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Paper 1
Mail Stop Interference
P.O. Box 1450 Filed 2 February 2010
Alexandria Va 22313-1450
Tel: 571-272-4683
Fax: 571-273-0042

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

Patent Interference No. 105,744
(Technology Center 1600)

DECLARATION - Bd.R. 203(b)1

Part A. Declaration of interference

An interference is declared (35 U.S.C. § 135(a)) between the above-identified

parties. Details of the application(s), patent (if any), reissue application (if any), count(s)

and claims designated as corresponding or as not corresponding to the count(s) appear

in Parts E and F of this DECLARATION.

1 "Bd.R. x" may be used as shorthand for "37 C.F.R. y 41.x". 69 Fed. Reg. 49960, 49961 (12 Aug. 2004).
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Part B. Judge managing the interference

Administrative Patent Judge Sally Gardner Lane has been designated to manage

the interference. Bd. R. 104(a).

Part C. Standing order

A Trial Section STANDING ORDER [SO] (Paper 2) accompanies this

DECLARATION. The STANDING ORDER applies to this interference.

Part D. Initial conference call

A telephone conference call to discuss the interference is set for 2:00 p.m. on 16

March 2010 (the Board will initiate the call).

No later than four business days prior to the conference call, each party shall

file and serve (SO ¶¶ 10.1 & 105) a list of the motions (Bd. R. 120; Bd. R. 204;

SO ¶¶ 104.2.1, 120 & 204) the party intends to file.

A sample schedule for taking action during the motion phase appears as Form 2

in the STANDING ORDER. Counsel are encouraged to discuss the schedule prior to

the conference call and to agree on dates for taking action. A typical motion period

lasts approximately eight (8) months. Counsel should be prepared to justify any request

for a shorter or longer period.

Part E. Identification and order of the parties

Junior Party

Named inventors: Paul J. Carter
San Francisco, CA

Leonard G. Presta
San Francisco, CA
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Involved Patent: 6,407,213, issued 18 June 2002, from application

08/146,206, which was filed 17 November 1993, and was

based on international application PCT/US92/05126, filed 15

June 1992.

Title: METHOD FOR MAKING HUMANIZED ANTIBODIES

Assignee: Genentech, Inc.

Senior Party

Named Inventors: John Robert Adair
High Wycombe, United Kingdom

Diljeet Singh Athwal
London, United Kingdom

John Spencer Emtage
Marlow, United Kingdom

Involved Application: 11/284,261, filed 21 November 2005

Title: HUMANISED ANTIBODIES

Assignee: Celltech R & D Limited

The senior party is assigned exhibit numbers 1001-1999. The junior party is

assigned exhibit numbers 2001-2999. Bd. R. 154(c)(1); SO ¶ 154.2.1. The senior party

is responsible for initiating settlement discussions. SO ¶ 126.1.
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Part F. Count and claims of the parties

Count 1

A humanized antibody heavy chain variable domain comprising

non-human Complementarity Determining Region (CDR) amino acid

residues which bind antigen incorporated into a human antibody variable

domain, and further comprising a Framework Region (FR) amino acid

substitution at a site selected from the group consisting of: 24H, 71H, 73H,

and 78H, utilizing the numbering system set forth in Kabat.

The claims of the parties are:

Carter: 1-82

Adair: 24

The claims of the parties which correspond to Count 1 are:

Carter: 30, 31, 60, 62, 63, 66, 67, 70, 73, 77-81

Adair: 24

The claims of the parties which do not correspond to Count 1, and therefore are

not involved in the interference, are:

Carter: 1-29, 32-59, 61, 64, 65, 68, 69, 71, 72, 74-76, 82

Adair: None
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The parties are accorded the following benefit for Count 1:

Carter: PCT/US92/05126, filed 15 June 1992; and

07/715,272, filed 14 June 1991, now abandoned.

Adair: 08/846,658, filed 01 May 1997;

08/303,569, filed 07 September 1994, issued as 5,859,205

on 12 January 1999;

07/743,329, filed on 17 September 1991;

PCT/GB90/02017, filed 21 December 1990; and

GB 8928874.0, filed 21 December 1989.

Part G. Heading to be used on papers

The following heading must be used on all papers filed in this interference, see
SO ú 106.1.1:

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

Patent Interference No. 105,744
(Technology Center 1600)
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Part H. Order form for requesting file copies

When requesting copies of files, use of SO Form 4 will greatly expedite

processing of the request. Please attach a copy of Parts E and F of this

DECLARATION with a hand-drawn circle around the patents and applications for which

a copy of a file wrapper is requested.

/Sally Gardner Lane/
Administrative Patent Judge

Enc:
Copy of STANDING ORDER
Form PTO-850
Copy U.S. Patent 6,407,213
Copy of claims of 11/284,261

cc (via overnight delivery):

Attorney for Carter:

Sidley Austin, LLP
Attn: DC Patent Docketing
1501 K Street, N.W.
Washington, DC 20005

Attorney for Adair:

Cozen O’Connor, P.C.
1900 Market Street
Philadelphia, PA 19103-3508
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Paper ____
UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS AND INTERFERENCES

ENTERED: 3 January 2006

STANDING ORDER

This Standing Order is entered in, and governs, contested cases assigned to the Trial

Division of the Board of Patent Appeals and Interferences. Parties are expected to be

familiar with it. The rules reproduced in the Standing Order are current as of the issue

date of the Standing Order, but are subject to change. In the event of a change to a

rule, the changed rule will control, the Standing Order notwithstanding.

CONTENTS
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¶ 5 Pro hac vice . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 4
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¶ 1 Applicability of 37 CFR part 1

Part 1 of 37 CFR was drafted principally with patent prosecution in mind, while

37 CFR Part 41 is directed to proceedings before the Board. If Part 41 or the Standing

Order expressly requires different procedure than Part 1, then Part 41 or the Standing

Order, respectively, will govern. A party that perceives a conflict between Part 1 and

either Part 41 or the Standing Order must promptly raise the issue with the Board.

¶ 2 Board organization

¶ 2.1 Trial Division

The Chief Administrative Patent Judge has designated administrative patent judges

to constitute the Trial Division, who decide most contested cases, as well as appeals

involving patent reexaminations and reissue applications or applications relating to

interferences. The Trial Division consists of two sections—

ý the Trial Procedures Section and

ý the Trial Merits Section.

¶ 2.2 Trial Procedures Section

Within the Trial Division, the Chief Administrative Patent Judge has designated

administrative patent judges to constitute the Trial Procedures Section. The principal

function of the Trial Procedure Section is to ready interference cases for a merits

decision on substantive motions, including interference priority motions. Accordingly,
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administrative patent judges will handle all interlocutory matters in contested cases,

including but not limited to—

ý declaration of interferences,

ý setting times for taking action, and

ý administering discovery.

¶ 2.3 Trial Merits Section

Within the Trial Division, the Chief Administrative Patent Judge has designated

administrative patent judges to constitute the Trial Merits Section. The principal

function of the Trial Merits Section is to prepare opinions on the merits of substantive

motions, including interference priority motions.

¶ 2.4 Board staff

Board staff other than administrative patent judges may administer some tasks

during contested cases. For instance, Trial Division paralegal assistants enter orders

authorizing access to files under Bd.R. 109 and authorizing the filing of facsimile

transmissions in excess of the five pages permitted under SO ¶ 10.6. Staff actions are

controlling unless countermanded by an administrative patent judge or a Board panel.

¶ 3 Petitions

¶ 3.1 Procedural relief sought through miscellaneous motion

A request for a procedural remedy must be made in the form of a miscellaneous

motion. Bd.R. 121(a)(3); SO ¶ 123. A petition is not appropriate. No fee is required.
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¶ 3.2 Petition affecting the merits in a contested case

Any relief affecting the merits of a contested case must be sought in the form of a

motion. Bd.R. 121. If the relief would otherwise require the granting of a petition, the

petition, including any required fee, must be filed with the motion. Bd.R. 121(c)(2). A

party filing a petition in violation of this subparagraph may be subject to sanctions.

Bd.R. 128.

¶ 3.3 Petitions under 35 U.S.C. 135(c)

Petitions based on 35 U.S.C. 135(c) are not part of a contested case. Bd.R. 3(b)

and Bd.R. 205.

¶ 4 Good cause requirement for untimeliness

¶ 4.1 High standard

The standard for showing good cause under Bd.R. 4(a) is high. Times are set

to facilitate the rendering of timely decisions. There are few, if any, circumstances

where good cause can be based on the press of other business arising after a time is

set by a Board order, particularly where a time period is set or maintained after a

conference with counsel.

¶ 4.2 Settlement

An attempt to settle will rarely constitute good cause. Settlement is encouraged,

and the administrative patent judge designated to handle a contested case is available

to assist in settlement efforts where appropriate, but parties should expect either to

settle the contested case or, in the absence of settlement, to meet each deadline.
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¶ 5 Pro hac vice

Contested cases can be technically, legally, and procedurally complex.

Consequently, a motion to appear pro hac vice will rarely be granted unless the counsel

is an experienced litigating attorney and has an established familiarity with the subject

matter at issue in the contested case.

The Board may authorize a person other than a registered practitioner to appear as

counsel in a specific proceeding.

¶ 6 Publication of opinions

¶ 6.1 Most opinions are publicly available

Most opinions in contested cases will be available for publication during the

proceeding. Virtually all become available at the end of the proceeding. The recent

experience in contested cases is that redactions are almost never requested.

¶ 6.2 Notice of confidential information

Some opinions are selected for publication to promote public understanding of Trial

Division practice or to create uniform practices. If a party believes that its application

contains information not otherwise publicly available that should be redacted from any

opinion, the party must within two (2) months of the initiation of the contested case file

as a separate paper a notice specifically identifying such information.
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If additional information not otherwise publicly available is introduced into a

contested case that a party believes should be redacted from any opinion, the party

must promptly file a notice specifically identifying the information.

If, after filing such notice, specifically identified information becomes publicly

available (for example, through publication of a collateral application), the party must

promptly notify the Board of this change in the status of the information.

¶ 7 Record management

¶ 7.1 Letters between counsel not to be filed

No letter between counsel may be filed unless it is filed as an exhibit cited—

ý in a motion, opposition, or reply, or

ý during cross-examination.

¶ 7.2 No duplicate papers

A party may not file (not even as an appendix or exhibit) a copy of a paper

previously filed in the same contested case.

¶ 7.3 Reference to earlier filed paper

A party referring to an earlier filed paper should identify the paper by title and paper

number or, if the paper number is not known, by the filing date.
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¶ 8 Mandatory notices

¶ 8.1 Real party-in-interest

Within fourteen (14) days of the date of the Declaration, each party must file as a

separate paper a notice of any and all right, title, or interest in any application or patent

involved in the contested case.

¶ 8.2 Related proceedings

Within fourteen (14) days of the initiation of a contested case, each party must file

and serve as a separate paper a notice identifying the application or patent number of

every United States application or patent claiming, or which may claim, the benefit of

priority of the filing date of the party’s involved patent or application. If there are no

such applications or patents the notice must state this fact. If, during the course of the

proceeding, a party files an application claiming, or which may claim, the benefit of the

filing date of an involved application or patent, a notice of the filing, including the

application number, must be promptly served and filed. The Board may order a party to

serve on an opponent a copy of any application or patent identified under this

paragraph.

¶ 8.3 Notice of judicial review

A party seeking judicial review must notify the Board of the complaint or notice of

appeal within 20 days. Bd.R. 8(b). After a contested case ends, administrative tasks

remain for the United States Patent and Trademark Office [Office] generally and for the

Board particularly. Files need to be distributed, applications need to be allowed or

abandoned, and notices of patent claim cancellation need to be published. If the Board
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does not receive timely, effective notice of judicial review, it proceeds on the

assumption that no review has been sought. The Office may deem an application

abandoned or may issue a patent to the opponent. At best, this leaves the litigant with

a problem to correct. Failure to provide adequate notice may result in sanctions under

Bd.R. 128.

¶ 9 Ownership determined from Office assignment record

In the absence of an assignment of record, the inventor is the presumptive owner of

an involved patent or application. It is the responsibility of each party to ensure that its

assignments are properly recorded at the Office. Failure to record an assignment can

lead to adverse judgment in a contested case.

Cases involving a United States government interest may be referred to the Civil

Division of the United States Department of Justice. 28 C.F.R. § 0.45(f).

¶ 10 Communications with the Board

¶ 10.1 Default mode - electronic mail

Electronic mail is the default mode of filing papers in a contested case. See

SO ¶ 105. Papers authorized to be filed electronically must be electronically mailed as

an attachment to: BoxInterferences@USPTO.GOV. No papers unrelated to the

contested case may be filed at this address. Papers relating to the contested case

must not be mailed to any other USPTO.GOV address.
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The subject line may contain only the case number and the assigned administrative

patent judge's initials in parentheses, e.g., in Patent Interference 105,000 before

Administrative Patent Judge John Doe the subject line would be "105,000 (JD)".

¶ 10.2 Any United States Postal Service, including EXPRESS MAIL

If mailed correspondence is authorized in a contested case, it must be addressed:

Mail Stop INTERFERENCE
Board of Patent Appeals and Interferences
United States Patent and Trademark Office
PO Box 1450
Alexandria Virginia 22313-1450

Caveat: Any delay resulting from an improper address (including any address provided

in SO ¶¶ 10.3 & 10.4) will be attributed to the party.

¶ 10.3 Hand filing

If hand-filed correspondence is authorized in a contested case, the filer must bear in

mind that the delivery point lies inside the security zone on the first floor of:

Madison East Building
600 Dulany Street
Alexandria, Virginia

The courier must pass through a magnetometer, and the correspondence must pass

through an X-ray sensor. For authorized hand-filed correspondence other than boxes,

the correspondence may be deposited in a drop-off box inside the security zone at the

first floor lobby of the Madison East Building.
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¶ 10.3.1 Boxes

Boxed correspondence cannot be deposited in the drop-off box. Instead, it must be

delivered to Madison East, Room 9B55-A. Access to Room 9B55-A is available on

business days from 8:30 a.m to 4:45 p.m. (Eastern Time, SO ¶ 100.2) only.

The courier should approach the security guard station on the first floor of Madison

East (near the elevators) and ask the security guard to call the Board at 571-272-9797

to obtain authorization to enter the building for a delivery to Room 9B55-A.

¶ 10.3.2 Correspondence filed after 4:45 p.m.

Authorized hand-filed correspondence filed after 4:45 p.m. (Eastern Time, SO

¶ 100.2) will receive the next business day's filing date. If the Board receives the paper

by 10 a.m. that next business day, it will be deemed to have been timely filed provided

the paper was properly served the previous business day.

¶ 10.3.3 Stamped receipt

If a stamped return receipt is required, the courier must personally deliver the

correspondence and postcard receipt to Room 9B55-A between 8:30 a.m to 4:45 p.m.

(Eastern Time, SO ¶ 100.2) only, or leave the postcard with the correspondence in the

drop-off box. If the postcard is left in the drop-off box, it must include correct postage

and the address where the postcard is to be mailed.

¶ 10.4 Overnight delivery services

Papers authorized to be filed using a commercial overnight delivery service (see SO

¶ 10.2 for United States Postal Service) must be addressed:
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Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, Virginia 22313

Properly addressed papers filed are deemed filed on the date they are delivered to the

overnight delivery service.

¶ 10.5 Telephone calls

Telephone calls to the Board regarding a contested case must be directed to

571-272-9797. A telephone call requesting a conference call must be directed to Trial

Division support staff. When arranging a conference call, be prepared to discuss with a

Trial Division paralegal why the call is needed and what materials should be before the

Board participant during the call.

¶ 10.6 Facsimile

The facsimile number for contested cases is 571-273-0042. Do not send papers

exceeding five (5) pages in length without prior permission from Trial Division support

staff. Do not file a confirmation copy. Such copies tend to cause duplicate entries (in

violation of Bd.R. 7(b)) among other problems.

¶ 11 Ex parte communications

The prohibition on ex parte communications is strictly enforced.

¶ 11.1 Papers

A properly served paper should not result in an ex parte communication.
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¶ 11.2 Other forms of communications

Improper communications typically arise in telephone calls, electronic mail

messages, or public meetings. Telephone calls should be conference calls with each

opposing party included. Electronic mail messages, when authorized, should include

the opposing party in the "To" line or the "Cc" line. Discussion of specific pending

contested cases should not occur at public meetings.

¶ 11.3 Permissible contacts

The following types of contacts are not ex parte communications—

ý contact of a ministerial nature directed to support staff,

ý contact of a general nature directed to Board management, or

ý contact under a rule requiring reference to a different contested case,
provided the contact does not involve the merits of the other contested
case.

A call to a Trial Division paralegal to arrange a telephone conference is a typical

example of a ministerial contact with support staff. SO ¶ 10.5. A general comment,

made apart from a particular contested case, on a Board rule with examples drawn

from actual experiences is an example of the second kind of permissible contact.

Identification of a related case pursuant to Bd.R. 8(b) and SO ¶ 8.2 is an example of the

third kind of contact.

¶ 11.4 Refusal to participate

The Board may permit a hearing or conference call to take place even if a party

refuses to participate. In such instances, the Board may require additional safeguards,
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such as the recording of the communication and the entry of the recording into the

record.

¶ 12 Citation of authority

¶ 12.1 Copies of authority cited

A party must file and serve a copy of any authority on which it relies. A party must

not assume that the opponent or the Board has access to the authority.

An authority reported in (1) United States Reports or West Publishing Company's

Supreme Court Reporter, (2) the second or third series of West's Federal Reports, or

(3) the Bureau of National Affairs' United States Patents Quarterly is exempt from the

requirement to file and serve a copy.

¶ 12.2 Parallel citation

Examples of proper parallel citation as required under Bd.R. 12(a)(2)—

ý Aelony v. Arni, 547 F.2d 566, 192 USPQ 486 (CCPA 1977).

ý In re Deckler, 977 F.2d 1449, 24 USPQ2d 1448 (Fed. Cir. 1992).

¶ 12.3 Binding authority

The following types of decisions are binding precedent—

ý Decisions of the United States Supreme Court.

ý Decisions of the Federal Circuit, the former Court of Customs and Patent
Appeals and the former Court of Claims announced before the close of
business on 30 September 1982.

ý Decisions of the Director of the United States Patent and Trademark
Office (formerly the Commissioner of Patents and Trademarks).
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ý Decisions of the Board of Patent Appeals and Interferences that have
been determined to be binding precedent in accordance with established
Board procedures.

ý Trial Division decisions that have been designated as precedential.

Decisions of other federal courts and non-precedential decisions of the Board may be

cited, but are not binding precedent.

¶ 12.4 Primary authority

Only primary authority should be cited. Secondary authorities summarizing primary

authority are never binding and are inherently less persuasive. Primary authority

includes: (1) the United States Code, (2) the Code of Federal Regulations, (3) notices

published in the Federal Register or the Official Gazette, and (4) binding precedent.

The Manual of Patent Examining Procedure, a guide for patent examiners prepared

by the Office of the Commissioner for Patents, is not itself primary authority except as a

statement of patent examining practices.

¶ 20 Fees

No fees are charged for papers filed in the ordinary course of a contested case.

Occasionally, a paper filed in a contested case must also comply with another rule.

Bd.R. 121(c)(2). Compliance with the other rule may require payment of a fee. If so,

then payment must be made at the time the paper is filed.
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¶ 100 Days and times

¶ 100.1 Business day

The Board is officially open for business on business days. Occasionally the Board

may act or may expressly require a party to act on a day that is not a business day.

¶ 100.2 Time standard

All times stated in the Standing Order and other Board orders (except as expressly

provided) are for Eastern Time, the local time for the Board of Patent Appeals and

Interferences–either Eastern Standard Time or Eastern Daylight Savings Time, as

appropriate.

¶ 101 Notice of proceeding

¶ 101.1 Declaration of interference

The notice initiating an interference is called a Declaration. See 35 U.S.C. 135(a)

("an interference may be declared").

¶ 101.2 Maintaining proper address

While the Board is authorized to provide notice by means other than mailing to the

correspondence address of record, it is ultimately the responsibility of the application or

patent owner to maintain a proper correspondence address. Ray v. Lehman, 55 F.3d

606, 610, 34 USPQ2d 1786, 1788 (Fed. Cir. 1995).
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¶ 102 Completion of examination

In most cases the public interest is best served by completion of examination before

any contested case is initiated. Exceptions may occur on a case-by-case basis, but the

Board may then require parties to address such issues. For example, an applicant

might be required to cancel and refile claims that do not correspond to an interference

count because such claims are not entitled to a patent term adjustment.

¶ 103 Jurisdiction over related files

¶ 103.1 Access to related files

The Board temporarily may restrict public access to related files, such as paper files

for accorded benefit applications, to ensure that the parties can obtain timely copies of

such files. See SO ¶ 109.

¶ 103.2 Action in related files

The Board does not ordinarily take action in a file not involved in the proceeding, but

occasionally a decision on a motion will require action in a related file.

¶ 104 Modification of the Standing Order

¶ 104.1 Modification of Standing Order

An administrative patent judge may modify the terms of the Standing Order.
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¶ 104.2 Times for motions phases

The Board generally initiates a conference call to set times for the motion periods.

For interferences, the date and time for the conference call typically appear in Part D of

the Declaration.

¶ 104.2.1 Motions list

A list of proposed motions (see Bd.R. 204(c) and SO ¶ 204) must typically be filed

no later than four business days prior to the conference call to set dates. This

requirement improves the administration of justice by—

ý helping the Board and counsel arrive at an appropriate schedule for taking
action,

ý permitting the Board to determine whether the listed motions are both
necessary and sufficient to resolve the issues raised, and

ý revealing the possibility that there may be a dispositive motion, see, e.g.,
Bd.R. 201 (threshold issue).

With prior Board approval a party may be permitted to file an unlisted motion, but the

set times are not likely to be changed to accommodate the unlisted motion.

Sample orders setting times for the preliminary motion (Form 2) and priority motion

(Form 3) phases of an interference are reproduced in the Appendix of Forms. The

parties should discuss the appropriate order prior to the conference call and try to agree

on dates for taking action. Note that in each order, the parties may usually stipulate

changes to the first six times, but not to the last three times.
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¶ 104.2.2 Additional discovery

If additional discovery will be needed to support a proposed motion, the movant

should include a miscellaneous motion for such discovery in the list of proposed

motions. Bd.R. 121(a)(3); SO ¶ 123.

¶ 105 Electronic filing

¶ 105.1 Filing in paper

Filing in paper is not permitted unless expressly authorized. A party that is unable to

comply with the electronic filing requirement must promptly arrange a telephone

conference using the procedure for an opposed miscellaneous motion,

Bd.R. 123(b)(1)(ii); SO ¶ 123.

¶ 105.2 Electronic filing procedures

¶ 105.2.1 Time to file

A paper must be filed no later than 5:00 p.m. (Eastern Time, SO ¶ 100.2) on the day

the paper is due.

¶ 105.2.2 Separate files

Each paper (not each page) must be a separate ADOBE® portable document

format [pdf] file.

¶ 105.2.3 Papers as an attachment no greater than 1 megabyte

A paper that is not larger than 1 megabyte in size must be electronically mailed as

an attachment to: BoxInterferences@USPTO.GOV.
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No information other than the title of the attachment may appear in the message

body, for example, "Jones Motion 1".

The file name of the attachment must concisely identify the document, for example,

"Jones Motion 1.pdf".

¶ 105.2.4 Sender

A paper may only be filed from an address at the domain name of the party’s

counsel of record (or, if no counsel is appointed, the electronic mail address of record

for the party).

¶ 105.2.5 Paper larger than 1 megabyte; collections of exhibits

A paper larger than 1 megabyte, or a collection of exhibits, may not be electronically

mailed as provided above. Instead, it must be delivered as provided in SO ¶¶ 10.2-10.4

on a compact disc or a 3¼ inch diskette that is compatible with MICROSOFT®

WINDOWS XP®. If a hearing has been requested, four copies of the disc or diskette

must be filed.

¶ 105.3 Service

A paper must be served via electronic mail.

¶ 105.3.1 Simultaneous filing and service

If, when the paper is electronically filed with the Board, the opposing party is

included as an addressee, then no additional certificate of service is required. The

electronic mail message will function as the certificate of service.
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¶ 105.3.2 Delayed service

If the paper is not served via the electronic mail message in which the paper is filed,

then the paper must be served in a separate electronic mail message no later than

6:00 p.m. (Eastern Time SO ¶ 100.2) the day the paper is due. The paper as filed must

include a certificate of service stating the time of service in addition to the date and

manner of service. Bd.R. 106(f)(3).

¶ 105.4 Format

¶ 105.4.1 Portable document format required

All papers, excluding exhibits, must be filed in ADOBE® portable document format

[pdf]. Papers must be filed in text-searchable pdf whenever reasonably possible.

Each party is responsible for the accuracy of its pdf files.

¶ 105.4.2 Paper size

Each paper created for the contested case should be formatted for printing on

8½ inch × 11 inch paper.

¶ 105.4.3 Waiver of requirements

The following paper formatting requirements in the Board rules are waived for

electronically filed papers—

ý Bd.R. 106(b)(2) - two-hole punch; and

ý Bd.R. 106(c) - working copy.
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¶ 105.5 Signature

¶ 105.5.1 Papers other than exhibits

A paper other than an exhibit must be signed using an S-signature (see 37 C.F.R.

§ 1.4(d)(2)). Board papers will only be signed using an S-signature.

¶ 105.6 Exhibits

An exhibit with a handwritten signature in the exhibit must be scanned to preserve

the appearance of the signature even if other portions of the exhibit are converted to a

text-searchable format. An affidavit must have an original signature.

¶ 106 Filing and service generally; in paper

A paper or exhibit that is not timely filed and properly served will not ordinarily be

considered. One consequence may be that the relief sought is not granted for failure to

move or for failure to prove. Cf. SO ¶ 121.3.

¶ 106.1 General format of papers

¶ 106.1.1 Caption

The heading shown in Part G of the Declaration must be used in all papers other

than non-affidavit exhibits. Affidavits other than deposition transcripts must use the

heading, but other exhibits do not need to use the heading. Form 1 in the Appendix of

Forms shows a sample caption for an interference.
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¶ 106.1.2 Style

The style of each paper must appear on a single line and must not use the words "et

al". Styles for papers other than motions, oppositions, and replies must be simple and

descriptive. Examples for papers other than motions, oppositions and replies include—

ý JONES DESIGNATION OF LEAD ATTORNEY

ý SMITH DESIGNATION OF REAL PARTY IN INTEREST

ý JONES REQUEST FOR FILE COPIES

ý SMITH PRIORITY STATEMENT

ý JONES SERVICE OF REFERENCES

ý SMITH CLEAN COPY OF CLAIMS
(with drawing numerals)

ý SMITH CLEAN COPY OF CLAIMS
(means-plus-function annotation)

¶ 106.1.3 Paper size

The Board's facilities for maintaining paper records are designed to work best with

8½" x 11" paper. Occasionally an exhibit must be reproduced on a larger paper size to

preserve detail. In such instances, a larger paper format is permitted, but the paper

should be folded to permit entry as a 8½" x 11" paper.

¶ 106.1.4 Line Numbering

For papers other than exhibits, every page (not including the cover sheet, any table

of contents, any table of authorities, required appendices, and the certificate of service)

must have line numbering to facilitate precise citation between papers. See, e.g., SO

¶ 122.3.
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¶ 106.1.5 Footnotes

The use of footnotes is discouraged. Footnotes must be double-spaced.

¶ 106.2 Combined papers and incorporation not permitted

An opposition must respond to only a single motion and a reply must respond to

only a single opposition. Incorporation by reference and combined papers are

prohibited to reduce the chance risk of overlooking an argument and to improve the

efficiency of decision making. Incorporation of arguments by reference amounts to a

self-help increase in the length of the brief and a pointless imposition on the Board's

time. Each motion, opposition, and reply must make all arguments accessible to

readers, rather than ask them to play archeologist with the record. DeSilva v.

DiLeonardi, 181 F.3d 865, 866-67 (7th Cir 1999).

The ban on incorporation by reference does not mean that relief in a paper cannot

be made expressly contingent on some result arising out of another paper. Indeed,

noting such contingencies is strongly encouraged.

¶ 106.3 Transmittal sheets

Do not file a transmittal sheet listing papers being filed except an exhibit list may be

filed when more than one exhibit is being filed.

¶ 106.4 Service

¶ 106.4.1 Certificate of service

Each paper (other than an exhibit) must have a separate certificate of service,

incorporated as the last page of the paper, to permit the Board to verify that each paper

has been served.
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¶ 106.4.2 Alternatives to EXPRESS MAIL

For service in paper or of electronic media, any mode of service that accomplishes

same-day or overnight delivery of the paper (e.g., by hand, facsimile, or a commercial

overnight delivery service) may be substituted for EXPRESS MAIL service.

¶ 106.4.3 Papers served but not filed

The following papers must be served on an opponent, but should not be filed with

the Board at the time of service—

ý An objection to the admissibility of evidence,

ý A notice requesting cross-examination, and

ý Automatic discovery pursuant to Bd.R. 150(b)(1).

Such papers may be filed later as exhibits if a dispute arises with respect to the paper

served. For instance, an objection to the admissibility of evidence may be filed as an

exhibit for a motion to exclude. Bd.R. 155(c).

¶ 106.5 Filing in paper

Electronic filing is the default filing mode. SO ¶¶ 10.1 & 105. The following

provisions apply only in the unusual situation that paper filing is authorized—

ý The first page of each paper must be pink. Bd.R. 106(b)(1)(ii).

ý The paper must have the two holes required in Bd.R. 106(b)(2).

ý A working copy must also be filed and must be marked "APJ COPY" at
the top first page. Bd.R. 106(c).
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¶ 108 Lead and backup counsel

The notice identifying counsel under Bd.R. 108(b) must identify both a lead counsel

and a backup lead counsel, and must provide for each the contact information specified

in Bd.R. 108(b)(1)-(b)(5).

If lead counsel or backup counsel are not counsel of record (37 CFR §§ 1.32 and

1.34) in the involved application or patent, then a power of attorney must be filed with

the Board for entry in the involved patent or application file within the fourteen (14) day

period of Bd.R. 108(b).

¶ 109 Request for file copies

¶ 109.1 Filing the request

¶ 109.1.1 Time for filing request

A party seeking copies of an involved or benefit file mentioned in the Declaration

must, within fourteen (14) days of the date of the Declaration, file with the Board (not

another part of the Office) a separate paper styled [Name of party] REQUEST FOR

FILE COPIES to which is attached a completed FILE COPY REQUEST. See Form 4 in

the Appendix of Forms. Failure to request copies of files at the beginning of the

contested case will rarely constitute a basis for granting an extension of time

(Bd.R. 4(a)). Thus, a party should not expect an extension of time based on non-

receipt of a requested file if the party did not timely place an order for copies or timely

advise the Board of non-receipt of a file.
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¶ 109.1.2 Deposit Account

A party may charge the cost of the file request against its deposit account. If so, the

party should keep the following points in mind.

¶ 109.1.2.1 Authorization to charge Deposit Account

The individual requesting the file must be authorized to charge a fee to the identified

deposit account. "Authorized" means authorized by the records of the Office.

"Authorized" to charge a deposit account is not the same thing as being an attorney of

record in the case—

ý the authorized individual does not have to be a registered practitioner, and

ý a registered practitioner is not automatically authorized to charge a
deposit account.

If the individual is not authorized, the Office of Public Records [OPR] will not fill an order

even if the Deposit Account has sufficient funds.

¶ 109.1.2.2 Adequate Deposit Account balance

If the balance in a Deposit Account is not sufficient to cover the costs of the

requested copies, the order will not be filled. 37 C.F.R. § 1.25.

¶ 109.2 Filling record requests

There are at least three kinds of records—

ý Image File Wrappers [IFW], which are downloaded to a disk and sent to
the individual who requested a file copy.

ý Paper files, which are copied and sent in paper form to the individual who
requested a file copy.

ý "Artifacts", which includes such things as colored documents, plant patent
drawings, or video tapes.
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Paper files are copied in one part of OPR and IFW files are downloaded to disks in

another part of OPR. An order is considered "filled" when—

ý An IFW is downloaded, or

ý A paper file is copied.

Consequently, for the same "file", an IFW portion, an artifact portion, and a paper file

portion of the same order may be filled at different times. A party receiving a record

from the Office should not be surprised if, for instance, the IFW portion arrives before

the paper file portion or the artifact portion.

Patent Cooperation Treaty [PCT] applications

If a benefit or potential benefit application is a PCT application that was filed in the

Office, there may be a paper file, but no IFW at this time. If there is a paper file and it is

transmitted to OPR, they will copy the PCT paper file and fill an order. The Office does

not have copies (IFW or paper) of PCT applications filed elsewhere in the world.

Foreign benefit applications

Foreign benefit applications generally appear as a certified copy in an involved or

benefit file. The Office generally does not maintain a separate file for the foreign

benefit application. Consequently, before notifying the Board that it has not received a

foreign benefit application, a party should first confirm that the application has not been

delivered as part of an involved or benefit file.

Copies of a United States patent mentioned in an IFW file

The IFW files generally do not include copies of U.S. Patents cited by the examiner

or the applicant. A party receiving a copy of an IFW file should not be surprised that
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copies of any U.S. patent cited in the IFW record are not included. Copies of any U.S.

patent may be obtained through the PTO's website:

http://www.uspto.gov/patft/index.html

¶ 109.3 Notification on non-receipt

Within twenty-one (21) days of the date of the Declaration, the Board forwards all

timely requests and necessary files to the Office of Public Records [OPR]. The Trial

Division enters an order notifying the parties that their respective orders have been

transmitted to OPR. OPR makes the copies, which are shipped via overnight

commercial courier within fourteen days of receipt of the order. The shipment may be

separated into more than one package. See SO ¶ 109.2. The transmittal order

instructs parties to advise the Board promptly if complete copies are not received

consistent with this schedule.

¶ 109.4 Record of contested case

The record for the contested case does not include any involved application or

patent or any accorded benefit files, all of which are maintained as separate files.

Ordering the record for the contested case will not result in receipt of copies of the

involved files. There should rarely be any need for a party to order the record for the

contested case during the pendency of the contested case before the Board.

¶ 109.5 Access to paper files at Board

During the pendency of a contested case, involved files (other than files that are

maintained as Image File Wrapper records) may be inspected only at the Board.

Moreover, paper files are unavailable while OPR is making copies.
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¶ 110 Copies of claims

A movant seeking to add a claim must comply with the requirements of Bd.R. 110(c)

for the proposed claim.

A movant seeking to have a claim designated as corresponding to a count must

provide a clean copy, and where applicable an annotated copy, of the claim as an

appendix to the motion unless such copies have already been filed for the claim.

Clean copies of claims and of biotechnology sequences are required because

claims and sequences are often spread throughout an application file. In patents, there

are often certificates of correction. The filing also provides an early opportunity to

identify any divergence between what the party believes its claims to be and what the

record actually shows. Annotated copies of the involved claims allow all parties and the

Board to understand the precise meaning of limitations in the claims. An example

follows:

An apparatus comprising
a first valve { Fig. 2, item 25 },

means for printing { page 5, line 8 through page 6, line 1; Fig. 3, items
45 and 46 }, and
a second valve { Fig. 3, item 98 } * * *.

¶ 120 Types of notices of basis for requesting relief

The principal types of notices under Bd.R. 120 in interferences are priority

statements and motions lists. More detail is provided in Bd.R. 204 and SO ¶ 204. The

Trial Procedures Section will be more flexible in accepting changes in the motions list
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than in the priority statement; however, the practice under Bd.R. 120 is intended to be

more rigorous than it was prior to the adoption of the current rules on 13 September

2004. An accurate motions list is necessary to provide the Board and the opposing

parties adequate notice to plan for the proceeding. Facially inadequate motions lists

can no longer be cured by filing whatever motion a party may please whether it was

listed or not.

¶ 121 Motions

Relief on the merits of a case must be sought through a substantive or responsive

motion. Miscellaneous motions are for seeking procedural relief. All motions require

prior Board authorization except unopposed miscellaneous motions, SO ¶ 123.

¶ 121.1 Title and numbering of motions

Each motion of each party must be numbered consecutively, starting with one,

regardless of the type of motion. The title of each motion should state the name of the

party, the type of motion, and the motion number. The title of a motion may include a

second parenthetical line specifying the nature of the motion. For example—

ý JONES MISCELLANEOUS MOTION 1
(for additional discovery)

ý JONES SUBSTANTIVE MOTION 2
(for judgment based on prior art)

ý JONES RESPONSIVE MOTION 3
(to correct inventorship)

ý JONES SUBSTANTIVE MOTION 4
(for judgment based on lack of enablement)
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¶ 121.2 Page limits in motions

The following page limits (not including a table of contents, a table of authorities,

required appendices, and the certificate of service) apply—

ý priority . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 30 pages

ý miscellaneous . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 10 pages

ý other motions . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 20 pages

¶ 121.3 Burden of proof

In addition to complying with any procedural requirements of the rules and the

Standing Order, a movant bears a burden to establish its right to any substantive relief

requested in the motion. A motion that fails to comply with applicable procedural

requirements may be dismissed without reaching the merits, in which case the issue

sought to be raised by the motion is deemed not to have been properly presented for

decision by the Board. A motion that, while complying with applicable procedural

requirements, nevertheless fails to make out a substantive case may be denied on the

merits. A motion may be dismissed or denied without considering any opposition, or

may be granted without considering a reply. In an interference, the movant should note

the presumptions stated in Bd.R. 207.

While the ultimate burden remains with the movant, the burden of production may

shift to the opponent after the movant has made out a facially sufficient case. Similarly,

the opponent may bare the initial burden with respect to an issue first propounded in

the opposition. For example, a movant seeking judgment of anticipation over a

reference bears the ultimate burden of establishing anticipation, but the opponent
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arguing that the reference is not enabling will have the initial burden of proof on the

issue of enablement.

¶ 121.4 Format

Each motion must set out in the following order the precise relief requested and an

argument setting out the reasons why relief should be granted. Two examples of a

precise statement of relief—

ý Jones moves to be accorded the benefit for count 1 of the filing date of
application X, filed 22 January 1993.

ý Jones moves for judgment against Smith on the ground that all of Smith's
involved claims are unpatentable under 35 U.S.C. 103 over the combined
disclosures of U.S. Patent No. Y and French Patent Z.

¶ 121.5 Appendices

¶ 121.5.1 Appendix 1: List of exhibits

Each motion must include a list of the exhibits cited in the motion. The list must

appear as "Appendix 1" to the motion. The list must be ordered by exhibit number.

Each exhibit must be listed on a separate line. The listing of each exhibit number

should state the exhibit number followed by a concise description of the exhibit. For

example:

1048 - Second declaration of Prof. John Doe.

In deciding a motion, the Board ordinarily will not consider an exhibit not listed as

provided in this paragraph.
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¶ 121.5.2 Appendix 2: Statement of material facts

The statement of material facts for each motion, opposition, or reply must be set

forth as "Appendix 2" to the motion, opposition, or reply, respectively. Bd.R. 121(d)(2).

Each fact must be set out as a single, short, numbered declaratory sentence that is

capable of being admitted or denied. Citation to the evidence must be specific, for

example, by—

ý column and line of a patent,

ý page, column, and paragraph of a journal article,

ý page and line of a deposition transcript,

ý page and paragraph of an affidavit (other than a deposition transcript),
and

ý title and chapter number of a DVD.

A motion may be denied if the facts alleged in Appendix 2 are insufficient to state a

claim for which relief may be granted. Facts set out only in the argument portion of a

motion may be overlooked and may result in a motion being denied. Citations to an

entire document or numerous pages of a cross-examination deposition transcript do not

comply with the requirement for a specific citation to the record. The Board will not take

on the role of advocate for a party, trying to make out a case the party has not

adequately stated.
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¶ 121.6 Claim chart alternative

As an alternative to a claim chart, a party may reproduce the complete claim in an

appendix. Following each limitation in the claim, and within braces { }, insert in bold a

specific citation to the information to be compared to the limitation (such as where a

prior art reference describes the limitation). Braces { } must be used instead of

brackets [ ] because brackets are used to indicate amended portions of claims in

reissue applications.

¶ 122 Oppositions and replies

¶ 122.1 Numbering oppositions and replies

Each opposition must use the same number as the motion it opposes (skipping the

number of any motion not opposed), but does not need a descriptive second line. For

example (with reference to the examples in SO ¶ 121.1):

SMITH OPPOSITION 1.

Each reply must use the same number as the opposition to which it replies (again,

skipping the number of any opposition for which no reply is filed). For example (with

reference to the examples in SO ¶ 121.1):

JONES REPLY 4.

¶ 122.2 Page limits

As with motions, the page limits for oppositions and replies do not include a table of

contents, a table of authorities, required appendices, or a certificate of service.
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¶ 122.2.1 Opposition

The page limits for oppositions are the same as those for corresponding motions—

ý priority . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 30 pages

ý miscellaneous . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 10 pages

ý other motions . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 20 pages

¶ 122.2.2 Reply

For replies, the pages limits are—

ý priority . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 12 pages

ý miscellaneous . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 5 pages

ý other motions . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 10 pages

¶ 122.3 Format

¶ 122.3.1 Opposition

An argument stating the reason why relief is opposed must be made in the following

manner:

On page x, lines y-z of the motion, it is argued (or stated factually) that _.
The response is _.

¶ 122.3.2 Reply

The argument responsive to statements in the opposition must be made in the

following manner:

On page x, lines y- z of the opposition, it is argued (or stated factually)
that _. The response is _.
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¶ 122.4 Appendices

¶ 122.4.1 Appendix 1: List of exhibits

Each opposition and reply must include as "Appendix 1" an exhibit list formatted like

the list required for motions, SO ¶ 121.5.1.

¶ 122.4.2 Appendix 2: Statements of material fact

Each opposition and reply must include as "Appendix 2" a statement of material

facts formatted like the statement required for motions, SO ¶ 121.5.2.

As provided in the following paragraphs, the statement of material fact is a

compilation of all the facts stated for the motion. That is—

ý The statement of facts in an opposition will include the statement of facts
from the motion, and

ý The statement of facts in a reply will include the statement of facts from
the motion and the opposition.

Since papers should ordinarily be submitted in text-readable, electronic format, the

burden associated with creating the compilation should be relatively small. The

statements appear in appendices and thus do not count toward the page limits. The

last statement of material facts submitted should be a complete compilation of all facts

(and admissions, denials, etc.) relating to the motion.

¶ 122.4.2.1 Opposition

Appendix 2 for the opposition must include a statement of material facts in which,

ý Each material fact alleged in the motion is repeated with concise
statement admitting, denying, or stating that the opponent is unable to
admit or deny the fact.

ý Any additional material fact upon which the opposition relies, with a
citation to the evidence. Any additional material fact must be
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consecutively numbered beginning with the next number after the last
numbered material fact.

¶ 122.4.2.2 Reply

Appendix 2 for the reply must include a statement of material facts in which,

ý All the material facts stated in the motion are repeated with the opponent's
concise statement admitting, denying, or otherwise addressing the motion
fact.

ý Each material fact alleged in the opposition is repeated with concise
statement admitting, denying, or stating that the movant is unable to admit
or deny the fact.

ý Any additional material fact upon which the movant relies, with a citation
to the evidence. Any additional material fact must be consecutively
numbered beginning with the next number after the last numbered
material fact.

¶ 122.5 New issues in replies

A reply that raises a new issue or belatedly presents evidence will not be considered

and may be returned. The Board will not attempt to sort proper from improper portions

of the reply. Examples of indications that a new issue has been raised in a reply

include—

ý new evidence that is necessary to make out a prima facie case for the
relief requested in the motion,

ý new evidence that could have been included with the motion, and

ý a reply that is longer than the corresponding motion or opposition.
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¶ 123 Miscellaneous motions

¶ 123.1 Mandatory conference

Before filing a miscellaneous motion, a party must confer with all opponents and, if

agreement cannot be reached, arrange a conference call to the Board official

administering the contested case.

¶ 123.2 Timeliness

The movant must explain why the motion is timely.

¶ 123.3 Recording conference calls

The parties, at their expense, may retain the services of a court reporter to record

any conference call. A written record is often desirable inasmuch as an oral decision

may be made with respect to issues raised during the conference call.

