patenting rejections over the claims of the instant application. Once 

the restriction requirement is withdrawn, the provisions of 35 U.S.C. 121 arc no longer 

applicable. See In re Ziegler, 443 F.2d 1211 , 1215, 170 US PQ 129, 131-32 (CCPA 1971). See 

also MPE P § 804.0 1. 
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