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EXHIBIT 11

W09 7Y/
- 53 Jféﬁt?, j;?
¥ THE URITED ETATES PATENT AND TRADEMARK OFFICE

e
- z/%’zf AR
e Application of ,.f;f,i-'

FU-KUEN LIN A ;-‘

Garial Fo.: Fule &80 Continuaticon ef
BT ALYE, A7

Filed: HovembaT O, L1950

Far: PRODUCTION OF ERYTHROPOIETIN

Hevarbear &, 1350
FRELIMIRARY AMENWDNENT

Hopeorable Commisgloner of
Fatents and Trademarks
~Hachingten, D. C. 20231

S5ir:

Please amend the above-ldentifled continuation

application as follows:

IN THE EEEF!;ElTIDH
Fleaze deleste linws 3=& and lnsect the [OL1owing

text if place therect:

--This ls a contlpuaticp of my co-panding U.S.
Partent Applicatisn Serisl Me. 0PFL13,179, filled October 23,

1987, which 18 ln turn a coatihuacism of U.£. Patent

Applicaticon Serlal Ho. 675,298, Elled Wowvember 30, 1984

whichi ismued as U,.5. Letbirs Patent Ho, 4,703,000 =n

October 27, 1987, whleh (u a continuation-in-part =f @y co-
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FU=KUE Hule &0 Continuation of Sarial Moa. D7/1131,17%

“\a; pecsmnsr 13, 1981, now sbandeged; and & conclnuatlen=in-part
Fi i . ) o

ﬂ"!lg( t\— ol Serial Ho. Ei.__l_l!ru Liled/ Pebiuary 21, 1984, Aov aban-
f} Fls J doned, and a conrinuation=Fn-parr of Berlal Ho. A5%,R41,
L¥) —_—— 2

_Lileg September ¥8. 1904, —

P
Page {.' lire 27, "12 mexzber®™ should be
==3l=-memher==.

Piqn,l’./liu 21, please delete the second
occurrence of "the®.

Page lls"line 3, "Expt.Fematel,” should be
--Exp.Bematol.--.
Page }M’ line 4, "(L980:" should be --[(1980});i--.

Page 11, line § please inmert a space before

"1e33,
-
Page 11: 11:};‘1?!, please lnsere --"-- alter
“effecty®. )
-
Fage :L_!r,,.r:’lnu 20-21, please Lnaert =-}-- after
rpropagation®, -

.
P

Fage };-:"1.1“- 4, "“Tables ¥V and Vi* should be
==Figurea 5 and E==,

Page yﬁm 72, "Takls VI" should be

--Figqure §—-,

2
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FU-FUEN LIN -- Rule 60 Continuation of Serial Ho. 07/113,179

i At page 25, following line 5§ of the original text,

. — —

please Ingeekt the follewing:|--Refergnce is made ko FIQUREE

1 tgrnqqh 21, wherein: FIGURE 1, a graphlc representacion

ﬂ/’ of a radiolsmuncassay analys I producks of the lnventien;
: ,.—: }.L FIGURES 2 through 4 illl.lltl.‘:, I COnAtrUctlons
i i | accordlng to che inventlond EE 8 through 21 are
i / CHA and polypeptlide ﬂeq#éi:ea according to the laventlon.--=
k Page 27, lifde 247 "Example® should be
| ; --Examples—.
i i Page 1ﬂ(/ifnz 21, please delete "Asn”® and Llnsert
. ==Asn== in place thereof.
Page 31, line §J/;lllll delets "and RIA Analyais”.
Page lalflignﬂﬂfj‘iltnse delete the comma ()
afcer “Springs”.
' . __Page 34, line 13, after "61", please insect
i ;% --deposited with the Amerlcan Type Culkture Collection, 12301
c f Parklawn Drive, Rockville, Md., under deposit Aeeesalen Hoe.
A.T.CTC. £7545 on D::::nrtrnr II:r, _.l'.h.!‘!--