¶ 124 Oral argument

¶ 124.1 Request for oral argument

The time for requesting an oral argument on substantive and responsive motions is

normally specifically set in an order. Note that the time set in the order controls over

the five-day period set in Bd.R. 124(a). See Bd.R. 104(c).

A precise statement of the issues for which oral argument is requested is helpful in

determining whether to authorize a hearing at all and in determining the times to allot to

the parties. A request may be granted or denied in whole or in part.
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¶ 124.2 Attendance; special needs

A party that does not expect to attend must promptly notify the Board. Such notice

must be served on opposing party.

A party should advise the Board as soon as possible before an oral hearing of any

special need. Examples of such needs include additional space for a wheel chair or for

a stenographer, an easel for posters, or an overhead projector. Parties should not

make assumptions about the equipment the Board may have on hand. Such requests

should be directed in the first instance to a Trial Division paralegal at 571-272-9797.

Ultimately, any special equipment needed for oral argument is the responsibility of the

party needing the equipment.

¶ 124.3 Security; access

The parties should consult the Board web page for information regarding parking

and security processing:

http://www.uspto.gov/web/offices/dcom/bpai/docs/contacts/visitation_info.htm

Attendees must report to the security station in the lobby of the Madison Building East

and present the order setting the hearing along with photo identification to security

personnel.

¶ 124.4 Demonstrative exhibits

Four copies (one copy for the record and one working copy for each judge) of each

demonstrative exhibit must be filed before, or presented at, oral argument.

Demonstrative exhibits must be served at least five business days in advance.

Bd.R. 124(d).
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Elaborate demonstrative exhibits are more likely to impede than help an oral

argument. The most effective demonstrative exhibits tend to be a handout or binder

containing the demonstrative exhibits. The pages of each demonstrative exhibit should

be numbered to facilitate identification of the exhibits during the hearing, particularly if

the hearing is recorded.

¶ 124.5 Transcription of oral argument

Transcription of oral argument is strongly encouraged. The party requesting

transcription must arrange for the transcription and pay the costs. Parties are

encouraged to share the costs.

When an argument is to be transcribed, the party should notify a Trial Division

paralegal assistant (571-272-9797) as soon as possible, but at least one business day

prior to oral argument, so that arrangements may be made in the hearing room for the

reporter.

The transcriber must use a stenography machine, but may also use a tape recording

device as a backup. Microphones at individuals' locations are not authorized.

¶ 125 Rehearing of decisions

¶ 125.1 Time for filing

A request for rehearing must be filed within fourteen (14) days of the decision,

Bd.R. 125(c)(1), unless a judgment accompanies the decision in which case the request

must be filed within thirty (30) days of the judgment, Bd.R. 127(d).
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¶ 125.2 Format for request for rehearing

A request for rehearing is, in form, a miscellaneous motion, but no prior conference

call is required. The argument responsive to the decision must be made with

particularity in the following manner:

On page _, lines _-_, the opinion states _. The opinion is believed to have
overlooked [or misapprehended] _. This point was set forth in _ Motion
[or Opposition or Reply] _ at page _, lines _-_.

The request must include as an appendix an evidence list setting forth a list (in

numerical order by exhibit number) of each exhibit that the party believes was

overlooked or misapprehended.

¶ 125.3 Number of requests

A party may file no more than one request for rehearing per motion decision.

¶ 125.4 New evidence on rehearing

Evidence not already of record at the time of the decision will not be admitted

absent a showing of excusable neglect for the belated submission. Bd.R. 4(a).

¶ 126 Settlement discussions required

¶ 126.1 Last-named party initiates

The party named last in the caption set in the declaration is responsible for—

ý initiating any settlement discussions,

ý initially drafting any document, and

ý initiating any conference call required by this paragraph.
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The parties may agree to permit another party to undertake the obligations placed upon

the last-named party.

The Office encourages settlement of contested cases and has designed this

process to facilitate settlement. The last named party in the contested case is required

to initiate the mandatory settlement discussion to avoid the perception that initiation of

settlement talks indicates weakness.

¶ 126.2 Initial conference

Within three (3) months of the date of the Declaration, the parties must conduct a

settlement conference and must initiate a conference call with the Board official

assigned to the case. During the call, the parties should be prepared to report—

ý the outcome of the settlement discussion;

ý whether the parties are actively engaged in settlement negotiations and, if
so, what steps have already been taken toward settlement;

ý whether any settlement negotiations are directed toward obviating the
need for filing motions;

ý any issues that are not subject to settlement negotiations; and

ý the status of any settlement negotiations, including how much time might
be needed to conclude those negotiations.

The Board official assigned to the contested case is available to facilitate settlement

discussions.

¶ 126.3 Subsequent conferences

Unless a different time is set in an order, within two (2) months after a panel

decision on substantive motions, the parties must conduct another settlement
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conference and initiate another conference call with the Board on the conference as

provided in the preceding paragraph, SO ¶ 126.2.

¶ 126.4 Filing notice of conferences

Prior to initiating any conference call required by this paragraph, the parties must file

(in cases without electronic filing, preferably by facsimile, SO ¶ 10.6) a joint statement

indicating that a good faith effort has been made to settle the contested case.

¶ 127 Estoppel; rehearing of judgment

¶ 127.1 Estoppel

A substantively or procedurally inadequate motion does not avoid estoppel under

Bd.R. 127(a)(1).

¶ 127.2 Rehearing

The rehearing practice under SO ¶¶ 125.2-125.4 applies to rehearing of judgments

as well. The judgment implementing a decision does not provide a second opportunity

to request a rehearing of the underlying decision, SO ¶ 125.3.

Concurrent decision and judgment

Often a judgment implementing a decision is entered with or shortly after entry of

the decision itself such that the fourteen (14) day period for requesting rehearing of a

decision (Bd.R. 125(c)(1)) runs concurrently with the thirty (30) day period for

requesting rehearing of the judgment (Bd.R. 127(d)). In this situation, a single request

for rehearing should be filed within the thirty (30) day period set in Bd.R. 127(d). See

SO ¶ 125.1.
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¶ 128 Sanctions

As with other procedural remedies, a party seeks a sanction by filing a

miscellaneous motion. SO ¶ 123.

Examples of conduct likely to lead to sanctions—

ý filing a petition affecting the merits of a pending contested case with a part
of the agency other than the Board (SO ¶ 3.2), and

ý failing to file adequate notice of judicial review with the Board (SO ¶ 8.3),

ý exceeding the Board-authorized scope for compelled testimony or
production (SO ¶ 156.3),

ý failing to comply with the Cross Examination Guidelines (SO ¶ 157.5),

ý failure to notify the Board promptly of a common interest (SO ¶ 206), and

ý filing a facially insufficient motion alleging inequitable conduct against an
opponent (SO ¶ 208.2).

¶ 150 Discovery

¶ 150.1 Automatic discovery

Automatic discovery (1) places the parties on a level playing field and (2) reduces

any difficulty authenticating documents when a party would like to rely on a document

cited in an opponent's specification. A party should have access to documents cited in

its opponent's specification, but it may be difficult for the party to locate those

documents. The parties should be prepared to promptly file copies of the materials

served under Bd.R. 150(b).
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¶ 150.2 Requesting additional discovery

Discovery before the Board is significantly different than discovery under the Federal

Rules of Civil Procedure. A request for additional discovery must be in the form of a

miscellaneous motion. Bd.R. 121(a)(3); SO ¶ 123. The standard for granting such

requests is high and requires specific bases for expecting that the discovery will be

productive. Bd.R. 150(a) & (c)(1). Additional discovery is rarely authorized because in

contested cases, the party usually has equal or better access to relevant information

compared to any other source. Additional discovery is most commonly authorized in

the context of cross examination. Bd.R. 150(c)(2). Other situations in which additional

discovery might be required include proving an on-sale or public-use bar and proving

inequitable conduct intent, but these situations require a solid basis for believing the

discovery will be productive.

¶ 151 Challenging admissibility

As with other procedural remedies, a party may seek to prevent the entry of

evidence (motion in limine) or to exclude entered evidence by filing a miscellaneous

motion. See Bd.R. 121(a)(3); SO ¶¶ 123 & 155.
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¶ 152 Rules of evidence

¶ 152.1 Official notice not automatic

The Board may exercise its discretion to take official notice of the records of the

United States Patent and Trademark Office. Bd.R. 152; Fed. R. Evid. 201(c). No party

should proceed on the assumption that the Board will take notice of Office records sua

sponte. As with other procedural remedies, a party may seek official notice by filing a

miscellaneous motion. Bd.R. 121(a)(3); SO ¶ 123.

¶ 152.2 Hearsay

¶ 152.2.1 Specification

A specification of an involved application or patent is admissible as evidence only to

prove what the specification or patent describes. If there is data in the specification

upon which a party intends to rely to prove the truth of the data, an affidavit by an

individual having first-hand knowledge of how the data was generated (i.e., the

individual who performed an experiment reported as an example in the specification)

must be filed. This individual may be cross examined.

¶ 152.2.2 Laboratory notebooks

Lab notebooks generally do not fall within the business records exception or the

catchall exception. Chen v. Bouchard, 347 F.3d 1299, 1308 & n.2, 68 USPQ2d 1705,

1711 & n.2 (Fed. Cir. 2003).
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¶ 153 Certification of Office records

Records of the United States Patent and Trademark Office are deemed to be self-

authenticating within the meaning of Fed. R. Evid. 902(4), provided the record is

available to each party in the proceeding. Parties generally have an opportunity to

obtain copies of the involved and benefit files for the contested case.

¶ 154 Form of evidence

¶ 154.1 Records of the Office

¶ 154.1.1 Must be submitted as an exhibit

Records of the United States Patent and Trademark Office, including affidavits filed

during examination, are not automatically part of the record before the Board. The first

party seeking to rely on the record must submit a copy of the record as an exhibit. As

with other exhibits, the opponent will have an opportunity to object to the exhibit. In the

case of an affidavit filed during examination, the opponent may cross examine the

affiant.

¶ 154.1.2 Reliance on a portion of a file

If a motion (or opposition or reply) relies on any document in the file of a patent or

application (including a specification), the entire document must be made an exhibit in

the contested case. Each document, however, should be a separate exhibit. Do not

submit an entire application file as a single exhibit. A document that is not discussed in

the motion (or opposition or reply) must not be filed.
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¶ 154.2 Exhibit labels

¶ 154.2.1 Unique and consecutive

Each exhibit from a party must be uniquely and consecutively numbered within the

range the Board assigns to the party for the proceeding.

Unless otherwise provided in an order, the party named last in the caption set in the

declaration is assigned the range 1001-1999, while the first-named party is assigned

2001-2999.

¶ 154.2.2 Material covered on first page

If an exhibit label covers important material on the first page of an exhibit, a copy of

the first page of the exhibit must be reproduced and presented as page 1-a of the

exhibit.

¶ 154.3 Filing of exhibits

¶ 154.3.1 Electronically

See SO ¶ 105.2.

¶ 154.3.2 In paper

A set of original exhibits must be filed in a box, an accordion folder, or a comparable

folder containing the exhibits in numerical order, separated by a divider that

conspicuously identifies each exhibit by number.

If any party requests oral argument, three (3) separate additional sets of exhibits

must also be filed; otherwise, one (1) additional set of exhibits must be filed.
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¶ 154.3.3 Repeated submission of the same exhibit

Multiple copies of the same exhibit with different exhibit numbers from the same

party are prohibited. Bd.R. 7(b).

¶ 154.4 Exhibit list

A current list must be served whenever evidence is served.

The exhibit list must be filed with the exhibits.

¶ 154.5 Evidence on DVD digital disc

Use of a DVD digital disc [DVD] may be appropriate to present some evidence, such

as video of a deposition or of an experiment. The Board may also require live

testimony before the Board.

¶ 154.5.1 Transcript of deposition

A DVD of a deposition may be filed in addition to, but not instead of, a text transcript

of the deposition. Ordinarily the proponent of the direct testimony is responsible for

filing the transcript regardless of which party is filing the DVD. Bd.R. 157(f).

¶ 154.5.2 Format

¶ 154.5.2.1 MPEG-2 encoded DVD R media

The Board will not consider a DVD that does not operate on Board equipment. The

Board has equipment to operate a DVD properly encoded in MPEG-2 format on DVD R

media. The DVD must be indexed (e.g., title and chapter numbers) so that reference to

and viewing of a particular portion of the video may be made. Any references to a DVD

exhibit must specifically refer to a particular portion in the DVD (e.g., title number and

chapter number), analogous to citing a specific particular page and line number in a text
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transcript. Four copies of the DVD must be filed. One copy of the DVD must be served

on all opponents.

¶ 154.5.2.2 Deposition DVD

A deposition DVD must show only the head and upper torso of the witness. Except

for breaks, the DVD must contain the entire deposition of the witness. For example, the

DVD should show whether the witness took a long time to answer a particular question

or had to review documents unless review of documents takes place off the record

during a break.

¶ 154.5.3 Costs

A party recording an experiment or other event, including a deposition, is

responsible for all costs of preparing the DVD. The proponent of the direct testimony

remains responsible for the other reasonable costs of the deposition, including any

court reporter and required transcripts. Bd.R. 157(f). If a party records a deposition,

but subsequently decides not to file the DVD prepared, another party may cause the

DVD to be prepared and must assume responsibility for the costs of having the DVD

prepared. The parties may agree to divide the costs of preparing a DVD in any

proportion.

¶ 154.5.4 Notice of intent to video-record cross examination

A party that intends to prepare a DVD of cross-examination must file and serve a

notice of intent to prepare a DVD on each opponent before the date of the cross

examination. The timing of the notice depends on which party intends to video-record

the cross examination—
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ý If the proponent of the direct testimony, notice must be served at least five
(5) business days before the cross examination; else

ý If the opponent, notice must be served at least three (3) business days
before the cross examination.

¶ 155 Challenging admissibility

¶ 155.1 Objections

¶ 155.1.1 Objecting to served evidence

An objection to the admissibility of evidence must not be filed except as part of a

motion to exclude.

¶ 155.1.2 Waiver of untimely objections

If an objection could have been made before the filing of supplemental evidence

and an objection was not made, the objection is waived.

¶ 155.1.3 Responding to an objection

No immediate response to an objection is required other than the filing of

supplemental evidence in response to the objection if the proponent of the evidence

chooses to do so. Any attack on the correctness of an objection must come in

response to a motion to exclude based on the objection. Any other response to an

objection is neither necessary nor desirable.

¶ 155.1.4 Serving supplemental evidence

Supplemental evidence responding to an objection to the admissibility of evidence

must not be filed until it is used as an exhibit.
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¶ 155.2 Motion to exclude evidence; motion in limine

¶ 155.2.1 Form of motion

As with other motions seeking a procedural remedy, motions to exclude and in

limine are miscellaneous motions. Bd.R. 121(a)(3); SO ¶ 123.

¶ 155.2.2 Content

A motion to exclude evidence must—

ý identify where in the record the objection was originally made,

ý identify where in the record the evidence to be excluded was relied upon
by an opponent, and

ý address objections to exhibits (in whole or in part) in exhibit numerical
order.

When a timely objection has been made (see SO ¶ 155.1), no conference call is

necessary to file a motion to exclude.

¶ 155.3 Time to file objections and motions to exclude

Times for filing objections and for filing and serving motions to exclude are set in the

order setting times for motions. Generally, the order will set a later date for filing of

objections and motions to exclude than the default time for a miscellaneous motion set

in the rule because supplemental evidence may cure any defect in the evidence.

¶ 156 Compelled testimony and production

¶ 156.1 Form of motion

A miscellaneous motion under Bd.R. 156(a) must comply with the requirements for a

miscellaneous motion, Bd.R. 121(a)(3), SO ¶ 123, and must be filed sufficiently in
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advance that any authorized testimony can be served with the motion, opposition or

reply it is intended to support.

¶ 156.2 Alternative procedures for compelled testimony

If a motion to compel testimony is granted, testimony may be—

ý ex parte, subject to subsequent cross examination, or

ý inter partes.

In moving for, or opposing, such testimony, the parties should discuss which procedure

is appropriate.

¶ 156.3 Admissibility of compelled testimony and production

Compelled testimony and production will only be admitted to the extent the Board

has authorized. Significant deviation from the Board-authorized scope may result in

sanctions.

¶ 157 Direct testimony; cross examination

¶ 157.1 Direct testimony as affidavit

Direct testimony, other than compelled testimony, must be in the form of an affidavit.

Bd.R.157(a). "Affidavit" is defined to include a declaration or ex parte deposition.

Bd.R. 2.

¶ 157.2 Required paragraph for affidavits

Affiants have been known to announce belatedly that appearing for cross

examination at a reasonable time and place in the United States might not be possible.

Consequently, the following paragraph must be included on the signature page of all
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affidavits to prevent surprise and hardship to the party relying on the testimony of the

witness:

In signing this [affidavit], I understand that the [affidavit] will be filed as
evidence in a contested case before the Board of Patent Appeals and
Interferences of the United States Patent and Trademark Office. I
acknowledge that I may be subject to cross examination in the case and
that cross examination will take place within the United States. If cross
examination is required of me, I will appear for cross examination within
the United States during the time allotted for cross examination.

¶ 157.3 Cross examination

The party relying on an affiant must make the affiant available for cross

examination; otherwise, the affidavit may be excluded. The parties must confer to

reach agreement on reasonable times, dates, and locations for cross examination of

witnesses.

¶ 157.3.1 Start date

Unless the parties otherwise agree, cross examination of an affiant may begin no

earlier than twenty-one (21) days after service of the affidavit.

¶ 157.3.2 End date

Unless the parties otherwise agree,

ý Cross examination of an affiant relied upon in a motion other than a
miscellaneous motion must occur at least ten (10) days before the
opposition to the motion is due.

ý Cross examination of an affiant relied upon in an opposition to a motion
other than a miscellaneous motion must take place at least ten (10) days
before a reply is due.
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¶ 157.3.3 Notice of cross examination

Since cross examination builds on testimony that has already been served, the

notice requirement is simplified.

The party seeking the cross examination (rather than the proponent of the

testimony) prepares the notice requesting cross examination. The notice must be

served at least two business days before cross examination, but must not be filed

(except as an exhibit to a miscellaneous motion, SO ¶ 123, in the event of a dispute).

The notice must identify the time and place of the deposition, but not the other items

required under Bd.R. 157(c)(4).

¶ 157.3.4 Live testimony

Cross-examination might be ordered to take place in the presence of an

administrative patent judge. Examples of where such testimony has been ordered

include contested cases where inventorship, derivation, or inequitable conduct has

been an issue; where testimony has been given through an interpreter; or where close

supervision is warranted.

¶ 157.4 Order of cross examination

While a party requesting cross examination may choose the order of the witnesses,

Bd.R.157(c)(2), the order must be reasonable.

¶ 157.5 Cross examination guidelines

The Cross Examination Guidelines appended to the Standing Order apply to all

cross examination in this contested case.
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¶ 157.6 Transcript

¶ 157.6.1 Proponent responsible

The proponent of the direct testimony is responsible for securing the services of a

court reporter and providing a copy of any transcript to every opponent.

¶ 157.6.2 Filing transcript

An uncertified copy of each deposition transcript must be filed as an exhibit. A

certified transcript of testimony need not be filed unless required by the Board.

¶ 157.7 Observations on cross examinations

Cross examination may occur after a party has filed its last substantive paper on an

issue (e.g., after the reply). Such cross examination may result in testimony that should

be called to the Board's attention but does not merit a motion to exclude. The Board

may authorize the filing of observations to identify such testimony and responses to

observations. In practice, few parties file observations.

The party taking the cross examination files the observations. The opposing party

may file a response to an observation. The opposing party may not file observations

without express prior authorization.

An observation must be a concise statement of the relevance of precisely identified

testimony to a precisely identified argument or portion of an exhibit (including another

part of the same testimony). Any response should be equally concise. An observation

(or response) is not an opportunity to raise new issues, to re-argue issues, or to pursue

objections. Each observation should be in the following form:

In exhibit _, on page _, lines_, the witness testified _. This testimony is relevant
to the _ on page _ of _. The testimony is relevant because _.
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The entire observation should not exceed one short paragraph. The Board might

refuse entry of excessively long or argumentative observations (or responses).

¶ 158 Expert testimony; tests and data

¶ 158.1 Expert testimony

¶ 158.1.1 Basis for testimony must be provided

Each affidavit expressing an opinion of an expert must disclose the underlying facts

or data upon which the opinion is based. Bd.R. 152; Fed. R. Evid. 705. Opinions

expressed without disclosing the underlying facts or data may be given little, or no,

weight.

¶ 158.1.2 Expert testimony on patent law

Affidavits of patent law experts on issues of law generally will not be admitted in

evidence.

¶ 158.2 Tests and data

¶ 158.2.1 Explanation

Explanation of tests or data must come in the form of an affidavit, preferably

accompanied by citation to relevant pages of standard texts (which should be filed as

exhibits). In addition to providing the explanation required in Bd.R. 158(b), the

proponent of the test evidence should provide any other information it believes would

assist the Board in understanding the significance of the test or the data.
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¶ 200 Interference procedure

¶ 200.1 Patent claim scope

Every claim before the Board, including a patent claim, is given the broadest

reasonable scope consistent with the disclosure with which the claim appears.

¶ 200.2 Pendency

Requests for a stay or an extension are viewed with strong disfavor. Delay in one

part of an interference may result in shortening of another part of an interference. An

applicant may be required to disclaim patent term for a period related to the delay.

¶ 203 Suggesting another interference; adding an application or a
patent

¶ 203.1 Suggesting another interference

Occasionally the declaration of another interference between the same parties or a

subset of the parties may be appropriate, for instance, because it would be more faster,

less expensive, or more fair. A suggestion to declare another interference must be in

the form of a miscellaneous motion. Bd.R. 121(a)(3); SO ¶ 123. The motion must

comply with the requirements of Bd.R. 202(a). The motion must certify that each

opponent has been served with a copy of the application file for the applications or

patents that would be involved in the new interference.

¶ 203.2 Adding an application or a patent

A suggestion to add an application or patent to an interference must be in the form

of a miscellaneous motion. Bd.R. 121(a)(3); SO ¶ 123. The motion must—

PETITIONER'S EXHIBITS Exhibit 1095 Page 69 of 1849



58

ý Identify the application or patent to be added;

ý Certify that a complete copy of the application file for the application or
patent has been served on all opponents;

ý Indicate which claims of the patent or application should be designated as
corresponding to the count (and if there is more than one count, which
count); and

ý Explain whether there are alternative remedies; if so, why alternative
remedies are not adequate; and what attempts, if any, have been made to
have the examiner recommend declaration of another interference
involving the application or patent sought to be added to the interference.

¶ 204 Motions list

The motions list is a tool for planning the course of the proceeding, eliminating

unnecessary costs and delay, and avoiding abusive practices. All substantive and

anticipated responsive motions must be listed on the motions list. No substantive

motions or responsive motions may be filed without prior Board authorization. If the

need for an unlisted motion arises, the movant should initiate a conference call to

obtain such authorization.

¶ 205 Settlement agreements

¶ 205.1 Notice under 35 U.S.C. 135(c)

Notice is hereby given of the requirement of 35 U.S.C. 135(c) for filing in the Office a

copy of any agreement "in connection with or in contemplation of the termination of the

interference."
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¶ 205.2 Petitions under 35 U.S.C. 135(c)

The Chief Administrative Patent Judge decides petitions for acceptance of untimely

filed agreements and petitions for access to agreements. A petition under § 135(c)

must be formatted as a miscellaneous motion, Bd.R. 121(a)(3), SO ¶ 123, and served

on all parties, Bd.R. 106(e), but no prior Board authorization is required.

¶ 206 Common interests in the invention

The Board generally relies on assignment records of the United States Patent and

Trademark Office (SO ¶ 9) and notices of real parties-in-interest to determine whether

common interests in involved cases may require judgment under Bd.R. 206. Failure to

notify the Board promptly of a common interest may lead to sanctions, including

adverse judgment. Bd.R. 128.

¶ 207 Applicability of prior art

Prior art asserted against an opponent's involved claims is presumed to render the

movant's involved claims unpatentable as well. Even if the movant does not adequately

contest the presumption, however, the Board may exercise its discretion not to hold the

movant's claims unpatentable if in deciding the motion the Board determines the

presumption is not appropriate.
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¶ 208 Specific substantive motions

The following subparagraphs provide procedural guidance on the necessary content

of substantive and responsive motions. Motions must, however, also be substantively

sufficient. Thus, even perfect compliance with this guidance does not assure that a

movant will satisfy its burden of proof.

¶ 208.1 Obviousness

When obviousness (35 U.S.C. 103) is the basis for a motion for judgment, if a

reference does not teach or suggest a limitation, that fact must be explicitly identified as

a difference in the statement of material facts. The argument portion of the motion

must account for the difference.

An explanation must be made in the body of the motion (not an appendix) why the

subject matter of the claim, as a whole, would have been obvious to a person having

ordinary skill in the art notwithstanding any difference.

Proving subject matter is not obvious

Proving that subject matter is not obvious may require a negative proof: that no prior

art in combination with the subject matter of the count render the claimed subject matter

obvious. A party may be able to satisfy its burden of production with testimony from a

knowledgeable witness certifying that there is no known prior art that would have

overcome the differences between the subject matter of the count and the subject

matter of the claim.

¶ 208.2 Adding or substituting a count

A motion to add or substitute a count must—
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ý Propose a new count.

ý Show why the new count is patentably distinct from every other count the
movant believes should remain.

ý For each of movant's claims, show why the claim does or does not
correspond to the proposed new count. Bd.R. 207(b)(1). If none of
movant's claims would correspond, then contingently move to add no
more than one claim that would correspond (SO ¶ 208.5.1).

ý For each opponent's claim that movant believes should correspond to the
count, show why the claim corresponds to the proposed new count. If no
claim of an opponent would correspond, then contingently move to add no
more than one claim to the opponent's involved application or patent.

Accorded benefit

The motion must show why the movant should be accorded any benefit for the

proposed count.

The opponent will be presumed to be entitled to its earliest accorded benefit for a

proposed count. The movant may overcome this presumption by showing in the motion

why the opponent should not be accorded benefit of an earlier application with respect

to the proposed count.

¶ 208.3 Claim correspondence

A change in claim correspondence requires comparison of the claim to a count.

See Bd.R. 121(e).

¶ 208.3.1 Designating a claim as corresponding

A motion to have a claim designated as corresponding to a count must show why

the subject matter of the count, if treated as prior art, would have anticipated or

rendered obvious the subject matter of the claim. Bd.R. 207(b)(2).
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If no clean or annotated copy of the claim has been filed, then a clean copy, and

where applicable an annotated copy, of the claim must be filed as an appendix to the

motion. SO ¶ 110.

A movant seeking to have its own claim designated as corresponding to a count

may stipulate that the claim corresponds to the count. The Board is not bound to

accept the stipulation. For instance, a stipulation of correspondence that constitutes

the sole basis for maintaining an interference-in-fact might be viewed with some

skepticism.

¶ 208.3.2 Designating a claim as not corresponding

A motion to have a claim designated as not corresponding to a count must show

why the subject matter of the count, if treated as prior art, would not have anticipated or

rendered obvious the subject matter of the claim. Bd.R. 207(b)(2).

A movant may not seek to have all of a party's claims designated as not

corresponding to the count. Instead, such relief should be sought by way of a motion

for judgment of no interference-in-fact.

¶ 208.4 Benefit motions

¶ 208.4.1 For additional accorded benefit

A motion to be accorded the benefit of an application for a particular count must—

ý Certify that a copy of the application has been served on each opponent.
See Bd.R. 154(b) (requiring certified translation of documents not in
English).

ý If the application was originally filed in the United States Patent and
Trademark Office, certify that a complete copy of the application file has
been served on each opponent.
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ý Show that the application includes at least one constructive reduction to
practice of the count. Bd.R. 201 ("Constructive reduction to practice").

¶ 208.4.2 Attacking accorded benefit

A motion to attack the benefit of an application accorded for a count must explain

why the application does not provide a constructive reduction to practice for the count.

Bd.R. 201 ("Constructive reduction to practice").

¶ 208.5 Responsive motions

¶ 208.5.1 Adding a claim

The claim may only be added to an involved application or patent. Note the

requirement under Bd.R. 110(c) to provide clean and annotated copies of the claim.

Adding a patent claim generally requires the filing of a reissue application. If the claim

is to be added to the movant's application or patent, an amendment (or if necessary a

reissue application, see SO ¶ 208.5.4) must be filed with the motion. A motion to add a

claim must—

ý Show the written description for the claim in the disclosure of the involved
application or patent to which it would be added.

ý Certify that the movant is not aware of any reason why the claim is not
patentable.

A certification that is inconsistent with the prosecution history of an involved or benefit

file will be accorded no weight unless the inconsistency is explained. Similarly, if a

claim is added to overcome a patentability problem raised in a motion, the motion to

add the claim must explain why the proposed claim would overcome the problem.

A motion to add a claim must also comply with the requirements of 37 C.F.R. § 1.75

to the extent they are consistent with the Standing Order. No more than one claim may
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be added in response to a motion unless the Board expressly authorizes the addition of

more claims.

A claim will not be added if it does not correspond to a count. Correspondence may

be stipulated for the movant's claim, but must be shown for an opponent's claim. A

showing of claim correspondence requires comparison of the claim to a count. See

Bd.R. 121(e).

Opposing a motion to add a claim to an opponent's involved application or patent

If the movant is seeking to add a claim to an opponent's involved application or

patent, the opponent may oppose on the basis that the claim is not patentable to the

opponent. If the motion is granted, the opponent must add the claim. Failure to add

the claim will be treated as a concession that the subject matter of the claim is not

patentable to the opponent. Cf. In re Ogiue, 517 F.2d 1382, 1390, 186 USPQ 227, 235

(CCPA 1975) (refusal to add claim to permit interference treated as concession).

¶ 208.5.2 Amending a claim

To ensure clarity in the record, amendment of claims is not permitted. Instead, a

party may cancel the existing claim and add a new claim as provided above. SO

¶ 208.5.1.

¶ 208.5.3 Substituting an application of the movant

Occasionally it may be necessary to substitute an application for an involved

application or patent. For example, the application may be necessary to support an

added claim or to provide a better basis for seeking an earlier accorded benefit. A

motion to substitute an application must—
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ý Identify the application.

ý Certify that a complete copy of the application file has been served on
each opponent.

¶ 208.5.4 Adding a reissue application

A motion to add the movant's own reissue application must stipulate that every

added claim (compared to the original patent) corresponds to a count in the

interference. If the reissue application has not been filed in the Office, it must be filed

directly with the Board. The Board will see that a filing receipt is promptly issued. Filing

directly with the Board avoids processing delays that might prevent consideration of the

motion to add the reissue application. The motion must—

ý Certify that a complete copy of the reissue application file has been
served on each opponent.

ý Make the showings required for adding a claim (SO ¶ 208.5.1).

Ordinarily, the filing of a reissue application in itself will not precipitate a change in

the accorded benefit. If the movant believes that addition of the reissue application

would entitle it to different accorded benefit, it should file a contingent motion to change

the accorded benefit (SO ¶ 208.4).

¶ 208.6 Priority

A party seeking judgment on the basis of priority must file a substantive motion

seeking such relief. Bd.R. 121(a)(1)(iii).

When diligence is an issue in priority, the priority motion must include as an

appendix a diligence chart. The diligence chart must (1) list all days from the beginning

of diligence through the end of diligence, (2) state what happened on each day, and
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(3) cite the page and line of the motion on which the listed day is discussed. In a case

where the invention is "B", an example would be:

Monday, April 5, 2004
Tuesday, April 6, 2004
Wednesday, April 7, 2004
Thursday, April 8, 2004
Friday, April 9, 2004
Saturday, April 10, 2004
Sunday, April 11, 2004
Monday, April 12, 2004
Tuesday April 13, 2004
Wednesday, April 14, 2004

Ordered chemical C
Waited for chemical C
Chemical C arrived
Used chemical C to make "A"
Sick--not at work
Weekend
Weekend
Scheduled vacation
Scheduled vacation
Used "A" to make "B"

p. 17, lines 4-7
p. 17, lines 4-7
p. 17, lines 4-7
p. 17, lines 7-8
p. 17, lines 18-24
p. 18, lines 2-8
p. 18, lines 2-8
p. 18, lines 2-8
p. 18, lines 2-8
p. 17, lines 9-15

Every date gap in the diligence showing must be explained. The fact that there is a

gap does not per se establish lack of reasonable diligence. The fact that there is no

gap does not per se establish reasonable diligence.

¶ 208.7 Inequitable conduct

A motion alleging inequitable conduct must make out a facially sufficient case of

inequitable conduct or fraud. Additional discovery (Bd.R. 150(c)) or a request to take

testimony (Bd.R. 156), asserted to be necessary to make out a facially sufficient case,

will rarely be authorized. An allegation of inequitable conduct or fraud that fails to make

out a facially sufficient case may result in sanctions or a referral to the Office of

Enrollment and Discipline.

/Michael R. Fleming/
Chief Administrative Patent Judge

Board of Patent Appeals
and Interferences

Trial Division

/Marc L. Caroff/
Administrative Patent Judge

/William F. Pate, III/
Administrative Patent Judge
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/John C. Martin/
Administrative Patent Judge

/Fred E. McKelvey/
Senior Administrative Patent Judge

/Richard E. Schafer/
Administrative Patent Judge

/Teddy S. Gron/
Administrative Patent Judge

/Jameson Lee/
Administrative Patent Judge

/Adriene Lepiane Hanlon/
Administrative Patent Judge

/Richard Torczon/
Administrative Patent Judge

/Hubert C. Lorin/
Administrative Patent Judge

/Carol A. Spiegel/
Administrative Patent Judge

/Romulo H. Delmendo/
Administrative Patent Judge

/Sally Gardner Lane/
Administrative Patent Judge

/Sally C. Medley/
Administrative Patent Judge

/Michael P. Tierney/
Administrative Patent Judge

/James T. Moore/
Administrative Patent Judge

/Linda R. Gaudette/
Administrative Patent Judge

/Mark Nagumo/
Administrative Patent Judge
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APPENDIX OF FORMS

Form 1. Standard caption for an interference

Filed on behalf of:
[Name of filing party] Paper No. [leave blank]

By: [Name of lead counsel]
[Name of backup counsel]
[Street address]
[City, State, and ZIP Code]
[Telephone number]
[Facsimile number]
[Electronic mail address]

UNITED STATES PATENT AND TRADEMARK OFFICE
_______________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

_______________

[Name of junior party]
([Involved application or patent number])

Junior Party,

v.

[Name of Senior party]
([Involved application or patent number])

Senior Party.
_______________

Patent Interference [interference number] ([APJ initials])
________________

[TITLE OF PAPER]
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Form 2. Typical schedule for motions other than interference priority

Times shown from date of order.

The parties may typically change these six times by stipulation
TIME PERIOD 1 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 6

File substantive motions
File (but serve one week later) priority statements

TIME PERIOD 2 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 9
File responsive motions to motions
filed in TIME PERIOD 1

TIME PERIOD 3 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 15
File oppositions to all motions

TIME PERIOD 4 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 21
File replies

TIME PERIOD 5 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 27
File request for oral argument
File motions to exclude
File observations

TIME PERIOD 6 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 30
File oppositions to motions to exclude
File response to observations

The parties cannot change these three times by stipulation
TIME PERIOD 7 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 32

File replies to oppositions to motions to exclude

TIME PERIOD 8 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 33
File exhibits
File sets of motions

TIME PERIOD 9 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 35
Present oral argument
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Form 3. Typical schedule for priority motions in an interference

Times shown from date of order.

The parties may typically change these six times by stipulation
TIME PERIOD 11 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 6

Junior party only file priority brief and serve
(but do not file) priority evidence

TIME PERIOD 12 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 12
Senior party only file priority brief and serve
(but do not file) priority evidence

TIME PERIOD 13 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 18
File opposition to priority briefs
Serve (but do not file) opposition evidence

TIME PERIOD 14 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 24
File reply
Serve (but do not file) reply evidence

TIME PERIOD 15 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 30
Request hearing
File list of issues to be considered
File observations
File motion to exclude

TIME PERIOD 16 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 33
File response to observations
File opposition to motion to exclude

The parties cannot change these three times by stipulation
TIME PERIOD 17 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 35

File reply to opposition to motion to exclude

TIME PERIOD 18 (Last Time) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 36
File and serve the exhibits
File sets of priority motions

TIME PERIOD 19 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . Week 38
Present oral argument
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Form 4. File copy request

FILE COPY REQUEST
Contested Case No. [Contested Case number]

Attach a copy of sections E and F of the DECLARATION to this REQUEST. On
the copy, circle each patent and application that you are requesting.

Include the following information to facilitate processing of this REQUEST:

1. Charge fees to USPTO Deposit Account No. ____________________________

2. Complete address, including street, city, state, zip code and telephone number
(do not list a Post Office box because file copies are sent by commercial
overnight courier).

3. Telephone, including area code: ______________________________________
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APPENDIX: CROSS EXAMINATION GUIDELINES

Introduction
Cross examination can be a useful tool for determining the facts in a case. In

contested cases, direct testimony is usually presented by affidavit, Bd.R. 157(a), while
cross examination occurs by oral deposition. Bd.R. 157(b).

Cross examination should be a question-and-answer conversation between the
examining lawyer and the witness. The defending lawyer must not act as an
intermediary, interpreting questions, deciding which questions the witness should
answer and helping the witness formulate answers. The witness comes to the cross
examination to be questioned. It is the witness, and not the lawyer, who is testifying.

The cross-examination guidelines below are essentially the deposition guidelines set
out in Hall v. Clifton Precision, 150 F.R.D. 525 (E.D. Pa. 1993) (Gawthrop, J.) The only
significant difference, which results from Bd.R. 157(e)(4), is that certain objections must
be noted on the record.

Failure to adhere strictly to these guidelines may be a basis for a sanction under
Bd.R. 128, which could include a requirement that the witness, on very short notice,
may be directed to appear before the Board or elsewhere, as may be appropriate,
coupled with any appropriate award of compensatory damages under Bd.R. 128(b)(6).
In addition, cross examination undertaken contrary to these guidelines may result in
exclusion of an affidavit from evidence or in the assignment of little, if any weight, to the
direct testimony of a witness who was cross examined.

Guideline [1]
At the beginning of a cross examination, the party conducting the cross examination

must instruct the witness on the record to ask deposing counsel, rather than the
witness's own counsel, for clarifications, definitions or explanations of any words,
questions or documents presented during the cross examination. The witness must
follow these instructions.

Guideline [2]
A party may not direct or request that a witness not answer a question unless:
(a) a party has objected to the question on the ground that the answer would:

(1) reveal privileged material or
(2) violate a limitation the Board has imposed and

(b) counsel immediately places a conference call to the Board official assigned to
the contested case asking for a ruling on the objection.

Under these circumstances, (i) the cross examination shall be suspended, (ii) the
conference call immediately shall be placed to the Board official assigned to the
contested case, and (iii) all counsel must be prepared to explain their respective
positions during the call. The court reporter for the cross examination shall be available
to record the conference call and to read back questions to which an objection has
been made.
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With respect to this guideline, the following observation by Judge Gawthrop, 150 F.R.D. at 530 n.10, is
1

highly relevant:
I also note that a favorite objection or interjection of lawyers is, "I don't understand

the question; therefore the witness doesn't understand the question." This is not a proper
objection. If the witness needs clarification, the witness may ask the deposing lawyer for
clarification. A lawyer's purported lack of understanding is not a proper reason to interrupt a
deposition. In addition, counsel are not permitted to state on the record their interpretations of
questions, since those interpretations are irrelevant and often suggestive of a particularly
desired answer.
By way of example, the following comments by defending counsel generally are viewed as suggesting

an answer to a witness:
(a) Objection, vague.
(b) Objection to the form of the question.
(c) Take your time in answering the question.
(d) Look at the document before you answer.
(e) Counsel, do you want to show the witness the document?

The term "witness-clients" in the context of this guideline includes all witnesses who are employed by,
2

or otherwise under the control of, the real party-in-interest, including retained expert witnesses, as well as the
individual or individuals named in the caption of the contested case. With respect to this guideline, the
following observation by Judge Gawthrop, 150 F.R.D. at 528, is highly relevant:

The fact that there is no judge in the room to prevent private conferences does not mean that
such conferences should or may occur. The underlying reason for preventing private
conferences is still present: they tend, at the very least, to give the appearance of obstructing
the truth.

73

If the Board cannot be reached, then the party directing a witness not to answer
shall within two (2) business days file with the Board (and not to the Office Mail Room
or any other part of the Office) a miscellaneous motion seeking relief. Bd.R. 121(a)(3),
SO ¶ 123. Any opposition must be filed within two (2) business days of service of the
motion. While a reply can be filed, the motion will likely be decided before the reply is
filed.

Guideline [3]
Counsel must not make objections or statements that even remotely suggest an

answer to a witness. Any objection to evidence during cross examination must be
stated concisely and in a non-argumentative and non-suggestive manner and must
include the legal basis for the objection. Examining counsel must not address the
correctness of an objection, but may instead continue with questions to the witness, the
objection having been noted on the record as required under Bd.R. 157(e)(4).1

Guideline [4]
Counsel and their witness-clients shall not engage in private, off-the-record

conferences during cross examinations or during breaks or recesses, except for the
purpose of deciding whether to assert a privilege.2
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Guideline [5]
Any conferences that occur pursuant to, or in violation of, guideline [4] are a proper

subject for inquiry by deposing counsel to ascertain whether there has been any
witness-coaching and, if so, the nature of that coaching.

Guideline [6]
Any conferences that occur pursuant to, or in violation of, guideline [4] shall be

noted on the record by the counsel who participated in the conference. The purpose
and outcome of the conference shall also be noted on the record.

