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Appiicetiun Number

  ~ June 15%

Ceniinued Examinatien {RCEE ...................................................1 eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeee
"E‘g‘afigmgfiag Firs: Named inventor Scat: Wiiheim

Ari Unit 1629

 
 
 

 

 
 

Addreseto:

' MaiEStep RCE
Coar‘amissaicriei‘ fer Patents

pic}; 393(1450 Examiner Name . Raymend J. Heniey
Aiexaridria. VA 22313-1456 ””””””””””””””” """"'"""""'"""""""""""""""""""""""" 

 
Niamey Becket Number E BAYER-3M3 “.3Nmy.“M...“‘v.w“\u\»wu\uwu\uwu\uwwu\“wv\mmuu».wu\u\»wu\uw“\umu\uwwu\m. v.\mmuu».mu\u\»mu\um“\uwu»wu\wmwWMw~wwm~www~WafiW‘MMW‘W‘M‘ wwvwwmmw

' This is a Regime: fer fientinued Examinatian (Rea) uncles" 3?’ CFR 1.114%f the aboveuidemified appiicatien.
Request for Ceniinued Examination (REE) practice under 33’ CFR 1.1% does not appiy to any uiiiity 0r piani appiication flied prim to
June 8, 1995. or to any design appiicaiicm. See insiruciion Sheet for RCES (mi it: be submitted to ihe USPTO) em page 2.w.

      

    W

i, {MWMMWWWWWWMW..“5i3.2%”:Eiiifii‘iiiiflii‘iflgiifiZfiffifisjfi ‘3 .w- Nate: if the RCE is W098i. any previousiy fried unefltered
emeriijn‘sents and emendmenie encieeesj w, j i 55' ESE: wiii be eniered in the erder in which they were iiieci uniese applicant
ineia‘ueis otherwise. if eppiicarsi daes n01 wish in have any pa’evieusiy fiierfi uneniered arixendmentis) entered, zappiieani muet
requeet neweniry of gush amendmenfis).

 WV“  \  

 
    

a. C} Previousiy submitied. if a fine! fiffiee autism is eutetancfiing, any amenrjmeme filed afier the finai Cffice action may beCSiiSidei’i-l‘d as a submission even if this be): is. not checked.

i. E: Congider the arguments in the Repiy previoueiy flied an ____________ .
ii. iii Other ____________

i). K Enciesed

i. Amendmentl‘Repiy iii. [3 informaiien Dieeiosure Statement (iDS)
ii {:5 Affidavitisiffleciaraiionie) iv. {:1 {Ether

Misceiianeeus

a. C: Sueeension oi eciien an the above-identified application is requested under 3? CFR 1.103(0) fer
a periafi of wmmflmi‘rmPaths. (Pea‘ied of euseensiori ahaii not exceed 3 menihs. Fee under 3? CFR. 1.176) required)

b. {:3 Other

Feee - The ROE fee under :47 CFR. iifle‘; is required by 37' CFR. 1.1M when the RCE is flied.

The Director is hereby auiiwerized to charge the required fees, er credit {my overpayments, t9 Depasii Account
No.13u3402 .

[3 RICE fee required under 37 GER. 1.17(e)
{:5 Extensien 0f time fee (a? GER. 1.136 and 1.17)
{:3 Ether ____________
Check in the amount of $ mm enciosed

Payment by credit car-:5 (Form PTGV‘zess enciesed)

_; WARNENG: informatien era thie farm may heteme pubiic. Credit card: inforrrizaiiori shouifl net be inciurjeei en thie iorm. 3Previde credit card information and authorization cm PTQQQES.
ran““‘“‘“““““\““‘“‘““v“

SiGNA HIRE 9F APPLKJANE A TTORNEY, OR AGENT REQUIKEE I

Signature .I’Richard J. Traverse." gate

Name (Prim mes) Richard J. Traverse Registraiien Ne.
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CERTiFiCA TE OF MAKING GR TRANSMiSSiQN

i hereby cedify 2m.
enveiepe addreeeei

 

I Name (Prim Hype} 
m mafia" i3 wank-4" "

i0 20 precess; an 23;? Cams“: rm rsiiaiixfe is governed ‘“ 35 USS i212 and :3? CFR 1.11 and 1 1-4. Thie coiieciien is estimated it: iake 12 
minutes in compiete. inciuc‘ing gathering. preparing. and submitting the ec-meieted appi' ‘c-n form to the USPTO. ' 'me wiii van; depending upen {he
individual case. Any comments on the amouni 9? time you require it; campiete this form a In suggestiane for reducing this burden, shouid be sent is ihe
Chief infermati-nn Officer. US. Patent and Traderriark Office, US. Deparimen: of Currimerce. 9.3-. Box. 14516. Aiexandria. VA 2231344543. DCI NOT SEND
FEES OR COMPLETED FORMS TQ THES ADDRESS. SEND “f0: Maii Step REE, Cemmieeiener for Patents. P13. Bax iii-59, fliexandria, VA 22313-
MSG.

