Amgen Inc. v. F. Hoffmann-LaRoche LTD et al

Filed 07/31/2007—Page 1 of 7

Doc. 794 Att. 5

Case 1:05-cv-12237-WGY Document 794-6

EXHIBIT E

LiUna Seguence.
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71. A glycoprotein product acc ng ko Claim 70 wherein

the host cell is a COS cell.

72. A glycoprotein produ according according to Claim 70

wherein the host cell is a CRO rcell.
/

i
ccm&rises enhancing hematocrit levels.-—-
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Applicant wishes to express appreciation to Examiners Kushan

and Schain for their time and thoughtful consideration of the

issues during the interview of May 24, 1989, with Mr, Steven Odre

and the undersigned.
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tthe subject application are respectfully regquested,

amenéments proposed herein are believed to place the

in condition for allowance.

It is earpestly believed that the interview

application

The art cited in the subject Qfficial Action has been

indanendent

.and distinctly claim the subject invention.

New Claims 68-75

correspond to previously pending Claims €2-66 and S5-57.

Claims 41,

35 U.5.C.

product-by=process claims.

55«57, and 61-66 were rejected under

112, first and second paragraphs.

Reconsideration is

Independent Claim €7, and thus all cf

the pending claims, specifically define the erythropcietin of the

subject invention as a "glyceprotein product of the expression of
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positively recite the physical properties of recombinant
erythropoietin, and to further define the product of the subject
invention since the recombinant erythropoietin claimed cannot be
Precisely defined except by the process by which it is -

produced. It is submitted that the claims now pending hersin

unpatentable over Mivaki et al., Chiba et al., Takezawa et al,
(D or E} or Sugimoto et al, Reconsideration is requested in view
of the above-noted new claims and the remarks which follow.

All of the references cited by the Examiner in this

rejection relate to naturally occurring erythropoietin, The

erythropoietin (for a description of the differences, see the

response filed December 3, 1988). Moreover, naturally occurring

buman erythropocietin is not a viable human therapeutic product;

human recombinant erythropoietin, on the other hand, has been

therapeiitic
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T Ambommiodme l_ab_ . -

«f USLETMiNing whether the subjeet elaime are skhvisus nndar

9 3 Elaime are shvious under
35 U8C 103, all evidenra hearinm mn +ha ampbkdaar oo Lo
r 41l eviaence pearing on the subject must be

considered. The proof of unobviousness of a claimed product can
be through evidence that the product solves a long felt need,
through evidence of the failure of others, or through evidence of

its commercial success. Evidence of these Graham v. John Deere.

"secondary congsideratrions™ muct alwavs he rtakan inen ssmsims §
- bt e LSS =) Al Bl UAUWlIL 4Bl

The International Trade Commission recently applied the

Graham v. John Deere "secondary considerations™ in ITC

Investigation No. 337-TaA-281, inveolving commonly owned
U.S. Patent 4,703,008, covering erythropoietin DNA, vectors and
host cells (which resulted from the parent application to the

muhd s
e =

that these indicia supported a finding of uncbvicusness. The
Initial Determination is attached for the Examiner's convenience.

In the subject invention, the Graham v. John Deere

“secondary considerations® establish the unobviousness of

ramrmbhinand arvehranaiakbin Aa +m tha Alans Faldy nssadn i Am
FSSONoINANT SIYINIDPoiIfifl. &S To Tne Taong gAY nesd”, JuLge
P 3 ew__ 8 2 _.._ 3 Heb- Y-——al & Lf__- oAb - I S S I
irearined oa vieweocu LA LEduil Wi Llime Lae airt, Tougn neuedlnyg
the invention, wene without ir® ae the best nontechnieal

guidepost for inferring nconobvicusness (see Safety Car Heating

and Light Co. v. General Electric Co. 69 DOSPQ 401 (Znd

Cir. 1946)}. 1Indisputably, prior teo the subject invention, there
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was solved by recembinant erythropoietin, which éan and is being
uged in the treatment of patients (see also pgs. 50-52 of the ITC
Initial Determination). Judge Harris states at page 52 of the

Initial Determination:

Thus it is evident that
Ehe anyle 1TAEA LA
—_——— T - -
Falr -~ mmed £a_ -
_mdy W IITCW LD 4
35 &5 aliernative
Buflered by parie
diseage, in 1
possible to mest
natyral EPO or by

In contrast to recombinant erythropoietin, naturally
occurring human erythropoietin is not used to treat patients., In

the past, efforts were made to obtain purified arythropoietin

from natural sources such as the urine of patients with aplastic
anemia. The results of these efforts however yvielded only a

impurities in the

from non-anemic persons failed berause of

urine, and the resulting product made patients sick (see
e T—

pgs. 51-52 of the ITC Initial Determination). 1In a statement

(copy attached) announcing the FDA approval of recombinant
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cduce recombinant erythroboietin {see pgR. 52-54 and I53-180 of
the ITC Initial Determination). In summary, there was a long felt
need solved by recombinrant erythropeietin and, prior to the subject
invention, others failed in attempts to preoduce compounds, including
recombinant erythropoietin, which could be used to treat patients.
Regarding commercial success, it is estimated that
Zfecombinant erythropoietin saiee will be geveral hundred millis
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erythropoietin was approved by the FDA on June 1, 1989. In
contrast, no application has been filed at the FDA for naturally
occurring human erythropeietin, and it is unlikely that one will

ever be Filed,

gr renders obvious the inveniion as claimed herein.

Claims 41, 55-57, and 61-66 were rejected under 35 USC 103
as being unpatentable over Miyaki et al., Chiba et al., Takezawa
et al. (D or H) or Sugimotoc et al. in view of Papayannopoulo

et al. Reconsideration is reguested.

Thisz rejection includes the same references as the above

of these references for the reasans noted above in response to

tae first prior art rejection.
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=

In view of the above,. Applicant Tespectiully submits that
all eclaims now pending herein fully and patentable define the
present invention over the applied art of record, As such, entcry
of the Amendment ang early receipt of the Offieial Notice of

Allowance is awaited.

the necessity of an additional action and Iesponse thereto,

Respectfully submitted,

L4 {/Irlé'/n'f H 1_)"11“-" —
s
Thomas E. Byrne / 7 A
¥ A
Reg. No. 32,208 o/Z (5T

_Attachments
Amgen Inc.

1300 Qak Terrace Lane
Thousand Qaks, CA 91320
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