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Alexandria, VA 22313-1450

Sir:

This communication responds to the final Office action mailed February 16, 2007, setting
a two-month period for response. Owners timely requested an extension of time to respond
under 37 C.F.R. § 1.550(c), and in a Decision dated March 21, 2007, the Office granted an

extension to May 21, 2007. As this reply is filed within the extended period for response, it is

timely.

We believe that no fee is required for this response. Should any fee be required for entry
or consideration of this paper, the Director is requested to charge the appropriate amount to our

Deposit Account No. 18-1260.

Patent Owners (“Owners”) respectfully request reconsideration of the claims in view of

the following remarks.

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Reexamination Control Nos 90/007,542 & 90/007,859 (merged proceedings)

REMARKS
1. PRELIMINARY MATTERS........ trettreretet st s ate s e sssatsssaessarasass 5
A, INTERVIEW SUMMARY ....ooviiiiiiiniieiiiiicentcetent et eeeesteesstereenseeteseeeenesntsniesaesseeateseeneeenseseessnsessesseeneensenteneensenneen 5
B.  DECISION ON PETITION ..otitiiiiiietiiriinmieeteiniioieneetesestsiesiosts sascsseseessseeresaneseosessssessetssssesasessesestessssssssstssessasessesses 5
C. INFORMATION DISCLOSURE STATEMENTS ....cutiuiitiiiieiermiareenuenreneeeereesesaresmesessessesssessreseesssseeseesesssessesssnseneensens 5
D. WITHDRAWN REJECTIONS
E. STATUS OF LITIGATION INVOLVING THE *415 PATENT ....ovviuireeeriirreresseneeseensrsnsesessssssscssesssssssasssasssessssssss 6
Il. OVERVIEW OF OWNERS’ RESPONSE TO NEW REJECTIONS IN FEBRUARY 2007 OFFICE
ACTION........ cesrsssnsaessesesnes seereesrsnssessassensresssnaseastsasasesarence 6
I11. THE REJECTION OF CLAIMS 1-7,9-10, 14-18,21, AND 23-36 AS ANTICIPATED BY THE MOORE
'545 PATENT IS IMPROPER AND SHOULD BE WITHDRAWN reuererenerenseneesanasersarssasresssssssarssssisen 7
A. LEGAL STANDARDS GOVERNING THE EFFECTIVE DATE FOR § 102(E) PRIOR ART OF THE MOORE ’545
PATENT (..t ettt tesets st e s ettt b be s ebebes e tsestesee eaet s se st s esaatatasesessoteseaeatat et et abebesent s eteseseasebasonanersasens 8

B. THE WRITTEN DESCRIPTION OF THE '414 APPLICATION — THE ONLY APPLICATION FILED PRIOR TO THE
EFFECTIVE DATE OF THE *4 15 PATENT TO WHICH THE MOORE *545 PATENT CLAIMS BENEFIT UNDER 35
U.S.C. § 120 - DOES NOT DESCRIBE CO-EXPRESSION OF HEAVY AND LIGHT CHAIN POLYPEPTIDES IN

ONE HOST CELL 1vveviivtieitieiiecteereeecteeteestssstesessteebeestasssassasassesseesssessssssnssarssssssesssensssessasssessssssenssssssassarsssessenes 10
C. THE OFFICE IS INCORRECTLY INTERPRETING THE CLAIMS OF THE *545 PATENT AS REQUIRING CO-
EXPRESSION OF HEAVY AND LIGHT CHAINS IN ONE HOST CELL....c.coccuieitieieiriicieeeee et evee e v v 14
D. ANOTHER EXPERT INDEPENDENTLY CONCLUDED IN 1996 THAT THE SPECIFICATION OF THE '545 PATENT
DOES NOT DESCRIBE CO-EXPRESSION ......ouiiiiiiiiitiieeeieee et eeeeeeeeeeeeae e er e e eae e ee e e e eaeeeatesseeens e eensennneeaneeenn 17
E. THE 545 PATENT — TO THE LIMITED EXTENT IT CONSTITUTES PRIOR ART — DOES NOT ANTICIPATE THE
B I ¥ o N O BN 1 £ 19
1V. THE REJECTION OF CLAIMS BASED ON OBVIOUSNESS PURSUANT TO 35 U.S.C. § 103(A) IS
IMPROPER 20
V. THE REJECTIONS BASED ON OBVIOUSNESS-TYPE DOUBLE PATENTING ARE IMPROPER..22