Guideline [7]
Counsel taking cross-examination shall provide to defending counsel a copy of all

documents shown to the witness during the cross examination. The copies shall be
provided either before the cross examination begins or contemporaneously with the
showing of each document to the witness. The witness and defending counsel do not
have a right to discuss documents privately before the witness answers questions about
the documents.
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APPENDIX: INDEX OF TIMES

Times running from initiation/declaration

Notice of lead and backup counsel (Bd.R. 108(b)) . . . . . . . . . . . . . . . . . . . . . . . 14 days

Clean copy of claims (Bd.R. 110(a)) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 14 days

Notice of real party-in-interest (SO ¶ 8.1) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 14 days

Notice of related proceedings (SO ¶ 8.2) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 14 days

Request for file copies (SO ¶ 109.1) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 14 days

Annotated copy of claims (Bd.R. 110(b)) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 28 days

Notice of confidential information (SO ¶ 6.2) . . . . . . . . . . . . . . . . . . . . . . . . . . 2 months

Initial settlement conference (SO ¶ 126.2) . . . . . . . . . . . . . . . . . . . . . . . . . . . . 3 months

Default times before a triggering event

Filing of motions list (SO ¶ 104.2.1) before conference . . . . . . . . . . . . 4 business days

Service of demonstrative exhibit before oral argument (Bd.R. 124(d)) . 5 business days

Notice of transcription before oral argument (SO ¶ 124.5) . . . . . . . . . . . 1 business day

End of cross examination before opposition or reply (SO ¶ 157.3.2) . . . . . . . . . 10 days

List of documents and things for cross examination
before conference call (Bd.R. 157(c)(3)) . . . . . . . . . . . . . . . . . . . . . 3 business days

Notice of deposition before deposition (Bd.R. 157(c)(4)) . . . . . . . . . . . 2 business days

Conference call regarding interpreter before deposition (Bd.R. 157(d)) 5 business days
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Default times after a triggering event

Notice of change in real party-in-interest (Bd.R. 8(a)(1)) . . . . . . . . . . . . . . . . . . 20 days

Notice of change in related proceedings (Bd.R. 8(a)(2)) . . . . . . . . . . . . . . . . . . 20 days

Notice of missing or incomplete copies (Bd.R. 109(c)) . . . . . . . . . . . . . . . . . . . . 21 days

Notice of change in counsel (SO ¶ 108) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 14 days

Service of requested automatic discovery materials (Bd.R. 150(b)(1)) . . . . . . . 21 days

Objection to admissibility of evidence (Bd.R. 155(b)(1)) . . . . . . . . . . . . 5 business days

Service of supplemental evidence (Bd.R. 155(b)(2)) . . . . . . . . . . . . . 10 business days

Start of cross examination of affiant after service of affidavit (SO ¶ 157.3.1) . . . 21 days

Opposition to motion (other than miscellaneous motion) (Bd.R. 123(a)(1)) . . . . 30 days

Reply to opposition (other than miscellaneous motion) (Bd.R. 123(a)(2)) . . . . . 30 days

Responsive motion (Bd.R. 123(a)(3)) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 30 days

Opposition to miscellaneous motion (Bd.R. 123(b)(2)(i)) . . . . . . . . . . . 5 business days

Reply to opposition to miscellaneous motion (Bd.R. 123(b)(2)(ii)) . . . . 3 business days

Request oral argument (Bd.R. 124(a)) . . . . . . . . . . . . . . . . . . . . . . . . . 5 business days

Request for rehearing of decision (Bd.R. 125(c)(1)) . . . . . . . . . . . . . . . . . . . . . . 14 days

Identification of arbitrator after arbitration agreement (Bd.R. 126(a)(3)(iii)) . . . . 30 days

Copy of executed arbitration agreement (Bd.R. 126(b)(4)) . . . . . . . . . . . . . . . . . 20 days

Arbitration award after date of award (Bd.R. 126(d)(4)) . . . . . . . . . . . . . . . . . . . 20 days

Settlement conference after substantive motions decision (SO ¶ 126.3) . . . . . 2 months

Request for rehearing of judgment (Bd.R. 127(d)) . . . . . . . . . . . . . . . . . . . . . . . 30 days

Notice of judicial review (Bd.R. 8(b)) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 20 days
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Ó·½¸¿»´ Þò Ú»·²ô ½¿² ¾» ½±²¬¿½¬»¼ ¿¬ ¬¸» ¿³» ¿¼¼®» ¿ ¹·ª»² ¿¾±ª»ò ïê 

Þ¿½µ«° Ô»¿¼ Ý±«²»´æïé 

Ó·½¸¿»´ Þò Ú»·² ïè 

Ì»´»°¸±²»æ øîïë÷ êêëóìêîî ïç 

Ú¿½·³·´»æ  øîïë÷ éðïóîîìê îð 

³º»·²à½±¦»²ò½±³ îï 

îî 

Î»°»½¬º«´´§ «¾³·¬¬»¼ô îí 

îì 

    ñÜ±®»»² Ç¿¬µ± Ì®«¶·´´±ñîë 

ÜÑÎÛÛÒ ÇßÌÕÑ ÌÎËÖ×ÔÔÑ îê 

Î»¹·¬®¿¬·±² Ò±ò íëôéïç îé 

Ô»¿¼ Ý±«²»´ º±® ß¼¿·® îè 

îç 

Ü¿¬»æ Ú»¾®«¿®§ ïêô îðïð íð 

íï 

Ý±¦»² Ñ�Ý±²²±® ÐòÝò íî 

ïçðð Ó¿®µ»¬ Í¬ò íí 

Ð¸·´¿¼»´°¸·¿ô Ðß ïçïðí íì 

Ì»´»°¸±²»æ øîïë÷ êêëóëëçí íë 

Ú¿½·³·´»æ øîïë÷ éðïóîððë íê 

¼¬®«¶·´´±à½±¦»²ò½±³ íé 
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óíó

Ý»®¬·º·½¿¬» ±º Í»®ª·½» 

Ì¸· ©·´´ ½»®¬·º§ ¬¸¿¬ ¿ ¬®«» ½±°§ ±º ¬¸· °¿°»® ©¿ »®ª»¼ ¬¸· ¼¿¬» ±² ¬¸» °¿®¬§ 

Ý¿®¬»® ¾§ Ú»¼»®¿´ Û¨°®» ±ª»®²·¹¸¬ ³¿·´ ¼·®»½¬»¼ ¬±æ 

   Í×ÜÔÛÇ ßËÍÌ×Òô ÔÔÐ 

   ß¬¬²æ  ÜÝ Ð¿¬»²¬ Ü±½µ»¬·²¹ 

   ïëðï Õ Í¬®»»¬ô ÒòÉò 

   É¿¸·²¹¬±²ô ÜÝ  îðððë 

Ü¿¬»æ  Ú»¾®«¿®§ ïêô îðïð  ñÜ±®»»² Ç¿¬µ± Ì®«¶·´´±ñ

      Ü±®»»² Ç¿¬µ± Ì®«¶·´´± 
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Ú·´»¼ ±² ¾»¸¿´º ±ºæ      ß¼¿·®  Ð¿°»® Ò±æÁÁÁÁÁÁ 

Þ§æ   Ü±®»»² Ç¿¬µ± Ì®«¶·´´±  

  Ó·½¸¿»´ Þò Ú»·² 

  Ý±¦»² Ñ�Ý±²²±® ÐòÝò 

  ïçðð Ó¿®µ»¬ Í¬ò 

  Ð¸·´¿¼»´°¸·¿ô Ðß ïçïðí 

  Ì»´»°¸±²»æ øîïë÷ êêëóëëçí 

  Ú¿½·³·´»æ øîïë÷ éðïóîððë 

  ¼¬®«¶·´´±à½±¦»²ò½±³ 

ËÒ×ÌÛÜ ÍÌßÌÛÍ ÐßÌÛÒÌ ßÒÜ ÌÎßÜÛÓßÎÕ ÑÚÚ×ÝÛ 

ÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁ 

ÞÛÚÑÎÛ ÌØÛ ÞÑßÎÜ ÑÚ ÐßÌÛÒÌ ßÐÐÛßÔÍ  

ßÒÜ ×ÒÌÛÎÚÛÎÛÒÝÛÍ 

ÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁ 

ÐßËÔ Öò ÝßÎÌÛÎ ßÒÜ ÔÛÑÒßÎÜ Ùò ÐÎÛÍÌß 

Ö«²·±® Ð¿®¬§ 

øÐ¿¬»²¬ êôìðéôîïí÷ô 

ªò 

ÖÑØÒ ÎÑÞÛÎÌ ßÜß×Îô Ü×ÔÖÛÛÌ Í×ÒÙØ ßÌØÉßÔô 

ßÒÜ ÖÑØÒ ÍÐÛÒÝÛÎ ÛÓÌßÙÛ 

Í»²·±® Ð¿®¬§ 

øß°°´·½¿¬·±² Ò±ò ïïñîèìôîêï÷ô 

Ð¿¬»²¬ ×²¬»®º»®»²½» Ò±ò ïðëôéìì 

øÌ»½¸²±´±¹§ Ý»²¬»® ïêðð÷ 

ßÜß×Î ÝÔÛßÒ ÝÑÐÇ ÑÚ ÝÔß×ÓÍ
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 Ð«®«¿²¬ ¬± Þ¼ò Îò ïïðø¿÷ ¿²¼ ÍÑ j ïïðô ¿ ½´»¿² ½±°§ ±º ¿´´ ¬¸» ½´¿·³ ½«®®»²¬´§ °»²¼·²¹ ï 

·² ËòÍò ß°°´·½¿¬·±² Í»®·¿´ Ò±ò ïïñîèìôîêï · »²½´±»¼ ¸»®»©·¬¸ò î 

Î»°»½¬º«´´§ «¾³·¬¬»¼ô í 

ì 

ë 

    ñÜ±®»»² Ç¿¬µ± Ì®«¶·´´±ñê 

ÜÑÎÛÛÒ ÇßÌÕÑ ÌÎËÖ×ÔÔÑ é 

Î»¹·¬®¿¬·±² Ò±ò íëôéïç è 

Ô»¿¼ Ý±«²»´ º±® ß¼¿·® ç 

ïð 

Ü¿¬»æ Ú»¾®«¿®§ ïêô îðïð ïï 

ïî 

Ý±¦»² Ñ�Ý±²²±® ÐòÝò ïí 

ïçðð Ó¿®µ»¬ Í¬ò ïì 

Ð¸·´¿¼»´°¸·¿ô Ðß ïçïðí ïë 

Ì»´»°¸±²»æ øîïë÷ êêëóëëçí ïê 

Ú¿½·³·´»æ øîïë÷ ðïóîððë ïé 

¼¬®«¶·´´±à½±¦»²ò½±³ïè 
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óíó

Ý»®¬·º·½¿¬» ±º Í»®ª·½» 

Ì¸· ©·´´ ½»®¬·º§ ¬¸¿¬ ¿ ¬®«» ½±°§ ±º ¬¸· °¿°»® ¿²¼ ¿¬¬¿½¸³»²¬ ©¿ »®ª»¼ ¬¸· ¼¿¬» 

±² ¬¸» °¿®¬§ Ý¿®¬»® ¾§ Ú»¼»®¿´ Û¨°®» ±ª»®²·¹¸¬ ³¿·´ ¼·®»½¬»¼ ¬±æ 

   Í×ÜÔÛÇ ßËÍÌ×Òô ÔÔÐ 

   ß¬¬²æ  ÜÝ Ð¿¬»²¬ Ü±½µ»¬·²¹ 

   ïëðï Õ Í¬®»»¬ô ÒòÉò 

   É¿¸·²¹¬±²ô ÜÝ  îðððë 

Ü¿¬»æ  Ú»¾®«¿®§ ïêô îðïð  ñÜ±®»»² Ç¿¬µ± Ì®«¶·´´±ñ

      Ü±®»»² Ç¿¬µ± Ì®«¶·´´± 

PETITIONER'S EXHIBITS Exhibit 1095 Page 104 of 1849



óìó

Ý´¿·³ îìæ ß ¸«³¿²·»¼ ¿²¬·¾±¼§ ½±³°®··²¹ ¿ ¸»¿ª§ ½¸¿·² ª¿®·¿¾´» ¼±³¿·² ½±³°®··²¹ ²±²óï 

¸«³¿² ½±³°´»³»²¬¿®·¬§ ¼»¬»®³·²·²¹ ®»¹·±² ¿³·²± ¿½·¼ ®»·¼«» ©¸·½¸ ¾·²¼ ¿² ¿²¬·¹»² ¿²¼ ¿ î 

¸«³¿² º®¿³»©±®µ ®»¹·±² ©¸»®»·² ¿·¼ º®¿³»©±®µ ®»¹·±² ½±³°®·» ¿ ²±²ó¸«³¿² ¿³·²± ¿½·¼ í 

«¾¬·¬«¬·±² ¿¬ ¿ ®»·¼«» »´»½¬»¼ º®±³ ¬¸» ¹®±«° ½±²·¬·²¹ ±º îíô îìô ìçô éïô éíô ¿²¼ éèô ¿²¼ ì 

½±³¾·²¿¬·±² ¬¸»®»±ºô ¿ ²«³¾»®»¼ ¿½½±®¼·²¹ ¬± Õ¿¾¿¬ò ë 

ê 

é 

è 

ç 

ïð 

ïï 

ïî 

ïí 

ïì 

ïë 

ïê 

ïé 

ïè 

PETITIONER'S EXHIBITS Exhibit 1095 Page 105 of 1849



Ú·´»¼ ±² ¾»¸¿´º ±ºæ      ß¼¿·®  Ð¿°»® Ò±æÁÁÁÁÁÁ 

Þ§æ   Ü±®»»² Ç¿¬µ± Ì®«¶·´´±  

  Ó·½¸¿»´ Þò Ú»·² 

  Ý±¦»² Ñ�Ý±²²±® ÐòÝò 

  ïçðð Ó¿®µ»¬ Í¬ò 

  Ð¸·´¿¼»´°¸·¿ô Ðß ïçïðí 

  Ì»´»°¸±²»æ øîïë÷ êêëóëëçí 

  Ú¿½·³·´»æ øîïë÷ éðïóîððë 

  ¼¬®«¶·´´±à½±¦»²ò½±³ 

ËÒ×ÌÛÜ ÍÌßÌÛÍ ÐßÌÛÒÌ ßÒÜ ÌÎßÜÛÓßÎÕ ÑÚÚ×ÝÛ 

ÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁ 

ÞÛÚÑÎÛ ÌØÛ ÞÑßÎÜ ÑÚ ÐßÌÛÒÌ ßÐÐÛßÔÍ  

ßÒÜ ×ÒÌÛÎÚÛÎÛÒÝÛÍ 

ÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁ 

ÐßËÔ Öò ÝßÎÌÛÎ ßÒÜ ÔÛÑÒßÎÜ Ùò ÐÎÛÍÌß 

Ö«²·±® Ð¿®¬§ 

øÐ¿¬»²¬ êôìðéôîïí÷ô 

ªò 

ÖÑØÒ ÎÑÞÛÎÌ ßÜß×Îô Ü×ÔÖÛÛÌ Í×ÒÙØ ßÌØÉßÔô 

ßÒÜ ÖÑØÒ ÍÐÛÒÝÛÎ ÛÓÌßÙÛ 

Í»²·±® Ð¿®¬§ 

øß°°´·½¿¬·±² Ò±ò ïïñîèìôîêï÷ô 

Ð¿¬»²¬ ×²¬»®º»®»²½» Ò±ò ïðëôéìì 

øÌ»½¸²±´±¹§ Ý»²¬»® ïêðð÷ 

ßÜß×Î ÒÑÌ×ÝÛ ÑÚ ÎÛÔßÌÛÜ ÐÎÑÝÛÛÜ×ÒÙÍ 
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î  

 Ð«®«¿²¬ ¬± Í¬¿²¼·²¹ Ñ®¼»® j èòîô ¬¸» °¿®¬§ ß¼¿·® ¸»®»¾§ ¬¿¬» ¬¸¿¬ ²± ¿°°´·½¿¬·±² ½´¿·³ ï 

¬¸» ¾»²»º·¬ ±º °®·±®·¬§ ±º ¬¸» º·´·²¹ ¼¿¬» ±º ¬¸» °¿®¬§� ·²ª±´ª»¼ ¿°°´·½¿¬·±²ò   î 

 Ð«®«¿²¬ ¬± Þ¼ò Îò ìïòèô ß¼¿·® ¿¼ª·» ¬¸¿¬ ·¬ · ·²ª±´ª»¼ ·² ¬©± ±¬¸»® ·²¬»®º»®»²½» í 

·²ª±´ª·²¹ ¿°°´·½¿¬·±² ¬¸¿¬ ½´¿·³ °®·±®·¬§ ¬± ß°°´·½¿¬·±² Í»®·¿´ Ò±ò ðèñèìêôêëèô ¬± ©¸·½¸ ¬¸» ì 

°®»»²¬ ¿°°´·½¿¬·±² ¿´± ½´¿·³ °®·±®·¬§ò  Ì¸»§ ¿®» ×²¬»®º»®»²½» Ò±ò ïðëôêèè ¿²¼  ïðëôéðëô ë 

·²ª±´ª·²¹ ËòÍò Ð¿¬»²¬ Ò±ò ëôëèëôðèç ¿²¼ êôïèðôíéçô ®»°»½¬·ª»´§ò    ê 

Î»°»½¬º«´´§ «¾³·¬¬»¼ô é 

è 

ç 

    ñÜ±®»»² Ç¿¬µ± Ì®«¶·´´±ñïð 

ÜÑÎÛÛÒ ÇßÌÕÑ ÌÎËÖ×ÔÔÑ ïï 

Î»¹·¬®¿¬·±² Ò±ò íëôéïç ïî 

Ô»¿¼ Ý±«²»´ º±® ß¼¿·® ïí 

ïì 

Ü¿¬»æ Ú»¾®«¿®§ ïêô îðïð ïë 

ïê 

Ý±¦»² Ñ�Ý±²²±® ÐòÝò ïé 

ïçðð Ó¿®µ»¬ Í¬ò ïè 

Ð¸·´¿¼»´°¸·¿ô Ðß ïçïðí ïç 

Ì»´»°¸±²»æ øîïë÷ êêëóëëçí îð 

Ú¿½·³·´»æ øîïë÷ éðïóîððë îï 

¼¬®«¶·´´±à½±¦»²ò½±³ îî 

PETITIONER'S EXHIBITS Exhibit 1095 Page 107 of 1849



óíó

Ý»®¬·º·½¿¬» ±º Í»®ª·½» 

Ì¸· ©·´´ ½»®¬·º§ ¬¸¿¬ ¿ ¬®«» ½±°§ ±º ¬¸· °¿°»® ©¿ »®ª»¼ ¬¸· ¼¿¬» ±² ¬¸» °¿®¬§ 

Ý¿®¬»® ¾§ Ú»¼»®¿´ Û¨°®» ±ª»®²·¹¸¬ ³¿·´ ¼·®»½¬»¼ ¬±æ 

   Í×ÜÔÛÇ ßËÍÌ×Òô ÔÔÐ 

   ß¬¬²æ  ÜÝ Ð¿¬»²¬ Ü±½µ»¬·²¹ 

   ïëðï Õ Í¬®»»¬ô ÒòÉò 

   É¿¸·²¹¬±²ô ÜÝ  îðððë 

Ü¿¬»æ  Ú»¾®«¿®§ ïêô îðïð  ñÜ±®»»² Ç¿¬µ± Ì®«¶·´´±ñ

      Ü±®»»² Ç¿¬µ± Ì®«¶·´´± 
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Paper No. _______
Filed on behalf of: Party Carter Filed: February 19, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

UNITED STATES PATENT AND TRADEMARK OFFICE

____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

CARTER DESIGNATION OF LEAD AND BACKUP LEAD COUNSEL

PETITIONER'S EXHIBITS Exhibit 1095 Page 117 of 1849



CARTER DESIGNATION OF LEAD AND BACKUP LEAD COUNSEL1

In accordance with 37 C.F.R. § 41.108(b) and ¶ 108 of the Standing Order (Paper No. 2),2

Carter hereby identifies the following lead and backup lead counsel in the above-identified3

interference:4

Lead Counsel: Oliver R. Ashe, Jr.5
Registration No. 40,4916

7
Backup Lead Counsel: Jeffrey P. Kushan8

Registration No. 43,4019
10

The respective mailing address, telephone number, facsimile number, and internet e-mail11

address for Mr. Ashe and Mr. Kushan are as follows:12

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

Carter is concurrently filing a paper titled “Carter Submission of Power of Attorney,”13

which includes an appointment of attorney for Mr. Ashe.14

Respectfully submitted,15

February 19, 2010 /Oliver R. Ashe, Jr./16
Oliver R. Ashe, Jr.17
Registration No. 40,49118
Counsel for Party Carter19

ASHE, P.C.20
11440 Isaac Newton Sq. North21
Suite 21022
Reston, VA 2019023
Tel.: (703) 467-900124
Fax: (703) 467-900225
E-mail: oashe@ashepc.com26
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CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “CARTER DESIGNATION
OF LEAD AND BACKUP LEAD COUNSEL” was filed this 19th day of February, 2010, by e-
mail, to:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel.: 571-272-9797
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “CARTER
DESIGNATION OF LEAD AND BACKUP LEAD COUNSEL” was served this 19th day of
February, 2010, by e-mail, on the Attorney of Record for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Paper No. _______
Filed on behalf of: Party Carter Filed: February 19, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

UNITED STATES PATENT AND TRADEMARK OFFICE

____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

CARTER SUBMISSION OF POWER OF ATTORNEY
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CARTER SUBMISSION OF POWER OF ATTORNEY1

In accordance with 37 C.F.R. § 41.108(a) and ¶ 108 of the Standing Order (Paper No. 2),2

attached hereto is a Power of Attorney and Statement Under 37 C.F.R. § 3.73(b), recognizing3

for representation the attorney associated with Customer Number 000066181 on U.S. Patent4

Application No. 08/146,206, filed November 17, 1993, now U.S. Patent No. 6,407,213, issued5

June 18, 2002.6

Carter is concurrently filing a paper titled “Carter Designation of Lead and Backup Lead7

Counsel” in which Oliver R. Ashe, Jr. and Jeffrey P. Kushan are identified as Lead Counsel (Mr.8

Ashe) and Back-up Lead Counsel (Mr. Kushan) for Carter in the above-identified interference.9

Respectfully submitted,10

February 19, 2010 /Oliver R. Ashe, Jr./11
Oliver R. Ashe, Jr.12
Registration No. 40,49113
Counsel for Party Carter14

ASHE, P.C.15
11440 Isaac Newton Sq. North16
Suite 21017
Reston, VA 2019018
Tel.: (703) 467-900119
Fax: (703) 467-900220
E-mail: oashe@ashepc.com21
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CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “CARTER SUBMISSION
OF POWER OF ATTORNEY” attaching a copy of the Power of Attorney and Statement
Under 37 C.F.R. § 3.73(b) was filed this 19th day of February, 2010, by e-mail, to:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel.: 571-272-9797
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “CARTER
SUBMISSION OF POWER OF ATTORNEY” attaching a copy of the Power of Attorney and
Statement Under 37 C.F.R. § 3.73(b) was served this 19th day of February, 2010, by e-mail, on
the Attorney of Record for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Paper No. _______
Filed on behalf of: Party Carter Filed: February 19, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

UNITED STATES PATENT AND TRADEMARK OFFICE

____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

CARTER NOTICE OF REAL PARTY IN INTEREST
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CARTER NOTICE OF REAL PARTY IN INTEREST1

In accordance with 37 C.F.R. § 41.8(a)(1) and ¶ 8.1 of the Standing Order (Paper No. 2),2

Carter hereby notifies the Board that any and all right, title, or interest in the involved U.S.3

Patent No. 6,407,213 is assigned to Genentech, Inc.4

Respectfully submitted,5

February 19, 2010 /Oliver R. Ashe, Jr./6
Oliver R. Ashe, Jr.7
Registration No. 40,4918
Counsel for Party Carter9

ASHE, P.C.10
11440 Isaac Newton Sq. North11
Suite 21012
Reston, VA 2019013
Tel.: (703) 467-900114
Fax: (703) 467-900215
E-mail: oashe@ashepc.com16
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CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “CARTER NOTICE OF
REAL PARTY IN INTEREST” was filed this 19th day of February, 2010, by e-mail, to:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel.: 571-272-9797
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “CARTER NOTICE
OF REAL PARTY IN INTEREST” was served this 19th day of February, 2010, by e-mail, on
the Attorney of Record for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Paper No. _______
Filed on behalf of: Party Carter Filed: February 19, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

UNITED STATES PATENT AND TRADEMARK OFFICE

____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

CARTER NOTICE OF RELATED PROCEEDINGS
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CARTER NOTICE OF RELATED PROCEEDINGS1

In accordance with ¶ 8.2 of the Standing Order (Paper No. 2), Carter hereby notifies the2

Board that the following applications claim the benefit of priority of the November 17, 1993,3

filing date of Carter’s involved U.S. Patent No. 6,407,213.4

1. U.S. Patent Application No. 08/439,004, filed May 11, 1995, now abandoned;5

2. U.S. Patent Application No. 09/115,800, filed July 15, 1998, now abandoned;6

3. U.S. Patent Application No. 09/705,392, filed November 2, 2000, now U.S.7

Patent No. 6,719,971, issued April 13, 2004;8

4. U.S. Patent Application No. 09/705,398, filed November 2, 2000, now U.S.9

Patent No. 6,800,738, issued October 5, 2004;10

5. U.S. Patent Application No. 09/705,686, filed November 2, 2000, now U.S.11

Patent No. 6,639,055, issued October 28, 2003;12

6. U.S. Patent Application No. 10/835,641, filed April 30, 2004, now abandoned;13

7. U.S. Patent Application No. 11/444,791, filed June 1, 2006, now abandoned; and14

8. U.S. Patent Application No. 11/969,430, now pending.15

Respectfully submitted,16

February 19, 2010 /Oliver R. Ashe, Jr./17
Oliver R. Ashe, Jr.18
Registration No. 40,49119
Counsel for Party Carter20

ASHE, P.C.21
11440 Isaac Newton Sq. North22
Suite 21023
Reston, VA 2019024
Tel.: (703) 467-900125
Fax: (703) 467-900226
E-mail: oashe@ashepc.com27
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CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “CARTER NOTICE OF
RELATED PROCEEDINGS” was filed this 19th day of February, 2010, by e-mail, to:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel.: 571-272-9797
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “CARTER NOTICE
OF RELATED PROCEEDINGS” was served this 19th day of February, 2010, by e-mail, on
the Attorney of Record for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Paper No. _______
Filed on behalf of: Party Carter Filed: February 19, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

UNITED STATES PATENT AND TRADEMARK OFFICE

____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

CARTER CLEAN COPY OF CLAIMS
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CARTER CLEAN COPY OF CLAIMS1

In accordance with 37 C.F.R. § 41.110(a), Carter herewith provides a clean copy of2

Carter’s involved claim, ·ò»ò, claims 30, 31, 60, 62, 63, 66, 67, 70, 73, and 77-81 of U.S. Patent3

No. 6,407,213.4

Respectfully submitted,5

February 19, 2010 /Oliver R. Ashe, Jr./6
Oliver R. Ashe, Jr.7
Registration No. 40,4918
Counsel for Party Carter9

ASHE, P.C.10
11440 Isaac Newton Sq. North11
Suite 21012
Reston, VA 2019013
Tel.: (703) 467-900114
Fax: (703) 467-900215
E-mail: oashe@ashepc.com16
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Carter Clean Copy of Claims
Interference No. 105,744
Page A-1

Clean Copy of Carter’s Involved Claims in U.S. Patent No. 6,407,2131

30. An antibody which binds p185ØÛÎî and comprises a humanized antibody2

variable domain, wherein the humanized antibody variable domain comprises non-human3

Complementarity Determining Region (CDR) amino acid residues which bind p185ØÛÎî 4

incorporated into a human antibody variable domain, and further comprises a Framework5

Region (FR) amino acid substitution at a site selected from the group consisting of: 4L,6

38L, 43L, 44L, 46L, 58L, 62L, 65L, 66L, 67L, 68L, 69L, 73L, 85L, 98L, 2H, 4H, 36H,7

39H, 43H, 45H, 69H, 70H, 74H, 75H, 76H, 78H and 92H, utilizing the numbering system8

set forth in Kabat.9

31. The antibody of claim 30 wherein the substituted residue is the residue10

found at the corresponding location of the non-human antibody from which the non-human11

CDR amino acid residues are obtained.12

60. The antibody of claim 30 wherein the residue at site 78H has been13

substituted.14

62. A humanized antibody variable domain comprising non-human15

Complementarity Determining Region (CDR) amino acid residues which bind an antigen16

incorporated into a consensus human variable domain, and further comprising an amino17

acid substitution at a site selected from the group consisting of: 4L, 38L, 43L, 44L, 46L,18

58L, 62L, 65L, 66L, 67L, 68L, 69L, 73L, 85L, 98L, 2H, 4H, 36H, 39H, 43H, 45H, 69H,19

70H, 74H, 75H, 76H, 78H and 92H, utilizing the numbering system set forth in Kabat.20

63. A humanized antibody which lacks immunogenicity compared to a non-21

human parent antibody upon repeated administration to a human patient in order to treat a22
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Carter Clean Copy of Claims
Interference No. 105,744
Page A-2

chronic disease in that patient, wherein the humanized antibody comprises non-human1

Complementarity Determining Region (CDR) amino acid residues which bind an antigen2

incorporated into a human antibody variable domain, and further comprises an amino acid3

substitution at a site selected from the group consisting of: 4L, 38L, 43L, 44L, 46L, 58L,4

62L, 65L, 66L, 67L, 68L, 69L, 73L, 85L, 98L, 2H, 4H, 36H, 39H, 43H, 45H, 69H, 70H,5

74H, 75H, 76H, 78H and 92H, utilizing the numbering system set forth in Kabat.6

66. A humanized antibody heavy chain variable domain comprising non-human7

Complementarity Determining Region (CDR) amino acid residues which bind antigen8

incorporated into a human antibody variable domain, and further comprising a Framework9

Region (FR) amino acid substitution at a site selected from the group consisting of: 24H,10

73H, 76H, 78H, and 93H, utilizing the numbering system set forth in Kabat.11

67. The humanized variable domain of claim 66 wherein the substituted residue12

is the residue found at the corresponding location of the non-human antibody from which13

the non-human CDR amino acid residues are obtained.14

70. The humanized variable domain of claim 66 wherein the residue at site 24H15

has been substituted.16

73. The humanized variable domain of claim 66 wherein the residue at site 78H17

has been substituted.18

77. The humanized variable domain of claim 66 which further comprises amino19

acid substitutions at sites 71H, 73H and 78H.20

78. An antibody comprising the humanized variable domain of claim 66.21

79. A humanized variant of a non-human parent antibody which binds an22

antigen, wherein the humanized variant comprises Complementarity Determining Region23
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Carter Clean Copy of Claims
Interference No. 105,744
Page A-3

(CDR) amino acid residues of the non-human parent antibody incorporated into a human1

antibody variable domain, and further comprises Framework Region (FR) substitutions at2

heavy chain positions 71H, 73H, 78H and 93H, utilizing the numbering system set forth in3

Kabat.4

80. A humanized antibody variable domain comprising non-human5

Complementarity Determining Region (CDR) amino acid residues which bind an antigen6

incorporated into a human antibody variable domain, and further comprising a Framework7

Region (FR) amino acid substitution where the substituted FR residue:8

(a) noncovalently binds antigen directly;9

(b) interacts with a CDR; or10

(c) participates in the VÔ -VØ interface by affecting the proximity or orientation of11

the VÔ and VØ regions with respect to one another, and wherein the substituted FR residue12

is at a site selected from the group consisting of: 4L, 38L, 43L, 44L, 58L, 62L, 65L, 66L,13

67L, 68L, 69L, 73L, 85L, 98L, 2H, 4H, 24H, 36H, 39H, 43H, 45H, 69H, 70H, 73H, 74H,14

76H, 78H, 92H and 93H, utilizing the numbering system set forth in Kabat.15

81. The humanized variable domain of claim 80 wherein the substituted residue16

is the residue found at the corresponding location of the non-human antibody from which17

the non-human CDR amino acid residues are obtained.18
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CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “CARTER CLEAN COPY
OF CLAIMS” attaching a clean set of Carter’s involved claims was filed this 19th day of
February, 2010, by e-mail, to:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel.: 571-272-9797
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “CARTER CLEAN
COPY OF CLAIMS” attaching a clean set of Carter’s involved claims was served this 19th day
of February, 2010, by e-mail, on the Attorney of Record for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Paper No. _______
Filed on behalf of: Party Carter Filed: February 19, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

UNITED STATES PATENT AND TRADEMARK OFFICE

____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

CARTER REQUEST FOR FILE COPIES
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CARTER REQUEST FOR FILE COPIES1

In accordance with 37 C.F.R. § 41.109(a) and ¶ 109.1.1 of the Standing Order (Paper No.2

2), Carter hereby requests copies of the following files:3

Adair Files:4

(i) U.S. Patent Application No. 11/284,261, filed November 21, 2005;5

(ii) U.S. Patent Application No. 08/846,658, filed May 1, 1997;6

(iii) U.S. Patent Application No. 08/303,569, filed September 7, 1994, now U.S.7

Patent No. 5,859,205, issued January 12, 1999;8

(iv) U.S. Patent Application No. 07/743,329, filed September 17, 1991, now9

abandoned;10

(v) PCT Application No. PCT/GB90/02017, filed December 21, 1990; and11

(vi) UK Application No. GB 8928874.0, filed December 21, 1989.12

Carter Files:13

(i) U.S. Patent Application No. 08/146,206, filed November 17, 1993, now U.S.14

Patent No. 6,407,213, issued June 18, 2002;15

(ii) PCT Application No. PCT/US92/05126, filed June 15, 1992; and16

(iii) U.S. Patent Application No. 07/715,272, filed June 14, 1991, now abandoned.17

Please ship the files to:18

Oliver R. Ashe, Jr., Esq.19
ASHE, P.C.20
11440 Isaac Newton Sq. North21
Suite 21022
Reston, VA 2019023
Tel.: (703) 467-900124
Fax: (703) 467-900225
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Carter Request for File Copies
Interference No. 105,744
Page 2 of 2

In accordance with Part H of the Notice Declaring Interference (Paper No. 1) and ¶ 1091

of the Standing Order (Paper No. 2), a copy of Parts E and F of the Notice Declaring Interference2

with a hand-drawn circle around the patents and applications for which a copy of a file wrapper3

is requested and a copy of completed File Copy Request (SO Form 4) are attached hereto.4

Respectfully submitted,5

February 19, 2010 /Oliver R. Ashe, Jr./6
Oliver R. Ashe, Jr.7
Registration No. 40,4918
Counsel for Party Carter9

ASHE, P.C.10
11440 Isaac Newton Sq. North11
Suite 21012
Reston, VA 2019013
Tel.: (703) 467-900114
Fax: (703) 467-900215
E-mail: oashe@ashepc.com16
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Form 4. File Copy request

FILE COPY REQUEST
Contested Case No.: Interference No. 105,744

Attach a copy of sections E and F of the DECLARATION to this REQUEST. On
the copy, circle each patent and application that you are requesting.

Include the following information to facilitate processing of this REQUEST:

1. Charge fees to USPTO Deposit Account No. ______50-4028_______________

2. Complete address, including street, city, state, zip code and telephone number
(do not list a Post Office box because file copies are sent by commercial overnight
courier).

_____Oliver R. Ashe, Jr. ____________________________________________

____ ASHE, P.C.___________________________________________________

_____11440 Isaac Newton Sq. North, Suite 210__________________________

_____Reston, VA 20190 _________________________________________

3. Telephone, including area code: __(703) 467-9001_ext. 201________________

PETITIONER'S EXHIBITS Exhibit 1095 Page 144 of 1849



CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “CARTER REQUEST FOR
FILE COPIES” attaching Parts E and F of the Notice Declaring Interference and completed SO
Form 4 was filed this 19th day of February, 2010, by e-mail, to:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel.: 571-272-9797
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “CARTER
REQUEST FOR FILE COPIES” attaching Parts E and F of the Notice Declaring Interference
and completed SO Form 4 was served this 19th day of February, 2010, by e-mail, on the Attorney
of Record for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

February 19, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Filed by: Trial Section Paper 141
Mail Stop Interferences Entered: 23 February 20102
Board of Patent Appeals & Interferences3
U.S. Patent & Trademark Office4
P.O. Box 14505
Alexandria, VA 22313-14506
Telephone: 571-272-46837
BoxInterferences@USPTO.gov8

9
10

UNITED STATES PATENT AND TRADEMARK OFFICE11
BOARD OF PATENT APPEALS AND INTERFERENCES12

____________________13
14

Patent Interference 105,744 (SGL)15
Technology Center 160016
____________________17

18
PAUL J. CARTER and LEONARD G. PRESTA19

Junior Party,20
Patent 6,407,213,21

22
v.23

24
JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL25

and JOHN SPENCER EMTAGE26
Senior Party,27

Application 11/284,261.28
____________________29

30
Order – Bd.R. 109(b) – Authorizing copies of Office records31

(Transmitting file copy requests to the Office of Public Records)32

33
The requests of the parties for file copies, along with those requested34

files at the Board, have been forwarded to the Office of Public Records of35

the United States Patent and Trademark Office. It is the responsibility of36

each party to inform the Board if a complete copy is not received within 2137
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2

days of this order. Bd.R. 109(c). If a party does not promptly notify the1

Board of missing or incomplete files, the party may not request an extension2

of time, Bd.R. 4(a), due to non-receipt of files.3

Note that files come in many different formats, see SO ¶ 109.2, and4

thus different files may arrive at different times.5

Upon consideration of the receipt of requests for files (see Part H of6

the DECLARATION), it is---7

ORDERED that the notice to the Board that a file copy has not8

been received or is incomplete must be transmitted via electronic mail9

addressed to BoxInterferences@uspto.gov, with “Attention Paralegal” in the10

subject line of the electronic mail message.11

12

/Yolunda R. Townes/13
Paralegal Specialist14
Trial Division15

16
17
18

cc: Office of Public Records, USPTO19
Revised: 23 January 200620
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3

cc (via electronic filing):1
2

Attorney for Carter:3
4

Oliver R. Ashe, Jr., Esq.5
ASHE, P.C.6
11440 Isaac Newton Square North7
Suite 2108
Reston, VA 201909

10
Tel: 703-467-900111
Email: oashe@ashepc.com12

13
Jeffrey P. Kushan, Esq.14
SIDLEY AUSTIN LLP15
1501 K Street, N.W.16
Washington, D.C. 2000517

18
Tel: 202-736-891419
Email: jkushan@sidley.com20

21
22

Attorney for Adair:23
24

Doreen Yatko Trujillo, Esq.25
Michael B. Fein, Esq.26
COZEN O’CONNOR P.C.27
1900 Market Street28
Philadelphia, PA 1910329

30
Tel: 215-665-559331
Email: dtrujillo@cozen.com32

33
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Mail Stop Interference Paper 15
P.O. Box 1450 Filed: 24 February 2010
Alexandria Va 22313-1450
Tel: 571-272-9797
Fax: 571-273-0042

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

PAUL J. CARTER AND LEONARD G. PRESTIA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILGEET SINGH ATHWAL, and JOHN SPENCER EMTAGE
Senior Party

(Application No. 11/284,261),

Patent Interference No. 105,744
(Technology Center 1600)

ORDER – Miscellaneous – 104(a)

A conference call was held on 24 February 2010 at approximately 10:30 am.

Paritcipating in the call were:

(1) Oliver Ashe and Jeffrey P. Kushan for Junior Party Carter,

(2) Doreen Trujillo and Michael B. Fein for Senior Party Adair, and

(3) Sally Gardner Lane, Administrative Patent Judge.
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There was a delay in receipt of the declaration of the interference and other

relevant papers by Carter. Moreover, the parties expressed that other delays have

been caused by the major snowstorm that occurred in the Washington, D.C. area the

week of February 8th.

The parties moved for a delay of the initial conference call. The motion is

GRANTED.

It is

ORDERED that the conference call is rescheduled for 15 April 2010 at

10:00 am, and

FURTHER ORDERED that the call will be initiated by the Board.

/Sally Gardner Lane/
Administrative Patent Judge
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cc (via overnight delivery):

Attorney for Carter:

Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Square North
Suite 210
Reston, VA 20190

Tel: 703-467-9001
Email: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, NW
Washington, DC 20005

Tel: 202-736-8914
Email: jkushan@sidley.com

Attorney for Adair:

Doreen Yatko Trujillo, Esq.
Michael B. Fein, Esq
COZEN O’CONNOR P.C.
1900 Market Street
Philadelphia, PA 19103

Tel: 215-665-5593
Email: dtrujillo@cozen.com
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Paper 16
Mail Stop Interference
P.O. Box 1450 Filed 3 March 2010
Alexandria Va 22313-1450
Tel: 571-272-4683
Fax: 571-273-0042

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

PAUL J. CARTER AND LEONARD G. PRESTIA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILGEET SINGH ATHWAL, and JOHN SPENCER EMTAGE
Senior Party

(Application No. 11/284,261),

Patent Interference No. 105,744
(Technology Center 1600)

ORDER – Miscellaneous – 104(a)

A conference call was held on 3 March 2010 at approximately 2:30 pm.

Participating in the call were:

(1) Oliver Ashe for Carter,

(2) Doreen Trujillo for Adair, and

(3) Sally Gardner Lane, Administrative Patent Judge.
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The parties asked for the call to determine if they are required to file an

annotated copy of the claims, and if so, for additional time to file the annotated copy.

Parties are required to file “[f]or each involved claim having a limitation

that is illustrated in a drawing or biotechnology material sequence, file an annotated

copy of the claim indicating in bold face between braces ({}) where each limitation is

shown in the drawing or sequence.” Bd. R. 110(b)(1).

The parties indicated that, and a review of the claims indicates, that the claims do

not recite any particular sequence. (Clean claim copies, Adair at Paper 5 and Carter at

Paper 12). Under these particular circumstances, the parties need not file annotated

copies of the claims.

It is

ORDERED that the parties need not file annotated copies of the claims.

Bd. R. 110(b)(1).

/Sally Gardner Lane/
Administrative Patent Judge

PETITIONER'S EXHIBITS Exhibit 1095 Page 153 of 1849



-3-

cc (electronic filing):

Attorney for Carter:

Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Square North
Suite 210
Reston, VA 20190

Tel: 703-467-9001
Email: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, D.C. 20005

Tel: 202-736-8914
Email: jkushan@sidley.com

Attorney for Adair:

Doreen Yatko Trujillo, Esq.
Michael B. Fein, Esq.
COZEN O’CONNOR P.C.
1900 Market Street
Philadelphia, PA 19103

Tel: 215-665-5593
Email: dtrujillo@cozen.com
Email: mfein@cozen.com
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Paper No. _______
Filed on behalf of: Party Carter Filed: March 16, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

UNITED STATES PATENT AND TRADEMARK OFFICE

____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

CARTER NOTICE OF INCOMPLETE FILE COPIES
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CARTER NOTICE OF INCOMPLETE FILE COPIES1

In accordance with the instructions in the Order dated February 23, 2010 (Paper No. 14,2

Order - Bd.R. 109(b) - Authorizing copies of Office records), Carter hereby notifies the Board3

that Carter has received a copy of all requested file histories.4

The following papers are either missing from the files, incomplete (»ò¹ò, page(s) missing),5

or illegible:6

File Paper requested Reason for request

GB 8928874.0
to Adair et al.

GB Application No. 8928874.0, filed
December 21, 1989.

Illegible (faint text)

USSN 08/303,569 to
Adair et al.

Office Action mailed May 16, 1995
(Paper No. 37).

Page 1 (front page) is missing

Protest Under 37 CFR § 1.291, filed
April 1, 1997 (Paper No. 45).

Missing

Communication mailed June 23, 1997
(Paper No. 46).