At page 17, liné 6, plasse delece "Table V" and
vnsett --FIGURE 1§, unmprln;n{,;:::innn 5A, §B and i:.j-.
ht page 37; line €, pleans delece “Table® and

lnsert ==FIGURE==,

A 42331
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FU=FUEH LIMN -- FRule &0 Continuatlon of Serial Me. 07/113,17%
-
Flease delete the entire text of plqeg_ll”fF:;:;h

40,

-
AE qu.ﬂ:;;ftinl 1, please delete "Table V" and

L]
inaert in place thafeof --FIGURErj:—+

Fage &l. lime iﬁﬁﬂpii;;' delete “18, pp. 533=541

{11979% armd Insere ==supra-=.

qulj::;fjihi 29, please delete "HEF-976" and
inaert ==NEF=§3Fm=,

Fage 42, line 74, after "thEl", please

 insert--deposited with the American Type Culture Collectien,
nll A 12301 Parklawn Drive, Rockville, Md., under deposit
: x[/l- Accesalon How AWT.C.C. 40281 on October 20, 1987--

At page &2, line 2%, please delete “Table ¥I* and

insert in place :t:::gpﬂ=filﬂuns 6, comprising portions 6A,
EB, 6C, &0 and GE~<.

lease dJelets the entlrw pages 41 through

47,

At page il;éijﬁ- 1, please delete "Table VI® and
==,

insere in place tharetf ~-FIG

Fage 48, lire 15/ please delete “glutamine® and
insert Ln plLace thﬂtlsp
Page 48, liajfdﬁ: "Table VI® should be

==Flgure §--,

==glutamic acide--.
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Py
FU=KUEK LIN == PRule &0 Continuation of Serial He. 07/113,173
- AL page 48, line 24, P {:; delete "Tabls VI® and
insoct ln place therewk '-I'Lﬁﬂ;:“.
At page 49, line 1, plgn'; dalece "Table®™ and
inaere in plape theeeal ==FI f--.
At page 49, Line El,,ffll_llﬁ delete "Tabla" and
insert in place theresf -<FIGURE--, _
At page 4%, line 8, p Hﬁ‘?ll!tt "Table 6" and
incert Ln place thereof --r)zé Gan.
i At page 49, line 1%, E&glii#dllltl *Table” and
insert Ln place therecl -~F1CURE--.
At page 4%, an}/ﬁ’ﬁ-ut delete "Table VII,
nelow,” and insert In plack¥ theceal --FIGURE %--.
At page 49, line 18; please delete "Table® and
ingert in plags thersof ==FIGURL==.
At page 4%, line 37, p}ff:; delete "Table 8" and
ipsezt in place thereof =-F f==. —
Please delece the entire text ef gige 50,
Page 53, line 13 -‘ifttf "unpiaptpatian” please
insers --({vectors F; :l,ﬁr!/ﬂj--.
Page .H:" ine 16, "EcoRi® should be --EcoRI--.
Fage b(iim 13, 'Bamﬂl;.-'!huu'.ld be ==BamHI--.
Page §5, line 15, 'mﬁ-[ll" ahovld be =-BamAI---.
5
A 42333
193

AME70114413 AM-ITC 00899080



Case 1:05-cv-12237-WGY Document 485-18  Filed 06/11/2007 Page 6 of 12

AME70114414

FU-KUEN LIN -- Pule 60 Continuation of Seriel Ho. ©7/113,17%

|‘f.
Page £1, [apf"ﬁi. "hesogeneous” should be

==honogesoul==-.

-
(Bt page 63, Llnep::;{plﬁas: delete "Table €% and
inserr In place tpereaf --EXCURE 6--,

-

At paye &5, line :1,u;i5,-{’inntut "Takle &% and
Insert in place theceof == FIGURE f==.

At page 66, line l?iifi!liijaillti "Tables VIII
through XKIV below" and insept-in place therecf --FIGORES 10
through 15 and 7--,

-
-

Flease delets the entire text of p{;ff’;;
-
ehrough 72,

At page 73, line l,u:iE;i:;dtlete "Table VIII*® and
insert in place thereof --FIGUHE 16--.