A. SUMMARY OF THE FOUR GROUNDS OF REJECTION FOR OBVIOUSNESS-TYPE DOUBLE PATENTING ............... 22

B. GENERAL ISSUES REGARDING THE OFFICE’S MULTIPLE BASES FOR OBVIOUSNESS-TYPE DOUBLE
PATENTING REJECTIONS ...cutiotieitieemierieree et te et eree s te e stetobee bt s beeebe st e estsest e emeesbeeme e baebaeaeeseeenseeneeeeaeneeesneenn

1. Overview of Legal Standards of Obviousness-Type Double Patenting.
2. The Correct Perspective for Evaluating Prior Art is a Person of Ordinary Skill In the Art as

of Early April of 1983, and the Declarations Submitted by Owners Provide This Perspective............. 26
3. The Office Ignores Distinctions Between the '567 and 415 Patent Claims Due to an Improper
and Incorrect Reading of the '567 Claims and Specification.................ccccoiocviviviniaioncivevcoeenaiinnane 28

4. The Office Improperly Relies on the Disclosures of the '567 Patent and the Ulility of Its
Claims to Find a Suggestion or Motivation for Co-Expression Required by the '415 Patent

CLAIMS ...ttt ee bt e b et ettt b et st b et eh b bt eae st en et s 30
a. The Disclosure and Teachings of the *567 Patent May Not Be Used to Hold the *415 Claims
Unpatentable for Obviousness-Type Double Patenting ...........c..coeeiieiiiiniiiini e 30
b.  The Office Continues to Erroneously Construe Terms In the *567 Claims and to Improperly Use
the Patent Disclosure 10 Find “MOtIVatIoN" .........c.ccoviiiiiiiiiiinieicieeren e ereseseserercese e siereesessesesenes 35
5. The Rationale of In re Keller and In re Merck & Co. Can Not Justify the Office’s Failure to
Consider Multiple Aspects of the Declarant Statements....................ccccccoevuecsrmieneciieniineeeeie e 38
6. The Office Has Improperly Relied on Testimony of an Interested Third Party, Rather Than
Information In Patents or Printed PubliCQlions.......................coovccininiciiiiiinenenineiniciceeeoenirceananennes 40
-2-

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Reexamination Control Nos 90/007,542 & 90/007,859 (merged proceedings)

C. THE REJECTION OF CLAIMS 1-7,9-11, AND 13-36 FOR OBVIOUSNESS-TYPE DOUBLE PATENTING (AT
SECTIONS 4-6 OF THE OFFICE ACTION) MUST BE WITHDRAWN BECAUSE IT IS BASED PRIMARILY ON THE

OFFICE’S MISUSE AND INCORRECT ANALYSIS OF THE MOORE *545 PATENT ......ccoceiiviiiieeiirireeriecnee e cennenans 43
1. The Rejection of Claims 1-7, 9-11, 13-18, 21, and 23-36 Is Improper, As It Can Not Be

Supported by the "545 PAIEAL................ccccoeiieiieieeieie et ettt 43
2. Rejection of Claims 19-20 and 22 Is Not Supported by the Additional References Relied Upon

BY tHE OffiCe......oouoiiiiiiiiiii it 46

D. THE REJECTION OF CLAIMS 1-36 BASED ON THE *567 CLAIMS, IN VIEW OF AXEL, RICE, OR KAPLAN, IN
VIEW OF DALLAS, FURTHER IN VIEW OF DEACON, 1981 VALLE, OR OCHI, AND OPTIONALLY IN VIEW OF
THE *S45 PATENT IS IMPROPER .....cuviiitieittieiiteieeeeetteeeteeeseeesseesssseeesseneseeansesessesseassesssnee st sarasessessossessosenens 47