Missing

In view of the substantive nature of the above-identified documents, Carter respectfully7

requests the Board to promptly forward copies of these documents to the undersigned. In the8

event the Board does not have immediate access to these documents, immediate production9

should be required from Adair. See Bd.R. 150. The documents should be directed to:10

Oliver R. Ashe, Jr.11
ASHE, P.C.12
11440 Isaac Newton Square North13
Suite 21014
Reston, VA 2019015

Please charge any associated costs to Deposit Account No. 50-4028.16

Respectfully submitted,17

March 16, 2010 /Oliver R. Ashe, Jr./18
Oliver R. Ashe, Jr.19
Registration No. 40,49120
Counsel for Party Carter21
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CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “CARTER NOTICE OF
INCOMPLETE FILE COPIES” was filed this 16th day of March, 2010, by e-mail, to:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel.: 571-272-9797
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

March 16, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “CARTER NOTICE
OF INCOMPLETE FILE COPIES” was served this 16th day of March, 2010, by e-mail, on
the Attorney of Record for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

March 16, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Ú·´»¼ ±² ¾»¸¿´º ±ºæ      ß¼¿·®  Ð¿°»® Ò±æÁÁÁÁÁÁ 

Þ§æ   Ü±®»»² Ç¿¬µ± Ì®«¶·´´±     Ó¿®½¸ ïèô îðïð  

  Ó·½¸¿»´ Þò Ú»·² 

  Ý±¦»² Ñ�Ý±²²±® ÐòÝò 

  ïçðð Ó¿®µ»¬ Í¬ò 

  Ð¸·´¿¼»´°¸·¿ô Ðß ïçïðí 

  Ì»´»°¸±²»æ øîïë÷ êêëóëëçí 

  Ú¿½·³·´»æ øîïë÷ éðïóîððë 

  ¼¬®«¶·´´±à½±¦»²ò½±³ 

ËÒ×ÌÛÜ ÍÌßÌÛÍ ÐßÌÛÒÌ ßÒÜ ÌÎßÜÛÓßÎÕ ÑÚÚ×ÝÛ 

ÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁ 

ÞÛÚÑÎÛ ÌØÛ ÞÑßÎÜ ÑÚ ÐßÌÛÒÌ ßÐÐÛßÔÍ  

ßÒÜ ×ÒÌÛÎÚÛÎÛÒÝÛÍ 

ÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁ 

ÐßËÔ Öò ÝßÎÌÛÎ ßÒÜ ÔÛÑÒßÎÜ Ùò ÐÎÛÍÌß 

Ö«²·±® Ð¿®¬§ 

øÐ¿¬»²¬ êôìðéôîïí÷ô 

ªò 

ÖÑØÒ ÎÑÞÛÎÌ ßÜß×Îô Ü×ÔÖÛÛÌ Í×ÒÙØ ßÌØÉßÔô 

ßÒÜ ÖÑØÒ ÍÐÛÒÝÛÎ ÛÓÌßÙÛ 

Í»²·±® Ð¿®¬§ 

øß°°´·½¿¬·±² Ò±ò ïïñîèìôîêï÷ô 

Ð¿¬»²¬ ×²¬»®º»®»²½» Ò±ò ïðëôéìì 

øÌ»½¸²±´±¹§ Ý»²¬»® ïêðð÷ 

ßÜß×Î ÒÑÌ×ÝÛ ÑÚ ÐÎÑÜËÝÌ×ÑÒ ÑÚ ÜÑÝËÓÛÒÌÍ
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 ß¼¿·® · ¬±¼¿§ º±®©¿®¼·²¹ô ¾§ ±ª»®²·¹¸¬ ³¿·´ô ½±°·» ±º ¬¸» º±´´±©·²¹ ¼±½«³»²¬ ¬¸¿¬ ï 

Ý¿®¬»® ·¼»²¬·º·»¼ ¿ ³··²¹ º®±³ ¬¸» º·´» ¸·¬±®§ ±º ËòÍò ß°°´·½¿¬·±² Í»®·¿´ Ò±ò ðèñíðíôëêç ·² î 

�Ý¿®¬»® Ò±¬·½» ±º ×²½±³°´»¬» Ú·´» Ý±°·»� º·´»¼ Ó¿®½¸ ïêô îðïðæ í 

ïò  Ñºº·½» ß½¬·±² ³¿·´»¼ Ó¿§ ïêô ïççëøÐ¿°»® Ò±ò íé÷ô Ð¿¹» ï øº®±²¬ °¿¹»÷ ¿²¼ Ñºº·½» ì 

ß½¬·±²å ë 

îò  Ð®±¬»¬ Ë²¼»® íé ÝÚÎ y ïòîçïô º·´»¼ ß°®·´ ïô ïççé ø�Ð®±¬»¬�ô Ð¿°»® Ò±ò ìë÷å ¿²¼  ê 

íò  Ý±³³«²·½¿¬·±² ³¿·´»¼ Ö«²» îíô ïççé øÐ¿°»® Ò±ò ìê÷ò é 

ß ¼·½«»¼ ¿²¼ ¿¹®»»¼ ¬± ¾§ Ó®ò ß¸»ô ¿´´ ¿¬¬¿½¸³»²¬ ¬± ¬¸» Ð®±¬»¬ô ©·¬¸ ¬¸» »¨½»°¬·±² ±º ¬¸» è 

¬©± ËòÍò °¿¬»²¬ô ©»®» ¿´± º±®©¿®¼»¼ò   ç 

ïð 

Î»°»½¬º«´´§ «¾³·¬¬»¼ô ïï 

ïî 

ïí 

    ñÜ±®»»² Ç¿¬µ± Ì®«¶·´´±ñïì 

ÜÑÎÛÛÒ ÇßÌÕÑ ÌÎËÖ×ÔÔÑ ïë 

Î»¹·¬®¿¬·±² Ò±ò íëôéïç ïê 

Ô»¿¼ Ý±«²»´ º±® ß¼¿·® ïé 

ïè 

Ü¿¬»æ Ú»¾®«¿®§ ïêô îðïð ïç 

îð 

Ý±¦»² Ñ�Ý±²²±® ÐòÝò îï 

ïçðð Ó¿®µ»¬ Í¬ò îî 

Ð¸·´¿¼»´°¸·¿ô Ðß ïçïðí îí 

Ì»´»°¸±²»æ øîïë÷ êêëóëëçí îì 

Ú¿½·³·´»æ øîïë÷ ðïóîððë îë 

¼¬®«¶·´´±à½±¦»²ò½±³îê 
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Ý»®¬·º·½¿¬» ±º Í»®ª·½» 

Ì¸· ©·´´ ½»®¬·º§ ¬¸¿¬ ¿ ¬®«» ½±°§ ±º ¬¸· °¿°»® ¿²¼ ¬¸» ¼±½«³»²¬ ®»º»®»²½»¼ 

¸»®»·² ©»®» »®ª»¼ ¬¸· ¼¿¬» ±² ¬¸» °¿®¬§ Ý¿®¬»® ¾§ Ú»¼»®¿´ Û¨°®» ±ª»®²·¹¸¬ ³¿·´ ¼·®»½¬»¼ ¬±æ 

Ñ´·ª»® Îò ß¸»ô Ö®ò 

 ßÍØÛô ÐòÝò 

 ïïììð ×¿¿½ Ò»©¬±² Í¯«¿®» Ò±®¬¸ 

 Í«·¬» îïð 

 Î»¬±²ô Êß îðïçð 

 Ì»´òæ øéðí÷ìêéóçððï 

 Ú¿¨æ øéðí÷ ìêéóçððî 

  Ûó³¿·´æ ±¿¸»à¿¸»°½ò½±³

Ü¿¬»æ  Ó¿®½¸ ïèô îðïð  ñÜ±®»»² Ç¿¬µ± Ì®«¶·´´±ñ

      Ü±®»»² Ç¿¬µ± Ì®«¶·´´± 
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Ú·´»¼ ±² ¾»¸¿´º ±ºæ      ß¼¿·®  Ð¿°»® Ò±æÁÁÁÁÁÁ 

Þ§æ   Ü±®»»² Ç¿¬µ± Ì®«¶·´´±     Ú·´»¼æ ß°®·´ çô îðïð 

  Ó·½¸¿»´ Þò Ú»·² 

  Ý±¦»² Ñ�Ý±²²±® ÐòÝò 

  ïçðð Ó¿®µ»¬ Í¬ò 

  Ð¸·´¿¼»´°¸·¿ô Ðß ïçïðí 

  Ì»´»°¸±²»æ øîïë÷ êêëóëëçí 

  Ú¿½·³·´»æ øîïë÷ éðïóîððë 

  ¼¬®«¶·´´±à½±¦»²ò½±³ 

ËÒ×ÌÛÜ ÍÌßÌÛÍ ÐßÌÛÒÌ ßÒÜ ÌÎßÜÛÓßÎÕ ÑÚÚ×ÝÛ 

ÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁ 

ÞÛÚÑÎÛ ÌØÛ ÞÑßÎÜ ÑÚ ÐßÌÛÒÌ ßÐÐÛßÔÍ  

ßÒÜ ×ÒÌÛÎÚÛÎÛÒÝÛÍ 

ÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁ 

ÐßËÔ Öò ÝßÎÌÛÎ ßÒÜ ÔÛÑÒßÎÜ Ùò ÐÎÛÍÌß 

Ö«²·±® Ð¿®¬§ 

øÐ¿¬»²¬ êôìðéôîïí÷ô 

ªò 

ÖÑØÒ ÎÑÞÛÎÌ ßÜß×Îô Ü×ÔÖÛÛÌ Í×ÒÙØ ßÌØÉßÔô 

ßÒÜ ÖÑØÒ ÍÐÛÒÝÛÎ ÛÓÌßÙÛ 

Í»²·±® Ð¿®¬§ 

øß°°´·½¿¬·±² Ò±ò ïïñîèìôîêï÷ô 

Ð¿¬»²¬ ×²¬»®º»®»²½» Ò±ò ïðëôéìì 

øÌ»½¸²±´±¹§ Ý»²¬»® ïêðð÷ 

ßÜß×Î ÓÑÌ×ÑÒÍ Ô×ÍÌ 

PETITIONER'S EXHIBITS Exhibit 1095 Page 168 of 1849



óîó

 Ð«®«¿²¬ ¬± ¬¸» Ü»½´¿®¿¬·±² ±º ×²¬»®º»®»²½»ô Þ¼ò Îò ïîðô Þ¼ò Îò îðìøÞ÷ô ¿²¼ ÍÑ jj ï 

ïðìòîòïòô ïîðô ¿²¼ îðìô ß¼¿·® «¾³·¬ ¬¸» º±´´±©·²¹ ´·¬ ±º °®±°±»¼ ³±¬·±²ò î 

 ïò  Ó±¬·±² «²¼»® Þ¼ò Îò îðèø¿÷øî÷ ¿²¼ ÍÑ j îðèòî ¬± ¿¼¼ ¬¸» º±´´±©·²¹ ½±«²¬æ í 

 ß ¸«³¿²·¦»¼ ¿²¬·¾±¼§ ´·¹¸¬ ½¸¿·² ª¿®·¿¾´» ¼±³¿·² ½±³°®··²¹ ì 

²±²ó¸«³¿² Ý±³°´»³»²¬¿®·¬§ Ü»¬»®³·²·²¹ Î»¹·±² øÝÜÎ÷ ¿³·²± ¿½·¼ ë 

®»·¼«» ©¸·½¸ ¾·²¼ ¿²¬·¹»² ·²½±®°±®¿¬»¼ ·²¬± ¿ ¸«³¿² ¿²¬·¾±¼§ ª¿®·¿¾´» ê 

¼±³¿·²ô ¿²¼ º«®¬¸»® ½±³°®··²¹ ¿ Ú®¿³»©±®µ Î»¹·±² øÚÎ÷ ¿³·²± ¿½·¼ é 

«¾¬·¬«¬·±² ¿¬ ®»·¼«» ëèÔô «¬·´·¦·²¹ ¬¸» ²«³¾»®·²¹ §¬»³ »¬ º±®¬¸ ·² è 

Õ¿¾¿¬ò   ç 

ïð 

îò  Ý±²¬·²¹»²¬ «°±² ¬¸» ¹®¿²¬·²¹ ±º Ó±¬·±² ïô ¿ ³±¬·±² «²¼»® Þ¼ò Îò îðèø¿÷øî÷ ïï 

¿²¼ ÍÑ j îðèòî ¬± ¿¼¼ ¬¸» º±´´±©·²¹ ½´¿·³ ¬± ß¼¿·®� ¿°°´·½¿¬·±²æ ïî 

Ý´¿·³ îê ø²»©÷ò  ß ¸«³¿²·»¼ ¿²¬·¾±¼§ ½±³°®··²¹ ¿ ´·¹¸¬ ½¸¿·² ª¿®·¿¾´» ïí 

¼±³¿·² ½±³°®··²¹ ²±²ó¸«³¿² ½±³°´»³»²¬¿®·¬§ ¼»¬»®³·²·²¹ ®»¹·±² ïì 

¿³·²± ¿½·¼ ®»·¼«» ©¸·½¸ ¾·²¼ ¿² ¿²¬·¹»² ¿²¼ ¿ ¸«³¿² º®¿³»©±®µ ®»¹·±² ïë 

©¸»®»·² ¿·¼ º®¿³»©±®µ ®»¹·±² ½±³°®·» ¿ ²±²ó¸«³¿² ¿³·²± ¿½·¼ ïê 

«¾¬·¬«¬·±² ¿¬  ®»·¼«» ëè ¿ ²«³¾»®»¼ ¿½½±®¼·²¹ ¬± Õ¿¾¿¬ò ïé 

ïè 

íò  Ý±²¬·²¹»²¬ «°±² ¬¸» ¹®¿²¬·²¹ ±º Ó±¬·±² ïô ¿ ³±¬·±² «²¼»® Þ¼ò Îò îðèø¿÷øî÷ ïç 

¿²¼ ÍÑ j îðèòî ¬± ¼»·¹²¿¬» ¬¸» º±´´±©·²¹ ½´¿·³ ±º ËòÍò Ð¿¬»²¬ Ò±ò êôìðéôîïí ø�¬¸» �îïí îð 

°¿¬»²¬�÷ ¿ ½±®®»°±²¼·²¹ ¬± ¬¸» ²»© ½±«²¬æ ïóíô çô íèô ¿²¼ íçò   îï 

ìò  Ó±¬·±² «²¼»® Þ¼ò Î«´» ïîïø¿÷øï÷ø···÷ ¿²¼ ÍÑ j îðèòê º±® ¶«¼¹³»²¬ ±² °®·±®·¬§ò   îî 

 ëò  Ó±¬·±² «²¼»® Þ¼ò Î«´» îðèø¿÷øî÷ ¿²¼ ÍÑ j îðèòíòï ¬± ¼»·¹²¿¬» ½´¿·³ êë ø¿ îí 

½±®®»½¬»¼ ¾§ ¬¸» Ý»®¬·º·½¿¬» ±º Ý±®®»½¬·±² ¬± ¼»°»²¼ º®±³ ½´¿·³ éç÷ô êèô éïô éëô éêô ¿²¼ îì 

èî ±º ¬¸» �îïí °¿¬»²¬ ¿ ½±®®»°±²¼·²¹ ¬± Ý±«²¬ ïò    îë 

 êò  Ó±¬·±² «²¼»® Þ¼ò Î«´» ïîïø¿÷øï÷ø···÷ º±® ¶«¼¹³»²¬ ¬¸¿¬ ¬¸» ½´¿·³ ±º ¬¸» �îïí îê 

°¿¬»²¬ ¼»·¹²¿¬»¼ ¿ ½±®®»°±²¼·²¹ ¬± ¬¸» ½±«²¬ ¿®» «²°¿¬»²¬¿¾´» «²¼»® íë ËòÍòÝò y ïïîô îé 

º·®¬ °¿®¿¹®¿°¸ô º±® º¿·´«®» ¬± ½±³°´§ ©·¬¸ ¬¸» ©®·¬¬»² ¼»½®·°¬·±² ®»¯«·®»³»²¬ò  Ì¸»®» · îè 

²± ©®·¬¬»² ¼»½®·°¬·ª» «°°±®¬ ·² ¬¸» °»½·º·½¿¬·±² ±º ¬¸» �îïí °¿¬»²¬ º±® ¬¸» «¾¹»²« ±º îç 

®»·¼«» ®»½·¬»¼ ·² ¬¸» ·²ª±´ª»¼ ½´¿·³ò  ×² °¿®¬·½«´¿®ô ¬¸»®» · ²± ©®·¬¬»² ¼»½®·°¬·ª» íð 
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«°°±®¬ º±® ¬¸» «¾¹»²« ±º ®»·¼«» ®»½·¬»¼ ·² ½´¿·³ íð ®»¹¿®¼·²¹ ¿² ¿²¬·¾±¼§ ©¸·½¸ ï 

¾·²¼ °ïèë
ØÛÎî

ò  î 

 éò  Ó±¬·±² «²¼»® Þ¼ò Îò ïîïø¿÷øï÷ø···÷ º±® ¶«¼¹³»²¬ ¬¸¿¬ ¿´´ ·²ª±´ª»¼ ½´¿·³ ±º ¬¸» í 

�îïí °¿¬»²¬ ¿®» «²°¿¬»²¬¿¾´» «²¼»® íë ËòÍòÝò yïðîø¾÷ ¿ ¿²¬·½·°¿¬»¼ ¾§ô ±®ô «²¼»® íë ì 

ËòÍòÝò yïðíø¿÷ ¿ ±¾ª·±« ±ª»®ô ¿¬ ´»¿¬ ±²» ±® ³±®» ±º ¬¸» º±´´±©·²¹ ®»º»®»²½»ô ±® ë 

½±³¾·²¿¬·±² ¬¸»®»±ºæ ê 

i Í´·¼» °®»»²¬¿¬·±² ¾§ Ü®ò Î·»½¸³¿²² ¿¬ ¬¸» �ß¼ª¿²½» ·²  ¬¸» ß°°´·½¿¬·±² é 

±º Ó±²±½´±²¿´ ß²¬·¾±¼·» ·² Ý´·²·½¿´ Ñ²½±´±¹§� ¸»´¼ ¿¬ ¬¸» É±´º±² ×²¬·¬«¬» ·² è 

Ô±²¼±²ô Û²¹´¿²¼ Ó¿§ êóèô ïçèé ø¿ »ª·¼»²½»¼ ¾§ Ü»½´¿®¿¬·±² ±º Ü®ò Î·»½¸³¿²² ç 

«¾³·¬¬»¼ ¾§ Ù»²»²¬»½¸ô ×²½ò ·² ¬¸» Ñ°°±·¬·±² ±º Û«®±°»¿² Ð¿¬»²¬ Ò±ò ïð 

ìëïôîïêÞïô ¿²¼ °®»»²¬ ·² ¬¸» º·´» ¸·¬±®§ ±º ¬¸» �îïí °¿¬»²¬÷å ïï 

i Ý¸±¬¸·¿ »¬ ¿´òô Öò Ó±´ò Þ·±´òô ïèêæêëïóêêí øïçèë÷å  ïî 

i Í¸»®·ºº »¬ ¿´òô Ð®±½ò Ò¿¬´ò ß½¿¼ò Í½·òô ËÍßô èìæèðéëóèðéç øïçèé÷å ïí 

i ÉÑ èèñðçíìì ø°«¾´·¸»¼ Ü»½»³¾»® ïô ïçèè÷å  ïì 

i Ú±±¬» »¬ ¿´òô Ò±ª¿ ¿½¬¿ Ô»±°±´¼·²¿ êïô îêçæïðíóïïð øïçèç÷å  ïë 

i Ï«»»² »¬ ¿´òô  Ð®±½ò Ò¿¬´ò ß½¿¼ò Í½·ò ËÍßô èêæïððîçóïððíí øïçèç÷å  ïê 

i ÉÑ çðñðéèêï ø°«¾´·¸»¼ Ö«´§ îêô ïççð÷å ïé 

i Ý± »¬ ¿´òô Ð®±½ò Ò¿¬´ò ß½¿¼ò Í½·òôèèæîèêçóîèéíô ß°®·´ô ïççïå  ïè 

ß¼¿·®� °±·¬·±² · ¬¸¿¬ ¬¸» �îïí °¿¬»²¬ · ²±¬ »²¬·¬´»¼ ¬± °®·±®·¬§ »¿®´·»® ¬¸¿² ·¬ º·´·²¹ ¼¿¬» ïç 

±º Ö«²» ïëô ïççîò  ×º ¬¸» �îïí °¿¬»²¬ · »²¬·¬´»¼ ¬± °®·±®·¬§ô ¬¸»² ÉÑ çðñðéèêï ¿²¼ Ý± »¬ îð 

¿´ò ¾»½±³» ®»º»®»²½» «²¼»®  íë ËòÍòÝò yïðîø¿÷ò  îï 

èò  Ó±¬·±² «²¼»® Þ¼ò Îò ïîïø¿÷øï÷ø···÷ º±® ¶«¼¹³»²¬ ¬¸¿¬ ½´¿·³ ±º ¬¸» �îïí °¿¬»²¬  îî 

¿®» «²°¿¬»²¬¿¾´» «²¼»® íë ËòÍòÝò yïðîø»÷ ¿ ¿²¬·½·°¿¬»¼ ¾§ô ±®ô «²¼»® íë ËòÍòÝò yïðíø¿÷ îí 
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¿ ±¾ª·±« ±ª»®ô ¿¬ ´»¿¬ ±²» ±® ³±®» ±º ¬¸» º±´´±©·²¹ ®»º»®»²½»ô ±® ½±³¾·²¿¬·±² ¬¸»®»±º ï 

©·¬¸ »¿½¸ ±¬¸»® ±® ·² ½±³¾·²¿¬·±² ©·¬¸ ±²» ±® ³±®» ±º ¬¸» ®»º»®»²½» ´·¬»¼ ·² °¿®¿¹®¿°¸ î 

éæ  í 

i ËòÍò Ð¿¬»²¬ Ò±ò ëôïíîôìðë ø°®·±®·¬§ ¬± Ó¿§ îïô ïçèé÷å  ì 

i ËòÍò Ð¿¬»²¬ Ò±ò êôëìèôêìð ø°®·±®·¬§ ¬± Ó¿§ íô ïçèè÷å  ë 

i ËòÍò Ð¿¬»²¬ Ò±ò êôêíîôçîé ø°®·±®·¬§ ¬± Ü»½»³¾»® îïô ïççð÷å ¿²¼ ê 

i ËòÍò Ð¿¬»²¬ Ò±ò ëôèëçôîðë ø°®·±®·¬§ ¬± Ü»½»³¾»® îïô ïççð÷ò   é 

 çò  Ó±¬·±² «²¼»® Þ¼ò Îò îðèø¿÷øî÷ ¿²¼ ÍÑ îðèòî ¬± ¿¼¼ ¿² ¿¼¼·¬·±²¿´ ½±«²¬ô è 

©¸»®»·² ¬¸» ¿¼¼·¬·±²¿´ ½±«²¬ · ¼·®»½¬»¼  ¬± ¬¸» «¾¶»½¬ ³¿¬¬»® ±º ½´¿·³ ï ±º ËòÍò Ð¿¬»²¬ ç 

Ò±ò êôêíçôðëë ø�¬¸» �ðëë °¿¬»²¬�÷ ±® ½´¿·³ îì ±º ËòÍò ß°°´·½¿¬·±² Í»®·¿´ Ò±ò ïïñîèìôîêðò  ïð 

Ì¸» �ðëë °¿¬»²¬ ½´¿·³ °®·±®·¬§ ¬± ¬¸» �îïí °¿¬»²¬ò   ß¼¿·®  · ½«®®»²¬´§ °«®«·²¹ ¿² ïï 

·²¬»®º»®»²½» ©·¬¸ ¬¸» �ðëë °¿¬»²¬ ·² ¬¸»·® ß°°´·½¿¬·±² Í»®·¿´ Ò±ò ïïñîèìôîêðò   ïî 

 ïðò  Ý±²¬·²¹»²¬ «°±² ¬¸» ¹®¿²¬·²¹ ±º Ó±¬·±² çô ¿ ³±¬·±² «²¼»® Þ¼ò Îò îðèø¿÷øî÷ ïí 

¿²¼ îðíø¼÷ ¿²¼ ÍÑ jj ïîí ¿²¼ îðíòî ¬± ¿¼¼ ¬¸» �ðëë °¿¬»²¬ò   ïì 
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 ïïò  Ý±²¬·²¹»²¬ «°±² ¬¸» ¹®¿²¬·²¹ ±º Ó±¬·±² çô ¿ ³±¬·±² «²¼»® Þ¼ò Îò îðèø¿÷øî÷ ï 

¿²¼ îðíø¼÷ ¿²¼ ÍÑ jj ïîí ¿²¼ îðíòî ¬± ¿¼¼ ß¼¿·® ß°°´·½¿¬·±² Í»®·¿´ Ò±ò ïïñîèìôîêðò   î 

í 

Î»°»½¬º«´´§ «¾³·¬¬»¼ô ì 

ë 

ê 

    ñÜ±®»»² Ç¿¬µ± Ì®«¶·´´±ñé 

ÜÑÎÛÛÒ ÇßÌÕÑ ÌÎËÖ×ÔÔÑ è 

Î»¹·¬®¿¬·±² Ò±ò íëôéïç ç 

Ô»¿¼ Ý±«²»´ º±® ß¼¿·® ïð 

ïï 

Ü¿¬»æ ß°®·´ çô îðïð ïî 

ïí 

Ý±¦»² Ñ�Ý±²²±® ÐòÝò ïì 

ïçðð Ó¿®µ»¬ Í¬ò ïë 

Ð¸·´¿¼»´°¸·¿ô Ðß ïçïðí ïê 

Ì»´»°¸±²»æ øîïë÷ êêëóëëçí ïé 

Ú¿½·³·´»æ øîïë÷ éðïóîððë ïè 

¼¬®«¶·´´±à½±¦»²ò½±³ ïç 
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Ý»®¬·º·½¿¬» ±º Í»®ª·½» ï 

î 

Ì¸· ©·´´ ½»®¬·º§ ¬¸¿¬ ¿ ¬®«» ½±°§ ±º ¬¸· °¿°»® ©¿ »®ª»¼ ¬¸· ¼¿¬» ±² ¬¸» °¿®¬§ í 

Ý¿®¬»® ¾§ »´»½¬®±²·½ ³¿·´ ¼·®»½¬»¼ ¬±æ ì 

 Ñ´·ª»® Îò ß¸»ô Ö®ò ë 

 ßÍØÛô ÐòÝò ê 

 ïïììð ×¿¿½ Ò»©¬±² Í¯«¿®» Ò±®¬¸ é 

 Í«·¬» îïð è 

 Î»¬±²ô Êß îðïçð ç 

 Ì»´òæ øéðí÷ìêéóçððï ïð 

 Ú¿¨æ øéðí÷ ìêéóçððî ïï 

  Ûó³¿·´æ ±¿¸»à¿¸»°½ò½±³ïî 

ïí 

ïì 

Ü¿¬»æ  ß°®·´ çô îðïð   ñÜ±®»»² Ç¿¬µ± Ì®«¶·´´±ñïë 

      Ü±®»»² Ç¿¬µ± Ì®«¶·´´± ïê 

ïé 

ïè 

ïç 
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Paper No. _______
Filed on behalf of: Party Carter Filed: April 9, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

UNITED STATES PATENT AND TRADEMARK OFFICE

____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

CARTER MOTIONS LIST
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CARTER MOTIONS LIST1

Pursuant to Part D of the Declaration of Interference (Paper No. 1), 37 C.F.R. §§ 41.1202

and 204, and ¶¶ 104.2.1, 120, and 204 of the Standing Order (Paper No. 2), Carter herein3

provides a list of motions that Carter presently intends to file.4

1. A motion under 37 C.F.R. § 41.121(a)(1)(iii) seeking judgment that Adair’s claim5

24 is not patentable to Adair under 35 U.S.C. § 135(b)(1). The claims presented by Adair prior6

to the critical date were not patentable to Adair and/or were not the same as or for the same or7

substantially the same subject matter as any of the involved claims of Carter’s U.S. Patent No.8

6,407,213 (“the ‘213 patent”). Adair’s involved claim 24 was presented over three years after9

the issuance of the involved Carter ‘213 patent and is not entitled to the benefit of any pre-10

critical date claim. For at least these reasons, Adair claim 24 is barred under 35 U.S.C.11

§ 135(b)(1). This motion should be treated as raising a threshold issue. 37 C.F.R. § 41.201.12

2. A motion under 37 C.F.R. § 41.121(a)(1)(iii) seeking judgment that Adair’s13

involved claim 24 is not patentable under 35 U.S.C. § 112, first paragraph, for failure to satisfy14

the written description requirement. Adair’s involved specification does not describe a15

humanized antibody wherein a “framework region comprises a non-human amino acid16

substitution at a residue selected from the group consisting of 23, 24, 49, 71, 73, and 78, and17

combinations thereof” as recited in Adair’s involved claim 24. This motion should be treated as18

raising a threshold issue. 37 C.F.R. § 41.201.19

3. A motion under 37 C.F.R. § 41.121(a)(1)(iii) seeking judgment that Adair’s20

involved claim 24 is not patentable under 35 U.S.C. § 112, second paragraph, because it is21

indefinite in its recitation of a humanized antibody wherein a “framework region comprises a22
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Carter Motions List
Interference No. 105,744
Page 2 of 3

non-human amino acid substitution at a residue selected from the group consisting of 23, 24, 49,1

71, 73, and 78, and combinations thereof.”2

4. A motion under 37 C.F.R. § 41.121(a)(1)(iii) seeking judgment that, applying a3

two-way test, an interference-in-fact does not exist between Adair’s involved claim 24 and any4

of Carter’s involved patent claims. This motion should be treated as raising a threshold issue.5

37 C.F.R. § 41.201.6

5. A motion under 37 C.F.R. §§ 41.121(a)(1)(i) and 41.208(a)(2) to designate7

Carter’s involved ‘213 patent claims 30, 31, 60, 62, 63, 67, 80 and 81 as not corresponding to8

Count 1. Count 1, if treated as prior art, would not have anticipated or rendered obvious the9

subject matter of these claims.10

6. A motion under 37 C.F.R. §§ 41.121(a)(1)(ii) and 41.208(a)(3) to deny Adair11

priority benefit of Adair U.K. Application No. 8928874.0 and/or PCT/GB90/02017 because the12

applications do not provide a described and/or enabled anticipation under 35 U.S.C. 102(g)(1) of13

the subject matter of Count 1.14

7. A motion under 37 C.F.R. § 41.121(a)(1)(iii) seeking judgment that Adair’s15

involved claim 24 is not patentable under 35 U.S.C. §§ 102 and/or 103. The primary references16

to be addressed in the motion are Chothia et al., Ò¿¬«®», 342:877-883 (1989) and Tramontano et17

al., Öò Ó±´ò Þ·±´òô 215:175-182 (1990) and, possibly, other related evidence under 35 U.S.C.18

102(g). This motion may, in part, address whether Adair claim 24 is entitled to the benefit of19

one or more of its earlier-filed applications under 35 U.S.C. §§ 119/120. In the event Carter20

determines that additional primary references will be addressed in this motion, Carter will21

promptly give notice to Adair and the Board and serve copies of such references on Adair.22
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Carter Motions List
Interference No. 105,744
Page 3 of 3

8. A motion under 37 C.F.R. § 41.208(a)(4) seeking judgment based on derivation1

and/or priority.2

9. Pursuant to 37 C.F.R. § 41.127(a)(1), the Board should be aware that Adair has3

requested an interference between Adair’s U.S. Patent Application 11/284,260 (“the ‘2604

application”) and Carter’s U.S. Patent 6,639,055 (“the ‘055 patent”). In an Office Action dated5

December 28, 2009, concerning the Adair ‘260 application, the Examiner correctly noted that6

examination of the Adair application has not been completed as required under 37 C.F.R.7

§ 41.102(a) and that consideration of a potential interference is premature, citing MPEP 2303.8

Moreover, in the event such an interference is declared, Carter would maintain that Adair lacks9

standing to provoke or maintain an interference with the Carter ‘055 patent and that Adair’s10

claim is not patentable to Adair.11

Respectfully submitted,12

April 9, 2010 /Oliver R. Ashe, Jr./13
Oliver R. Ashe, Jr.14
Registration No. 40,49115
Counsel for Party Carter16

ASHE, P.C.17
11440 Isaac Newton Sq. North18
Suite 21019
Reston, VA 2019020
Tel.: (703) 467-900121
Fax: (703) 467-900222
E-mail: oashe@ashepc.com23
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CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “CARTER MOTIONS
LIST” was filed this 9th day of April, 2010, by e-mail, to:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel.: 571-272-9797
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

April 9, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “CARTER
MOTIONS LIST” was served this 9th day of April, 2010, by e-mail, on the Attorney of Record
for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

April 9, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Paper No. _______
Filed on behalf of: Party Carter Filed: April 26, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

UNITED STATES PATENT AND TRADEMARK OFFICE

____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

CARTER’S TEST DOCUMENT PURSUANT TO WEB PORTAL INSTRUCTIONS
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Paper 23
Mail Stop Interference
P.O. Box 1450 Filed 27 April 2010
Alexandria Va 22313-1450
Tel: 571-272-4683
Fax: 571-273-0042

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

PAUL J. CARTER AND LEONARD G. PRESTIA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILGEET SINGH ATHWAL,
and JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

Patent Interference No. 105,744
(Technology Center 1600)

Order - Motion Times - Bd.R. 104(c)

A. Conference call

A conference call was held on 22 April 2010 at approximately 2:00 p.m.

Participating in the call were:

(1) Oliver Ashe and Jeffrey Kushan for Carter,

(2) Doreen Trujillo for Adair, and

(3) Sally Gardner Lane, Administrative Patent Judge.
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B. Relevant discussion during conference call

The principal purpose of the conference call was to set times for taking action on

motions (other than miscellaneous motions) in the interference. Each party has filed a

list of motions that it wishes to file.

Modified schedule

At the beginning of the call the Ms. Trujillo, counsel for Adair informed the Board

that she soon will be undergoing hip replacement surgery and does not expect to return

to work until the beginning part of June. Mr. Ashe, counsel for Carter, expressed a

willingness to cooperate and adjust the schedule to accommodate Ms. Trujillo’s

unavailability.

Given the particular circumstances, the schedule has been adjusted so that

Carter will file its threshold motions first and, if necessary, remaining motions will be

filed at a time to allow Ms. Trujillo adequate time to prepare the authorized motions after

returning to work. However, as discussed during the call, if, in light of either of the

Carter threshold motions, an Adair opposition or responsive motion is authorized, it

would be expected that the opposition or responsive motion would be filed as soon as

possible (with a precise time to be set if, and when, necessary).

Adair request for a second interference

Adair has proposed an interference with Carter patent 6,639,055 in its application

11/284,260 (‘260). Adair confirmed that ex parte prosecution in the ‘260 application is

not complete. Declaring an interference involving the ‘260 claims would be premature

at this time. However, Adair should inform the Board if its claims become allowable and
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at that time Adair can seek authorization to file a miscellaneous motion suggesting an

interference. (Bd. R. 102 and Standing Order at ¶ 203.1).

Authorized Motions

Only the motions specifically authorized in this Order may be filed. If a party

finds that a responsive motion is necessary, then a conference call should be arranged

well prior to the time such motion would be due.

Each party is authorized to file a motion for priority.1 Priority motions are

deferred. In addition either party may move to defer its opposition to any motion for

unpatentability over prior art based upon the party’s priority statement.

Carter

Expedited schedule:

Carter is authorized to file the following two threshold motions on or before

01 June 2010:

1. A motion seeking judgment that the single Adair claim is barred under 35

U.S.C. § 135(b) (1) (item #1 on the Carter list), and

2. A motion seeking judgment that the single Adair claim is unpatentable

under the written description requirement of 35 U.S.C. § 112, ¶1 (item 2 of the Carter

list).

No Adair opposition or responsive motion to either of the Carter threshold

motions is authorized at this time. If an opposition to either motion is necessary, a

conference call will be scheduled to decide upon an appropriate time table. At that time

Adair should be prepared to discuss any responsive motion it might wish to file.

1 In addition derivation briefing, if any, will be deferred. If a party wishes to allege derivation it must
do so in its priority statement.
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Regular schedule:

1. Carter is authorized to file the motions at items 3 (§ 112, ¶ 2), 4 (no

interference in fact), 6 (benefit) and 7 (unpatentability over prior art) on its list in

accordance with the schedule set out in the appendix.

Adair

Expedited schedule:

Adair has not asked to file any motion as a threshold motion.

Regular schedule:

1. Adair is authorized to file the motion at item 5 (Carter claim designations).

2. Adair is authorized to file a single motion that all the Carter claims are

unpatentable over the prior art cited at items 7 and 8 of the Adair list. As discussed

during the call, Adair has filed an unacceptably long list of prior art. Adair agreed that,

at a reasonable time prior to the time it files its motion, Adair will inform Carter what

references it intends to rely upon and, as to the § 103 issue, which will be relied upon as

primary and which will be relied upon as secondary references. If the number of

references relied upon is unreasonable the motion may be returned to Adair.

Adair requested to file other motions however Adair is not authorized to file these

motions for the following reasons.

1. The motions at items 1, 9 and 10 were said to relate to the ‘260 application. As

discussed above, because that ex parte prosecution has not been completed a

miscellaneous motion suggesting a second interference is not authorized. (Bd. R. 102

and Standing Order at ¶ 203.1).
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2. The motion at item 2 seeks to present a claim said to be directed to subject

matter at claims 1-3, 9, 38 and 39 of the involved Carter patent. Adair indicated that it

could claim this subject matter in a pending application. In such case, the claim(s)

could be examined by a patent examiner to determine there is allowable subject matter

to Adair. Since the claims can be presented elsewhere Adair is not authorized to file the

motion at item 2.

4. Adair conceded that if its motion at item 6 were to be granted, the subject matter

of the Count would not change. An interference is principally about the priority contest.

If the granting of the motion would not change that contest, then its filing usually will not

be authorized. Bd. R. 208.

Notwithstanding the Standing Order (e.g., 10 at ¶ 121.2 and ¶122.2), the

page limit on motions and oppositions is 25 pages and the page limit for replies

is 10 pages. The page limit does not include a table of contents, a table of authorities,

a certificate of service, or required appendices except for the page limit does include

the statement of material facts (SO ¶ 121.5.2).2 In other words, the statement of

material facts counts toward the 25 page limit.

C. Time periods associated with motions

In accordance with discussion during the telephone conference call, the TIME

PERIODS described below are set out in an Appendix to this ORDER. Action specified

for each TIME PERIOD must be completed by the date specified for the TIME PERIOD.

2 The page limit does not include a party’s response to its opponent’s statements of material facts.
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The parties are authorized to stipulate different times (earlier or later, but not later

than TIME PERIOD 7) for TIME PERIODS 1 through 6.3 A notice of the stipulation must

be promptly filed. The notice must be in the form of a photocopy of the Appendix

attached to this ORDER with old dates crossed out and new dates inserted by hand.

The parties may not stipulate an extension of TIME PERIODS 7-9.

1. TIME PERIOD 1

a. File and serve all authorized motions and

b. Serve but do not file evidence in support of these motions.

3 In stipulating different times, the parties should consider the effect of the stipulation on times (1) to object to
evidence (5 business days, Bd.R. 155(b)(1)), (2) to supplement evidence (10 business days, Bd.R. 155(b)(2)),
(3) to begin cross examination (no earlier than 21 days after service, SO ú 157.3.1) and (4) to conclude cross
examination (at least 10 days before the opposition or reply is due, SO ú 157.3.2).

If no party files a motion, the SENIOR PARTY must arrange a conference call

with the parties and the Board so that appropriate adjustments to the schedule may be

made.

2. TIME PERIOD 2

a. File and serve responsive motions (Bd.R. 121(a)(2)) in

response to an opponent's motion filed during TIME

PERIOD 1 and

b. Serve but do not file evidence in support of these responsive

motions.

3. TIME PERIOD 3

a. File and serve oppositions to all motions, including

responsive motions and
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b. Serve but do not file evidence in support of these

oppositions.

4. TIME PERIOD 4

a. File and serve replies to all oppositions and

b. Serve but do not file evidence in support of these replies.

5. TIME PERIOD 5

a. File and serve any request for oral argument on motions,

b. File and serve motions to exclude evidence (Bd.R. 155(c);

SO ú 155.2), and

c. File and serve observations on cross examination (SO

ú 157.7) of reply testimony.

6. TIME PERIOD 6

a. File and serve oppositions to an opponent's motion to

exclude evidence and

b. File and serve any response to observations.

7. TIME PERIOD 7

File and serve replies to oppositions to motions to exclude evidence.

D. Deposition transcripts

Transcripts of cross examinations and depositions taken under 35 U.S.C. 24

must be served, but not filed until the exhibits are filed.
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E. Serving exhibits relied upon in motions

An exhibit, including an affidavit, cited in connection with a motion, opposition,

reply, or affidavit, must be served, but not filed,4 with the motion, opposition, reply or

affidavit in which the exhibit is first mentioned.

F. TIME PERIOD 8: Filing the record for decision on motions

1. File an original set of your exhibits and one working copy of your

exhibits;

2. For each of your motions, file one folder (or three folders if an oral

argument is set each) containing:

a. The motion,

b. Any corresponding opposition,

c. Any corresponding reply,

d. Any corresponding observations, and

e. Any corresponding response to the observations.

3. File CD-ROM a party elects to file.

G. TIME PERIOD 9: Default oral argument date

If a request for oral argument (Bd.R. 124(a); TIME PERIOD 5) is granted, the

default date for such argument is TIME PERIOD 9. No oral argument will occur if either

no argument is requested or granted.

4 Except when the Board sets an expedited schedule for a particular motion, in which case, all exhibits
mentioned in that motion or the corresponding opposition or reply must be filed with the motion, opposition,
reply, or affidavit in which the exhibit is first mentioned.

H. Priority statements

1. At TIME PERIOD 1:
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a. File but do not serve a priority statement (Bd.R. 120;

Bd.R. 204(a)).

b. File and serve a notice advising each opponent of the filing

of the priority statement.

2. A junior party who does not file a priority statement shall not have

access to the priority statement of any other party.

3. Within one (1) week after TIME PERIOD 1, serve a copy of the

priority statement upon each opponent (except for a junior party

barred under j H.2 above).

/Sally Gardner Lane/
Administrative Patent Judge

Revised 3 January 2006
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cc (via electronic filing):

Attorney for CARTER:

Oliver R. Ashe, Jr., Esq. Jeffrey P. Kushan, Esq.
ASHE, P.C. SIDLEY AUSTIN LLP
11440 Isaac Newton Square, North 1501 K Street,N.W.
Suite 210 Washington, D.C. 20005
Reston, VA 20190 Tel: 202-736-8914
Tel: 703-467-9001 Email: jkushan@sidley.com
Email: oashe@ashepc.com

Attorney for ADAIR:

Doreen Yatko Trujillo, Esq.
Michael B. Fein, Esq.
COZEN O’CONNOR P.C.
1900 Market Street
Philadelphia, PA 19103
Tel: 215-665-5593
Email: dtrujillo@cozen.com
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Appendix--ORDER - RULE 123(a)
(Times for substantive motions; priority deferred)

Interference 105,744

CARTER THRESHOLD MOTIONS……………………………….…………….1 June 2010

ADAIR OPPOSITION, RESPONSIVE MOTIONS………………………to be set if needed

TIME PERIOD 1 (all other authorized motions)......................................... 9 August 2010
File motions
File (but serve one week later) priority statements

TIME PERIOD 2................................................................................20 September 2010
File responsive motions (none authorized at this time)
filed in TIME PERIOD 1

TIME PERIOD 3...................................................................................2 November 2010
File oppositions to all motions

TIME PERIOD 4................................................................................. 14 December 2010
File all replies

TIME PERIOD 5.......................................................................................4 January 2011
File request for oral argument
File motions to exclude
File observations

TIME PERIOD 6.....................................................................................18 January 2011
File oppositions to motions to exclude
File response to observations

TIME PERIOD 7..................................................................................... 1 February 2011
File replies to oppositions to motions to exclude

TIME PERIOD 8..................................................................................... 8 February 2011
File exhibits
File sets of motions
File any CD-ROMs

TIME PERIOD 9..................................................................................................to be set
Default oral argument date (if ordered)
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Paper No. _______
Filed on behalf of: Party Carter Filed: April 29, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

UNITED STATES PATENT AND TRADEMARK OFFICE

____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

CARTER’S REQUEST FOR CLARIFICATION OF PAPER NO. 23
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CARTER’S REQUEST FOR CLARIFICATION OF PAPER NO. 231

The Order - Motion Times - Bd. R. 104(c) dated April 27, 2010 (Paper No. 23) does not2

expressly address the proposed motion identified in item 5 of Carter Motions List (to designate3

Carter’s involved claims 30, 31, 60, 62-63, 67, and 80-81 as not corresponding to Count 1).4

Carter respectfully requests the Board to clarify whether Carter is authorized to file such a5

motion.6

Respectfully submitted,7

April 29, 2010 /Oliver R. Ashe, Jr./8
Oliver R. Ashe, Jr.9
Registration No. 40,49110
Counsel for Party Carter11

ASHE, P.C.12
11440 Isaac Newton Sq. North13
Suite 21014
Reston, VA 2019015
Tel.: (703) 467-900116
Fax: (703) 467-900217
E-mail: oashe@ashepc.com18
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CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “CARTER’S REQUEST
FOR CLARIFICATION OF PAPER NO. 23” was filed this 29th day of April, 2010, via
Interference Web Portal (https://acts.uspto.gov/ifiling/), with:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel: 571-272-4683
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

April 29, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “CARTER’S
REQUEST FOR CLARIFICATION OF PAPER NO. 23” was served this 29th day of April,
2010, via Interference Web Portal (https://acts.uspto.gov/ifiling/), on the Attorney of Record for
Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

April 29, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Paper 25
Mail Stop Interference
P.O. Box 1450 Filed 3 May 2010
Alexandria Va 22313-1450
Tel: 571-272-4683
Fax: 571-273-0042

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

PAUL J. CARTER AND LEONARD G. PRESTIA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILGEET SINGH ATHWAL,
and JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

Patent Interference No. 105,744
(Technology Center 1600)

ORDER – Miscellaneous – 104(a)

Carter requests clarification (Paper 24) of the Order setting motions times.

(Paper 23). As noted by Carter, the Order does not discuss whether Carter is

authorized to file the proposed motion to have certain Carter claims designated as not

corresponding to the Count (item 5 on the Carter list).

It is

ORDERED that Carter is authorized to file a motion to designate Carter

claims 30, 31, 60, 62-63, 67, and 80-81 as not corresponding to the Count; and
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FURTHER ORDERED that the motion shall be filed on the regular (non-

expedited) schedule.