At page 73, llnes £ and 7, plea “delete
"Table IX" and lnsert In place thlrlg}f{:::ﬂﬂﬂﬁ 1l==,

At page 731, Lllne 11, pltf:gfdii;;t "{Tables XI and

XII1)® and insert In placa tharspf --(FIGURES 13 and
18)-=,

At page 73, line 23, pl ﬁrli‘iu "Tables ¥ and
EI1™ apd inserk In place :h!t!dfff::IGURES 12 and 1a--,

At page 73, line 26, !;ll delete *Table XI® and
insert in place thereof --p:dﬁ:z{:3~—.

‘A 42334
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FU=KUEN LIN == BRule 60 Continuaticn of Berial We. 07/113,17%

At page 71 line 32, pledse deleze "Table XIV® and

insert in place thereof --r:nqg;f:--.

Page 74, line 9, afeer "1384%, insert =--(Published

EP0 Appllication No, 1316 A00)==. -

At pige T4, 1inq1;p¢*iguxna dslees "Table XIV™ and
ilpsert in place thereol --FIGURE 7--.

At page 75, llng 28, please delete "Tables XV
througn xX1* and inseck’in place theceof --FIGURES 14
through 21 and B==.

-

-

At page 75, limes 30 ‘njij}¥f%l!.l' delete "Tables
AV, XVII and XIX™ and Ln::rt-lnd? ce¢ thereof =--FIGURES 16,
18 and 20--.

At page 75, llne 132, mase delete “Tables ¥VYI,
HVIIT and XX" and lneeckt in

and 31--.

lace thnersof --FIGURES 17, 1%

Please delete the entire text of pages u#”Ji’
through 82,

At page B, line ?L{{;icaua delete "Table XX1* and
inaert in plase thereol --TIGURE 8--.

Fage 86, line 2, please ﬂllit;ﬁ;J?gi}: 32834 and
19931 and insere ==399312, 39934 .nd,j? 33=- in place

thareot.
T
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FU-KUEH LIN -- Rule &0 Centinuation of Serial Mo. 07/113,178
e
;’/
)
Page 88, line 16, -;«ﬁil.a- should be
==labelled==. -

At page 89, line 16, plsaze dslscs “Table ¥I° and
ifdeEt in place thegesf -- 12VRE -,
-
-
Fage B3, 1int{311 please delete =118° and insert

==178== in place tnu:,&!. -

At page B0, line Ii;t:i;}‘ij;sl‘tl “rable ¥* and
insect in place thereaf --FIG §==,

At page 80, line 16, plea ;!qlqrg “Table VI" and
ingert in place therecf --FIGURE 6-.

At page 90, lines 29 and 20, plta:;fﬁgitlt "Takle
Y and VI* and lnsert in place thereof —J;fiupzs 5 and 6--.

Page 91, line 29, p;eauifgez.t.,ri-.

Page %1, line 10. "Tl):ﬂ’! ¥Ii® should be

~=Figure E=-,

At page 94, 1int=;;/;f:aue delete "Tables V and
¥I" and ingert in place Eh of =-FICUREE 5 and &=--.

At page Q-I,/)"i‘r.* 14, plesze delete "Tablez V and
YI* and inseil in place theree! =-FIGURES 3 and 6--.

At page P4, LI;:(EV{L.::I delets "mammlain® and
inserk in place thereof ammallan==. Fis '

~
Fage 3%, linm 10, "membrances“s%Ehould be

==mEmMbrangg==,

v
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FU=KUEN LIN == Rule &0 Continuation of Serial Wo. 07/113,17s

IH THE DRAWINGS:

Flesse add the enclosed farmal drawing Fiqures s
chrough zi.
1 THE CLATHE:

Add the follewing new clalms: /

- El.

T)pharuacauticllly—lccdptablnr
albumin is =mixed with erythropoiet

-
, e
{ -
= €2. A
/ 2 2
q < eentaining a therapeutlcally fo?ﬂti”ﬁ asount of erythropaletin.