1. Axel, Rice, and Kaplan, Considered Alone, Together, or In Combination with Dallas, Would
Not Provide a Motivation or Suggestion to Modify the *567 Claims to Transform a Host Cell
With, and to Express In That Cell, Exogenous DNA Sequences Encoding Both nght and

Heavy Immunoglobulinn CRQIRS..................coccoiecviniioiniiieiiiiieiecnt ettt 48
a.  Axel Does Not Describe or Suggest Co-Expression of Heavy and Light Antibody Chains In One
Host Cell, or Production of Intact or Assembled ANGIDOAIES.........cviiviiviiiiiiiiiiee it e 49
i.  Clear and Convincing Evidence Supports Owners’ Reading of AXel.........c.ccocovvervneiinicrceeeen 51
ii.  The Presumption of Validity and Enablement Law are Not Implicated.............c.cc.ocovvniiviiicnencennne 54
b.  Rice Does Not Suggest Production of Exogenous Heavy and Light Chain Genes in a Single Host
Cell 55
i.  Rice Does Not Describe Co-expression of an Exogenous Heavy Chain and an Exogenous
LABHE Chain GENE......cooviiiiiiiiiiiieticii ettt ettt ettt ettt st b e st e e ees 57
ii. Rice Would Not Be Viewed as Being Generally Extendable to Expression of Multiple
Exogenous Genes in Lymphocytes or Other Host Cell TYPES .....c.c.veorviiinniniiinrrenieveiee v 57
ili. Dr. Baltimore’s Views Do Not Address the Question of ObVIOUSNESS.............ccocerererrierinriinereereerenens 59
iv.  Conclusions Regarding RiICE.........c.covviriiiiiiiiineiiceirieniettic e teteseesene s es e sssas s essantasensssessesesesens 61
c.  Kaplan Does Not Teach or Suggest Co-Expression of Heavy and Light Chains in a Single Host
Cell 61
d. Dallas Would Not Have Provided Motivation to a Person of Ordinary Skill in the Art to Modify
the Procedures of the '567 Claims Taken in View of Axel, Rice, and/or Kaplan..............cccoooeeiveiiinnennnn. 63

2. The Deacon, Valle 1981, and Ochi References Would Not Provide a Further Motivation or
Suggestion to Produce an Immunoglobulin Molecule or Immunologically Functional

Fragment Using the Claimed Processes and Methods. ................c..ccocooivicoenisirinieoenceineenniecinens 65
a. The Teachings in Deacon and Valle 1981 Are Greatly Limited and Would Not Set Expectations
Concerning Transformed HOSt CelIS ........ooiiciiiiiniiiiicceecete e cneee e sesnaeseneecae e onenenes 65
i. A Xenopus Oocyte Is Not a “Host Cell” Let Alone a Transformed Host Cell......... et e 67

ii. The Differences Between Translation of mRNA in a Xenopus Oocyte and Production of
Immunoglobulin Chains by Transformed Host Cells Are Significant ............c.cocoeicceerenencninienccnnnne 68

iii. A Person of Ordinary Skill in the Art Would Not Have Extrapolated the Results Concerning
Assembly of Immunoglobulins in Xenopus Oocyte mRNA Experiments to Transformed Host

RIS ettt bbb bRt e eh ettt et bt ek e etttk s bt et eenean 70
iv. The Statements in the European Patent Office Opposition Proceedings Are Irrelevant and/or
Inadmissable in the Present Reexamination Proceedings ...........cocoiveeiineevnieineneninecrecnincnineeresnens 71
b.  Ochi and Oi Would Not Have Set Expectations for Production of an Immunoglobulin from Host
Celis Transformed with Exogenous Heavy and Light Chain DNA ..o 73
E. THE OFFICE’S REJECTION OF THE DEPENDENT CLAIMS IS NOT SUPPORTED BY THE CITED REFERENCES...... 75
B QI S et bttt 75
2. Claims 6-8, 19, 20, QNA 20...........cc.coovcivieriiiirieieieieeiseee ettt eee e sttt e s saeae st abe st saeannean 76
3. Claims 9 QRA 29......c.ooueiiiiiiiiiiieec et et ettt ettt s reeann 77
-3