/Sally Gardner Lane/
Administrative Patent Judge

cc (via electronic filing):

Attorney for CARTER:

Oliver R. Ashe, Jr., Esq. Jeffrey P. Kushan, Esq.
ASHE, P.C. SIDLEY AUSTIN LLP
11440 Isaac Newton Square, North 1501 K Street,N.W.
Suite 210 Washington, D.C. 20005
Reston, VA 20190 Tel: 202-736-8914
Tel: 703-467-9001 Email: jkushan@sidley.com
Email: oashe@ashepc.com

Attorney for ADAIR:

Doreen Yatko Trujillo, Esq.
Michael B. Fein, Esq.
COZEN O’CONNOR P.C.
1900 Market Street
Philadelphia, PA 19103
Tel: 215-665-5593
Email: dtrujillo@cozen.com
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Carter Exhibit 2037
Carter v. Adair

Interference No. 105,744

HUMANISED ANTIBODIES

Field of the Invention

The present invention relates to humanised antibody molecules (HAMs), to processes for their
production using recombinant DNA technology, and to their therapeutic uses.

In the present application, the term �recombinant antibody molecule� (RAM) is used to describe 
an antibody produced by an process involving the use of recombinant DNA technology, including
any analogues of natural immunoglobulins or their fragments. The term �humanised antibody 
molecule� (HAM) is used to describe a molecule having an antigen binding site derived from an
immunoglobulin from a non-human species, and remaining immunoglobulin-derived parts of the
molecule being derived from a human immunoglobulin. The antigen binding site may comprise
either complete variable domains fused onto constant domains ortypically comprises
complementarity determining regions grafted onto(CDRs) which determine the binding specificity
of the antibody molecule and which are carried on appropriate framework regions in the variable
domains. The abbreviation �MAb� is used to indicate a monoclonal antibody There are 3 CDRs
(CDR1, CDR2 and CDR3) in each of the heavy and light chain variable domains.

In the description, reference is made to a number of publications by number. The publications are
listed in numerical order at the end of the description.

Background of the Invention

Natural immunoglobulins have been known for many years, as have the various fragments thereof,
such as the Fab, (Fab�)2 and Fc fragments, which can be derived by enzymatic cleavage. Natural
immunoglobulins comprise a generally Y-shaped molecule having an antigen-binding site towards
the end of each upper arm. The remainder of the structure, and particularly the stem of the Y,
mediates the effector functions associated with immunoglobulins.

Natural immunoglobulins have been used in assay, diagnosis and, to a more limited extent,
therapy. However, such uses, especially in therapy, have beenwere hindered until recently by the
polyclonal nature of natural immunoglobulins. A significant step towards the realisation of the
potential of immunoglobulins as therapeutic agents was the discovery of techniquesprocedures for
the preparationproduction of monoclonal antibodies (MAbs) of defined specificity (1).

However, most MAbs are produced by hybridomas which are fusions of rodent spleen cells with
rodent myeloma cells. They are therefore essentially rodent proteins. There are very few reports
of the production of human MAbs.

Since most available MAbs are of rodent origin, they are naturally antigenic in humans and thus
can give rise to an undesirable immune response termed the HAMA (Human Anti-Mouse
Antibody) response. Therefore, the use of rodent MAbs as therapeutic agents in humans is
inherently limited by the fact that the human subject will mount an immunological response to the
MAb and will either remove it entirely or at least reduce its effectiveness. Thus, inIn practice,
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MAbs of rodent origin may not be used in patients for more than one or a few treatments as a
HAMA response soon develops rendering the MAb ineffective as well as giving rise to
undesirable reactions. For instance, OKT3 a mouse IgG2a/k MAb which recognises an antigen in
the T-cell receptor-CD3 complex has been approved for use in many countries throughout the
world as an immunosuppressant in the treatment of acute allograft rejection [Chatenoud et al (2)
and Jeffers et al (3)]. However, in view of the rodent nature of this and other such MAbs, a
significant HAMA response which may include a major anti-idiotype component, may build up on
use. Clearly, it would be highly desirable to diminish or abolish this undesirable KAMA response
and thus enlarge the areas of use of these very useful antibodies.

Proposals have therefore been made to render non-human MAbs less antigenic in humans. Such
techniques can be generically termed �humanisation� techniques.  These techniques 
generallytypically involve the use of recombinant DNA technology to manipulate DNA sequences
encoding the polypeptide chains of the antibody molecule.

Some early methods for carrying out such a procedureEarly methods for humanising MAbs
involved production of chimeric antibodies in which an antigen binding site comprising the
complete variable domains of one antibody is linked to constant domains derived from another
antibody. Methods for carrying out such chimerisation procedures are described in EP A 0 171
4960120694 (Celltech Limited), EP0125023 (Genentech Inc. and City of Hope), EP-A-0 171496
(Res. Dev. Corp. Japan), EP-A-0 173 494 (Stanford University), EP A 0 194 276and WO
86/01533 (Celltech Limited) and WO A 8 702 671 (Int. Gen. Eng. Inc.). The. This latter Celltech
application (WO 86/01533) discloses a process for preparing an antibody molecule having the
variable domains from a mouse MAb and the constant domains from a human immunoglobulin. It
also shows the production of an antibody molecule comprising the variable domains of a mouse
MAb, the CH1 and CL domains of a human immunoglobulin, and a non immunoglobulin derived
protein in place of the Fc portion of the human immunoglobulinSuch humanised chimeric
antibodies, however, still contain a significant proportion of non-human amino acid sequence, i.e.
the complete non-human variable domains, and thus may still elicit some HAMA response,
particularly if administered over a prolonged period [Begent et al (ref. 4)].

In an alternative approach, described in EP-A-0239400 (Winter), the complementarity
determining regions (CDRs) of a mouse MAb have been grafted onto the framework regions of the
variable domains of a human immunoglobulin by site directed mutagenesis using long
oligonucleotides. There are 3 CDRs (CDR1, CDR2 and CDR3) in each of the heavy and light
chain variable regions. The present invention relates to HAMshumanised antibody molecules
prepared according to this alternative approach, i.e. CDR-grafted HAMshumanised antibody
molecules. Such
CDR-grafted humanised antibodies are much less likely to give rise to a HAMA response than
humanised chimeric antibodies in view of the much lower proportion of non-human amino acid
sequence which they contain.

The earliest work on humanising MAbs by CDR-grafting was carried out on MAbs recognising
synthetic antigens, such as the NP or NIP antigens. However, examples in which a mouse MAb
recognising lysozyme and a rat MAb recognising an antigen on human T-cells respectively were
humanised by CDR-grafting are shownhave been described by Verhoeyen et al (25) and
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Riechmann et al (36) respectively. The preparation of CDR-grafted antibody to the antigen on
human T cells is also described in WO 89/07452 (Medical Research Council).

In the latter case (Riechmann et al)/Medical Research Council it was found that transfer of the
CDR regions alone ([as defined by Kabat refs. 4(7) and 5(8)] was not sufficient to provide
satisfactory antigen binding activity in the CDR-grafted product. Riechmann et al found that it
was necessary to convert a serine residue at position 27 of the human sequence to the
corresponding rat phenylalanine residue to obtain a CDR-grafted product having
satisfactoryimproved antigen binding activity. This residue at position 27 of the heavy chain is
within the structural loop adjacent to
CDR1. A further construct which additionally contained a human serine to rat tyrosine change at
position 30 of the heavy chain did not have a significantly altered binding activity over the
humanised antibody with the serine to phenylalanine change at position 27 alone. These results
indicate that changes to residues of the human sequence outside the CDR regions, in particular in
the structural loop adjacent to CDR1, may be necessary to obtain effective antigen binding activity
for CDR-grafted antibodies which recognise more complex antigens. Even so the binding affinity
of the best CDR-grafted antibodies obtained was still significantly less than the original MAb.

Very recently Queen et al (9) have described the preparation of a humanised antibody that binds to
the interleukin 2 receptor, by combining the CDRs of a murine MAb (anti-Tac) with human
immunoglobulin framework and constant regions. The human framework regions were chosen to
maximise homology with the anti-Tac MAb sequence. In addition computer modelling was used
to identify framework amino acid residues which were likely to interact with the CDRs or antigen,
and mouse amino acids were used at these positions in the humanized antibody.

In WO 90/07861 Queen et al propose four criteria for designing humanised immunoglobulins.
The first criterion is to use as the human acceptor the framework from a particular human
immunoglobulin that is unusually homologous to the non-human donor immunoglobulin to be
humanised, or to use a consensus framework from many human antibodies. The second criterion
is to use the donor amino acid rather than the acceptor if the human acceptor residue is unusual and
the donor residue is typical for human sequences at a specific residue of the framework. The third
criterion is to use the donor framework amino acid residue rather than the acceptor at positions
immediately adjacent to the CDRs. The fourth criterion is to use the donor amino acid residue at
framework positions at which the amino acid is predicted to have a side chain atom within about 3
Å of the CDRs in a three-dimensional immunoglobulin model and to be capable of interacting with
the antigen or with the CDRs of the humanised immunoglobulin. It is proposed that criteria two,
three or four may be applied in addition or alternatively to criterion one, and may be applied singly
or in any combination.

In recent years a number of rodent MAbs have been developed for therapeutic applications. For
instance, OKT3 a mouse IgG2a/k MAb which recognizes an antigen in the T cell receptor CD3
complex has been approved for use in the USA as an immunosuppressant in the treatment of acute
allograft rejection (Chatenond et al (1986) J. Immunol., 137, 830 838, and Jeffers et al (1986)
Transplantation, 41, 572 578). However, in view of the rodent nature of this and other such
MAbs, a significant HAMA response which may include a major anti idiotype component, builds
up on use. Clearly, it would be highly desirable to diminish or abolish this undesirable HAMA
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response by suitable humanisation or other recombinant DNA manipulation of these very useful
antibody and thus enlarge their areas of use.
WO 90/07861 describes in detail the preparation of a single CDR-grafted humanised antibody, a
humanized antibody having specificity for the p55 Tac protein of the IL-2 receptor. The
combination of all four criteria, as above, were employed in designing this humanised antibody,
the variable region frameworks of the human antibody Eu (7) being used as acceptor. In the
resultant humanized antibody the donor CDRs were as defined by Kabat et al (7 and 8) and in
addition the mouse donor residues were used in place of the human acceptor residues, at positions
27, 30, 48, 66, 67, 89, 91, 94, 103, 104, 105 and 107 in the heavy chain and at positions 48, 60 and
63 in the light chain, of the variable region frameworks. The humanized anti-Tac antibody
obtained is reported to have an affinity for p55 of 3 x 109 M-l, about one-third of that of the murine
MAb.

We have further investgatedinvestigated the preparation of CDR-grafted HAMshumanised
antibody molecules and have identified residuesa hierarchy of positions within the framework of
the variable regionregions (i.e. outside both the Kabat CDRs and structural loops of the variable
regions) at which the amino acid identities of whichthe residues are important for obtaining
CDR-grafted products with satisfactory binding affinity. This has enabled us to establish a
protocol for obtaining satisfactory CDR-grafted products which may be applied very widely
irrespective of the level of homology between the donor immunoglobulin and acceptor framework.
The set of residues which we have identified as being of critical importance does not coincide with
the residues identified by Queen et al (9).

Summary of the Invention

Accordingly, in a first aspect the invention provides a CDR-grafted antibody heavy chain having a
variable region domain comprising humanacceptor framework and non human (rodent)donor
antigen binding regions wherein the human framework comprises non human (rodent)donor
residues at at least one of positions 6, 23 and/or 24, 48 and/or 49, 71 and/or 73, 75 and/or 76 and/or
78 and 88 and/or 91.

In preferred embodiments, the heavy chain framework comprises donor residues at positions 23,
24, 49, 71, 73 and 78 or at positions 23, 24 and 49. The residues at positions 71, 73 and 78 of the
heavy chain framework are preferably either all acceptor or all donor residues.

In particularly preferred embodiments the heavy chain framework additionally comprises donor
residues at one, some or all of positions 6, 37, 48 and 94. Also it is particularly preferred that
residues at positions of the heavy chain framework which are commonly conserved across species,
i.e. positions 2, 4, 25, 36, 39, 47, 93, 103, 104, 106 and 107, if not conserved between donor and
acceptor, additionally comprise donor residues. Most preferably the heavy chain framework
additionally comprises donor residues at positions 2, 4, 6, 25, 36, 37, 39, 47, 48, 93, 94, 103, 104,
106 and 107.

In addition the heavy chain framework optionally comprises donor residues at one, some or all of
positions:
1 and 3,
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72 and 76,
69 (if 48 is different between donor and acceptor),
38 and 46 (if 48 is the donor residue),
80 and 20 (if 69 is the donor residue),
67,
82 and 18 (if 67 is the donor residue),
91,
88, and
any one or more of 9, 11, 41, 87, 108, 110 and 112.

In the first and other aspects of the present invention reference is made to CDR-grafted antibody
products comprising acceptor framework and donor antigen binding regions. It will be
appreciated that the invention is widely applicable to the CDR-grafting of antibodies in general.
Thus, the donor and acceptor antibodies may be derived from animals of the same species and even
same antibody class or sub-class. More usually, however, the donor and acceptor antibodies are
derived from animals of different species. Typically the donor antibody is a non-human antibody,
such as a rodent MAb, and the acceptor antibody is a human antibody.

In the first and other aspects of the present invention, the donor antigen binding region typically
comprises at least one CDR from the donor antibody. Usually the donor antigen binding region
comprises at least two and preferably all three CDRs of each of the heavy chain and/or light chain
variable regions. The CDRs may comprise the Kabat CDRs, the structural loop CDRs or a
composite of the Kabat and structural loop CDRs and any combination of any of these.

Preferably, the antigen binding regions of the CDR-grafted heavy chain variable domain comprise
CDRs corresponding to the Kabat CDRs at CDR2 (residues 50-65) and CDR3 (residues 95-100)
and a composite of the Kabat and structural loop CDRs at CDR1 (residues 26-35).

Preferably, the antigen binding regions of the CDR grafted heavy chain variable domain comprise
CDRs corresponding to the Kabat CDR at CDR2 (residues 50 65), the structural loop residues at
CDR3 (residues 95 100) and a composite of the Kabat and structural loop CDRs at CDR1
(residues 26 35).
The residue designations given above and elsewhere in the present application are numbered
according to the Kabat numbering [refs. (7) and (8)]. Thus the residue designations do not always
correspond directly with the linear numbering of the amino acid residues. The actual linear amino
acid sequence may contain fewer or additional amino acids than in the strict Kabat numbering
corresponding to a shortening of, or insertion into, a structural component, whether framework or
CDR, of the basic variable domain structure. For example, the heavy chain variable region of the
anti-Tac antibody described by Queen et al (9) contains a single amino acid insert (residue 52a)
after residue 52 of CDR2 and a three amino acid insert (residues 82a, 82b and 82c) after
framework residue 82, in the Kabat numbering. The correct Kabat numbering of residues may be
determined for a given antibody by alignment at regions of homology of the sequence of the
antibody with a �standard� Kabat numbered sequence.

The invention also provides in a second aspect a CDR-grafted antibody light chain having a
variable region domain comprising humanacceptor framework and non human (rodent)donor
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antigen binding regions wherein the human framework comprises non human (rodent)donor
residues at at least one of positions 1 and/or 3 and 46 and/or 47. Preferably the CDR grafted light
chain of the second aspect comprises donor residues at positions 46 and/or 47.

The invention also provides in a third aspect a CDR-grafted antibody light chain having a variable
region domain comprising acceptor framework and donor antigen binding regions wherein the
framework comprises donor residues at at least one of positions 46, 48, 58 and 71.

In a preferred embodiment of the third aspect, the framework comprises donor residues at all of
positions 46, 48, 58 and 71.

In particularly preferred embodiments of the second and third aspects, the framework additionally
comprises donor residues at positions 36, 44, 47, 85 and 87. Similarly positions of the light chain
framework which are commonly conserved across species, i.e. positions 2, 4, 6, 35, 49, 62, 64-69,
98, 99, 101 and 102, if not conserved between donor and acceptor, additionally comprise donor
residues. Most preferably the light chain framework additionally comprises donor residues at
positions 2, 4, 6, 35, 36, 38, 44, 47, 49, 62, 64-69, 85, 87, 98, 99, 101 and 102.

In addition the framework of the second or third aspects optionally comprises donor residues at
one, some or all of positions:
1 and 3,
63,
60 (if 60 and 54 are able to form at potential saltbridge),
70 (if 70 and 24 are able to form a potential saltbridge),
73 and 21 (if 47 is different between donor and acceptor),
37 and 45 (if 47 is different between donor and acceptor),
and
any one or more of 10, 12, 40, 80, 103 and 105.

Preferably, the antigen binding regions of the CDR-grafted light chain variable domain comprise
CDRs corresponding to the Kabat CDRs at CDR1 (residue 24-34) and, CDR2 (residues 50-56) and
the structural loop residues at CDR3 (residues 9189-9697).

The invention further provides in a fourth aspect a CDR-grafted HAMantibody molecule
comprising at least one CDR-grafted heavy chain and at least one CDR-grafted light chain
according to the first and second or first and third aspects of the invention.

The residue designations given above and elsewhere in the present specification are numbered
according to the Kabat numbering (refs. 4 and 5).

Preferably the CDR grafted heavy chain comprises non human (rodent) residues at positions 23
and/or 24, 48 and/or 49 and 71 and/or 73. Preferably, the CDR grafted light chain comprises
non human (rodent) residues at positions 46 and/or 47.

Preferably the CDR graftedhumanised antibody heavymolecules and light chains and HAM are
produced by recombinant DNA technology.The HAM of the present invention may comprise: a
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complete antibody molecule, having full length heavy and light chains; a fragment thereof, such as
thea Fab or, (Fab�)2 or FV fragment; a light chain or heavy chain monomer or dimer; or any othera
single chain antibody, e.g. a single chain FV in which heavy and light chain variable regions are
joined by a peptide linker; or any other CDR-grafted molecule with the same specificity as the
original non human (rodent)donor antibody. Similarly the CDR-grafted heavy and light chain
variable region may be combined with other antibody domains as appropriate.

Alternatively,Also the heavy or light chains or HAMhumanised antibody molecules of the present
invention may have attached to them an effector or reporter molecule. For instance, theyit may
have a macrocycle, for chelating a heavy metal atom, or a toxin, such as ricin, attached to it by a
covalent bridging structure. Alternatively, the procedures of recombinant DNA technology may
be used to produce an immunoglobulin molecule in which the Fc fragment or CH3 domain of a
complete immunoglobulin molecule has been replaced by, or has attached thereto by peptide
linkage, a functional non-immunoglobulin protein, such as an enzyme or toxin molecule.

For CDR grafted products of the invention,Any appropriate acceptor variable region framework
sequences may be used having regard to class/type of the donor antibody from which the antigen
binding regions are derived. Preferably, the type of humanacceptor framework used is of the
same/similar class/type as the donor antibody. AdvantageouslyConveniently, the framework
ismay be chosen to maximise/optimise homology with the donor antibody sequence particularly at
positions close or adjacent to the CDRs. It will be appreciated that in some cases that the
non human and human amino acid residues, identified above in connection with the first and
second aspects of the invention, may be the same and thus no change of the human framework to
the corresponding non human framework residue is requiredHowever, a high level of homology
between donor and acceptor sequences is not important for application of the present invention.
The present invention identifies a hierarchy of framework residue positions at which donor
residues may be important or desirable for obtaining a CDR-grafted antibody product having
satisfactory binding properties. The CDR-grafted products usually have binding affinities of at
least 105 M-l, preferably at least about 108 M-1, or especially in the range 108-1012 M-1. In principle,
the present invention is applicable to any combination of donor and acceptor antibodies
irrespective of the level of homology between their sequences. A protocol for applying the
invention to any particular donor-acceptor antibody pair is given hereinafter. Examples of human
frameworks which may be used are KOL, NEWM, RE1, EU, LAY and POM (refs. 4 and 5) and
the like; for instance KOL and NEWM for the heavy chain and RE1 for the light chain and EU,
LAY and POM for both the heavy chain and the light chain.

Also humanthe constant region domains of the products of the invention may be selected having
regard to the proposed function of the antibody in particular the effector functions which may be
required. For example, the constant region domains may be human IgA, IgE, IgG or IgM
domaindomains. In particular, IgG human constant region domains may be used, especially of the
IgG1 and IgG3 isotypes, when the HAMhumanised antibody molecule is intended for therapeutic
uses, and antibody effector functions are required. Alternatively, IgG2 and IgG4 isotypes may be
used when the humanised antibody molecule is intended for therapeutic purposes and antibody
effector functions are not required, e.g. for simple blocking of lymphokine activity.
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However, the remainder of the HAMantibody molecules need not comprise only protein
sequences from the human immunoglobulinimmunoglobulins. For instance, a gene may be
constructed in which a DNA sequence encoding part of a human immunoglobulin chain is fused to
a DNA sequence encoding the amino acid sequence of a functional polypeptide such as an effector
or reporter molecule.

Preferably the CDR-grafted antibody heavy and light chain and antibody molecule products are
produced by recombinant DNA technology.

Thus in further aspects the invention also includes DNA sequences coding for the CDR-grafted
heavy and light chains, cloning and expression vectors containing the DNA sequences, host cells
transformed with the DNA sequences and processes for producing the CDR-grafted chains and
antibody molecules comprising expressing the DNA sequences in the transformed host cells.

The general methods by which the vectors may be constructed, transfection methods and culture
methods are well known per se and form no part of the invention. Such methods are shown, for
instance, in references 10 and 11.

The DNA sequences which encode the donor amino acid sequence may be obtained by methods
well known in the art. For example the donor coding sequences may be obtained by genomic
cloning, or cDNA cloning from suitable hybridoma cell lines. Positive clones may be screened
using appropriate probes for the heavy and light chain genes in question. Also PCR cloning may
be used.

DNA coding for acceptor, e.g. human acceptor, sequences may be obtained in any appropriate
way. For example DNA sequences coding for preferred human acceptor frameworks such as
KOL, RE1, EU and NEWM, are widely available to workers in the art.

The standard techniques of molecular biology may be used to prepare DNA sequences coding for
the CDR-grafted products. Desired DNA sequences may be synthesized completely or in part
using oligonucleotide synthesis techniques. Site-directed mutagenesis and polymerase chain
reaction (PCR) techniques may be used as appropriate. For example oligonucleotide directed
synthesis as described by Jones et al (ref. 20) may be used. Also oligonucleotide directed
mutagenesis of a pre-exising variable region as, for example, described by Verhoeyen et al (ref. 5)
or Riechmann et al (ref. 6) may be used. Also enzymatic filling in of gapped oligonucleotides
using T4 DNA polymerase as, for example, described by Queen et al (ref. 9) may be used.

Any suitable host cell/vector system may be used for expression of the DNA sequences coding for
the CDR-grafted heavy and light chains. Bacterial e.g. E. coli, and other microbial systems may be
used, in particular for expression of antibody fragments such as FAb and (Fab�)2 fragments, and 
especially FV fragments and single chain antibody fragments e.g. single chain FVs. Eucaryotic
e.g. mammalian host cell expression systems may be used for production of larger CDR-grafted
antibody products, including complete antibody molecules. Suitable mammalian host cells
include CHO cells and myeloma or hybridoma cell lines.
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Thus, according toin a further aspect the present invention provides a process for producing an
anti CD3 HAM which process comprisesa CDR-grafted antibody product comprising:

(a) producing in an expression vector an operon having a DNA sequence which encodes an
antibody heavy or light chain according to the first or second aspect of the invention;

and/or

(b) producing in an expression vector an operon having a DNA sequence which encodes a
complementary antibody light or heavy chain according to the second or firstthird aspect of
the invention;

(c) transfecting a host cell with the or each vector; and

(d) culturing the transfected cell line to produce the HAMCDR-grafted antibody product.

The CDR-grafted product may comprise only heavy or light chain derived polypeptide, in which
case only a heavy chain or light chain polypeptide coding sequence is used to transfect the host
cells.

For production of products comprising both heavy and light chains, the cell line may be transfected
with two vectors, the first vector containingmay contain an operon encoding a light chain-derived
polypeptide and the second vector containing an operon encoding a heavy chain-derived
polypeptide. Preferably, the vectors are identical, except in so far as the coding sequences and
selectable markers are concerned, so as to ensure as far as possible that each polypeptide chain is
equally expressed. Alternatively, a single vector may be used, the vector including the sequences
encoding both light chain- and heavy chain-derived polypeptides.

The DNA in the coding sequences for the light and heavy chains may comprise cDNA or genomic
DNA or both. However, it is preferred that the DNA sequence encoding the heavy or light chain
comprises at least partially, genomic DNA, preferably a fusion of cDNA and genomic DNA.

The present invention also includes cloning and expression vectors and transfected cell lines used
in the process of the invention, therapeutic and diagnostic compositions comprising the variable
domains or the HAM of the invention and uses of such compositions in therapy and diagnosis.is
applicable to antibodies of any appropriate specificity. Advantageously, however, the invention
may be applied to the humanisation of non-human antibodies which are used for in vivo therapy or
diagnosis. Thus the antibodies may be site-specific antibodies such as tumour-specific or cell
surface-specific antibodies, suitable for use in in vivo therapy or diagnosis, e.g. tumour imaging.
Examples of cell surface-specific antibodies are anti-T cell antibodies, such as anti-CD3, and CD4
and adhesion molecules, such as CR3, ICAM and ELAM. The antibodies may have specificity for
interleukins (including lymphokines, growth factors and stimulating factors), hormones and other
biologically active compounds, and receptors for any of these. For example, the antibodies may
have specificity for any of the following: Interferons , , , or , IL1, IL2, IL3, or IL4, etc., TNF,
GCSF, GMCSF, EPO, hGH, or insulin, etc.
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The the present invention also includes therapeutic and diagnostic compositions comprising the
CDR-grafted products of the invention and uses of such compositions in therapy and diagnosis.

Accordingly in a further aspect the invention provides a therapeutic or diagnostic composition
comprising a CDR-grafted antibody heavy or light chain or molecule according to previous
aspects of the invention in combination with a pharmaceutically acceptable carrier, diluent or
excipient.

Accordingly also the invention provides a method of therapy or diagnosis comprising
administering an effective amount of a CDR-grafted antibody heavy or light chain or molecule
according to previous aspects of the invention to a human or animal subject.

A preferred protocol for obtaining CDR-grafted antibody heavy and light chains in accordance
with the present invention is set out below together with the rationale by which we have derived
this protocol. This protocol and rationale are given without prejudice to the generality of the
invention as hereinbefore described and defined.

Protocol

It is first of all necessary to sequence the DNA coding for the heavy and light chain variable
regions of the donor antibody, to determine their amino acid sequences. It is also necessary to
choose appropriate acceptor heavy and light chain variable regions, of known amino acid
sequence. The CDR-grafted chain is then designed starting from the basis of the acceptor
sequence. It will be appreciated that in some cases the donor and acceptor amino acid residues
may be identical at a particular position and thus no change of acceptor framework residue is
required.

1. As a first step donor residues acceptor residues in the CDRs. For this purpose the CDRs
are preferably defined as follows:

Heavy chain - CDR1: residues 26-35
- CDR2: residues 50-65
- CDR3: residues 95-102

Light chain - CDR1: residues 24-34
- CDR2: residues 50-56
- CDR3: residues 89-97

The positions at which donor residues are to be substituted for acceptor in the framework are then
chosen as follows, first of all with respect to the heavy chain and subsequently with respect to the
light chain.
2. Heavy Chain

2.1 Choose donor residues at all of positions 23, 24, 49, 71, 73 and 78 of the heavy chain or all
of positions 23, 24 and 49 (71, 73 and 78 are always either all donor or all acceptor).
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2.2 Check that the following have the same amino acid in donor and acceptor sequences, and if
not preferably choose the donor: 2, 4, 6, 25, 36, 37, 39, 47, 48, 93, 94, 103, 104, 106 and 107.

2.3 To further optimise affinity consider choosing donor residues at one, some or any of:

i. 1, 3
ii. 72, 76
iii. If 48 is different between donor and acceptor sequences, consider 69
iv. If at 48 the donor residue is chosen, consider 38 and 46
v. If at 69 the donor residue is chosen, consider 80 and then 20
vi. 67
vii. If at 67 the donor residue is chosen, consider 82 and then 18
viii. 91
ix. 88
x. 9, 11, 41, 87, 108, 110, 112

3. Light Chain

3.1 Choose donor at 46, 48, 58 and 71

3.2 Check that the following have the same amino acid in donor and acceptor sequences, if not
preferably choose donor:

2, 4, 6, 35, 38, 44, 47, 49, 62, 64-69 inclusive, 85, 87, 98, 99, 101 and 102

3.3 To further optimise affinity consider choosing donor residues at one, some or any of:

i. 1, 3
ii. 63
iii. 60, if 60 and 54 are able to form potential saltbridge
iv. 70, if 70 and 24 are able to form potential saltbridge
v. 73, and 21 if 47 is different between donor and acceptor
vi. 37, and 45 if 47 is different between donor and acceptor
vii. 10, 12, 40, 80, 103, 105

Rationale

In order to transfer the binding site of an antibody into a different acceptor framework, a number of
factors need to be considered.

1. The extent of the CDRs
The CDRs (Complementary Determining Regions) were defined by Wu and Kabat (refs. 4 and 5)
on the basis of an analysis of the variability of different regions of antibody variable regions.
Three regions per domain were recognised. In the light chain the sequences are 24-34, 50-56,
89-97 (numbering according to Kabat (ref. 4), Eu Index) inclusive and in the heavy chain the
sequences are 31-35, 50-65 and 95-102 inclusive.
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When antibody structures became available it became apparent that these CDR regions
corresponded in the main to loop regions which extended from the barrel framework of the light
and heavy variable domains. For H1 there was a discrepancy in that the loop was from 26 to 32
inclusive and for H2 the loop was 52 to 56 and for L2 from 50 to 53. However, with the exception
of H1 the CDR regions encompassed the loop regions and extended into the strand frameworks.
In H1 residue 26 tends to be a serine and 27 a phenylalanine or tyrosine, residue 29 is a
phenylalanine in most cases. Residues 28 and 30 which are surface residues exposed to solvent
might be involved in antigen-binding. A prudent definition of the H1 CDR therefore would
include residues 26-35 to include both the loop region and the hypervariable residues 33-35.

It is of interest to note the example of Riechmann et al (ref. 3), who used the residue 31-35 choice
for CDR-H1. In order to produce efficient antigen binding, residue 27 also needed to be recruited
from the donor (rat) antibody.

2. Non-CDR residues which contribute to antigen binding

By examination of available X-ray structures we have identified a number of residues which may
have an effect on net antigen binding and which can be demonstrated by experiment. These
residues can be sub-divided into a number of groups.

2.1 Surface residues near CDR [all numbering as in Kabat et al (ref. 7)].

2.1.1. Heavy Chain - Key residues are 23, 71 and 73. Other residues which may contribute to a
lesser extent are 1, 3 and 76. Finally 25 is usually conserved but the murine residue should be used
if there is a difference.

2.1.2 Light Chain - Many residues close to the CDRs, e.g. 63, 65, 67 and 69 are conserved. If
conserved none of the surface residues in the light chain are likely to have a major effect.
However, if the murine residue at these positions is unusual, then it would be of benefit to analyse
the likely contribution more closely. Other residues which may also contribute to binding are 1
and 3, and also 60 and 70 if the residues at these positions and at 54 and 24 respectively are
potentially able to form a salt bridge i.e. 60 + 54; 70 + 24.

2.2 Packing residues near the CDRs.

2.2.1 Heavy Chain - Key residues are 24, 49 and 78. Other key residues would be 36 if not a
tryptophan, 94 if not an arginine, 104 and 106 if not glycines and 107 if not a threonine. Residues
which may make a further contribution to stable packing of the heavy chain and hence improved
affinity are 2, 4, 6, 38, 46, 67 and 69. 67 packs against the COR residue 63 and this pair could be
either both mouse or both human. Finally, residues which contribute to packing in this region but
from a longer range are 18, 20, 80, 82 and 86. 82 packs against 67 and in turn 18 packs against 82.
80 packs against 69 and in turn 20 packs against 80. 86 forms an H bond network with 38 and 46.
Many of the mouse-human differences appear minor e.g. Leu-Ile, but could have an minor impact
on correct packing which could translate into altered positioning of the CDRs.
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2.2.2 Light Chain - Key residues are 48, 58 and 71. Other key residues would be 6 if not
glutamine, 35 if not tryptophan, 62 if not phenylalanine or tryosine, 64, 66, 68, 99 and 101 if not
glycines and 102 if not a threonine. Residues which make a further contribution are 2, 4, 37, 45
and- 47. Finally residues 73 and 21 and 19 may make long distance packing contributions of a
minor nature.

2.3 Residues at the variable domain interface between heavy and light chains - In both the light
and heavy chains most of the non-CDR interface residues are conserved. If a conserved residue is
replaced by a residue of different character, e.g. size or charge, it should be considered for
retention as the murine residue.

2.3.1 Heavy Chain - Residues which need to be considered are 37 if the residue is not a valine but
is of larger side chain volume or has a charge or polarity. Other residues are 39 if not a glutamine,
45 if not a leucine, 47 if not a tryptophan, 91 if not a phenylalanine or tyrosine, 93 if not an alanine
and 103 if not a tryptophan. Residue 89 is also at the interface but is not in a position where the
side chain could be of great impact.

2.3.2 Light Chain - Residues which need to be considered are 36, if not a tyrosine, 38 if not a
glutamine, 44 if not a proline, 46, 49 if not a tyrosine, residue 85, residue 87 if not a tyrosine and 98
if not a phenylalanine.

2.4 Variable-Constant region interface - The elbow angle between variable and constant
regions may be affected by alterations in packing of key residues in the variable region against the
constant region which may affect the position of VL and VH with respect to one another. Therefore
it is worth noting the residues likely to be in contact with the constant region. In the heavy chain
the surface residues potentially in contact with the variable region are conserved between mouse
and human antibodies therefore the variable region contact residues may influence the V-C
interaction. In the light chain the amino acids found at a number of the constant region contact
points vary, and the V & C regions are not in such close proximity as the heavy chain. Therefore
the influences of the light chain V-C interface may be minor.

2.4.1 Heavy Chain - Contact residues are 7, 11, 41, 87, 108, 110, 112.

2.4.2 Light Chain - In the light chain potentially contacting residues are 10, 12, 40, 80, 83, 103
and 105.

The general methods by which the vectors may be constructed, transfection methods and culture
methods are well known per se and form no part of the invention. Such methods are shown, for
instance, in references 6 and 7.
The above analysis coupled with our considerable practical experimental experience in the
CDR-grafting of a number of different antibodies have lead us to the protocol given above.

The present invention is now described, by way of example only, with reference to the
accompanying Figures 1 - 29.13.

Brief Description of the Figures
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Figure 1 shows DNA and amino acid sequences of the OKT3 light chain;
Figure 2 shows DNA and amino acid sequences of the OKT3 heavy chain;
Figure 3 shows the alignment of the OKT3 light variable region amino acid sequence with

that of the light variable region of the human antibody RE1;
Figure 4 shows the alignment of the OKT3 heavy variable region amino acid sequence with

that of the heavy variable region of the human antibody KOL;
Figure 5 shows the heavy variable region amino acid sequences of OKT3, KOL and various

corresponding CDR grafts;
Figure 6 shows the light variable region amino acid sequences of OKT3, RE1 and various

corresponding CDR grafts;
Figure 7 shows a graph of binding assay results for various grafted OKT3 antibodies
Figure 8 shows a graph of blocking assay results for various grafted OKT3 antibodies;
Figure 9 shows a similar graph of blocking assay results;
Figure 10 shows similar graphs for both binding assay and blocking assay results;
Figure 11 shows further similar graphs for both binding assay and blocking assay results;
Figure 12 shows a graph of competition assay results for a minimally grafted OKT3 antibody

compared with the OKT3 murine reference standard, and
Figure 13 shows a similar graph of competition assay results comparing a fully grafted OKT3

antibody with the murine reference standard.

DETAILED DESCRIPTION OF EMBODIMENTS OF THE INVENTION

EXAMPLE 1

CDR-GRAFTING OF OKT3

MATERIAL AND METHODS

1. INCOMING CELLS

Hybridoma cells producing antibody OKT3 were provided by Ortho (seedlot 4882 14882.1) and
were grown up in antibiotic free Dulbecco�s Modified Eagles Medium (DMEM) supplemented
with glutamine and 5% foetal calf serum, and divided to provide both an overgrown supernatant
for evaluation and cells for extraction of RNA. The overgrown supernatant was shown to contain
250 ug/mL murine IgG2a/kappa antibody. The supernatant was negative for murine lambda light
chain and IgG1, IgG2b, IgG3, IgA and IgM heavy chain. 20mL. of supernatant was sent to
Orthoassayed to confirm that the antibody present was OKT3.

2. MOLECULAR BIOLOGY PROCEDURES

Basic molecular biology procedures were as described in Maniatis et al. (ref. 69) with, in some
cases, minor modifications. DNA sequencing was performed as described in Sanger et al. (ref.
711) and the Amersham International Plc sequencing handbook. Site directed mutagenesis was as
described in Kramer et al. (ref. 812) and the Anglian Biotechnology Ltd. handbook. COS cell
expression and metabolic labelling studies were as described in Whittle et al. (ref. 913)
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3. RESEARCH ASSAYS

3.13.1. ASSEMBLY ASSAYS

Assembly assays were performed on supernatants from transfected COS cells to determine the
amount of intact IgG present.

3.1 .13.1.1. COS CELLS TRANSFECTED WITH MOUSE OKT3 GENES

The assembly assay for intact mouse IgG in COS cell supernatants was an ELISA with the
following format:

96 well microtitre plates were coated with F(ab�)2 goat anti -mouse IgG Fc. The plates were
washed in water and samples added for 1 hour at room temperature. The plates were washed and
F(ab�)2 goat anti -mouse IgG F(ab�)2 (HRPO conjugated) was then added. Substrate was added to
reveal the reaction. UPC10, a mouse IgG2a myeloma, was used as a standard.

3.1.23.1.2. COS AND CHO CELLS TRANSFECTED WITH CHIMAERICCHIMERIC OR
CDR -GRAFTED OKT3 GENES

The assembly assay for intact humanised OKT3chimeric or CDR-grafted antibody in COS cell
supernatants was an ELISA with the following format:

96 well microtitre plates were coated with F(ab�)2 goat anti-human IgG Fc. The plates were
washed and samples added and incubated for 1 hour at room temperature. The plates were washed
and monoclonal mouse anti-human kappa chain was added for 1 hour at room temperature.

The plates were washed and F(ab�)2 goat anti -mouse IgG Fc (HRPO conjugated) was added.
SubstrateEnzyme substrate was added to reveal the reaction.Chimaeric Chimeric B72.3 (IgG4)
(ref. 13) was used as a standard. The use of a monoclonal anti-kappa chain in this assay allows
grafted antibodies to be read from the chimaericchimeric standard.

3,23.2. ASSAY FOR OKT3 ANTIGEN BINDING ACTIVITY

Material from COS cell supernatants was assayed for OKT3 antigen binding activity onto CD3
positive cells in a direct assay. The procedure was as follows:

HUT 78 cells (human T cell line, CD3 positive) were maintained in culture. Monolayers of HUT
78 cells were prepared onto 96 well ELISA plates using poly-L-lysine and glutaraldehyde.
Samples were added to the monolayers for 1 hour at room temperature.

The plates were washed gently using PBS. F(ab�)2 goat anti-human IgG Fc (HRPO conjugated) or 
F(ab�)2 goat anti -mouse IgG Fc (HRPO conjugated) was added as appropriate for humanised or
mouse samples. Substrate was added to reveal the reaction. The negative control for the
cell-based assay was chimeric B72.3. The positive control was mouse Orthomune OKT3 or
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chimeric OKT3, when available. This cell-based assay was difficult to perform, and an alternative
assay was developed for CDR-grafted OKT3 which was more sensitive and easier to carry out.

In this system CDR-grafted OKT3 produced by COS cells was tested for its ability to bind to the
CD3-positive HPB-ALL (human peripheral blood acute lymphocytic leukemia) cell line. It was
also tested for its ability to block the binding of murine OKT3 to these cells. Binding was
measured by the following procedure: HPB-ALL cells were harvested from tissue culture. Cells
were incubated at 4oC for 1 hour with various dilutions of test antibody, positive control antibody;
or negative control antibody. The cells were washed once and incubated at 4oC for 1 hour with an
FITC-labelled goat anti-human IgG (Fc-specific, mouse absorbed). The cells were washed twice
and analysed by cytofluorography. Chimeric OKT3 was used as a positive control for direct
binding. Cells incubated with mock- transfected COS cell supernatant, followed by the
FITC-labelled goat anti-human IgG, provided the negative control. To test the ability of
CDR-grafted OKT3 to block murine OKT3 binding, the HPB-ALL cells were incubated at 4oC for
1 hour with various dilutions of test antibody or control antibody. A fixed saturating amount of
FITC OKT3 was added. The samples were incubated for 1 hour at 4oC, washed twice and
analysed by cytofluorography. FITC-labelled OKT3 was used as a positive control to determine
maximum binding. Unlabelled murine OKT3 served as a reference standard for blocking.
Negative controls were unstained cells with or without mock-transfected cell supernatant. The
ability of the CDR-grafted OKT3 light chain to bind CD3-positive cells and block the binding of
murine OKT3 was initially tested in combination with the chimeric OKT3 heavy chain. The
chimeric OKT3 heavy chain is composed of the murine OKT3 variable region and the human IgG4
constant region. The chimeric heavy chain gene is expressed in the same expression vector used
for the CDR-grafted genes. The CDR-grafted light chain expression vector and the chimeric
heavy chain expression vector were co-transfected into COS cells. The fully chimeric OKT3
antibody (chimeric light chain and chimeric heavy chain) was found to be fully capable of binding
to CD3 positive cells and blocking the binding of murine OKT3 to these cells.

3.3 DETERMINATION OF RELATIVE BINDING AFFINITY

The relative binding affinities of CDR-grafted anti-CD3 monoclonal antibodies were determined
by competition binding (ref. 6) using the HPB-ALL human T cell line as a source of CD3 antigen,
and fluorescein-conjugated murine OKT3 (FI-OKT3) of known binding affinity as a tracer
antibody. The binding affinity of FI-OKT3 tracer antibody was determined by a direct binding
assay in which increasing amounts of FI-OKT3 were incubated with HPB-ALL (5x105 ) in PBS
with 5% foetal calf serum for 60 min. at 4oC. Cells were washed, and the fluorescence intensity
was determined on a FACScan flow cytometer calibrated with quantitative microbead standards
(Flow Cytometry Standards, Research Triangle Park, NC). Fluorescence intensity per antibody
molecule (F/P ratio) was determined by using microbeads which have a predetermined number of
mouse IgG antibody binding sites (Simply Cellular beads, Flow Cytometry Standards). F/P equals
the fluorescence intensity of beads saturated with FI-OKT3 divided by the number of binding sites
per bead. The amount of bound and free FI-OKT3 was calculated from the mean fluorescence
intensity per cell, and the ratio of bound/free was plotted against the number of moles of antibody
bound. A linear fit was used to determine the affinity of binding (absolute value of the slope).
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The negative control for the cell based assay was chimaeric B72.3. The positive control was
mouse Orthomune OKT3 or chimaeric OKT3, when available. This cell based assay was difficult
to perform and gave poorly reproducible results with a high background.For competitive bindingô
increasing amounts of competitor antibody were added to a sub-saturating dose of FI-OKT3 and
incubated with 5xl05 HPB-ALL in 200 ml of PBS with 5% foetal calf serum, for 60 min at 4oC.
The fluorescence intensities of the cells were measured on a FACScan flow cytometer calibrated
with quantitative microbead standards. The concentrations of bound and free FI-OKT3 were
calculated. The affinities of competing antibodies were calculated from the equation [X] - [OKT3]
= (l/Kx) - (l/Ka), where Ka is the affinity of murine OKT3, Kx is the affinity of competitor X, [ ] is
the concentration of competitor antibody at which bound/free binding is R/2, and R is the
maximum bound/free binding.