€3, A copposition according to claim 61
containing a therapeutfcally effective amount of recombinant

erythropoietin., --

REMARKZ
in assordanoe with the pravisicns of 37 ©.F.R. §1.607,
the present continvation is being rflied for the puipess of
ruEE-:L}pg an interferense with all of the claims {clafms i-4} of

U.5. Patent Mo. 4,879,272 imeusd te Npoto Shimeda &t Al an

b1
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FU-KUEM LIN =- Rule &0 Continuatlon of Sarlal Ne. 07/113,17%

Hovember 7, 1989, and assigned to Chugal Salyaku Kabushiki Faishas
{hereinafter simply the "Chugai Patent®}, copy attached.

"It e requested that an lnterfercnoe be declared
rarwnen aish of the Chugail Pakent elaims 1-4 and olaims c3-g3 af
the subjest Bpplicatian prasanmed Above. It L8 #ujyested that
the Applicant's clals 61 abeve bo used as the esunk; i.e.1

PROPOSED COUNT

an erythropoietin-containing, pharmaceutically=

acceptable copposition vherein human eerum albusmin ie

mixed with erythropoletin.

Claim 61 is identical to the Chugal Patent clalm 3 with
the gmission of the imeaterial phrase which recites the mixing of
the erychropoietin (FEFO®) and human serus albumln “elither during
the praparation &f aaid compomition or just hefore administracion
thereof”, 9This language is not in any sense patentably
significant.

ks will pe evidont, the uuﬁnt proposed above ls broader
than the brosdsst patent slsim mnd thus constitutes a proper
basig LoF inTarferancs,

glaims 1-4 &f thée Chugsl Partant and Lin claims £1-€1
sheuld ke deslgnated as corzesponding %¢ Che spune. '

Gleareut oupport lo found In the Lin specliisstisn far

the newly presented claims s1=63. In this regeyd, the Cxaminer's

§io
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FU-KUEN LIN == Rule 60 Continustion of Sarial We. 07/113,176

attention is dirested to page 87, lines 17-22 and 29-31,
Furtherapra, such suppert s found In Lin's prior applicstion
Ewrlal F{:. _5"';._94_1. fi:::ﬂlf_“l"f&ml:ldf 28, 19B4 (sme paga 77, line
13 threugh wase 78, line B). Thus, the Lin support antedates
poth tha U.5. #iling date of the chugal Patsnt (October 4, 19EE)
as well as the pricrity date of the Chugal Patent (Octobar 9,
1964), theraby clearly astabliehing prierity in faver of Lin and
warranting a deeclaration of interference betweern the preasent
epplication and the Chugal Patent.

The amendoents presented above to the specification
coerrespand to those which are the subjact of amendments and
certificares of Correction in Lin's "grandparant® U.5. Fateht No.
4,703,008. In thie regard, the Evaminer will appreciate that the
attached drawings are intended te replace the varieus tables
referred to in the attached application pursuant toc the
apendments proposed herein as accepted In U.S5. 4,703,008,

Az notesd in the attAchad vaquast far rfiling of tha
applizatian, the presant L11'; application is one of a chaln of
arplications deting back to Seriel Neo. 561,024, filed December
13, 198) and mow abandoned.

A prompt dazlapatian af interforence ie .rn:peut!ﬁlly

scliciesd, the Applicant resarving his PIgRt £5 BEing any motions
1y

A 42339

199

AME70114419 AM-ITC 00899086



Case 1:05-cv-12237-WGY  Document 485-18  Filed 06/11/2007 Page 12 of 12

FU-¥UEN LIN -- PRule 60 Continuation of EBerial Ne. 07/113,179

and/or take any other ACTLOn In Tthe INTeEIgrence, oanoe dadlaped,
as may be deemed proper under the rules,

Fespectfully submittaed,

CUSHMAM, DRRBEY & CUSHMAN

By 'c:P‘Q. LA (L

Paul N. Kokulis
Reg. Hoo 16,773

PNK:Eh

161% L Srreet, H.W,
Wwashingran, 5. . J003/
Fhone: (202) BBl=3503

Y
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