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Reexamination Control Nos 90/007,542 & 90/007,859 (merged proceedings)

4. Claims 10 ARA 27-32........ccoooiiiiiiiiieieiee ettt et et b ettt etk b e bee e tae e 78
S, QLI 2.ttt e et e ettt abe e e ettt e ete e 78
6. ClAIM T4ttt ettt et et ettt ettt e a e 79
7o CLAIM 22ttt e bttt a et bt rn s enen 79
8. ClAIMS 34-30......cooioieeieieeiei ettt ettt ettt bttt es b e bttt bt eab e aa b s ebe 79
VI CONCLUSIONS ...eiitreienccvecsataencntessssssssssnssssssessssssssssessstosssssssssstossssssessesssssssssssssssesorsesssossasses ....80

Exhibit List to Response Filed Under 37 C.F.R. § 1.550(b)

-Exhibit A: MedImmune, Inc. v. Genentech, Inc., No. 04-1300/04-1384 (Fed. Cir. Mar.
7,2007) Order Remanding Case; MedImmune, Inc. v. Genentech, Inc., CV 03-2567
(C.D. Cal. Apr. 12, 2007) Order Setting the Status Conference

-Exhibit B: U.S. Application No. 06/358,414

-Exhibit C: Second Supplemental Examiner’s Answer mailed January 11, 1996 for U.S.
Application No. 08/165,530

-Exhibit D: Declaration of Geoffrey T. Yarranton filed during prosecution of U.S.
Application No. 08/165,530

-Exhibit E: Office Action mailed May 30, 1997 for U.S. Application No. 08/165,530

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Reexamination Control Nos 90/007,542 & 90/007,859 (merged proceedings)

I. Preliminary Matters
A, Interview Summary

Representatives of Owners participated in an interview with Examiners Celsa, Jones, and
Ponnaluri on March 15, 2007. The interview summary form accurately reflects the subject of the

discussions between Owners’ representative and the representatives of the Office.

B. Decision on Petition

Owners filed a petition under 37 C.F.R. §§ 1.181 and 1.182 on March 6, 2007, requesting
that the Office declare a new reexamination or; in the alternative, withdraw the finality of the
outstanding Office Action. In a decision mailed on March 21, 2007, the Office dismissed the
petition on procedural grounds. The decision indicated the Owners could file a renewed petition
under § 1.182 for a “Request for Continued Reexamination,” in accord with the interim policies
set forth in the notice regarding changes to reexamination practice published at 1292 Off. Gaz.
Pat. & Trademark Office 20 (March 1, 2005). Concurrently with this response, Owners are
filing a timely renewed petition under § 1.182, as suggested in the March 21, 2007 decision.

C. Information Disclosure Statements

Owners acknowledge the indication that the materials provided in the information
disclosure statements filed on December 14, 2007 and January 16, 2007 have been fully

considered. A further information disclosure statement accompanies this response.

Owners also note that the Office has determined that the disclosure in U.S. Patent No.
4,642,334 (“the *334 patent”) is cumulative to that of U.S. Patent No. 5,840,545 (“the 545
patent”). See February Office Action, pp. 3-4. The *334 patent was considered during the
examination of the application that matured into the patent under reexamination. Thus, the
Office fully considered the substance of the *334 and *545 patent disclosures in connection with

the original examination of the claims of the 415 patent.

D. Withdrawn Rejections

Owners acknowledge and appreciate the decision of the Office to withdraw all previous
grounds of rejection imposed on claims 1 to 36. In particular, the Office no longer is

maintaining any rejection based on a determination that the term “or” as it appears in one or
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