4. cDNA LIBRARY CONSTRUTIONCONSTRUCTION

4.14.1. mRNA PREPARATION AND cDNA SYNTHESIS

OKT3 producing cells were grown as described above and 1.2 x 109 cells harvested and mRNA
extracted using the guanidinium/LiCl extraction procedure. cDNA was prepared by priming from
Oligo-dT to generate full length cDNA. The cDNA was methylated and EcoR1 linkers added for
cloning.

4.24.2. LIBRARY CONSTRUCTION

The cDNA library was ligated to pSP65 vector DNA which had been EcoR1 cut and the 5� 
phosphate groups removed by calf intestinal phosphatase (EcoR1/CIP). The ligation was used to
transform high transformation efficiency Escherichia coli (E.coli) HB101. A cDNA library was
prepared. 3600 colonies were screened for the light chain and 10000 colonies were screened for
the heavy chain.

5. SCREENING

E.coli colonies positive for either heavy or light chain probes were identified by oligonucleotide
screening using the oligonucleotides:
5� TCCAGATGTTAACTGCTCAC for the light chain, which is complementary to a sequence in
the mouse kappa constant region, and 5� CAGGGGCCAGTGGATGGATAGAC for the heavy 
chain which is complementary to a sequence in the mouse IgG2a constant CH1 domain region. 12
light chain and 9 heavy chain clones were identified and taken for second round screening.
Positive clones from the second round of screening were grown up and DNA prepared. The sizes
of the gene inserts were estimated by gel electrophoresis and inserts of a size capable of containing
a full length cDNA were subcloned into M13 for DNA sequencing.

6. DNA SEQUENCING

Clones representing four size classes for both heavy and light chains were obtained in M13. DNA
sequence for the 5� untranslated regions, signal sequences, variable regions and 3� untranslated 
regions of full length cDNAs [Figures l(a) and 2(a)] were obtained (Figs 1 and 2).and the
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corresponding amino acid sequences predicted [(Figures l(b) and 2(b)]. In Figure l(a) the
untranslated DNA regions are shown in uppercase, and in both Figures 1 and 2 the signal
sequences are underlined.

ANALYSIS OF SEQUENCES

DNA sequences from cDNA�s were compared with RNA sequences provided by Ortho. The
cDNA sequences included 5� untranslated region sequence as well as signal peptide sequence.
The 3� untranslated region was also sequenced. A single coding difference was observed at
position 9 in the heavy chain where the mRNA suggested a Proline but the cDNA sequence read as
an Alanine. The cDNA sequence was used for further analysis.

The light chain is a member of the mouse VL subgroup VI and uses a JK4 minigene. The heavy
chain is probably a member of the mouse VH subgroup II, most probably IIb, although it also has
significant homology to the consensus for group Va which itself is very homologous to subgroup
II. The D region is currently unclassified and the JH region is JH2 (Figs 3 and 4).

The light chain shows a high degree of homology to the Ox 1 germline gene and to the published
antibodies 45.21.1, 14.6b.1 and 26.4.1. The heavy chain shows reasonable homology to a
subgroup of the J558 family including l4.6b.1. These combinations of light and heavy chain genes
have previously resulted in antibodies with affinity for alpha 1 6 dextran (Sikder et al. (ref. l0)
Wallick et al. (ref. 11)).

The heavy chain has the sequence Asparagine (Asn) Proline (Pro) Serine (Ser) in CDR2.
Normally Asn X Ser would be a potential glycosylation site, but when X is Pro these sites tend not
to be glycosylated.

8.7. CONSTRUCTION OF cDNA EXPRESSION VECTORS

Celltech expression vectors are based on the plasmid pEE6hCMV (Fig. 5) (ref. 1214) . A
polylinker for the insertion of genes to be expressed has been introduced after the major immediate
early promoter/enhancer of the human Cytomegalovirus (hCMV). Marker genes for selection of
the plasmid in transfected eukaryotic cells can be inserted as BamHIBamH1 cassettes in the
unique BamHIBamH1 site of pEE6 hCMV; for instance, the neo marker to provide pEE6 hCMV
neo. It is usual practice to insert the neo and gpt markers prior to insertion of the gene of interest,
whereas the GS marker is inserted last because of the presence of internal EcoRIEcoR1 sites in the
cassette.

The selectable markers are expressed from the SV40 late promoter which also provides an origin
of replication so that the vectors can be used for expression in the COS cell transient expression
system.

The mouse sequences were excised as EcoRIfrom the M13 based vectors described above as
EcoR1 fragments and cloned into either EEpEE6-hCMV-neo for the heavy chain (Fig 6) and into
EE6-hCMV-gpt for the light chain (Fig. 7)to yield vectors pJA136 and pJA135 respectively.
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9.8. EXPRESSION OF cDNA�ScDNAS IN COS CELLS

Plasmids pJA135 (Fig 7) and pJA136 (fig 6) were co-transfected into COS cells and supernatant
from the transient expression experiment was shown to contain assembled antibody which bound
to T-cell enriched peripheral blood lymphocytes. Metabolic labelling experiments using 35S
methionine showed expression and assembly of heavy and light chains.

10.9. CONSTRUCTION OF CHIMAERICCHIMERIC GENES

Construction of chimaericchimeric genes followed a previously described strategy ([Whittle et al
(ref. 9
13))].  A restriction site near the 3� end of the variable domain sequence is identified and used to
attach an oligonucleotide adapter coding for the remainder of the mouse variable region and a
suitable restriction site for attachment to the constant region of choice.

10.19.1. LIGHT CHAIN GENE CONSTRUCTION VERSION 1

The mouse light chain cDNA sequence showedcontains an Aval site near the 3� end of the variable 
region ([Fig 8. l(a)]. The majority of the sequence of the variable region was isolated as a 376396
bp. EcoRIEcoR1-Aval fragment. An oligonucleotide adapter was designed to replace the
remainder of the 3� region of the variable region from the Aval site and to include the 5� residues of 
the human constant region up to and including a unique Narl site which had been previously
engineered into the constant region.
TOP STRAND 5TCGGGGACAAAGCTTGAAATAAACAGAACTGTGGCGG 3�
BOTTOM STRAND 3� CCTGTTTCGAACTTTATTTGTCTTGACACCGCCGC 5�

A Hind III site, shown in bold type within the oligonucleotide sequence above,111 site was
introduced to act as a marker for insertion of the linker.

The linker was ligated to the VL fragment and the 413 bp EcoRIEcoR1-Narl adapted fragment was
purified from the ligation mixture.

The constant region was isolated as an Narl-BamHIBamH1 fragment from an M13 clone NW361
and was ligated with the variable region DNA into an EcoRI/BamHI/CIPEcoR1/BamH1/C1P
pSP65 treated vector in a three way reaction. to yield plasmid JA143. Clones were isolated after
transformation into E.coli and the linker and junction sequences were confirmed by the presence of
the HinDIIIHind111 site and by DNA sequencing (Fig 9).

10.2.9.2 LIGHT CHAIN GENE CONSTRUCTION - VERSION 2

The construction of the first chimaericchimeric light chain gene produces a fusion of mouse and
human amino acid sequences at the variable-constant region junction. In the case of the OKT3
light chain the amino acids at the chimaerachimera junction are:
���. Leu-Glu-lleIle-Asn-Arg/ -/Thr-Val-Ala -Ala

VARIABLE CONSTANT
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This arrangement of sequence introduces a potential site for Asparagine (Asn) linked (N-linked)
glycosylation at the V-C junction. As will be seen later, this sequence can be glycosylated.
Therefore, a second version of the chimaericchimeric light chain oligonucleotide adapter was
designed in which the threonine (Thr), the first amino acid of the human constant region, was
replaced with the equivalent amino acid from the mouse constant region, Alanine (Ala).
TOP STRAND 5� TCGGGGACAMGTIGGAMTAMCAG IIGCTGTGGCGG 3�
BOTIOM STRAND 3� CCTGTTTCAACCTTTATTTGTCTCGACACCGCCGC 5�

TheAn internal HinDIIIHind111 site present in the version 1 adapter was not included in this
adapter, to differentiate the two chimaericchimeric light chain genes.

The variable region fragment was isolated as a 376 bp. EcoRI EcoR1-Aval fragment. The
oligonucleotide linker was ligated to Narl cut pNW361 and then the adapted 396bp constant region
was isolated after recutting the modified pNW361 with EcoRI.EcoR1. The variable region
fragment and the modified constant region fragment were ligated directly into
EcoRI/CIPEcoR1/C1P treated pEE6hCMVneo. to yield pJA137. Initially all clones examined had
the insert in the incorrect orientation. Therefore, the insert was re-isolated and recloned to turn the
insert round. and yield plasmid pJA141. Several clones with the insert in the correct orientation
were obtained and the adapter sequence of one was confirmed by DNA sequencing (Fig10).

10.39.3. HEAVY CHAIN GENE CONSTRUCTION
10.3.19.3.1. CHOICE OF HEAVY CHAIN GENE ISOTYPE

The constant region isotype chosen for the heavy chain was human IgG4.

10.3.29.3.2. GENE CONSTRUCTION
The heavy chain cDNA sequence showed a BanlBan1 site near the 3� end of the variable region 
([Fig 11. 2(a)). The majority of the sequence of the variable region was isolated as a 426bp.
EcoRI/CIP/BanlEcoR1/C1P/Ban1 fragment. An oligonucleotide adapter was designeddesignated
to replace the remainder of the 3� region of the variable region from the BanlBan1 site up to and
including a unique HinDIIIHindIII site which had been previously engineered into the first two
amino acids of the constant region.
TOP STRAND 5� GCACCACTCTCACCGTGtlGCTC3�
BOTTOM STRAND 3�GTGAGAGTGGCACTCGAGTCGA 5�

The linker was ligated to the VH fragment and the EcoRI HinDIIIEcoR1-Hind111 adapted
fragment was purified from the ligation mixture.

The variable region was ligated to the constant region by cutting mJApJA91 with EcoRIEcoR1
and Hind III111 removing the intron fragment and replacing it with the VH (Fig 12).to yield
pJA142. Clones were isolated after transformation into E.coli JM101 and the linker and junction
sequences were confirmed by DNA sequencing. (NBN. B. The HindIIIHind111 site is lost on
cloning).

11.10. CONSTRUCTION OF CHIMAERICCHIMERIC EXPRESSION VECTORS
11.110.1. neo AND gpt VECTORS
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The chimaericchimeric light chain (version 1) was removed from pJA143 (Fig 9) as an
EcoRIEcoR1 fragment and cloned into EcoRI/CIPEcoR1/C1P treated pEE6hCMVneo expression
vector. to yield pJA145. Clones with the insert in the correct orientation were identified by
restriction mapping (Fig 13).

The chimaericchimeric light chain (version 2) was constructed as described above (see Fig 10).

The chimaericchimeric heavy chain gene was isolated from pJAl42 as a 2.5Kbp
EcoRI/BamHIEcoR1/BamH1 fragment and cloned into the EcoRI/BcII/CIPEcoR1/Bc11/C1P
treated vector fragment of pJA97, a derivative of pEE6hCMVgpt (Fig 14).to yield plasmid
pJA144.

11.210.2. GS SEPARATE VECTORS

GS versions of pJA141 (Fig 10) and pJA144 (Fig 14) were constructed by replacing the neo and
gpt cassettes by BamHI/SaII/CIPa BamH1/Sa11/C1P treatment of the plasmids, isolation of the
vector fragment and ligation to a
GS-containing fragment from the plasmid pRO49 (Figs 15 and 16)to yield the light chain vector
pJA179 and the heavy chain vector pJA180.

11.3 10.3. GS SINGLE VECTOR CONSTRUCTION

Single vector constructions containing the cL (chimeric light), cH (chimeric heavy) and GS genes
on one plasmid in the order cL-cH-GS, or cH-cL-GS and with transcription of the genes being
head to tail ege. g. cL>cH>GS were constructed. These plasmids were made by treating pJA179
(Fig 15) or pJA180 (Fig 16) with BamHI/CIPBamH1/C1P and ligating in a
BgIII/HinDIIIBg111/Hind111 hCMV promoter cassette from pJA146 along with either the
HinDIII/BamHIHind111/BamH1 fragment from pJA141 into pJA180 to give the cH-cL-GS
plasmid pJA182 (Fig17), or the HinDIII/BamHIHind111/BamH1 fragment from pJA144 into
pJA179 to give the cL-cH-GS plasmid pJA181 (Fig 18).181.

12.11. EXPRESSION OF CHIMAERICCHIMERIC GENES
12.111.1. EXPRESSION IN COS CELLS
The chimaericchimeric antibody plasmidsplasmid pJA145 (cL) and pJA144 (cH) were
cotransfectedco-transfected into COS cells and supernatant from the transient expression
experiment was shown to contain assembled antibody which bound to the HUT 78 human T-cell
line. Metabolic labelling experiments using 35S methionine showed expression and assembly of
heavy and light chains. However the light chain mobility seen on reduced gels (Fig 19) suggested
that the potential glycosylation site was being glycosylated. Expression in COS cells in the
presence of tunicamycin showed a reduction in size
of the light chain to that shown for control chimaericchimeric antibodies and the OKT3 mouse
light chain. Therefore JA141 was constructed and expressed. In this case the light chain did not
show an aberrant mobility or a size shift in the presence or absence of tunicamycin (Fig 19). This
second version of the chimaericchimeric light chain, when expressed in association with
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chimaericchimeric heavy (cH) chain, produced antibody which showed good binding to HUT 78
cells. In both cases antigen binding was equivalent to that of the mouse antibody.

12.211.2. EXPRESSION IN CHINESE HAMSTER OVARY (CHO) CELLS

Stable cell lines are beinghave been prepared from plasmids pJAPJA141/pJA144 and from
pJA179/pJA180, pJA181,181 and pJA182 by transfection into CHO cells.

13.12. CDR -GRAFTING

The approach taken was to try to introduce sufficient mouse residues into a human variable region
framework to generate antigen binding activity comparable to the mouse and chimaericchimeric
antibodies.

13.112.1. VARIABLE REGION ANALYSIS

From an examination of a small database of structures of antibodies and antigen-antibody
complexes it is clear that only a small number of antibody residues make direct contact with
antigen. Other residues may contribute to antigen binding by positioning the contact residues in
favourable configurations and also by inducing a stable packing of the individual variable domains
and stable interaction of the light and heavy chain variable domains.

The residues chosen for transfer can be identified in a number of ways:

A.(a) By examination of antibody X-ray crystal structures the antigen binding surface can
be predominantly located on a series of loops, three per domain, which extend from the B-barrel
framework.
B. (b) By analysis of antibody variable domain sequences, regions of hypervariability ([termed
the Complementarity Determining Regions (CDRs) by Wu and Kabat (ref.- 5))] can be identified.
In the most but not all cases these CDRs correspond to, but extend a short way beyond, the loop
regions noted above.

C. (c) Residues not identified by A(a) and B above(b) may contribute to antigen binding directly
or indirectly by affecting antigen binding site topology, or by inducing a stable packing of the
individual variable domains and stabilising the inter-variable domain interaction. These residues
may be identified either by superimposing the sequences for a given antibody on a known structure
and looking at key residues for their contribution, or by sequence alignment analysis and noting
�idiosyncratic� residues followed by examination of their structural location and likely effects.

13.1.112.1.1. LIGHT CHAIN

Figure 203 shows an alignment of sequences for the human framework region REIRE1 and the
OKT3 light variable region. The structural loops (LOOP) and CDRs (KABAT) believed to
correspond to the antigen binding region are marked. Also marked are a number of other residues
which may also contribute to antigen binding as described in 13.1C. REI(c).
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Above the sequence in Figure 3 the residue type indicates the spatial location of each residue side
chain, derived by examination of resolved structures from X-ray crystallography analysis. The
key to this residue type designation is as follows:
N - near to CDR (From X-ray Structures)
P - Packing B - Buried Non-Packing
S - Surface E - Exposed
I - Interface * - Interface
- Packing/Part Exposed

? - Non-CDR Residues which may require to be left as Mouse sequence.

Residues underlined in Figure 3 are amino acids. RE1 was chosen as the human framework
because the light chain is a Kappakappa chain and the kappa variable regions show higher
homology with the mouse sequences than a lambda light variable region eg, e.g. KOL (see below).
REIRE1 was chosen in preference to another kappa light chain because the X-ray structure of the
light chain has been determined so that a structural examination of individual residues could be
made.

13.1.212.1.2. HEAVY CHAIN

Similarly Figure 214 shows an alignment of sequences for the human framework region KOL and
the OKT3 heavy variable region. The structural loops and CDRs believed to correspond to the
antigen binding region are marked. Also marked are a number of other residues which may also
contribute to antigen binding as described in 13.1C.12.1(c). The residue type key and other
indicators used in Figure 4 are the same as those used in Figure 3. KOL was chosen as the heavy
chain framework because the X-ray structure has been determined to a better resolution than, for
example, NEWM and also the sequence alignment of OKT3 heavy variable region showed a
slightly better homology to KOL than to NEWM.

13.212.2. DESIGN OF VARIABLE GENES

The variable region domains were designed with mouse variable region optimal codon usage
([Grantham and Perrin, (ref.13 15))] and used the B72.3 signal sequences ([Whittle et al. (ref.
913))]. The sequences were designed to be attached to the constant region in the same way as for
the chimaericchimeric genes described above. Some constructs contained the �Kozak consensus 
sequence� ([Kozak, (ref. 1416))] directly linked to the 5� of the signal sequence in the gene. This
sequence motif is believed to have a beneficial role in translation initiation in eukaryotes.
13.3 12.3. GENE CONSTRUCTION

To build the variable regions two, various strategies are available. Either to assemble theThe
sequence may be assembled by using oligonucleotides in a manner similar to Jones et al. (ref.
1517) or toby simultaneously replacereplacing all of the CDRs or loop regions by oligonucleotide
directed site specific mutagenesis in a manner similar to Verhoeyen et al. (ref. 2) . Both strategies
were used and a list of constructions is set out in Table 1.Tables 1 and 2 and Figures 4 and 5. It was
noted in several cases that the mutagenesis approach led to deletions and rearrangements in the
gene being remodelled, while the success of the assembly approach was very sensitive to the
quality of the oligonucleotides. Figs 22a and b and 23a and b show by way of example the
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nucleotide sequences and procedures required to construct gH341 by site directed mutagenesis and
kgH341A by oligonucleotide assembly.

1413. CONSTRUCTION OF EXPRESSION VECTORS

Genes were isolated from M13 or SP65 based intermediate vectors and cloned into
pEE6hCMVneo for the light chains and pEE6hCMVgpt for the heavy chains in a manner similar
to that for the chimaericchimeric genes as described above.

15 EXPRESSION OF CDR GRAFTED GENES

A number of points should be noted.

1. There is no standard for the antigen binding assay when chimaerie or CDR grafted
antibody are being measured, except when the heavy chain of the antibody is murine when murine
OKT3 can be used as standard with an anti murine Fc antibody as revealing antibody. Therefore
all comparisons of antigen binding assays with chimaeric (c) or CDR grafted (g) genes can only be
made within an individual experiment.

TABLE 1 CDR GRAFTED GENE CONSTRUCTIONS

CODE MOUSE SEQUENCE
CONTENT

METHOD OF
CONSTRUCTION

KOZAK
SEQUENCE
+

LIGHT CHAIN ALL HUMAN FRAMEWORK REIRE1
121 26-32, 50-56, 91-96 inclusive SDM and gene assembly + n.d.
121A 26-32, 50-56, 91-96 inclusive

+1, 3, 46, 47
Partial gene assembly n.d. +

121B 26-32, 50-56, 91-96 inclusive
+46, 47

Partial gene assembly n.d. +

221 24-24, 50-56, 91-96 inclusive Partial gene assembly + +
221A 24-34, 50-56, 91-96 inclusive

+1, 3, 46, 47
Partial gene assembly + +

221B 24-34, 50-56, 91-96 inclusive
+1, 3

Partial gene assembly + +

221C 24-34, 50-56, 91-96 inclusive +46, 47 Partial gene assembly + +

HEAVY CHAIN ALL HUMAN FRAMEWORK KOL
121 26-32, 50-56, 95-100B inclusive Gene assembly n.d. +
131 26-32, 50-58, 95-100B inclusive Gene assembly n.d. +
141 26-32, 50-65, 95-100B inclusive Partial gene assembly + n.d.
321 26-35, 50-56, 95-100B inclusive Partial gene assembly + n.d.
331 26-35, 50-58, 95-100B inclusive Partial gene assembly

Gene assembly
+

+
341 26-35, 50-65, 95-100B inclusive SDM

Partial gene assembly
+

+
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341A 26-35, 50-65, 95-100B inclusive
+6, 23,
24, 48, 49, 71, 73, 76,
78, 88, 91
(+ 63 = human)

Gene assembly n.d. +

341B 26-35, 50-65, 95-100B inclusive
+48, 49,
71, 73, 76, 78, 88, 91
(+63 =+ human)

Gene assembly n.d. +

KEY
n.d. not done
SDM Site directed mutagenesis
Gene assembly Variable region assembled entirely from oligonucleotides
Partial gene assembly Variable region assembled by combination of restriction fragments

either from other genes originally created by SDM and gene assembly or
by oligonucleotide assembly of part of the variable region and
reconstruction with restriction fragments from other genes originally
created by SDM and gene assembly.

2. The cell based antigen binding assay is not robust and resulting data varies depending on
cell binding to the plates and the amount of antibody used. Therefore several experiments are
needed to confirm marginal results.

3. The COS cell expression system can give batch to batch variation in antibody yield which
has a direct bearing on the results obtained in the antigen binding assay.

Bearing these factors in mind the data can be divided into three groups. Table 2 shows a summary
of data for the various constructs.
14. EXPRESSION OF CDR-GRAFTED GENES
15.1 14.1. PRODUCTION OF ANTIBODY CONSISTING OF GRAFTED LIGHT (gL)

CHAINS WITH MOUSE HEAVY (mH) OR CHIMAERICCHIMERIC HEAVY (cH)
CHAINS.

All gL chains, in association with mH or cH produced reasonable amounts of antibody. Insertion
of the Kozak consensus sequence at a position 5� to the ATG (kgL constructs) however, led to a
2-5 fold improvement in net expression (Fig 24a and b). Over an extended series of experiments
expression levels were raised from approxapproximately 200ng/mLml to approx.approximately
500 ng/mLml for kgL/cH or kgL/mH combinations.

When direct binding to antigen on HUT 78 cells was measured, a construct designed to include
mouse sequence based on loop length (gL121) did not lead to active antibody in association with
mH or cH. A construct designed to include mouse sequence based on Kabat CDRs (gL221)
demonstrated some weak binding in association with mH or cH (Fig 25B). However, when
framework residues 1, 3, 46, 47 were changed from the human to the murine OKT3 equivalents
based on the arguments outlined in Section 13.112.1 antigen binding can bewas demonstrated
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when both of the new constructs, which were termed 121A and 221A, are coexpressed were
co-expressed with cH (Fig 25A and B). When the effects of these residues arewere examined in
more detail, it appears that residues 1 and 3 are not major contributing residues as the product of
the gL221B gene shows little detectable binding activity in association with cH (Fig 25B). The
light chain product of gL221C, in which mouse sequences are present at 46 and 47, shows good
binding activity in association with cH (Fig 25 B).

15.2 14.2 PRODUCTION OF ANTIBODY CONSISTING OF GRAFTED HEAVY (gH)
CHAINS WITH MOUSE LIGHT (mL) OR CHIMAERICCHIMERIC LIGHT (cL)
CHAINS.

Expression of the gH genes has provenproved to be more difficult to achieve than for gL. First,
inclusion of the Kozak sequence appearsappeared to have had no marked effect on expression of
gH genes (Fig. 26). Expression mayappears to be slightly improved but not to the same degree as
seen for the grafted light chain.

SecondAlso, it has provenproved difficult to demonstrate production of expected quantities of
material when the loop choice (amino acid 26-32) for CDR1 is used eg, e.g. gH121, 131, 141 (Fig
27) and no conclusions can be drawn about these constructs. Further, in experiments where low
antibody production was seen it has not been possible to detect free light chain expression and
secretion which would be expected if heavy chain expression was not occurring at all. Therefore
the data suggests, but does not confirm, that in these cases the heavy chain is being expressed but
the processing of the chain once it has become associated with light chain is aberrant leading to
degradation of assembled or partially assembled antibody inside the cell. Experiments to
determine gH mRNA levels, or to attempt to demonstrate the presence of antibody within the cells
have not been done.

Third, coexpressionMoreover, co-expression of the gH341 gene with cL or mL has been variable
and has tended to produce lower amounts of antibody than the cH/cL or mH/mL combinations.
The alterations to gH341 to produce gH341A and gH341B appear to lead to improved levels of
expression (Fig 27 lanes h k). .

This may partly be due either to a general increase in the fraction of mouse sequence in the variable
region, or to the alteration at position 63 where the residue is returned to the human amino acid
Valine (Val) from Phenylalanine (Phe) to avoid possible internal packing problems with the rest of
the human framework. This arrangement also occurs in gH331 and gH321.

When gH321 or gH331 arewere expressed in association with cL, antibody iswas produced but
antibody binding activity haswas not been detected (Table 2). When the more conservative gH341
gene iswas used antigen binding cancould be detected in association with cL or mL, but the
activity iswas only marginally above the background level (Fig 28).

When further mouse residues arewere substituted based on the arguments in 13.112.1, antigen
binding cancould be clearly demonstrated for the antibody produced when kgH341A and
kgH341B arewere expressed in association with cL (Fig 29).
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15.314.3 PRODUCTION OF FULLY CDR -GRAFTED ANTIBODY

The kgL221A gene was co-expressed with kgH341, kgH341A, or kgH341B. For the combination
kgH221A/kgH341 very little material was produced in a normal COS cell expression experiment
(Fig 29A ancd C). For the combinations kgL221A/kgH341A or kgH221A/kgH341B amounts of
antibody similar to gL/cH or cL/cH was produced (Fig 29A and C).

In several experiments no antigen binding activity could be detected with kgH221A/gH341 or
kgH221A/kgH341 combinations (see for example Fig 29), although expression levels were very
low.

Antigen binding was detected when kgL221A/kgH341A or kgH221A/kgH341B combinations
were expressed (Fig 29B). In the case of the antibody produced from the kgL221A/kgH341A
combination the antigen binding was very similar to that of the chimaericchimeric antibody (Fig
29B).

DISCUSSION

The objectives of the programme were to produce both a chimaeric mouse variable human
constant IgG4/K antibody and a fully humanised antibody retaining the antigen binding activity of
the murine monoclonal antibody OKT3.

Cells were obtained from Ortho and mRNA prepared. A cDNA library was screened for heavy
and light chain cDNAs using oligonucleotide probes. Full length cDNAs were obtained and the
variable regions were sequenced (Figs 1 and 2). The cDNAs showed a high level of homology
with sequences of antibodies which have specificity for alpha 1 6 dextrans. It would be of interest
to test OKT3 to determine whether it recognises and binds to dextran antigens.

The cDNAs were transferred to expression vectors (Figs 6 and 7) and expressed in COS cells.
Antibody was produced which bound to an enriched T cell population from peripheral blood cells.

Two versions of the chimaeric antibody were produced differing in the light chain at the first
amino acid of the constant region. In version 1 (Figs 9 and 13) the amino acid sequence which
resulted at the V C junction when the chimaeric light chain was constructed generates a potential
N linked glycosylation site at the �elbow� region.  This region is an extended sequence of peptide
between the V and C domains and is potentially accessible to the enzymes of the glycosylation
process. Fig 19 shows that the version 1 chimaeric light chain is glycosylated demonstrating that
the secondary structure generated at the elbow is sufficient for the Asn Arg Thr motif to be used
for glycosylation.

A second version of the chimaeric light chain was constructed (Fig 10) in which the first amino
acid of the human constant region (Thr) was returned to the mouse amino acid (Ala), so removing
the glycosylation site. Antibody was produced by coexpression with chimaeric heavy chain (Fig
13) and in both versions the chimaerlc material was equivalent in binding to the mouse OKT3 (see
Fig 19). These observations have been confirmed by Ortho staff (L Jolliffe pers. comm.).
An analysis of the above results is given below.
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Vectors for the expression of chimaeric OKT3 using neo/gpt or glutamine synthetase (GS)
selection were prepared. Including vectors in which both genes were on the same plasmid (Figs 15
to18).
15. DISCUSSION OF CDR-GRAFTING RESULTS

In the design of the fully humanised antibody the aim was to transfer the minimum number of
mouse amino acids that would confer antigen binding onto a human antibody framework.

15.1. LIGHT CHAIN
15.1.1. EXTENT OF THE CDRs

For the light chain the regions defining the loops known from structural studies of other antibodies
to contain the antigen contacting residues, and those hypervariable sequences defined by Kabat et
al (refs. as Cornplementarity4 and 5) as Complementarity Determining Regions (CDRs) are
equivalent for CDR2. For CDR1 the hypervariable region extends from residues 24-34 inclusive
while the structural loop extends from 26-32 inclusive. In the case of OKT3 there is only one
amino acid difference between the two options, at amino acid 24, where the mouse sequence is a
serine and the human framework REIRE1 has glutamine. For CDR3 the loop extends from
residues 91-96 inclusive while the Kabat hypervariability extends from residues 89-97 inclusive.
For OKT3 amino acids 89, 90 and 97 are the same between OKT3 and REIRE1 (Fig 20. 3). When
constructs based on the loop choice for CDR1 (gL121) and the Kabat choice (gL221) were made
and coexpressedco-expressed with mH or cH no evidence for antigen binding activity could be
found for gL121, but trace activity could be detected for the gL221, suggesting that a single extra
mouse residue in the grafted variable region could have some detectable effect. Both gene
constructs were reasonably well expressed in the transient expression system.

15.1.2. FRAMEWORK RESIDUES

The remaining framework residues were then further examined, in particular amino acids known
from X-ray analysis of other antibodies to be close to the CDRs and also those amino acids which
in OKT3 showed differences from the consensus framework for the mouse subgroup (subgroup
VI) to which OKT3 shows most homology. Four positions, 1, 3, 46 and 47 were identified and
their possible contribution was examined by substituting the mouse amino acid for the human
amino acid at each position. Therefore glgL221A (gL221 + D1Q, Q3V, L46R, L47W, see Fig
20Figure 3 and Table 1) was made, cloned in EE6hCMVneo and coexpressedco-expressed with
cH (pJA144). The resultant antibody was well expressed and showed good binding activity (Fig
25 and Table 2). When the related genes gL221B (gL221 + D1Q, Q3V) and gL221C (gL221 +
L46R, L47W) were made and similarly tested, while both genes produced antibody when
coexpressedco-expressed with cH, only the gL221C/cH combination showed good antigen
binding (Fig 25). When the gL121A (gL121 + D1Q, Q3V, L46R, L47W) gene was made and
coexpressedco-expressed with cH, antibody was produced which also bound to antigen (Fig 25).

15.2. HEAVY CHAIN
15.2.1. EXTENT OF THE CDRs
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For the heavy chain the loop and hypervariability analyses agree only in CDR3. For CDR1 the
loop region extends from residues 26-32 inclusive whereas the Kabat CDR extends from residues
31-35 inclusive. For CDR2 the loop region is from 50-58 inclusive while the hypervariable region
covers amino acids 50-65 incusiveinclusive. Therefore humanised heavy chains were constructed
using the framework from antibody KOL and with various combinations of these CDR choices,
including a shorter choice for CDR2 of 50-56 inclusive as there was some uncertainty as to the
definition of the end point for the CDR2 loop around residues 56 to 58. The genes were
coexpressedco-expressed with mL or cL initially. In the case of the gH genes with loop choices for
CDR1 ege.g. gH121, gH131, gH141 very little antibody was produced in the culture supernatants
(see Fig 27). As no free light chain was detected it was presumed that the antibody was being
made and assembled inside the cell but that the heavy chain was aberrant in some way, possibly
incorrectly folded, and therefore the antibody was being degraded internally. In some experiments
trace amounts of antibody could be detected in 35S labelling studies (see Fig 27). .

As no net antibody was produced, analysis of these constructs was not pursued further.

When, however, a combination of the loop choice and the Kabat choice for CDR1 was tested
(mouse amino acids 26-35 inclusive) and in which residues 31 (Ser to Arg) , 33 (Ala to Thr) , and
35 (Tyr to His) were changed from the human residueresidues to the mouse residue and compared
to the first series, antibody was produced for gH321, kgH331 and kgH341 when
coexpressedco-expressed with cL (Fig 27). Expression was generally low and could not be
markedly improved by the insertion of the Kozak consensus sequence 5� to the ATG of the signal 
sequence of the gene, as distinct from the case of the gL genes where such insertion led to a 2-5
fold increase in net antibody production (compare Figs 24 and 26). However, only in the case of
gH341/mL or kgH341/cL could marginal antigen binding activity be demonstrated (see Fig 28 and
Table 2). When the kgH341 gene was coexpressedco-expressed with kgL221A, the net yield of
antibody was too low (see Figs 29A column 6 and 29C laneE) to give a signal above the
background level in the antigen binding assay (see Fig 29A column 5).

15.2.2. FRAMEWORK RESIDUES

As in the case of the light chain the heavy chain frameworks were reexaminedre-examined.
Possibly because of the lower initial homology between the mouse and human heavy variable
domains compared to the light chains, more amino acid positions proved to be of interest. Two
genes, kgH341A and kgH341B were constructed, with 11 or 8 human residues respectively
substituted by mouse residues compared to gH341, and with the CDR2 residue 63 returned to the
human amino acid potentially to improve domain packing. Both showed good levels of expression
with cL or kgL221A (Fig 29A) and both showed antigen binding when combined with cL or
kgL221A, the kgH341A gene with all 11 changes appearing to be the superior choice (Fig 29B).

15.3 INTERIM CONCLUSIONS

It has been demonstrated here, therefore, for OKT3 that to transfer antigen binding ability to the
humanised antibody, mouse residues outside the CDR regions defined by the Kabat
hypervariability or structural loop choices are required for both the light and heavy chains. Fewer
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The basic grafted product without any human to murine changes in the variable frameworks, i.e.
gL221 co-expressed with gh341 (JAI78), and also the �fully grafted� product, having most human 
to murine changes in the grafted heavy chain framework, i.e. gL221C co-expressed with gh341A
(JA185), were assayed for relative binding affinity in a competition assay against murine OKT3
reference standard, using HPB-ALL cells. The assay used was as described above in section 3.3.
The results obtained are given in Figure 12 for the basic grafted product and in Figure 13 for the
fully grafted product. These results indicate that the basic grafted product has neglibible binding
ability as compared with the OKT3 murine reference standard; whereas the �fully grafted� product 
has a binding ability very similar to that of the OKT3 murine reference standard.

The binding and blocking assay results indicate the following:

The JA198 and JA207 constructs appear to have the best binding characteristics and similar
binding abilities, both substantially the same as the chimeric and fully grafted gH341A products.
This indicates that positions 88 and 91 and position 76 are not highly critical for maintaining the
OKT3 binding ability; whereas at least some of positions 6, 23, 24, 48, 49, 71, 73 and 78 are more
important.

This is borne out by the finding that the JA209 and JA199, although of similar binding ability to
one another, are of lower binding ability than the JA198 and JA207 constructs. This indicates the
importance of having mouse residues at positions 71, 73 and 78, which are either completely or
partially human in the JA199 and JA209 constructs respectively.

Moreover, on comparing the results obtained for the JA205 and JA183 constructs it is seen that
there is a decrease in binding going from the JA205 to the JA183 constructs. This indicates the
importance of retaining a mouse residue at position 23, the only position changed between JA205
and JA183.

These and other results lead us to the conclusion that of the 11 mouse framework residues used in
the gH341A (JA185) construct, it is important to retain mouse residues at all of positions 6, 23, 24,
48 and 49, and possibly for maximum binding affinity at 71, 73 and 78.

Similar Experiments were carried out to CDR-graft a number of the rodent antibodies including
antibodies having specificity for CD4 (OKT4), ICAM-l (R6-5), TAG72 (B72.3), and TNF

(61E71, 101.4, hTNF1, hTNF2 and hTNF3).

EXAMPLE 2

CDR-GRAFTING OF A MURINE ANTI-CD4 T CELL RECEPTOR ANTIBODY, OKT4A

Anti OKT4A CDR-grafted heavy and light chain genes were prepared, expressed and tested
substantially as described above in Example 1 for CDR-grafted OKT3. The CDR grafting of
OKT4A is described in detail in Ortho patent application PCT/GB 90 ��� of even date 
herewith entitled �Humanised Antibodies�.  The disclosure of this Ortho patent application
PCT/GB 90 ��� is incorporated herein by reference. A number of CDR-grafted OKT4
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antibodies have been prepared. Presently the CDR-grafted OKT4A of choice is the combination
of the grafted light chain LCDR2 and the grafted heavy chain HCDR10.

THE LIGHT CHAIN

The human acceptor framework used for the grafted light chains was RE1. The preferred LCDR2
light chain has human to mouse changes at positions 33, 34, 38, 49 and 89 in addition to the
structural loop CDRs. Of these changed positions, positions 33, 34 and 89 fall within the preferred
extended CDRs of the present invention (positions 33 and 34 in CDR1 and position 89 in CDR3).
The human to murine changes at positions 38 and 49 corresponds to positions at which the amino
acid residues are preferably donor murine amino acid residues in accordance with the present
invention.

A comparison of the amino acid sequences of the donor murine light chain variable domain and the
RE1 human acceptor light chain variable further reveals that the murine and human residues are
identical at all of positions 46, 48 and 71 and at all of positions 2, 4, 6, 35, 36, 44, 47, 62, 64 - 69,
85, 87, 98, 99 and 101 and 102. However the amino acid residue at position 58 in LCDR2 is the
human RE1 framework residue not the mouse OKT4 residue as would be preferred in accordance
with the present invention.

THE HEAVY CHAIN

The human acceptor framework used for the grafted heavy chains was KOL.

The preferred CDR graft HCDR10 heavy chain has human to mouse changes at positions 24, 35,
57, 58, 60, 88 and 91 in addition to the structural loop CDRs.

Of these positions, positions 35 (CDR1) and positions 57, 58 and 60 (CDR2) fall within the
preferred extended CDRs of the present invention. Also the human to mouse change at position 24
corresponds to a position at which the amino acid residue is a donor murine residue in accordance
with the present invention. Moreover, the human to mouse changes at positions 88 and 91
correspond to positions at which the amino acid residues are optionally donor murine residues.

Moreover, a comparison of the murine OKT4A and human KOL heavy chain variable amino acid
sequences reveals that the murine and human residues are identical at all of positions 23, 49, 71, 73
and 78 and at all of positions 2, 4, 6, 25, 36, 37, 39, 47, 48, 93, 94, 103, 104, 106 and
107.

Thus the OKT4A CDR-grafted heavy chain HCDR10 corresponds to a particularly preferred
embodiment according to the present invention.

EXAMPLE 3

CDR-GRAFTING OF AN ANTI-MUCIN SPECIFIC MURINE ANTIBODY, B72.3
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The cloning of the genes coding for the anti-mucin specific murine monoclonal antibody B72.3
and the preparation of B72.3 mouse-human chimeric antibodies has been described previously
(ref. 13 and WO 89/01783). CDR-grafted versions of B72.3 were prepared as follows.

(a) B72.3 Light Chain

CDR-grafting of this light chain was accomplished by direct transfer of the murine CDRs into the
framework of the human light chain RE1.

The regions transferred were:

CDR Number Residues
1 24-34
2 50-56
3 90-96

The activity of the resulting grafted light chain was assessed by co-expression in COS cells, of
genes for the combinations:

B72.3 cH/B72.3 cL
and B72.3 cH/B72.3 gL

Supernatants were assayed for antibody concentration and for the ability to bind to microtitre
plates coated with mucin. The results obtained indicated that, in combination with the B72.3 cH
chain, B72.3 cL and B72.3 gL had similar binding properties.

Comparison of the murine B72.3 and RE1 light chain amino acid sequences reveals that the
residues are identical at positions 46, 58 and 71 but are different at position 48.

Thus changing the human residue to the donor mouse residue at position 48 may further improve
the binding characteristics of the CDR-grafted light chain, (B72.3 gL) in accordance with the
present invention.

(b) B72.3 heavy chain

i. Choice of framework

At the outset it was necessary to make a choice of human framework. Simply put, the question was
as follows: Was it necessary to use the framework regions from an antibody whose crystal
structure was known or could the choice be made on some other criteria?

For B72.3 heavy chain, it was reasoned that, while knowledge of structure was important, transfer
of the CDRs from mouse to human frameworks might be facilitated if the overall homology
between the donor and receptor frameworks was maximised. Comparison of the B72.3 heavy
chain sequence with those in Kabat (ref. 4) for human heavy chains showed clearly that B72.3 had
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poor homology for KOL and NEWM (for which crystal structures are available) but was very
homologous to the heavy chain for EU.

On this basis, EU was chosen for the CDR-grafting and the following residues transferred as
CDRs.

CDR Number Residues
1 27-36
2 50-63
3 93-102

Also it was noticed that the FR4 region of EU was unlike that of any other human (or mouse)
antibody. Consequently, in the grafted heavy chain genes this was also changed to produce a
�consensus� human sequence.  (Preliminary experiments showed that grafted heavy chain genes
containing the EU FR4 sequence expressed very poorly in transient expression systems.)

ii. Results with grafted heavy chain genes
Expression of grafted heavy chain genes containing all human framework regions with either gL
or cL genes produced a grafted antibody with little ability to bind to mucin. The grafted antibody
had about 1% the activity of the chimeric antibody.

In these experiments, however, it was noted that the activity of the grafted antibody could be
increased to ~10% of B72.3 by exposure to pHs of 2-3.5.

This observation provided a clue as to how the activity of the grafted antibody could be improved
without acid treatment. It was postulated that acid exposure brought about the protonation of an
acidic residue (pKa of aspartic acid = 3.86 and of glutamine acid = 4.25) which in turn caused a
change in structure of the CDR loops, or allowed better access of antigen.

From comparison of the sequences of B72.3 (ref. 13) and EU (refs. 4 and 5), it was clear that, in
going from the mouse to human frameworks, only two positions had been changed in such a way
that acidic residues had been introduced. These positions are at residues 73 and 81, where K to E
and Q to E changes had been made, respectively.

Which of these positions might be important was determined by examining the crystal structure of
the KOL antibody. In KOL heavy chain, position 81 is far removed from either of the CDR loops.

Position 73, however, is close to both CDRs 1 and 3 of the heavy chain and, in this position it was
possible to envisage that a K to E change in this region could have a detrimental effect on antigen
binding.

iii. Framework changes in B72.3 gH gene

On the basis of the above analysis, E73 was mutated to a lysine (K). It was found that this change
had a dramatic effect on the ability of the grafted Ab to bind to mucin. Further the ability of the
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grafted B72.3 produced by the mutated gH/gL combination to bind to mucin was similar to that of
the B72.3 chimeric antibody.

iv. Other framework changes

In the course of the above experiments, other changes were made in the heavy chain framework
regions. Within the accuracy of the assays used, none of the changes, either alone or together,
appeared beneficial.

v. Other

All assays used measured the ability of the grafted Ab to bind to mucin and, as a whole, indicated
that the single framework change at position 73 is sufficient to generate an antibody with similar
binding properties to B72.3.

Comparison of the B72.3 murine and EU heavy chain sequences reveals that the mouse and human
residues are identical at positions 23, 24, 71 and 78.
Thus the mutated CDR-grafted B72.3 heavy chain corresponds to a preferred embodiment of the
present invention.

CDR-GRAFTING OF A MURINE ANTI-ICAM-1 MONOCLONAL ANTIBODY

A murine antibody, R6-5-D6 (EP 0314863) having specificity for Intercellular Adhesion Molecule
1 (ICAM-l) was CDR-grafted substantially as described above in previous examples. This work is
described in greater detail in co-pending application, British Patent Application No. 9009549.8,
the disclosure of which is incorporated herein by reference.

The human EU framework was used as the acceptor framework for both heavy and light chains.
The CDR-grafted antibody currently of choice is provided by co-expression of grafted light chain
gL221A and grafted heavy chain gH341D which has a binding affinity for ICAM 1 of about 75%
of that of the corresponding mouse-human chimeric antibody.