  

If yes: need assistance in mmpfetmg the) farm, can 7--800»P'§‘O-9 139 and seiect when 2
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EN THE ENETED STATES PATENT ANB 'E‘RAEHCIWARK (HW‘ECE

in "re Appiiaafion Of:

Semi ‘WELHELM a? a1. Examiner: Henie‘y HIE, Raymenfi .3

Seriai No.1 12/523,652 {Emu}; Ari Unit: 1629

Filed: June: 15, 2018 Cenfirmmimu Ne; 3432

Titifi: 'I‘REfifl'k/EENT GE? CANCERS “WITH ACQUERED
RQEESESTANCE TO KIT ENHEBITQRS

SEBREESSKEN 331$"?H RACE
1151-115111xu1-11‘xmi

Mai} Smp: REE}:
Commifisioner for Patents

PEG” Box MSG

Alexandria, VA 223 E 34 450

Sir:

Eh respwnse t0 the tastiest of Aiiewance dated August 9“ EMS, Applicants Submit the

{Miewing amendments m acmmpany the Request for Ceniimued Examinatien flied

cencuncnfiy in the abeve appiicafien:

Amemfimeme m the Chime are reflected in the 133.3% m "5 efciaims which begins an age 22‘2: 5, a

of this paper.

RemarkfiiArgumentfi begin 311 page 1 1 {sf this paper»

~ 1 » IKECKET NO: BA"§:’EZR~G§43
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’BT'his listing efeiaims wiii replace 3&1 prier versiensg and listings? ofeleims ii} the application:

Listing ef Chime:

1. (Originai) A mefbecii 13f treating a cancer in a subject in need. thereef, wherein said

cancer was initiai if; sensitive to Ki"? tyresine kinase inhibiier and aeguimci resistance :9 said KIT

tymeine kii’lase inhibiier, Said methed wmprising:

aciministering te said 31.;bject, an effective ameunt 9f 4{4«{3~{4udflerem3w

trifleommeihyiphenyi)~‘ureidoj “‘3 w'fluemphenoxy} upy‘ridi n_e~2-cerbexyfi ic acid met} yiemide Cafthe

fermuia E heiew illeiuding 2111 pelymorpha‘sg hydrates, pharmaceutieaily aceepiabie salts,

meta‘boiites, ymd‘rugsg seivates er mmbinefieng thereofo

‘I‘an‘ E}, \ x A V, CHe

CE “VI“;T‘TN‘ {13%;} Q ‘13,} \T3‘% ,r 0‘3“???” N29?!“ \A’Nifil‘lf J
i ii x e, N (a)R Q»,- \‘ «5“ x). ,4’ \\\‘. ff \Vaflx

\v‘ N . N T.» ~ /
i E E

H H §‘

:3 Previeusb“ resented} A method as in claim} wherein fize cancer 11213 as: mixed1’ ‘

resistance to one Ofthifi £6110“;ng KI? inhibiters:

imaiimib mesyieie! 521113 01" imafinib meeyiefie; PP1{:4—Amine-—5{4=methyiphenyly74t~

'butyimymzobfifiejpyrimidine); MENS 13 (5153518); PUZSGEWB; EU 1 124-81 $135416;

$115414; $565977; 8156663 018116561.

3. {Previeusiy presented) A methed an; in elaim 1 wherein said cancer is ene 01' were of a

maiignam gestreiniestinai siremai tumor (GET), 2; Benign gesfiointesfiinai stremai tamer

(815?), a, £11ese11c2'1y13131 tumor 9f the intestinal tract chronic myeiegenous leukemia {{ZiMLL), a

mast eel} turner, SCLC, a gem: cell Meyers, breast gamer; and/0r neurobiastonm

4‘ {Previously presented) A method as in claim 1 wherein the cancer has acquired

resistance t0 imatizfib mesyiate,

- 2 ~ HOCKEY" NO: BAY EEK-@143
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5. (Previeusty mesemed) A methad of claim t, wherein said acquired reeietamze

et‘ saic‘t cancer is assecieted with a Seez‘pridmy nmtatien in a KIT gene mutated in the primary

turner.

6. (Previoueiy presented) A mefimd ef claim 53 wherein said seeenday mutatien is in the

kinase catalytic. demain.

7", (Previeusty preeented) A method as in claim 5 wherein the mutation is in Exens

E3” 14, and at E7,

85 {E’revieusly ptfesen‘iett} A ttlfiithfxi as in claim 5 wherein the mutatien is at residues

6:34,, 679, 716,816, 3203 322, amt 32,3

9. (Previeusiy presented) A methed as in eiaim S ‘4 'herein the mutation is at residues

55G~654.

m (Previeusiy yresented) A methed as in claim 5 wherein the metatien is at residues

67G~67£§x

t i . (Previously gt‘esen’ted) A methed as in shim 5 wherein the mutation i3 at resitiues

816~824.

12. (Previousiy presented} A me‘thed as £23 etaim 5 wherein the secondary mutatien is

em: er more 0f‘E’Y654A {Exam 3 3), 167% (Exam 14'), T679133, {3?} 6N, S’HWF (Exam t4),1)316(t,

{33163—3 (Exam E7), @3203 DSZGY, 1393205 N822K, YSEED (Exam 17), 91* deletiens and other

amino acid substitutiens at. such positiens or adjacent pesitiens,

13. {Previeuety yresemed) A methed as in stain: 5 wherein the sectandary mutation is

{me or mere of

i} detetien efamine acid residues 5576582;

51655;U“:ii) deietien 0f amine acid residues

:
1.9.)

2
DGCKET N0; EEiAY‘EEEtuGE 43
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