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JUN • 1997 

M•.'•SHAtL 0"TOOt F 

SER,*LNU.RER F,L,NGOATE 

UNITED STATES DEPAI:ITMENT OF COMMERCE 
Patent and Trademark Offil;e 

AdPress COMMISSIONER OF PATENTS AND TRADEMARKS 
Wasmngton, D C 20231 

FIRST NAMED APPLICANT ATTORNEY DOCKET NO. 
L..L•'t' ./ "t.U• l 

ART UNIT 

EXAMINER, 
PAPER NUMBER 

DATE MAILED: 

A s,orteead statutory period for response to this action is set to 
expire..•menth•s).•-•om 

the date of this letter. 

Failure to respond within the period tar response will the appliC•ti©n to decome #hendened. •5 U.S.C, t33 

Pad THE FOLLOWING ATTACHMENT(S) ARE PART OF THIS ACTION: 

t. J• Notice of References Cited by Examiner= PTO-g92. 2. [] Notice Pateot Drawing, PTOJ348. 

3. • Notice of Art Cited by Applicant, PTO-t4d9 4. [] Notice of informal Patent Applicatiofl, Form PTO-152 

5. [] Information HOW to Effect Draw(n(] Changes, PTO-1474 6. [] 

Part SUMMARY OF ACTIOM 

L • Claims 

• • Claims 

5. [] Claims 

are pendlnl] in the application, 

withdrawn from consideration. 

have been cancelled. 

Ill, red. 

rejected. 

ol•Jec• to. 

6. [] Claims, subject to restriction election requirement. 

[] This application has been filed with into=real drawings which acceptable for examination purposes until such time allowable subject 
Is indicated. 

[] Allowable subject matter having been indicated, formal drawings requi•ed in response to this Office action. 

[] The corrected substitute drawincs have been received These drawinEs [] acceptable; 
[] not acceptable (see explanation). 

[] Tbe[--• p'opnsed drawing correction and/or the • proposed additional substitute sheetls) of drawings• filed 

has (have) been [] approved by the examiner. [] disapproved by the (ace exp anot ont. 

The proposed drawing correction, filed has been [] approved. [] disapproved (see explanation). However, 

the Patent and Trademark el=lice longer makes drswin• changes. It is applicant's responsibilily thai the drawinEs 
corrected. Corrections MUST be affected in accordance with the instructions set forth the attached letter "INFORMA'IION ON HOW TO 

EFFECT DRAWING CHANGES". PTO-147•. 

AcknowledEment is made of the claim i'm priority under 35 U.$.C. 119. The certified copy has • been received [] not been received 

[] been filed in parent application, serial tiled 
Since this application appears to be in condition tot allowance except fo• formal n•tters, prosocutioa the me•its is closed in 

accordance with the practice under Ex parts Quayl¢, 1935 C.O. |l; 453 O.G. 2]3. 

|4. [] Other 
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Serial No. 675,298 

Art Unit 127 

The sequence8 on pages 38-40 designated as Table 

V• on pages 43-47 designated as Table VI• on page 50 as 

Table VII• on page 67 as Table £K; on pegs 69 as Table 

XI• on page 71 as Table XIII; on •age 72 as Table XIV; 

on page 77 as Table XVI: on page 79 as Table k'Vlll• on 

page 81 as Table XX and on page 82 as Table XXI are not 

in fact Tables but drawings. As such they should be 

presented as official drawings and applicant is so 

required. In this regard it should •e noted that Tables 

V VI submitted as part of an Exhibit are not official 

drawings sin•e an exhibit is an improper way of pre- 

sentlng drawings. They should be submitted separately. 

Moreover, the designation on drawings that they are also 

Tables is improper and inaccurate. Note that in con- 

forming to this requirement applicant should renumber 

the remaining Tables. 

The previously approved citation of Documents AI3, 

A15 and AI6 has been withdrawn since those documents 

have not been submitted. 

Claims 73-102 are rejected under 35 U.S.C. 112, 

first and second paragraphs, as the claimed invention is 

not describ• in such full, clear, concise and exact 

terms as to enable any person skilled in the art to make 

and use the same, and/or for failing to particularly 
point out and distinctly claim the subject matter which 

applicant regards as the invention. T•e recitation of 

markush member (c) in claim 73 

382 

AM670168017 AM-ITC 00952684 

Case 1:05-cv-12237-WGY     Document 708-7      Filed 07/13/2007     Page 4 of 12



•al 
No. 675,298 3 

•rt Unit 127 

is inde£inite and unduly broad. It is not 

neracy of the genetic code." &leo the language "would 

hybridize ..." is permissive and thus not an absolute 

limi•at•on. Further the Markush member (c), and 

sequence of claim 77 and 96 appear to embrace substan- 

tially all known DNA sequences since the isolated DNA 

sequence is not designated as encoding for erythro- 

poletin. One that encodes for a protein having 

therapeutic actlvi•y of erythropoiatin is not the same 

thing. In order to embrace the subject matter of that 

Markush member (c) a separate claim drawn to an •solated 

DNA sequence encoding an erythropoietin selected from 

the group consisting Of human and monkey erythro•oeiti. 

would •e acceptable. The e•bo•lments of claims 77 and 

9• could properly be expressed as for example an iso- 

lated DNA sequence consisting of a DNA sequence encoding 

a polypeptide having the structure sufficiently 

tlve of that of a naturall•-occurring er•thropoiet•n to 

allow possession of the biological properties of being 

able to cause hone marrow oells to increase hemoglobin 

synthesis •d iron uptake and st•ulate re•Iculocy•e 

response. Cla•m 74 appears to read on naturally 

occurring erythropoeitin producing cells. Claims 84, 86, 

87, 89, g0 and 99 are redundant of claim 77 or =laim 96 

since the DNA sequence has no memor• of its creation. 
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,•al 
NO. 675,298 4 

Art Unit 127 

Claim 100 absent the designation "isolated" reads on 

naturally occurring mutant erythropoietin sequences. 