LIGHT CHAIN

gL221A has murine CDRs at positions 24-34 (CDR1), 50-56 (CDR2) and 89-97 (CDR3). In
addition several framework residues are also the murine amino acid. These residues were chosen
after consideration of the possible contribution of these residues to domain packing and stability of
the conformation of the antigen binding region. The residues which have been retained as mouse
are at positions 2, 3, 48 (?), 60, 84, 85 and 87. Comparison of the murine anti-ICAM 1 and human
EU light chain amino acid sequences reveals that the murine and human residues are identical at
positions 46, 58 and 71.

HEAVY CHAIN

gH341D has murine CDRs at positions 26-35 (CDR1), 50-56 (CDR2) and 94-100B (CDR3). In
addition murine residues were used in gH341D at positions 24, 48, 69, 71, 73, 80, 88 and 91.
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Comparison of the murine anti-ICAM 1 and human EU heavy chain amino acid sequences are
identical at positions 23, 49 and 78.

EXAMPLE 5

CDR-Grafting of murine anti-TNFa antibodies

A number of murine anti-TNFa monoclonal antibodies were CDR-grafted substantially as
described above in previous examples. These antibodies include the murine monoclonal
antibodies designated 61 E71, hTNFl, hTNF3 and 101.4. A brief summary of the CDR-grafting of
each of these antibodies is given below.

61E71

A similar analysis as described above (Example 1, Section 12.1.) was done for 61E71 and for the
heavy chain 10 residues were identified at 23, 24, 48, 49, 68, 69, 71, 73, 75 and 88 as residues to
potentially retain as murine. The human frameworks chosen for CDR-grafting of this antibody,
and the hTNF3 and 101.4 antibodies were RE1 for the light chain and KOL for the heavy chain.
Three genes were built, the first of which contained 23, 24, 48, 49, 71 and 73 [gH341(6)] as murine
residues. The second gene also had 75 and 88 as murine residues [gH341(8)] while the third gene
additionally had 68, 69, 75 and 88 as murine residues [gH341(10)]. Each was co-expressed with
gL221, the minimum grafted light chain (CDRs only). The gL221/gH341(6) and gL221/gH341(8)
antibodies both bound as well to TNF as murine 61E71. The gL221/gH341(10) antibody did not
express and this combination was not taken further.

Subsequently the gL221/gH341(6) antibody was assessed in an L929 cell competition assay in
which the antibody competes against the TNF receptor on L929 cells for binding to TNF in
solution. In this assay the gL221/gH341(6) antibody was approximately 10% as active as murine
61E71.

hTNF1

hTNF1 is a monoclonal antibody which recognises an epitope on human TNF. The EU human
framework was used for CDR-grafting of both the heavy and light variable domains.

Heavy Chain

In the CDR-grafted heavy chain (ghTNF1) mouse CDRs were used at positions 26-35 (CDR1),
50-65 (CDR2) and 95-102 (CDR3). Mouse residues were also used in the frameworks at positions
48, 67, 69, 71, 73, 76, 89, 91, 94 and 108. Comparison of the TNF1 mouse and EU human heavy
chain residues reveals that these are identical at positions 23, 24, 29 and 78.

Liqht Chain

In the CDR-grafted light chain (gLhTNF1) mouse CDRs wre used at positions 24-34 (CDR1),
50-56 (CDR2) and 89-97 (CDR3). In addition mouse residues were used in the frameworks at
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positions 3, 42, 48, 49, 83, 106 and 108. Comparison of the hTNF1 mouse and EU human light
chain residues reveals that these are identical at positions 46, 58 and 71.

The grafted hTNF1 heavy chain was co-expressed with the chimeric light chain and the binding
ability of the product compared with that of the chimeric light chain/chimeric heavy chain product
in a TNF binding assay. The grafted heavy chain product appeared to have binding ability for TNF
slightly better than the fully chimeric product.

Similarly, a grafted heavy chain/grafted light chain product was co-expressed and compared with
the fully chimeric product and found to have closely similar binding properties to the latter
product.

hTNF3

hTNF3 recognises an epitope on human TNF- . The sequence of hTNF3 shows only 21
differences compared to 61E71 in the light and heavy chain variable regions, 10 in the light chain
(2 in the CDRs at positions 50, 96 and 8 in the framework at 1, 19, 40, 45, 46, 76, 103 and 106) and
11 in the heavy chain (3 in the CDR regions at positions 52, 60 and 95 and 8 in the framework at 1,
10, 38, 40, 67, 73, 87 and 105). The light and heavy chains of the 61E71 and hTNF3 chimeric
antibodies can be exchanged without loss of activity in the direct binding assay. However 61E71
is an order of magnitude less able to compete with the TNF receptor on L929 cells for TNF-a
compared to hTNF3. Based on the 61E71 CDR grafting data gL221 and gH341(+23, 24, 48, 49 71
and 73 as mouse) genes have been built for hTNF3 and tested and the resultant grafted antibody
binds well to TNF-a, but competes very poorly in the L929 assay. It is possible that in this case
also the framework residues identified for OKT3 programme may improve the competitive
binding ability of this antibody.

101. 4

101.4 is a further murine monoclonal antibody able to recognise human TNF-a. The heavy chain
of this antibody shows good homology to KOL and so the CDR-grafting has been based on RE1
for the light chain and KOL for the heavy chain. Several grafted heavy chain genes have been
constructed with conservative choices for the CDR�s (gH341) and which have one or a small 
number of non-CDR residues at positions 73, 78 or 77-79 inclusive, as the mouse amino acids.
These have been co-expressed with cL or gL221. In all cases binding to TNF equivalent to the
chimeric antibody is seen and when co-expressed with cL the resultant antibodies are able to
compete well in the L929 assay. However, with gL221 the resultant antibodies are at least an order
of magnitude less able to compete for TNF against the TNF receptor on L929 cells.

Mouse residues at other positions in the heavy chain, for example, at 23 and 24 together or at 76
have been demonstrated to provide no improvement to the competitive ability of the grafted
antibody in the L929 assay.

A number of other antibodies including antibodies having specificity for interleukins e.g. IL1 and
cancer markers such as carcinoembryonic antigen (CEA) e.g. the monoclonal antibody A5B7 (ref.
21), have been successfully CDR-grafted according to the present invention.
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It will be appreciated that the foregoing examples are given by way of illustration only and are not
intended to limit the scope of the claimed invention. Changes and modifications may be made to
the methods described whilst still falling within the spirit and scope of the invention.
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ABSTRACT

CDR-grafted antibody heavy and light chains comprise acceptor framework and donor antigen
binding regions, the heavy chains comprising donor residues at at least one of positions (6, 23)
and/or (24, 48) and/or (49, 71) and/or (73, 75) and/or (76) and/or (78) and (88) and/or (91). The
CDR-grafted light chains comprise donor residues at at least one of positions (1) and/or (3) and
(46) and/or (47) or at at least one of positions (46, 48, 58) and (71).

The CDR-grafted antibodies are preferably humanised antibodies, having non human, e.g. rodent,
donor and human acceptor frameworks, and may be used for in vivo therapy and diagnosis. A
generally applicable protocol is disclosed for obtaining CDR-grafted antibodies.
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CLAIMS

1. A CDR-grafted antibody heavy chain having a variable region domain comprising
acceptor framework and donor antigen binding regions wherein the framework comprises donor
residues at at least one of positions 6, 23 and/or 24, 48 and/or 49, 71 and/or 73, 75 and/or 76 and/or
78 and 88 and/or 91.

2. A CDR-grafted heavy chain according to Claim 1 comprising donor residues at positions
23, 24, 49, 71, 73 and 78, or at positions 23, 24 and 49.

3. A CDR-grafted heavy chain according to Claim 2 comprising donor residues at positions 2,
4, 6, 25, 36, 37, 39, 47, 48, 93, 94, 103, 104, 106 and 107.

4. A CDR-grafted heavy chain according to Claim 2 or 3, comprising donor residues at one,
some or all of positions:
1 and 3,
69 (if 48 is different between donor and acceptor),
38 and 46 (if 48 is the donor residue),
67,
82 and 18 (if 67 is the donor residue),
91, and
any one or more of 9, 11, 41, 87, 108, 110 and 112.

5. A CDR-grafted heavy chain according to any of the preceding comprising donor CDRs at
positions 26-35, 50-65 and 95-100.

6. A CDR-grafted antibody light chain having a variable region domain comprising acceptor
framework and donor antigen binding regions wherein the framework comprises donor residues at
at least one of positions 1 and/or 3 and 46 and/or 47.

7. A CDR-grafted light chain according to Claim 6 comprising donor residues at positions 46
and 47.

8. A CDR-grafted antibody light chain having a variable region domain comprising acceptor
framework and donor antigen binding regions wherein the framework comprises donor residues at
at least one of positions 46, 48, 58 and 71.

9. A CDR-grafted light chain according to Claim 8 comprising donor residues at positions 46,
48, 58 and 71.

10. A CDR-grafted light chain according to Claim 8 or 9, comprising donor residues at
positions 2, 4, 6, 35, 36, 38, 44, 47, 49, 62, 64-69, 85, 87, 98, 99, 101 and 102.
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11. A CDR-grafted light chain according to Claim 9 or 10, comprising donor residues at one,
some or all of positions:
1 and 3,
63,
60 (if 60 and 54 are able to form a potential saltbridge),
70 (if 70 and 24 are able to form a potential saltbridge),
73 and o 21 (if 47 is different between donor and acceptor) ,
37 and 45 (if 47 if different between donor and acceptor), and
any one or more of 10, 12, 40, 83, 103 and 105.

12. A CDR-grafted light chain according to anyone of Claims 6-11, comprising donor CDRs at
positions 24-34, 50-56 and 89-97.

13. A CDR-grafted antibody molecule comprising at least one CDR-grafted heavy chain
according to anyone of Claims 1-5 and at least one CDR-grafted light chain according to anyone of
Claims 6-12.

14. A CDR-grafted antibody molecule according to Claim 13, which is a site-specific antibody
molecule.

15. A CDR-grafted antibody molecule according to Claim 13 which has specificity for an
interleukin, hormone or other biologically active compound or a receptor therefor.

16. A CDR-grafted antibody heavy or light chain or molecule according to anyone of the
preceding claims comprising human acceptor residues and non-human donor residues.

17. A DNA sequence which codes for a CDR-grafted heavy chain according to Claim 1 or a
CDR-grafted light chain according to Claim 6 or Claim 8.

18. A cloning or expression vector containing a DNA sequence according to Claim 17.

19. A host cell transformed with a DNA sequence according to Claim 17.

20. A process for the production of a CDR-grafted antibody sequence according to Claim 17 in
a transformed host cell.

21. A process for producing a CDR-grafted antibody product comprising:

(a) producing in an expression vector an operon having a DNA sequence which
encodes an antibody heavy chain according to Claim 1;

and/or
(b) producing in an expression vector an operon having a DNA sequence which

encodes a complementary antibody light chain according to Claim 6 or Claim 8;
(c) transfecting a host cell with the or each vector;

and
(d) culturing the transfected cell line to produce the CDR-grafted antibody product.
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22. A therapeutic or diagnostic composition comprising a CDR-grafted antibody heavy chain
according to Claim 1, or a CDR-grafted light chain according to Claim 6 or Claim 8, or a
CDR-grafted antibody molecule according to Claim 13 in combination with a pharmaceutically
acceptable carrier, diluent or excipient.

23. A method of therapy or diagnosis comprising administering an effective amount of a
CDR-grafted heavy chain according to Claim 1, or a CDR-grafted light chain according to Claim 6
or Claim 8, or a CDR-grafted antibody molecule according to Claim 13 to a human or animal
subject.
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U.S. Patent Application No. 08/485,686 to Adair »¬ ¿´.

Ex. 2035 Amendment and Request for Reconsideration filed August 9, 2002,
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in U.S. Patent Application No. 08/485,686 to Adair »¬ ¿´.

Ex. 2036 Great Britain Application No. 8928874.0 to Adair »¬ ¿´., filed

December 21, 1989 (“the UK Application”).

Ex. 2037 Computer generated comparison (using WorkshareTM Professional

5.2 SR2 software) of the typewritten text of the UK Application to

the typewritten text of the PCT Application.

Ex. 2038 Office Action mailed November 18, 1992, in U.S. Patent

Application No. 07/743,329 to Adair »¬ ¿´.

Ex. 2039 Examiner Interview Summary Record dated January 27, 1993, in

U.S. Patent Application No. 07/743,329 to Adair »¬ ¿´.
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CARTER SUBSTANTIVE MOTION 11

I. PRECISE RELIEF REQUESTED2

Carter moves under 37 C.F.R. § 41.121(a)(1)(iii) for judgment that Adair’s involved3

claim 24 is not patentable to Adair under 35 U.S.C. § 135(b)(1).4

II. THE EVIDENCE AND STATEMENT OF MATERIAL FACTS5

A list of exhibits, papers, and appendices relied upon in support of this motion is set forth6

in Appendix 1. A statement of material facts relied upon in support of this motion is set forth in7

Appendix 2.8

III. ARGUMENT9

A. Introduction and Overview of Argument10

Carter’s involved U.S. Patent No. 6,407,213 (“the ‘213 patent”) issued on June 18, 2002.11

(MF 36). The “critical date” for compliance with 35 U.S.C. § 135(b) is June 18, 2003. (MF 37).12

More than six years after the critical date, on September 9, 2009, Adair presented its involved13

claim 24. (MF 40).14

To comply with the requirements of § 135(b), Adair must satisfy at least three conditions.15

First, Adair must have presented a “pre-critical date” claim that is patentable to Adair. Second,16

Adair must have presented a “pre-critical date” claim that defines the same or substantially the17

same subject matter as a Carter ‘213 patent claim.1 Third, Adair’s post-critical date claim (·ò»ò,18

Adair’s involved claim 24) cannot differ in any “material limitation” from Adair’s pre-critical19

date claim(s) that is patentable to Adair and defines substantially the same subject matter as a20

1 None of Adair’s pre-critical date claims is identical to (·ò»ò, “the same as”) a Carter ‘213 patent

claim. (MF 41).
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Carter ‘213 patent claim.2 ×² ®» Þ»®¹»®, 279 F.3d 975, 981-82 (Fed. Cir. 2002), citing Ý±®¾»¬¬ ªò 1

Ý¸·«³, 568 F.2d 759, 196 USPQ 337 (CCPA 1977). If Adair fails to satisfy any one of these2

three conditions, then Adair’s claim 24 is not patentable to Adair and Adair loses its standing to3

participate in the interference. (37 C.F.R. § 41.201, defining “threshold issue.”)4

On November 21, 2005, Adair filed its involved application 11/284,261 (“the ‘2615

application”), presented new claim 24, and filed a “Preliminary Amendment and Request for6

Interference under 37 C.F.R. § 42.202 [sic].”3 (MF 38-39 and 43). In requesting an interference7

with the Carter ‘213 patent, Adair acknowledged the hurdle it faced to comply with the8

requirements of § 135(b). (MF 43-44). Specifically, Adair argued that its newly presented claim9

24 was not barred by § 135(b) because claims 8 and 16 in its PCT application, when considered10

together, define subject matter that is the same or substantially the same as the subject matter11

defined by claim 1 of Carter’s ‘213 patent.4 (MF 44). Adair’s position does not withstand12

scrutiny.13

First, Adair’s § 135(b) analysis entirely failed to address whether Adair’s PCT claims are14

patentable to Adair, a prerequisite for compliance with § 135(b) of any post-critical date claim15

2 Adair claim 24 is not identical to (·ò»ò, “the same as”) any pre-critical date Adair claim. MF 42.

3 Adair thereafter amended claim 24. Adair’s involved claim 24 was presented on September 9,

2009. A comparison of the 2005 version of claim 24 and the 2009 version of involved claim 24

is provided in Appendix 3. (MF 31).

4 Carter ‘213 patent claim 1 is not designated as corresponding to Count 1, nor has Adair moved

for such relief. (Declaration, Paper No. 1, p. 4; and Adair Motions List, Paper 20, p. 2, item 5).
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seeking benefit of a pre-critical date claim.5 As discussed below, Adair’s original PCT claims1

were also presented as the original claims in Adair’s ‘329 application and were immediately and2

soundly rejected under 35 U.S.C. §§ 101, 102, 103, and 112 first and second paragraph. (MF 5-63

and 11-20). In response, Adair promptly cancelled the original claims in its PCT and U.S.4

applications and presented new claims that Adair characterized as more clearly describing5

Adair’s invention and distinguishing the claims over a number of prior art references. (MF 21-6

26).7

Second, Adair’s arguments regarding compliance with § 135(b) failed to address the8

critical issue of whether Adair claim 24 is materially different from Adair’s pre-critical date9

claims. A comparison of Adair’s PCT claim 16/8 (·ò»ò, the pre-critical claims identified by Adair10

for compliance with § 135(b) in its request for interference) and Adair’s involved claim 2411

reveals that the claims are directed to different subject matter. (MF 32 and Appendix 4). For12

example, the PCT claim 16/8 recites a “CDR-grafted light chain…” whereas involved claim 2413

recites a “humanized antibody comprising a heavy chain…” (MF 32 and Appendix 4). The14

heavy and light chains of an antibody are different polypeptides and, therefore, a residue15

substitution in a light chain is physically different from a residue substitution in a heavy chain16

and ª·½»óª»®¿.17

In summary, the § 135(b) argument that Adair advanced to provoke an interference with18

the Carter ‘213 patent 1) failed to address the unpatentability to Adair of the original PCT/U.S.19

5 As a matter of law, Adair cannot rely on a PCT application to satisfy the requirements of 35

U.S.C. § 135(b). However, Adair’s original PCT and original U.S. claims are identical and,

therefore, Adair’s improper reliance on PCT claims rather than on U.S. claims does not appear to

be of immediate significance to the relief requested in this motion.
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claims upon which Adair relied for § 135(b) benefit; 2) failed to address the fact that Adair’s pre-1

critical claims do not define the same or substantially the same subject matter as an involved2

Carter patent claim; and 3) failed to address the differences in material limitations between3

Adair’s original PCT/U.S. claims and Adair post-critical date claim 24.4

In this motion, Carter explains that Adair’s involved claim 24 is statutorily barred under5

§ 135(b) for any one of the following reasons:6

1) none of Adair’s original PCT/U.S. claims are patentable to Adair and, therefore,7

Adair involved claim 24 (or any other post-critical date claim) is not entitled to the benefit of8

these claims for compliance with § 135(b);9

2) none of Adair’s pre-critical date claims are directed to the same or substantially10

same subject matter as any one of Carter’s involved ‘213 patent claims and, therefore, cannot be11

relied upon for compliance with § 135(b);12

3) Adair involved claim 24 differs in material limitations from Adair’s pre-critical13

date claims and, therefore, Adair is not entitled to the benefit of these claims for compliance with14

§ 135(b).15

In Carter Substantive Motion 2, Carter moves for judgment that Adair involved claim 2416

is unpatentable to Adair for failure to comply with the written description requirement of 3517

U.S.C. § 112, first paragraph. Regardless of whether the Board finds Adair claim 24 to satisfy18

the written description requirement, Adair claim 24 is barred under § 135(b) and adverse19

judgment should be entered against Adair.20

B. Adair Is Not Statutorily Entitled to Any of Its Original U.S. Claims21

On December 21, 1990, Adair filed PCT/GB90/02017 (“the PCT application”),22

containing claims 1-23 (·ò»ò, the “original PCT claims”). (MF 2). On September 17, 1991, Adair23

filed U.S. Patent Application No. 07/743,329 (“the ‘329 application”), which claims benefit of24
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the Adair PCT application. (MF 5). The original claims filed in the ‘329 application are1

identical to Adair’s original PCT claims. (MF 6).2

On November 18, 1992, the USPTO rejected the original Adair ‘329 claims 1-23 on a3

variety of statutory grounds (MF 11), including the following:4

1. Claims 1-12, 17 and 22-23 were rejected under 35 U.S.C. § 101 as lacking utility5

(MF 12);6

2. Claims 1-16 and 22-23 were rejected under 35 U.S.C. § 112, first paragraph, as7

failing to adequately teach how to make and use the claimed invention (MF 13);8

3. Claims 1-23 were rejected under 35 U.S.C. § 112, second paragraph, as failing to9

particularly point out and distinctly claim the subject matter which Adair regarded as its10

invention (MF 14);11

4. Claims 1, 5, 6-8, and 12-22 were rejected under 35 U.S.C. § 102(b) as being12

anticipated by Riechmann »¬ ¿´ò (MF 15);13

5. Claims 1-6 and 12-22 were rejected under 35 U.S.C. § 102(b) as being anticipated14

by Queen »¬ ¿´ò (MF 16); and15

6. Claims 1-21 were rejected under 35 U.S.C. § 103 as being obvious over16

Riechmann »¬ ¿´ò and Queen »¬ ¿´ò (MF 17).17

In rejecting claims 1-16 and 22-23 for lack of enablement under § 112, first paragraph,18

the Examiner maintained, ·²¬»® ¿´·¿, that the Adair specification did not support making the range19

of residue changes recited in the claims and observed that the effects of the residue changes as20

described in Adair’s original claims could not readily be predicted. (MF 18).21

In rejecting claims 1-23 under 35 U.S.C. § 112, second paragraph, the Examiner22

maintained that the claims were indefinite in their recitation of “at least one of positions 6, 2323
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and/or 24, 48 and/or 49, 71 and/or 73, 75 and/or 76 and/or 78 and 88 and/or 91” because it was1

unclear to the Examiner whether the heavy chain framework had donor residues at:2

a. at least one of 6, 23, 24, 48, 49, 71, 73, 75, 76, 78, 88, or 91, or alternatively,3

b. at least one of (6) or (23 and/or 24) or (48 and/or 49) or (71 and/or 73) or (754

and/or 76 and/or 78 and 88 and/or 91), or alternatively,5

c. at least one of (6, 23) and/or (24, 48) and/or (49, 71) and/or (73, 75) and 76 and/or6

(78 and 88) and/or (91). (MF 19).7

In rejecting the claims 1, 5, 6-8, and 12-22 under 102(b) as being anticipated by8

Riechmann »¬ ¿´ò, the Examiner noted that the claims were being interpreted to mean that the9

framework has donor residues at at least one of any of positions 6, 23, 24, 48, 49, 71, 73, 75, 76,10

78, 88, or 91 in the heavy chain. (MF 20).11

On January 19, 1993, Adair responded to the November 1992 Office action by cancelling12

original claims 1-20, 22 and 23, amending original claim 21, and adding new claims 24-66. (MF13

21).14

Adair further responded to the § 112, first paragraph, rejections by relying on the15

disclosure added to its PCT application that described a “hierarchy of residues” protocol for16

preparing humanized antibodies according to Adair’s invention. (MF 3-4). Adair argued that, in17

view of the specific rules set forth in Adair’s “hierarchy of residues” protocol, it would not18

require undue experimentation to make and use the subject matter defined by Adair’s newly19

added claims. (MF 3-4, 22).20

In its January 1993 response, Adair did not contest the rejections under § 112, second21

paragraph but, rather, cancelled the rejected claims. (MF 21 and 24). Likewise, Adair did not22

contest the rejection of the claims under § 102(b) as being anticipated by Riechmann »¬ ¿´ò and23
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Queen »¬ ¿´ò but, rather, relied upon limitations in the newly presented claims to distinguish over1

these prior art references. (MF 25-26). Adair followed the filing of its response in the ‘3292

application with an in-person Examiner interview on January 27, 1993, wherein Adair asserted3

that its claims were not open-ended with respect to unrecited residue substitutions. (MF 27).4

On September 9, 1993, in the Adair PCT/EP Patent Application No. 91901433.2, Adair5

filed an amendment deleting original claims 1-23, replacing them with new claims 1-20, and6

acknowledging grounds of unpatentability of its original claims. (MF 28).7

On February 7, 1994, Adair filed an amendment in the ‘329 application responding to the8

Office action mailed on September 7, 1993. Although substantial in length, the following quote9

captures several important points regarding Adair’s own characterization of its invention, the10

scope of its claims, and the interpretation of its specification (MF 10 and 29):11

At a very helpful interview held at the beginning of 1993, there was some12
discussion of the word “comprising” as used in the claims under consideration at13
that time. In those claims, it was only specified that certain residues should be14
donor residues. It was considered that it was not clear whether these were the only15
residues which could be donor residues. The alternative view was that these were16
only the minimum number of residues which must be donor but that any of the17
other residues could also be donor. [Emphasis by Adair].18

If the second line of interpretation were taken, the claims could be read to19
cover a situation in which all except one of the residues in the variable domain20
were donor residues. In this case, the claims could then be interpreted to cover a21
structure similar to a “chimeric” antibody comprising a donor variable domain and22
a human constant region. Such chimeric antibodies were already well known at the23
priority date. [Emphasis by Adair].24

It plainly is not the intention of the Applicants to claim chimeric antibodies25
or any similar structures. As can be seen from the description, the superhumanised26
antibodies of the present invention are compared to the prior art chimeric27
antibodies. Moreover, the present invention was intended to deal with the problem28
of chimeric antibodies in that chimeric antibodies were believed to be too “foreign”29
because of the presence of the complete donor variable domain.30

For the above reasons, it is clear that the wording of the claims needed to be31
changed so that the Applicants’ intention of excluding chimeric antibodies was32
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made effective. The language now present in the claims puts this intention clearly1
into effect.2

As to support for this wording, the Examiner is referred firstly to page 16,3
under the heading “Protocol”. It can be seen from this paragraph that the first step4
in the process involves the choice of an appropriate acceptor chain variable5
domain. This acceptor domain must be of known sequence. Thus, the protocol6
starts with a variable domain in which all the residues are acceptor residues. In the7
sentence bridging pages 16 and 17, it is stated that:8

“The CDR-grafted chain is then designed starting from the9
basis of the acceptor sequence”.10

On page 17, in the middle paragraph, it is stated that:11

“The positions at which donor residues are to be substituted12
for acceptor in the framework are then chosen as follows ....”13

This again shows that, unless a residue is chosen for substitution, it will remain as14
in the acceptor sequence. [Emphasis by Adair].15

It must also be borne in mind that the purpose of the invention is to obviate16
some of the disadvantages of prior art proposals. The proposal of using chimeric17
antibodies had the disadvantage that they were more “foreign” than desirable. The18
problem of making CDR-grafted antibodies was that they generally did not provide19
good recovery of affinity. Thus, the aim of the present invention was to minimise20
as far as possible the “foreign” nature of the antibody while maximising as far as21
possible its affinity.22

Bearing the passages referred to above and the aim of the invention in23
mind, it would have been abundantly clear to the skilled person reading the24
application that as many residues as possible should remain as acceptor residues.25
If this were not the case, it could hardly be said that the composite chain is based26
on the acceptor sequence.27

The skilled person reading the application can plainly see that certain28
residues have been considered for changing from acceptor to donor. These are29
clearly set out in the description. It would be plain to the skilled person that all30
other residues should not be considered for changing at all. It would therefore be31
obvious that any residue which is not specified as being under consideration for32
changing must remain as in the acceptor chain.33

It may be that there is no explicit statement in the description that the34
specified residues should remain as in the acceptor chain. However, the disclosure35
in a specification is not limited to the explicit disclosure but also includes that36
which is implicit. It is implicit, in the recitation that the chain is based on the37
acceptor and that only certain residues are considered for changing, that all non-38
specified residues must remain as acceptor residues. Subject matter which might39
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be fairly deduced from the disclosure is not new matter. ß½³» Ø·¹¸©¿§ Ð®±¼«½¬ 1
Ý±®°ò ªò ÜòÍò Þ®±©² Ý±ò, 431 F.2d 1074, 1080, 167 U.S.P.Q. 129, 132-133(6th Cir.2
1970), ½»®¬ ¼»²·»¼, 401 U.S. 956 (1971).3

In summary, Adair has acknowledged that it is not statutorily entitled to its original4

PCT/U.S. claims, as these claims were ambiguous and could be reasonably interpreted as reading5

on the disclosures in Queen »¬ ¿´ò and Reichmann »¬ ¿´ò of humanized antibody polypeptides6

meeting the requirements of these original Adair claims, as well as on known chimeric antibody7

structures. The express teachings of the Adair specification and Adair’s representations8

regarding the same provide compelling evidence that Adair is not statutorily entitled to its9

original PCT/U.S. claims and, therefore cannot rely upon those claims for purposes of satisfying10

the statutory requirements of § 135(b). ß¼¿²¹ ªò Ë³¾»½µ, 2007 U.S. App. LEXIS 25198 (Fed.11

Cir. 2007); Ë²·ªò ±º Î±½¸»¬»® ªò ÙòÜò Í»¿®´» ú Ý±ò, 358 F.3d 916, 927 (Fed. Cir. 2004);12

Ð×ÒñÒ×Ðô ×²½ò ªò Ð´¿¬¬» Ý¸»³ò Ý±ò, 304 F.3d 1235, 1247-48 (Fed. Cir. 2002); ×² ®» Ý«®¬·, 35413

F.3d 1347, 1353-54 (Fed. Cir. 2004).14

C. None of Adair’s Pre-Critical Date Claims Defines the Same or Substantially15
the Same Subject Matter As Any One of Carter’s Involved Patent Claims16

None of Adair’s pre-critical date claims define the same or substantially the same subject17

matter as an involved Carter ‘213 patent claim because each of Adair’s pre-critical date claims18

differ in one or more material limitations relative to Carter’s ‘213 patent claims. (MF 41). As a19

consequence, none of Adair’s pre-critical date claims can serve as a basis for overcoming the20

barrier of § 135(b).21

As discussed above, Adair’s original PCT/U.S. claims were found not to comply with22

numerous statutory provisions for patentability, including that the claims were indefinite under23

35 U.S.C. § 112, second paragraph. (MF 11-20). By contrast, Adair does not contest that24

Carter’s involved patent claims are definite and thus satisfy 35 U.S.C. § 112, second paragraph.25
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Logically, Adair’s original claims must differ in ways having patentable significance (·ò»ò, in1

material limitations) from Carter’s ‘213 claims because the former were found to be indefinite by2

the Examiner, while the latter are conceded by Adair to not be indefinite. Adair’s original3

PCT/U.S. claims are thus not directed to the same or substantially the same subject matter as any4

Carter’s ‘213 patent claim.5

After Adair cancelled its original PCT/U.S. claims in 1992, Adair presented a plethora of6

other claims prior to June 18, 2003 (“Adair’s non-original pre-critical date claims”). (MF 30).7

None of Adair’s non-original pre-critical date claims can be relied upon to satisfy the8

requirements of § 135(b).9

First, many of Adair’s non-original pre-critical date claims were determined to be not10

patentable to Adair and, therefore, cannot be relied upon to satisfy the requirements of § 135(b).11

Second, Adair characterized these non-original pre-critical date claims as incorporating12

essential features of its “hierarchy of residues” protocol. Adair repeatedly emphasized that this13

protocol was the hallmark of its invention, and was the reason why its newly added claims were14

patentable over prior art. Adair also asserted that the newly presented claims, because they15

incorporated limitations adhering to its “protocol” of multiple required substitutions, cured a16

variety of maladies that plagued the patentability of Adair’s original claims.17

At page 6 of its involved specification, Adair stated (MF 7):18

We have further investigated the preparation of CDR-grafted humanized19
antibody molecules and have identified a hierarchy of positions within the20
framework of the variable regions (i.e., outside both the Kabat CDRs and structural21
loops of the variable regions) at which the amino acid identities of the residues are22
important for obtaining CDR-grafted products with satisfactory binding affinity.23
This has enabled us to establish a protocol for obtaining satisfactory CDR-grafted24
products which may be applied very widely irrespective of the level of homology25
between donor immunoglobulin and acceptor framework. The set of residues26
which we have identified as being of critical importance does not coincide with the27
residues identified by Queen et al (9).28
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In the amendment filed on January 19, 1993, responding to the enablement rejections,1

Adair again emphasized specific rules governing the “hierarchy of residues” set forth in the2

protocol in Adair’s specification. Adair stated (MF 22):3

In contrast, the teaching in the present application can be applied without4
any undue experimentation to any antibody. All that is required is5
experimentation following a protocol which is clearly set out in the description, in6
particular at page 16, line 30 to page 19, line 9.7

…There is then no need to carryout computer modeling to determine8
which donor residues to substitute into the acceptor sequence. The protocol in the9
present application provides the teaching directly. It instructs the skilled person to10
compare the two sequences and change certain specified residues in the acceptor11
sequence to donor residues.12

…Thus, producing recombinant chains and testing them for affinity merely13
involves routine experimentation following a protocol which is clearly defined in14
the application. [Emphasis added].15

After cancelling its original claims and presenting new claims in the January 199316

amendment, Adair made the following argument (MF 23):17

It is submitted that this identifies where the present invention makes a18
significant departure from the prior art. The prior art indicates that each antibody19
has to be treated individually. In contrast, the present invention teaches that, by20
following the protocol set forth in the present application, it is possible to reshape21
any antibody.22

Adair also relied upon the “hierarchy of residues” to overcome prior art rejections. For23

example, in an amendment filed on April 7, 1993, Adair amended a claim reciting residues 71, 7324

and 78 to distinguish over the anti-TAC antibody disclosed by Queen »¬ ¿´ò. (MF 9 and 33):25

In claim 67, it has been specified that residues 71, 73 and 78 are all donor26
residues in order to ensure that claim 67 is novel over the anti-TAC antibody27
disclosed by Queen. This anti-TAC antibody has an acceptor residue at residue28
73. However, as can be seen from page 7, lines 1 to 5, the Applicant considers29
that in general, residues 71, 73 and 78 can be either all donor or all acceptor.30

In the April 1993 amendment, Adair again pointed to the substance of its protocol setting31

forth rules for substitutions to support its newly proposed claims. In particular, Adair explained32
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that, with respect to residues 23, 24, 49, 71, 73 and 78, there were only two alternatives of1

humanized antibodies being described in its specification; one involving changes at three2

residues in the heavy chain, and the other involving six residue changes (MF 9 and 34):3

It is stated on page 7, lines 1 to 5, that residues 71, 73 and 78 should all be4
either acceptor or donor. Claims 73, 80, 87, 94 and 101 cover the first alternative5
and claims 74, 81, 88, 95 and 102 cover the second alternative.6

In other words Adair characterized the universe of choices for changes to residues 71, 737

and 78 to consist of two alternatives; all donor or all acceptor.8

In responding to the Examiner’s repeated enablement rejections, Adair made the9

following statements in an Amendment filed on February 7, 1994, in the ‘329 application (MF10

35):11

It is specifically stated in the application that the present protocol12
represents a departure from the procedures of Reichmann [sic] and Queen, at least.13
Thus, the skilled person would not rely on Reichmann [sic] and Queen as14
teachings relevant to whether the present description is enabling.15

It is submitted that the skilled person would rely on the clear teaching16
given in the application and find that it is enabling. The specification plainly sets17
out what actions need to be taken. It is presumed that the Examiner agrees that18
the skilled person could have taken those actions. The application also sets out19
that, contrary to the teachings of Reichmann and Queen, the protocol is generally20
applicable. The application further shows that it had been successfully21
implemented. Thus, it is submitted that the skilled person would find that the22
present application is properly enabled the full extent of the claims.23

Consistent with these arguments, Adair’s non-original pre-critical date claims recite24

positions that must all be donor residues. In contrast, the Carter ‘213 patent claims do not require25

that each recited position have a donor residue but, rather, allow for combinations of donor and26

acceptor residues at the recited positions. The Adair pre-critical claims are not directed to the27

same or substantially the same subject matter as the Carter ‘213 patent claims because the claims28

differ in material limitations. Accordingly, Adair cannot rely upon any of Adair’s non-original29

pre-critical date claims for purposes of complying with the requirements of 35 U.S.C. § 135(b).30
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D. Adair Involved Claim 24 Differs In Material Limitations From Adair’s Non-1
Original Pre-Critical Date Claims2

Adair involved claim 24 is not entitled to the benefit of any pre-critical date claims3

because there are differences in material limitations in the pre-critical date claims that are not4

present in Adair involved claim 24.5

As noted above, Adair cannot rely on its original PCT/U.S. claims because the claims are6

not patentable to Adair. (MF 11-20). Also as explained above, Adair’s non-original pre-critical7

date claims are firmly grounded in the specific rules governing the “hierarchy of residues” to8

which Adair attributed the patentability of its claims. (MF 30). These claims emphasize the9

criticality of each recited position having a donor residue. Adair’s specification and prosecution10

history also emphasize the criticality of adhering to these rules to render the claims patentable11

over the prior art such as the Riechmann »¬ ¿´ò and Queen »¬ ¿´ò references.12

Adair involved claim 24 does not contain material limitations present in Adair’s non-13

original pre-critical date claims. Rather, claim 24 allows for any possible donor/acceptor residue14

combination at positions 23, 24, 49, 71, 73 and 78. Claim 24 also allows for donor residues at15

any unrecited position in the heavy chain variable region. In other words, the very concepts and16

claim limitations upon which Adair relied to distinguish over prior art and to justify the17

enablement of its claims are absent in Adair claim 24.18

IV. CONCLUSION19

For the above-stated reasons, Adair involved claim 24 is barred under § 135(b) and20

adverse judgment should be entered against Adair.21

Respectfully submitted,22

May 28, 2010 /Oliver R. Ashe, Jr./23
Oliver R. Ashe, Jr.24
Registration No. 40,49125
Counsel for Party Carter26
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Appendix 1

EVIDENCE
I. Exhibits Cited

The following exhibits are cited in support of this motion:

Ex. 2001 U.S. Patent No. 6,407,213 to Carter »¬ ¿´ò, issued June 18, 2002.

Ex. 2002 U.S. Patent Application No. 11/284,261 to Adair »¬ ¿´., filed November 21,

2005.

Ex. 2003 Preliminary Amendment and Request for Interference Under 37 C.F.R. §

42.202 [sic], filed November 21, 2005, in U.S. Patent Application No.

11/284,261 to Adair »¬ ¿´.

Ex. 2004 Request for Reconsideration, filed September 9, 2009, in U.S. Patent

Application No. 11/284,261 to Adair »¬ ¿´.

Ex. 2005 PCT Application No. PCT/GB90/02017 to Adair »¬ ¿´., filed December 21,

1990, published as WO 91/09967 on July 11, 1991 (“the PCT Application”).

Ex. 2006 U.S. Patent Application No. 07/743,329 to Adair »¬ ¿´., filed September 17,

1991.

Ex. 2007 Response to Office Action filed January 19, 1993, in U.S. Patent Application

No. 07/743,329 to Adair »¬ ¿´.

Ex. 2008 Amendment filed April 7, 1993, in U.S. Patent Application No. 07/743,329

to Adair »¬ ¿´.

Ex. 2009 Letter regarding amendments filed September 9, 1993, in European Patent

Application No. 91901433.2 to Adair »¬ ¿´.
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Ex. 2010 Amendment filed February 7, 1994, in U.S. Patent Application No.

07/743,329 to Adair »¬ ¿´.

Ex. 2011 Riechmann »¬ ¿´ò, Ò¿¬«®», Vol. 332, pp. 323-327 (March 1988).

Ex. 2012 Response to Advisory Action filed May 9, 1994, in U.S. Patent Application

No. 07/743,329 to Adair »¬ ¿´.

Ex. 2013 Preliminary Amendment filed September 7, 1994, in U.S. Patent Application

No. 08/303,569 to Adair »¬ ¿´.

Ex. 2014 Amendment filed September 18, 1995, in U.S. Patent Application No.

08/303,569 to Adair »¬ ¿´.

Ex. 2015 Preliminary Amendment filed August 23, 1996, in U.S. Patent Application

No. 08/485,686 to Adair »¬ ¿´.

Ex. 2016 Preliminary Amendment and Request for Interference Under 37 C.F.R. §

1.607 filed May 1, 1997, in U.S. Patent Application No. 08/846,658 to Adair

»¬ ¿´.

Ex. 2017 Response and Amendment filed August 20, 1997, in U.S. Patent Application

No. 08/485,686 to Adair »¬ ¿´.

Ex. 2018 Proposed claims filed January 28, 1998, in U.S. Patent Application No.

08/303,569 to Adair »¬ ¿´.

Ex. 2019 Amendment Pursuant to 37 C.F.R. § 1.312 filed February 23, 1998, in U.S.

Patent Application No. 08/303,569 to Adair »¬ ¿´.

Ex. 2020 Amendment Pursuant to 37 C.F.R. § 1.312 filed July 13, 1998, in U.S.

Patent Application No. 08/303,569 to Adair »¬ ¿´.
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Ex. 2021 Allowed claims filed September 29, 1998, in U.S. Patent Application No.

08/846,658 to Adair »¬ ¿´.

Ex. 2022 Fourth Preliminary Amendment filed November 5, 1998, in U.S. Patent

Application No. 08/846,658 to Adair »¬ ¿´.

Ex. 2023 Queen »¬ ¿´ò, Ð®±½ò Ò¿¬´ò ß½¿¼ò Í½·ò ËÍß, Vol. 86, pp. 10029-10033

(December 1989).

Ex. 2024 U.S. Patent No. 5,859,205 to Adair »¬ ¿´ò, issued January 12, 1999.

Ex. 2025 Amendment and Request for Reconsideration filed April 9, 1999, in U.S.

Patent Application No. 08/846,658 to Adair »¬ ¿´.

Ex. 2026 Amendment and Request for Reconsideration filed November 3, 1999, in

U.S. Patent Application No. 08/846,658 to Adair »¬ ¿´.

Ex. 2027 Amendment and Request for Reconsideration filed January 19, 2000, in U.S.

Patent Application No. 08/846,658 to Adair »¬ ¿´.

Ex. 2028 Office Action mailed September 7, 1993, in U.S. Patent Application No.

07/743,329 to Adair »¬ ¿´ò

Ex. 2029 Request for Reconsideration filed August 29, 2000, in U.S. Patent

Application No. 08/485,686 to Adair »¬ ¿´.

Ex. 2031 Supplemental Amendment and Request for Reconsideration filed September

14, 2000, in U.S. Patent Application No. 08/846,658 to Adair »¬ ¿´.

Ex. 2033 Amendment and Request for Reconsideration filed November 12, 2001, in

U.S. Patent Application No. 08/485,686 to Adair »¬ ¿´.

Ex. 2034 Pending claims filed March 18, 2002, in U.S. Patent Application No.
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08/485,686 to Adair »¬ ¿´.

Ex. 2035 Amendment and Request for Reconsideration filed August 9, 2002, in U.S.

Patent Application No. 08/485,686 to Adair »¬ ¿´.

Ex. 2036 Great Britain Application No. 8928874.0 to Adair »¬ ¿´., filed December 21,

1989 (“the UK Application”).

Ex. 2037 Computer generated comparison (using WorkshareTM Professional 5.2 SR2

software) of the typewritten text of the UK Application to the typewritten

text of the PCT Application.

Ex. 2038 Office Action mailed November 18, 1992, in U.S. Patent Application No.

07/743,329 to Adair »¬ ¿´.

Ex. 2039 Examiner Interview Summary Record dated January 27, 1993, in U.S. Patent

Application No. 07/743,329 to Adair »¬ ¿´.

II. Papers Cited

The following papers are cited in support of this motion:

Paper No. 1 Declaration entered February 2, 2010.

Paper No. 5 Adair Clean Copy of Claims filed February 16, 2010.

Paper No. 20 Adair Motions List filed April 9, 2010.

III. Appendices Cited

The following papers are cited in support of this motion:

Appendix 1 Evidence.

Appendix 2 Statement of Material Facts Relied Upon in Motion.
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Appendix 3 Claim chart comparing Adair claim 24 presented in 2005 and Adair

involved claim 24.