The following is a quotation o£ the appropriate 
paragraphs of 35 U.S.C. 102 that form the basis for the 
rejections under this section ma•e in this Office 
ection• 

A person shall be entitled to a patent unless- 

(a)the invention was known or used 
by others in this country, or 
patented or described in a printed 
publication in this or a foreign 
country, before the invention 
thereof by the applicant for 
patent. 

The following is a quotation of 35 U.S.C. 103 which 

forms the basis for all obviousness re•ectiona set forth 

in this Office ection• 

A patent may not be obtained though 
the invention is not identically 
disclosed or described as set forth 
in section 102 of •hie title, if the 
differences between the subject 
matter sought to be patented end the 
prior art are such that the sub•ect 
matter as a whole would have been 
obvious at the time the invention 
was made to a person having ordinary 
skill in the art to which said sub- 
ject matter pertains. Patentability 
shall not be negatived by the manner 
in which the invention was made. 

Subject matter developed by another 
•rson, which qualifies as priorart 
only under subsection (f) and (g) of 
section 102 of this title, shell not 
preclude patentability under this 
section where the sub•ect matter and 
the claimed invention were, at the 
time the invention was made, owned 
b• the same person or subject to an obligation of assignment to the same 
person. 
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Se•l 
No. 675,298 

Art unit 127 

Claims 73-79, 81, 84, 85, 88 end 91-99 are rejected 

under 35 U.S.C. 102 (b) as anticipated by or, in the 

alternative, under 35 U.S,C. 103 as obvious over 

Tel=edge et al who disclose the expression of a mam- 

mallan protein using recombinant DNA transformed 

microorganises. In view of the rejections under 35 USC 

112 supra, •he claims are deemed •o embrace the 

binant materials disclosed by Talmadge et aZ. 

Claims 73-103 are re•ected under 35 U.S.C. I03 as 

being u•patsntable over any of Goldwasser et al (US 

4,558,005) of record, Weiss et al (PNAS vol. 79) of 

record and Egrie (US 4,558,006) taken in view of either 

Young et al or Brooee et al and in further vie• of 

Ullr•ch et aloE Mettle1 et el. Gold,asset, weiss et al 

and Egrie teach the preparation of a monoclonal antibody 

to human erythropoistin. Ynung et al and Broose et 

•each a process of isolating genes using antibody pro- 

bes. More specifically, Young et al teach 

unknown foreign antigenic proteins enco•ed by antigen 

producing clones of a lambds gill recombinant cDNA- 

l•brary by using entibod• probes. The foreSgngene is 

inserted i•tu the galactosidase gene of the lambs phage 

so as tO result in a fused protein. Ullrich et al an• 

Mar•al •each a basic process for isolating •RNA and 

converting it into a cDNA library for usa in cloning 

expressing mammalian genes. It would be obvious to pre- 

pare srythropoietln as s fused peptide by extracting 

385 
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•al 
NO. 675,298 

Art Unit 127 

the messenger RNA for erythropoletin fron kidney calla 

known to be rich therein and converting that eRNA to a 

Martial. If desired, substituting the lasbda g• Ii 

phage library vector of Young et al for its advantages 

would be an obvious choice. It would further be obvious 

to use the Young et el or Broome et al gena isolating 

technique together with erythropoietin antlbo•y of the 

primary references as a probe for isolating a clone pro- 

ductng erythropoletin. At best only routine genetic 

engineering techniques would be involved. 

ATaneholtz/klc 

703/557-3920 

6-18-87 
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70008825 

7183 

FU-I(UEH LIN 

NOV. 30, 1984 

675,298 

Baron, et al., Cel;, 2__8, pp. 395-404 .(1982) 

Beaucage, et al./ Tetrahedron Letters, 2_•2, pp. 1859-1862 (1981) 

Billat• et al., Expt.Hematol., 10(1) 133-140 (!982] 
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,-•orm pT0-144| uL. sL4TAT•C.• er :-*-If "s•: SUPPLEMENTAL 
•ORMATIC)N DI•I•O•UIII| STATEMENT 

BY APPLI•AN• 

al 1 

7183 ,1•7s'29• 
FU-KUEN LIN 

1 

November 30, 19841 127 

U.•. PATINT DO•UM|NTO 

Lin, etal., EXD.Hes•tml., 12, 357 (1984) • 

Lee-Huang, •____•, 5--6, 62•24 (1980) 
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TO $|I)AMAT '•L• TOP AND •OTTOII |IX;F..•, SNAP--APART AND J'.ARD CARBON 

NOTICE OF REFERENCES CITED 

OATI[ 

U•. PATENT 

FOREIGN PATENT DOCUMENTS 

eL 

OTHER REFERENCES (Including Author, Title, Date, Pertinent Pages, Etc.) 

A copy of this reference is not being furnished with this office action. (See Manual of Patent Examining Procedure. section 707.05 
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