Appendix 4 Claim chart comparing Adair original PCT claims 8 and 16 with Adair

involved claim 24.
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Appendix 21

STATEMENT OF MATERIAL FACTS RELIED UPON IN MOTION2

1. On December 21, 1989, Adair filed Great Britain Application No. 8928874.03

(“Adair UK Application”). (Ex. 2036).4

2. On December 21, 1990, Adair filed PCT/GB90/02017(“Adair’s PCT5

application”), which contained claims 1-23. (Ex. 2005, pp. 67-70).6

3. Exhibit 2037 is a computer generated comparison (using WorkshareTM7

Professional 5.2 SR2 software) of the typewritten text of the UK Application to the typewritten8

text of the PCT Application. The last page of Exhibit 2037 contains a color-coded legend for9

identifying deletions, additions, and movement of text.10

4. The PCT Application contains a section titled “Protocol” that is not contained in11

the UK Application. (Ex. 2005, pp. 16-19; Ex. 2036; and Ex. 2037, pp. 10-11).12

5. On September 17, 1991, Adair entered the U.S. national stage by filing U.S.13

Patent Application No. 07/743,329 (“the ‘329 application”), claiming benefit to Adair’s PCT14

application. (Ex. 2006).15

6. Adair’s U.S. ‘329 application contained claims 1-23, which are identical to claims16

1-23 as originally filed with Adair’s PCT application. (Ex. 2005, pp. 67-70 and Ex. 2006, pp.17

67-70).18

7. At page 6 of its involved specification, Adair stated:19

We have further investigated the preparation of CDR-grafted humanized20
antibody molecules and have identified a hierarchy of positions within the21
framework of the variable regions (i.e., outside both the Kabat CDRs and22
structural loops of the variable regions) at which the amino acid identities of the23
residues are important for obtaining CDR-grafted products with satisfactory24
binding affinity. This has enabled us to establish a protocol for obtaining25

PETITIONER'S EXHIBITS Exhibit 1095 Page 1468 of 1849



Appendix 2 to Carter Substantive Motion 1
Interference No. 105,744
Page 2 of 12

satisfactory CDR-grafted products which may be applied very widely irrespective1
of the level of homology between donor immunoglobulin and acceptor2
framework. The set of residues which we have identified as being of critical3
importance does not coincide with the residues identified by Queen et al (9). [Ex.4
2002, p. 6, lns. 15-28].5

8. At page 6, lines 31-37, the Adair specification reads as follows:6

Accordingly, in a first aspect the invention provides a CDR-grafted7
antibody heavy chain having a variable region domain comprising acceptor8
framework and donor antigen binding regions wherein the framework comprises9
donor residues at at least one of positions 6, 23 and/or 24, 48 and/or 49, 71 and/or10
73, 75 and/or 76 and/or 78 and 88 and/or 91. [Ex. 2002, p. 6, lns. 31-37].11

9. At page 7, lines 1-5, the Adair specification reads as follows:12

In preferred embodiments, the heavy chain framework comprises donor13
residues at positions 23, 24, 49, 71, 73 and 78 or at positions 23, 24 and 49. The14
residues at positions 71, 73 and 78 of the heavy chain framework are preferably15
either all acceptor or all donor residues. [Ex. 2002, p. 7, lns. 1-5].16

10. At page 17, lines 27-30, the involved Adair specification reads as follows under a17

section titled “Protocol”:18

2.1 Choose donor residues at all of positions 23, 24, 49, 71, 73 and 78 of19
the heavy chain or all of positions 23, 24 and 49 (71, 73 and 78 are always either20
all donor or all acceptor). [Ex. 2002, p. 17, lns. 27-30].21

11. On November 18, 1992, the U.S. Patent and Trademark Office (“the USPTO”)22

entered a non-final office action rejecting claims Adair’s claims 1-23 on several statutory23

grounds. (Ex. 2038).24

12. On November 18, 1992, the USPTO rejected the original Adair ‘329 claims 1-12,25

17 and 22-23 under 35 U.S.C. § 101 for lack of utility. (Ex. 2038, pp. 1-3).26

13. On November 18, 1992, the USPTO rejected the original Adair ‘329 claims 1-1627

and 22-23 under 35 U.S.C. § 112, first paragraph, for failing to adequately teach how to make28

and use the claimed invention. (Ex. 2038, pp. 3-6).29
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14. On November 18, 1992, the USPTO rejected the original Adair ‘329 claims 1-231

were rejected under 35 U.S.C. § 112, second paragraph, for failing to particularly point out and2

distinctly claim the subject matter which Adair regarded as its invention. (Ex. 2038, pp. 6-7).3

15. On November 18, 1992, the USPTO rejected the original Adair ‘329 claims 1, 5,4

6-8, and 12-22 under 35 U.S.C. § 102(b) as being anticipated by Riechmann »¬ ¿´ò, Ò¿¬«®», Vol.5

332, pp. 323-327 (March 1988). (Ex. 2038, pp. 7-9 and Ex. 2011).6

16. On November 18, 1992, the USPTO rejected the original Adair ‘329 claims 1-67

and 12-22 under 35 U.S.C. § 102(b) as being anticipated by Queen »¬ ¿´ò, Ð®±½ò Ò¿¬´ò ß½¿¼ò Í½·ò 8

ËÍß, Vol. 86, pp. 10029-10033 (December 1989). (Ex. 2038, pp. 9-10 and Ex. 2023).9

17. On November 18, 1992, the USPTO rejected the original Adair ‘329 claims 1-2110

under 35 U.S.C. § 103 as being obvious over Riechmann »¬ ¿´ò and Queen »¬ ¿´ò. (Ex. 2038, pp.11

10-12).12

18. At pages 3-6 of the November 1992 office action, the Examiner rejected claims 1-13

16 and 22-23 for lack of enablement under § 112, first paragraph, on the grounds that, ·²¬»® ¿´·¿,14

the specification did not support making the range of residue changes recited in the claims and15

that the effects of the residue changes as described in Adair’s original claims could not readily be16

predicted. (Ex. 2038, pp. 3-6).17

19. At page 6 of the November 1992 office action, the Examiner rejected claims 1-518

under 35 U.S.C. § 112, second paragraph, as being indefinite in their recitation of “at least one of19

positions 6, 23 and/or 24, 48 and/or 49, 71 and/or 73, 75 and/or 76 and/or 78 and 88 and/or 91”20

because it was unclear to the Examiner whether the heavy chain,21

a. had at least one of 6, 23, 24, 48, 49, 71, 73, 75, 76, 78, 88, or 91, or alternatively,22
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b. had at least one of (6) or (23 and/or 24) or (48 and/or 49) or (71 and/or 73) or (751

and/or 76 and/or 78 and 88 and/or 91), or alternatively,2

c. had at least one (6, 23) and/or (24, 48) and/or (49, 71) and/or (73, 75) and 763

and/or (78 and 88) and/or (91). (Ex. 2038, p. 6).4

20. At page 9 of the November 1992 office action, the Examiner rejected Adair’s5

claims in view of Riechmann »¬ ¿´ò, noting that the Examiner interpreted the claims to mean that6

the framework has donor residues at at least one of any of positions 6, 23, 24, 48, 49, 71, 73, 75,7

76, 78, 88, or 91 in the heavy chain. (Ex. 2038, p. 9).8

21. In a January 19, 1993 amendment, Adair responded to the November 1992 Office9

action by cancelling original claims 1-20, 22 and 23, amending original claim 21, and adding10

new claims 24-66. (Ex. 2007, pp. 1-13).11

22. In the January 1993 amendment, Adair stated the following:12

In contrast, the teaching in the present application can be applied without13
any undue experimentation to any antibody. All that is required is14
experimentation following a protocol which is clearly set out in the description, in15
particular at page 16, line 30 to page 19, line 9. …16

There is then no need to carryout computer modeling to determine which17
donor residues to substitute in to the acceptor sequence. The protocol in the18
present application provides the teaching directly. It instructs the skilled person19
to compare the two sequences and change certain specified residues in the20
acceptor sequence to donor residues.21

…Thus, producing recombinant chains and testing them for affinity22
merely involves routine experimentation following a protocol which is clearly23
defined in the application. [Ex. 2007, pp. 26-27; Emphasis added].24

23. In the January 1993 amendment, Adair stated the following:25

It is submitted that this identifies where the present invention makes a26
significant departure from the prior art. The prior art indicates that each antibody27
has to be treated individually. In contrast, the present invention teaches that, by28
following the protocol set forth in the present application, it is possible to reshape29
any antibody. [Ex. 2007, p. 28].30
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24. In the January 1993 amendment, Adair responded to the rejection of claims under1

35 U.S.C. § 112, second paragraph, by cancelling claims 1-12. (Ex. 2007, pp. 29-32).2

25. In the January 1993 amendment, Adair responded to the rejection of claims under3

35 U.S.C. § 102(b) in view of Riechmann »¬ ¿´ò as follows:4

In Part A of this rejection, claims 1, 5, 6-8, and 12-22 were rejected as5
anticipated by Riechmann et al. The Examiner stated that claim 1 and claim 66
were interpreted to mean that the framework has donor residues in at least one of7
any of positions 6, 23, 24, 48, 49, 71, 73, 75, 76, 78, 88, or 91 in the heavy chain8
and (1, 3, 46, or 47) or 46, 48, 58, or 71) in the light chain, and thus, the teachings9
of Riechmann et al. anticipate the invention as claimed.10

The Examiner contends that the original claims lacked novelty over11
Riechmann et al. Claims 1, 5, 6-8, 12 and 22 have been cancelled without12
prejudice and submitted as new claims that more distinctly point out certain13
aspects of the present invention.14

In present claims 24 and 25, it is specified that residues 23 and 24 in the15
heavy chain should be donor residues. However, as can be seen from Fig. 1,16
panel (a) in Riechmann et al., in the recombinant antibody shown there, residues17
23 and 24 are acceptor residues. [Ex. 2007, p. 32-33].18

26. In the January 1993 amendment, Adair responded to the rejection of claims under19

35 U.S.C. § 102(b) in view of Queen »¬ ¿´ò as follows:20

In Part B of the rejection, the Examiner rejected claims 1-6 and 12-22 as21
anticipated by Queen et al.22

Claims 1-6, 12-20 and 22 have been cancelled without prejudice and23
submitted as new claims that more distinctly point out certain aspects of the24
present invention.25

In present claims 24 and 25, it is specified that residues 48, 66, 67, 68, 93,26
103 to 108 and 110 should all be acceptor residues. However, in Queen et al., as27
can be seen from Fig. 2B, in these positions Queen et al. uses donor, rather than28
acceptor, residues. It should again be borne in mind that Queen et al. does not use29
the Kabat numbering and it is therefore necessary to look carefully at the30
disclosure in Queen et al. before it is possible to come to any final conclusion.31
[Emphasis by Adair].32
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In present claim 38, it is specified that residue 71 should be a donor1
residue. However, as can be seen from Fig. 2A of Queen et al., in that position2
Queen et al. uses an acceptor, rather than a donor residue.3

Applicants’ claimed antigen-binding molecules are thus not anticipated by4
Queen et al. Withdrawal of this entire 35 USC § 102 (b) rejection is respectfully5
requested. [Ex. 2007, pp. 33-34].6

27. An Examiner Interview Summary Record dated January 27, 1993, states7

“applicant suggests that the ‘comprising’ in eg clm 24 is not to be taken as ‘comprising’ more8

residues than those in clm, i.e. claimed residues are not to be considered open ended. Applicant9

indicated they would clarify the latter issue. Queen does not teach changing residues: 73HC;10

38HC; 71 on LC # 1 on LC + #4 on LC, 36 on LC 46 on LC.” (Ex. 2039, p. 4; Emphasis by11

Examiner).12

28. On September 9, 1993, in the Adair PCT/EP Patent Application 91901433.2,13

Adair filed an amendment deleting original claims 1-23 and replacing them with new claims 1-14

20 and made the following statements:15

2.10. In new claim 1, it has been specified that residues 71, 73 and 78 are16
all donor residues in order to ensure that new claim 1 is novel over the anti-TAC17
antibody disclosed in PNAS-USA, 86, 10029-10033, 1989 (Queen) (cited in the18
International Search Report). This anti-TAC antibody has an acceptor residue at19
residue 73. However, as can be seen from page 7, lines 1 to 5, the Applicant20
considers that in general, residues 71, 73 and 78 can be either all donor or all21
acceptor. [Ex. 2009, p. 3].22

29. On February 7, 1994, Adair filed an amendment in the ‘329 application23

responding to an office action mailed on September 7, 1993 (Ex. 2028), wherein Adair made the24

following statements:25

At a very helpful interview held at the beginning of 1993, there was some26
discussion of the word “comprising” as used in the claims under consideration at27
that time. In those claims, it was only specified that certain residues should be28
donor residues. [Emphasis by Adair]. It was considered that it was not clear29
whether these were the only residues which could be donor residues. The30
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alternative view was that these were only the minimum number of residues which1
must be donor but that any of the other residues could also be donor.2

If the second line of interpretation were taken, the claims could be read to3
cover a situation in which all except one of the residues in the variable domain4
were donor residues. [Emphasis by Adair]. In this case, the claims could then be5
interpreted to cover a structure similar to a “chimeric” antibody comprising a6
donor variable domain and a human constant region. Such chimeric antibodies7
were already well known at the priority date.8

It plainly is not the intention of the Applicants to claim chimeric9
antibodies or any similar structures. As can be seen from the description, the10
superhumanised antibodies of the present invention are compared to the prior art11
chimeric antibodies. Moreover, the present invention was intended to deal with12
the problem of chimeric antibodies in that chimeric antibodies were believed to be13
too “foreign” because of the presence of the complete donor variable domain.14

For the above reasons, it is clear that the wording of the claims needed to15
be changed so that the Applicants’ intention of excluding chimeric antibodies was16
made effective. The language now present in the claims puts this intention clearly17
into effect.18

As to support for this wording, the Examiner is referred firstly to page 16,19
under the heading “Protocol”. It can be seen from this paragraph that the first step20
in the process involves the choice of an appropriate acceptor chain variable21
domain. This acceptor domain must be of known sequence. Thus, the protocol22
starts with a variable domain in which all the residues are acceptor residues. In the23
sentence bridging pages 16 and 17, it is stated that:24

“The CDR-grafted chain is then designed starting from the25
basis of the acceptor sequence”. [Emphasis by Adair].26

On page 17, in the middle paragraph, it is stated that:27

“The positions at which donor residues are to be substituted28
for acceptor in the framework are then chosen as follows ....”29

This again shows that, unless a residue is chosen for substitution, it will remain as30
in the acceptor sequence.31

It must also be borne in mind that the purpose of the invention is to32
obviate some of the disadvantages of prior art proposals. The proposal of using33
chimeric antibodies had the disadvantage that they were more “foreign” than34
desirable. The problem of making CDR-grafted antibodies was that they35
generally did not provide good recovery of affinity. Thus, the aim of the present36
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invention was to minimise as far as possible the “foreign” nature of the antibody1
while maximising as far as possible its affinity.2

Bearing the passages referred to above and the aim of the invention in3
mind, it would have been abundantly clear to the skilled person reading the4
application that as many residues as possible should remain as acceptor residues.5
If this were not the case, it could hardly be said that the composite chain is based6
on the acceptor sequence.7

The skilled person reading the application can plainly see that certain8
residues have been considered for changing from acceptor to donor. These are9
clearly set out in the description. It would be plain to the skilled person that all10
other residues should not be considered for changing at all. It would therefore be11
obvious that any residue which is not specified as being under consideration for12
changing must remain as in the acceptor chain.13

It may be that there is no explicit statement in the description that the14
specified residues should remain as in the acceptor chain. However, the15
disclosure in a specification is not limited to the explicit disclosure but also16
includes that which is implicit. It is implicit, in the recitation that the chain is17
based on the acceptor and that only certain residues are considered for changing,18
that all non-specified residues must remain as acceptor residues. Subject matter19
which might be fairly deduced from the disclosure is not new matter. ß½³»20
Ø·¹¸©¿§ Ð®±¼«½¬ Ý±®°ò ªò ÜòÍò Þ®±©² Ý±ò, 431 F.2d 1074, 1080, 167 U.S.P.Q.21
129, 132-133(6th Cir. 1970), ½»®¬ ¼»²·»¼, 401 U.S. 956 (1971).22

Another way to look at it is to consider a different way in which the claim23
could be drafted. It could be specified that in the composite chain, at least a24
certain minimum number of residues are donor residues (as in the present claims)25
and at most a certain maximum number of residues are donor residues. The26
maximum number would be derived by listing all the residues which are27
considered for changing. Such an amendment would have clear explicit basis in28
the description because all those residues are mentioned as such. However, the29
effect of such an amendment would be to produce claims of exactly the same30
scope as the present claims. It can thus be seen that the present claims do not add31
subject matter but are plainly properly based on the disclosure in the description.32

It is therefore submitted that the claims are fully supported by the33
description, are commensurate in scope with the disclosure in the description, and34
are properly delimited over the prior art. [Ex. 2010, pp. 3-7].35

30. Adair’s non-original pre-critical date claims are grounded in the specific rules36

governing the “hierarchy of residues” to which Adair attributed the patentability of its claims.37

(Ex. 2007-2010, 2012-2022, 2024-2027, 2029, 2031, and 2031-2035).38
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31. Appendix 3 is a claim chart comparing Adair claim 24 as originally filed in 20051

and Adair involved claim 24.2

32. Appendix 4 is an accurate comparison of Adair original PCT claims 8 and 16 to3

Adair involved claim 24.4

33. In an amendment filed on April 7, 1993, Adair amended a claim reciting residues5

71, 73 and 78, stating the following:6

In claim 67, it has been specified that residues 71, 73 and 78 are all donor7
residues in order to ensure that claim 67 is novel over the anti-TAC antibody8
disclosed by Queen. This anti-TAC antibody has an acceptor residue at residue9
73. However, as can be seen from page 7, lines 1 to 5, the Applicant considers10
that in general, residues 71, 73 and 78 can be either all donor or all acceptor. [Ex.11
2008, p. 14].12

34. In the April 1993 amendment, Adair stated the following:13

It is stated on page 7, lines 1 to 5, that residues 71, 73 and 78 should all be14
either acceptor or donor. Claims 73, 80, 87, 94 and 101 cover the first alternative15
and claims 74, 81, 88, 95 and 102 cover the second alternative. [Ex. 2008, p. 15].16

35. In an Amendment filed on February 7, 1994, in the ‘329 application, Adair stated17

the following:18

It is specifically stated in the application that the present protocol19
represents a departure from the procedures of Reichmann [sic] and Queen, at20
least. Thus, the skilled person would not rely on Reichmann [sic] and Queen as21
teachings relevant to whether the present description is enabling.22

It is submitted that the skilled person would rely on the clear teaching23
given in the application and find that it is enabling. The specification plainly sets24
out what actions need to be taken. It is presumed that the Examiner agrees that25
the skilled person could have taken those actions. The application also sets out26
that, contrary to the teachings of Reichmann and Queen, the protocol is generally27
applicable. The application further shows that it had been successfully28
implemented. Thus, it is submitted that the skilled person would find that the29
present application is properly enabled the full extent of the claims. [Ex. 2010,30
pp. 11-12].31
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36. Carter’s involved U.S. Patent No. 6,407,213 (“the ‘213 patent”) issued on June1

18, 2002. (Ex. 2001).2

37. One year from the date on which the Carter ‘213 patent issued is June 18, 2003.3

(Ex. 2001).4

38. On November 21, 2005, Adair filed its involved application 11/284,261 (“the 2615

application”). (Ex. 2002).6

39. On November 21, 2005, Adair presented new claim 24 as follows:7

Claim 24 (new) A humanised antibody heavy chain variable domain8
comprising non-human complementarity determining region amino acid residues9
which bind an antigen and a human framework region wherein said framework10
region comprises an amino acid substitution at a residue selected from the group11
consisting of 23, 24, 49, 71, 73, and 78, and combinations thereof, as numbered12
according to Kabat. [Ex. 2003, p. 3].13

40. On September 9, 2009, Adair presented its involved claim 24 in the ‘26114

application, which reads as follows:15

Claim 24 (currently amended): A humanised antibody comprising a heavy16
chain variable domain comprising non-human complementarity determining17
region amino acid residues which bind an antigen and a human framework region18
wherein said framework region comprises a non-human amino acid substitution at19
a residue selected from the group consisting of 23, 24, 49, 71, 73, and 78, and20
combinations thereof, as numbered according to Kabat. [Ex. 2004, p. 2; Adair21
Clean Copy of Claims, Paper No. 5, p. 4].22

41. None of Adair’s pre-critical date claims is identical to a Carter ‘213 patent claim.23

(Ex.2001, 2005-2010, 2012-2022, 2024-2027, 2029, 2031, and 2031-2035).24

42. None of Adair’s pre-critical date claims is identical to Adair’s involved claim 24.25

(Ex. 2005-2010, 2012-2022, 2024-2027, 2029, 2031, and 2031-2035 and Adair Clean Copy Of26

Claims, Paper No. 5, p. 4).27

PETITIONER'S EXHIBITS Exhibit 1095 Page 1477 of 1849



Appendix 2 to Carter Substantive Motion 1
Interference No. 105,744
Page 11 of 12

43. Concurrent with the filing of the ‘261 application, Adair filed a “Preliminary1

Amendment and Request for Interference under 37 CFR § 42.202 [sic].” (Ex. 2003).2

44. On page 4 of the 2005 amendment, Adair stated the following:3

(b) Compliance with 35 USC § 135(b)4
Although the present rules do not require a showing of compliance under5

35 USC § 135(b), Applicants submit the following to advance the examination of6
the present application to allowability. […] Claims 1-23 as filed in the PCT7
application are attached as Appendix A.8

Under 35 USC § 135(b)(l), Applicants must show that they had a claim to9
the same, or substantially the same, subject matter as a claim of the 213 patent10
within one year of the issuance of the 213 patent, or June 18, 2003. The 21311
patent issued on June 18, 2002. The PCT application was filed on December 21,12
1990, over 10 years earlier than the 213 patent issued. The time limit of Section13
135(b)(l) has been complied with fully. See Ý±®¾»¬¬ ªò Ý¸·¸±´³, 196 USPQ 33714
(CCPA 1977).15

To meet the “same or substantially the same invention” requirement of16
Section 135(b)(l), Applicants must show that their claim contained all material17
limitations, i.e. limitations necessary to patentability, of the claim of the 21318
patent alleged to be to the same, or substantially the same, invention. Ý±®¾»¬¬ ªò 19
Ý¸·¸±´³, 196 USPQ 337 (C.C.P.A. 1977), ½·¬·²¹ É»¬³±®» ªò Ó·´´»®, 477 F.2d20
960, 177 USPQ 699 (C.C.P.A. 19730).21

As is evident from Appendix A, Applicants made a claim for the same, or22
substantially the same, subject matter as a claim of the 213 patent well before the23
issuance of the 213 patent. Claim 16 of the PCT application, as depending from24
claim 8, is to substantially the same subject matter as at least claim 1 of the 21325
patent. For the Office’s convenience, all three claims are duplicated below.26

Claim 8 of the PCT application: A CDR-grafted antibody light27
chain having a variable region domain comprising acceptor28
framework and donor antigen binding regions wherein the29
framework comprises donor residues at at least one of positions 46,30
48, 58 and 71.31

Claim 16 of the PCT application: A CDR-grafted antibody heavy32
or light chain or molecule according to any one of the preceding33
claims comprising human acceptor residues and non-human donor34
residues.35

Claim 1 of the 213 patent: A humanized antibody variable36
domain comprising non-human Complementarity Determining37
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Region (CDR) amino acid residues which bind an antigen1
incorporated into a human antibody variable domain, and further2
comprising a Framework Region (FR) amino acid substitution at a3
site selected from the group consisting of: 4L, 38L, 43L, 44L, 58L,4
62L, 65L, 66L, 67L, 68L, 69L, 73L, 85L, 98L, 2H, 4H, 36H, 39H,5
43H, 45H, 69H, 70H, 74H, and 92H, utilizing the numbering6
system set forth in Kabat. [Ex. 2003, pp. 4-6; Emphasis by Adair].7
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Appendix 3

CLAIM CHART COMPARING
ADAIR CLAIM 24 PRESENTED IN 2005 AND ADAIR INVOLVED CLAIM 24

Adair Claim 24 Presented in 2005 Adair Involved Claim 24

A humanised antibody heavy
chain variable domain comprising
non-human complementarity determining
region amino acid residues which bind an
antigen and a human framework region
wherein said framework region comprises an
amino acid substitution at a residue
selected from the group consisting of 23, 24,
49, 71, 73, and 78, and combinations thereof,
as numbered according to Kabat.

A humanised antibody comprising a heavy
chain variable domain comprising
non-human complementarity determining
region amino acid residues which bind an
antigen and a human framework region
wherein said framework region comprises a
non-human amino acid substitution at a residue
selected from the group consisting of 23, 24,
49, 71, 73, and 78, and combinations thereof,
as numbered according to Kabat.
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Appendix 4

CLAIM CHART COMPARING
ADAIR ORIGINAL PCT CLAIMS 8 AND 16 WITH ADAIR INVOLVED CLAIM 24

Claims 8 and 16 of Adair PCT/GB90/02017 Involved Claim 24 of Adair 11/284,261

8. A CDR-grafted antibody light chain
having a variable region domain comprising
acceptor framework and donor antigen
binding regions wherein the framework
comprises donor residues at at least one of
positions 46, 48, 58, and 71.

16. A CDR-grafted antibody heavy or light
chain or molecule according to any one of
the preceding claims comprising human
acceptor residues and non-human donor
residues.

A humanised antibody comprising a heavy
chain variable domain comprising non-human
complementarity determining region amino acid
residues which bind an antigen and a human
framework region wherein said framework
region comprises a non-human amino acid
substitution at a residue selected from the group
consisting of 23, 24, 49, 71, 73, and 78, and
combinations thereof, as numbered according to
Kabat.
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CARTER SUBSTANTIVE MOTION 21

I. PRECISE RELIEF REQUESTED2

Carter moves under 37 C.F.R. § 41.121(a)(1)(iii) for judgment that involved claim 24 of3

Adair’s U.S. Patent Application No. 11/284,261 (“the ‘261 application”) is not patentable to4

Adair under 35 U.S.C. § 112, first paragraph, for lack of written description.5

II. THE EVIDENCE AND STATEMENT OF MATERIAL FACTS6

A list of exhibits, papers, and appendices relied upon in support of this motion is set forth7

in Appendix 1. A statement of material facts relied upon in support of this motion is set forth in8

Appendix 2.9

III. ARGUMENT10

A. Overview11

Adair involved claim 24 recites a human heavy chain framework region that12

“…comprises a non-human amino acid substitution at a residue selected from the group13

consisting of 23, 24, 49, 71, 73, and 78, and combinations thereof….” (MF 37). Giving claim 2414

its broadest reasonable construction, it encompasses a human heavy chain framework15

polypeptide having a single non-human amino acid residue at any of positions 23, 24, 49, 71, 7316

or 78. Conversely, claim 24 encompasses human heavy chain framework region polypeptides17

having non-human residue substitutions within the human framework sequence at any number of18

locations, up to six, and in any combination. There is no description in Adair’s specification of a19

human heavy chain framework region sequence as defined by claim 24.20

The Adair specification recites a set of minimum requirements for its modified human21

heavy chain framework region polypeptides. These requirements are set forth at pages 16-19 of22

the specification in a detailed “Protocol” for producing humanized heavy chain framework region23
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polypeptides. (MF. 12; Ex. 2002). Step 1 of the protocol instructs one to insert all of the donor1

complementarity determining region (“CDR”) sequences into the heavy and light human2

framework regions. See, ×¼. at 17, lines 7-22. Step 2 then sets forth rules for “the positions at3

which residues are to be substituted for acceptor in the framework.” ×¼. at 17. The specification4

states (MF 13):5

2. Heavy Chain6
2.1 Choose donor residues at all of positions 23, 24, 49, 71, 73 and 787

of the heavy chain or all of positions 23, 24 and 49 (71, 73 and 78 are always8
either all donor or all acceptor). [Emphasis added].9

That these substitutions are mandatory is demonstrated by the next rule in the Adair10

protocol, which uses different language to indicate optional substitutions. Specifically, Rule 2.211

states (MF 14):12

2.2. Check that the following have the same amino acid in donor and13
acceptor sequences, and if not preferably choose the donor: 2, 4, 6, 25, 36, 37, 39,14
47, 48, 93, 94, 103, 104, 106 and 107. [Emphasis added].15

Thus, Adair expressly teaches that positions 23, 24 and 49 in the human heavy chain16

framework region must always be donor (»ò¹ò, non-human) residues, and following the Adair17

rules yields only two possible sets of changes to the heavy chain framework region:18

(i) replacement of residues 23, 24 and 49 of the human sequence with donor residues19

(·ò»ò, where residues 71, 73 and 78 are “all acceptor”), or20

(ii) replacement of residues 23, 24, 49, 71, 73 and 78 of the human sequence with21

donor residues (·ò»ò, where 71, 73 and 78 are “all donor”).22

Therefore, the Adair specification does not provide written description for a claim23

encompassing acceptor/residues at any of positions 23, 24 and 49, as allowed by Adair claim 24.24

Adair also does not describe human heavy chain framework substitutions that involve25

various combinations of substitutions at positions 23, 24, 49, 71, 73 and 78, as recited in Adair26
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claim 24. As noted above, the Adair specification requires all of residues 23, 24 and 49 to be1

donor residues and that positions 71, 73 and 78 must be either all donor (·ò»ò, non-human)2

residues or all acceptor (·ò»ò, human) residues. (MF 13). Therefore, the Adair specification does3

not provide written description for a claim encompassing acceptor/donor combinations at any of4

positions 23, 24, 49 71, 73 and 78, as recited in Adair claim 24.5

Other portions of the Adair specification reinforce, rather than relax, these rules. For6

example, at pages 19-23, Adair offers a “rationale” for its protocol. (MF 15). For surface area7

residues near the CDR regions, the specification at page 20, line 27, states “Heavy Chain - Key8

residues are 23, 71 and 73.” (MF 16). For the “packing residues near the CDRs,” the9

specification at page 21, line 9, states “Heavy Chain - Key residues are 24, 49 and 78.” (MF 17).10

In other words, the “key” residues to which Adair refers are residues 23, 24, 49, 71, 73 and 78 –11

the same set of residues governed by specific substitution rules set forth in Adair specification.12

Adair’s rules and rationale are further reinforced by Adair’s observations in its working13

examples. For example, the Adair specification states: “the presence of the 6, 23 and 24 changes14

are important to maintain a binding affinity similar to that of the murine antibody.” (MF 18).15

Then, at page 52, lines 25-29, the specification states (MF 19):16

These and other results lead us to the conclusion that of the 11 mouse17
framework residues used in the gH341A (JA185) construct, it is important to18
retain mouse residues at all of positions 6, 23, 24, 48 and 49, and possibly for19
maximum binding affinity at 71, 73 and 78.20

The fact that some of the express rules governing substitution of residues 23, 24, 49, 71,21

73 and 78 are characterized as “preferred” embodiments does not alter the conclusion that22

involved claim 24 lacks adequate written description under 35 U.S.C. § 112. First, there is no23

other disclosure in the Adair specification that describes changes to the specific group of residues24

recited in claim 24 other than the passages that set forth and reinforce the Adair protocol.25
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Second, Adair has repeatedly emphasized the necessity of following the express rules governing1

residues 23, 24, 49, 71, 73 and 78 in distinguishing over prior art references and in response to2

enablement rejections. (MF 20-33). Moreover, each of these express rules was newly added to3

the Adair disclosure when Adair filed its PCT benefit application PCT/GB90/02017 (“the PCT4

application”), at which time Adair also added disclosure to the PCT application acknowledging5

“recent” developments in the prior art. (MF 3 and 7).6

Thus, viewing the involved Adair specification as a whole, claim 24 is unpatentable to7

Adair because it lacks adequate written description under 35 U.S.C. § 112.8

In Carter Substantive Motion 1, Carter moves for judgment that Adair’s involved claim9

24 is unpatentable for failure to comply with the requirements of 35 U.S.C. § 135(b)(1).10

However, regardless of whether Adair claim 24 satisfies the written description requirement,11

Adair claim 24 is barred under § 135(b) and adverse judgment should be entered against Adair.12

B. Adair Cannot Rely On Involved Claim 24 Itself For Written Description13

Adair presented its first version of involved claim 24 in a preliminary amendment at the14

time of filing the ‘261 application (·ò»ò, November 21, 2005).1 (MF 35-36). Thus, while Adair’s15

involved ‘261 application is described as being a continuation of U.S. Patent Application No.16

08/846,658 (“the ‘658 application”), claim 24 is not part of the disclosure of the ‘658 application.17

Thus, claim 24 itself cannot serve as a basis for satisfying the written description requirement.18

Ì«®¾±½¿®» Ü·ª··±² ±º Ü»³¿¹ Ü»´¿ª¿´ Ì«®¾±³¿½¸·²¿®§ Ý±®°±®¿¬·±² ªò Ù»²»®¿´ Û´»½¬®·½ 19

Ý±³°¿²§, 264 F.3d 1111, 1120, 60 U.S.P.Q.2d 1017, 1024 (Fed. Cir. 2001). See also 37 C.F.R.20

1 Adair thereafter amended claim 24. Adair’s involved claim 24 was presented on September 9,

2009. (MF 37). A comparison of the 2005 version of claim 24 and the 2009 version of involved

claim 24 is provided in Appendix 3.
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§ 1.63(d)(1)(iii), which requires that “[t]he specification and drawings filed in the continuation or1

divisional application contain no matter that would have been new matter in the prior2

application.”2 Accordingly, any written description for claim 24 must be found elsewhere in the3

involved Adair ‘261 specification.4

C. Adair Involved Claim 24 - Claim Construction5

Adair involved claim 24 reads as follows (MF 37):6

A humanised antibody comprising a heavy chain variable domain7
comprising non-human complementarity determining region amino acid residues8
which bind an antigen and a human framework region wherein said framework9
region comprises a non-human amino acid substitution at a residue selected from10
the group consisting of 23, 24, 49, 71, 73, and 78, and combinations thereof, as11
numbered according to Kabat.12

Given its broadest reasonable interpretation, claim 24 encompasses, ·²¬»® ¿´·¿, a13

framework region comprising a non-human amino acid substitution at any one of the human14

framework residues 23, 24, 49, 71, 73, and 78, and any combination of these recited residues.15

(MF 39-42). Claim 24 thus encompasses a multitude of different combinations of non-human16

and human amino acid residues at the recited positions, including:17

non-human (donor) amino acids at positions 71, 73 and 78 and human (acceptor)18

amino acids at positions 23, 24, and 49 (MF 40);19

non-human (donor) amino acids at positions 23 and 71 and human (acceptor) amino20

acids at positions 24, 49, 73 and 78 (MF 41); or21

2 Adair did not present a newly executed declaration at the time of filing the ‘261 application but,

rather, relied on the inventor declaration from the parent application to purportedly satisfy the

requirements of 37 C.F.R. § 1.63. (MF 34).
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non-human (donor) amino acids at position 23 and human (acceptor) amino acids at1

positions 24, 49, 71, 73 and 78 (MF 42).2

However, as explained below, the express teachings of the involved Adair specification3

and positions advanced by Adair in »¨ °¿®¬» prosecution clearly establish that none of the above-4

identified combinations (as well as many other combinations) within the scope of Adair claim 245

is described, literally or otherwise, by the involved Adair specification. Accordingly, claim 24 is6

unpatentable to Adair under 35 U.S.C. § 112, first paragraph, for lack of written description.7

D. Adair Disclosures Relevant To Recited Residues 23, 24, 49, 71, 73, 788

ïò Ì¸» Ù»²»®¿´ Ì»¿½¸·²¹ Ñº Ì¸» ß¼¿·® Í°»½·º·½¿¬·±² ß®» ß³¾·¹«±« 9

The involved Adair specification contains two passages that, if read alone or in10

combination without reference to the remainder of the Adair specification, lead to a myriad of11

possible interpretations. First, the Abstract of Adair’s specification reads, in part (MF 9):12

CDR-grafted antibody heavy and light chains comprise acceptor13
framework and donor antigen binding regions, the heavy chains comprising donor14
residues at at least one of positions (6, 23) and/or (24, 48) and/or (49, 71) and/or15
(73, 75) and/or (76) and/or (78) and (88) and/or (91).16

Second, page 6, lines 31-37, of the Adair specification reads (MF 10):17

Accordingly, in a first aspect the invention provides a CDR-grafted18
antibody heavy chain having a variable region domain comprising acceptor19
framework and donor antigen binding regions wherein the framework comprises20
donor residues at at least one of positions 6, 23 and/or 24, 48 and/or 49, 71 and/or21
73, 75 and/or 76 and/or 78 and 88 and/or 91.22

While both of these passages contain the same words and residue numbers, there is23

considerable ambiguity as to the meaning and scope of each passage, alone and in combination.24

In instances in the Abstract where two positions are set forth in parentheses (»ò¹òô “(6,25

23),” “(24, 48),” »¬½ò), it is unclear whether one or both positions must be donor26

residues.27
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It is not clear whether the passage at page 6, which does not contain parenthetical1

descriptions, is intended to describe a different concept than what is described in the2

Abstract.3

With respect to both passages, the use of the term “and/or” appears to suggest that4

changes at each one of the series may be required (·ò»ò, 6 + (23 and/or 24) + (48 and/or5

49), »¬½ò). The alternative reading of this passage would render the term "and/or"6

superfluous (·ò»ò, to mean any of 6, 23, 24, 49, »¬½.). This reading also ignores the7

plural reference to “residues” in both passages (·ò»ò, “… comprising donor residues8

at…”).9

The Examiner struggled with each of these issues when attempting to interpret the same10

language when it was presented as part of Adair’s original U.S. claims. In particular, original11

claim 1 of Adair’s U.S. Patent Application 07/743,329 (“the ‘329 application”) tracked the text in12

the Summary of Invention section and read as follows (MF 4 and 6):13

1. A CDR-grafted antibody heavy chain having a variable region14
domain comprising acceptor framework and donor antigen binding regions15
wherein the framework comprises donor residues at at least one of positions 6, 2316
and/or 24, 48 and/or 49, 71 and/or 73, 75 and/or 76 and/or 78 and 88 and/or 91.17

The Examiner rejected claim 1 (among others) under 35 U.S.C. § 112, second paragraph,18

characterizing as indefinite the recitation “at least one of positions 6, 23 and/or 24, 48 and/or 49,19

71 and/or 73, 75 and/or 76 and/or 78 and 88 and/or 91.” (MF 4 and 22). In particular, the20

Examiner stated it was unclear whether the heavy chain,21

a. had at least one of 6, 23, 24, 48, 49, 71, 73, 75, 76, 78, 88, or 91, or22

alternatively,23

b. had at least one of (6) or (23 and/or 24) or (48 and/or 49) or (71 and/or 73)24

or (75 and/or 76 and/or 78 and 88 and/or 91), or alternatively,25
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c. had at least one of (6, 23) and/or (24, 48) and/or (49, 71) and/or (73, 75)1

and 76 and/or (78 and 88) and/or (91).2

In response, Adair did not challenge the Examiner’s conclusions but, rather, cancelled3

claim 1 and replaced it with claims reciting specific positions in the framework region that were4

required to be donor residues. (MF 25).5

îò ß¼¼·¬·±²¿´ Ì»¿½¸·²¹ ×² Ì¸» ß¼¿·® Í°»½·º·½¿¬·±² 6

The broad and ambiguous passages in the Abstract and at page 6 of the Adair7

specification stand in sharp contrast to the way heavy chain substitutions are described in the8

remainder of the Adair specification.9

The first clear example of Adair’s description of its invention appears immediately after10

the ambiguous language on page 6. Specifically, at page 7, lines 1-5, Adair describes as a11

“preferred” embodiment a heavy chain framework region which contains donor residues at12

positions 23, 24, 49, 71, 73 and 78 or alternatively, at positions 23, 24 and 49. (MF 11). Adair13

explains at this location in the specification that substitutions at positions 71, 73, and 78 must be14

either all acceptor or all donor residues, while the residues at positions 23, 24, and 49 must15

always be donor residues. (MF 11).16

At page 16, line 30 to page 19, line 9, Adair describes this “preferred protocol” for17

obtaining CDR-grafted antibodies. (MF 12). For heavy chains, Adair’s protocol provides the18

following instruction: “Choose donor residues at all of positions 23, 24, 49, 71, 73 and 78 of the19

heavy chain or all of positions 23, 24 and 49 (71, 73 and 78 are always either all donor or all20

acceptor). (Emphasis added; MF 13).” Again, the Adair disclosure does not describe21

unrestricted combinations of acceptor/donor residues at any of the positions 23, 24, 49, 71, 7322

and 78, as recited in Adair involved claim 24. Rather, Adair teaches two minimum sets of23
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residue substitutions are required. The first set must consist of donor residues at positions 23, 241

and 49. The second set concerns residues 71, 73 and 78. For this second set, two options are2

allowed; either 71, 73 and 78 are all from the donor antibody, or 71, 73 and 78 are all from the3

acceptor (·ò»ò, the human framework region).4

Adair’s description thus affirmatively rules out modifications to the human framework5

region that would involve inserting one donor residue at any of positions 23, 24, 49, 71, 73 or 786

where all other residues at these positions are acceptor (»ò¹ò, human residues). It also rules out7

substitutions involving combinations of two, four or five donor residues at these positions.8

Indeed, it rules out any substitution involving less than 3 residues (·ò»ò, to insert donor residues at9

positions 23, 24 and 49 where all of the residues at positions 71, 73 and 78 are acceptor), and, in10

the alternative, permits only one other set of substitutions involving 6 residues (·ò»ò, residues 23,11

24, 49 plus the scenario where 71, 73 and 78 are all donor residues).12

These additional teachings make clear that Adair did not consider its invention to be any13

possible combination of acceptor/donor residues at positions 6, 23, 24, 48, 49, 71, 73, 75, 76, 78,14

88, or 91 much less unrestricted combinations of acceptor/donor residues at positions 23, 24, 49,15

71, 73 and 78, as presently recited in Adair claim 24. Thus, Adair involved claim 24 literally16

conflicts with Adair’s written description, and, therefore, is not patentable to Adair.17

E. Prosecution History Regarding Residues 23, 24, 49, 71, 73, 7818

As discussed above, the Adair specification contains broad and ambiguous disclosures19

regarding acceptor/donor residue substitutions, followed by a more detailed description of20

mandatory rules regarding specific acceptor/donor residue combinations. Although Adair uses21

the terminology “preferred” in the context of the setting forth these rules, both the Adair22

specification and the subsequent prosecution history show that Adair believed following these23
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rules was necessary both to distinguish its invention from prior publications of other scientists1

and to establish support for its claims.2

For example, at pages 4-6 of the specification, Adair provides a discussion of “recent”3

disclosures by Queen »¬ ¿´ò relating to CDR-grafted antibodies and the substitution of acceptor4

framework residues with donor residues. (MF 7). At page 6, lines 22-28, the Adair specification5

states: “This has enabled us to establish a protocol for obtaining satisfactory CDR-grafted6

products which may be applied very widely irrespective of the level of homology between the7

donor immunoglobulin and acceptor framework. The set of residues which we have identified as8

being of critical importance does not coincide with the residues identified by Queen….”9

(Emphasis added; MF 8).10

In an amendment filed on January 19, 1993, in the ‘329 application, Adair relied upon the11

recitation of donor residues at positions 23 and 24 as grounds to distinguish over Riechmann »¬12

¿´., which disclosed acceptor residues at positions 23 and 24. (MF 26). In the same amendment,13

Adair argued its claims included limitations that distinguished the claimed antibody chains over14

the humanized antibody disclosed in Queen »¬ ¿´. (MF 27).15

In the January 1993 amendment, Adair also relied on its “protocol” to respond to16

enablement rejections that had been imposed on claims that recited, ·²¬»® ¿´·¿, changes to17

residues 71, 73 and 78 of the heavy chain. Adair stated (MF 21 and 28):18

In contrast, the teaching in the present application can be applied without19
any undue experimentation to any antibody. All that is required is20
experimentation following a protocol which is clearly set out in the description, in21
particular at page 16, line 30 to page 19, line 9. …22

There is then no need to carryout computer modeling to determine which23
donor residues to substitute in to the acceptor sequence. The protocol in the24
present application provides the teaching directly. It instructs the skilled person to25
compare the two sequences and change certain specified residues in the acceptor26
sequence to donor residues.27
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…Thus, producing recombinant chains and testing them for affinity merely1
involves routine experimentation following a protocol which is clearly defined in2
the application. [Emphasis added].3

In an amendment filed on April 7, 1993, Adair amended a claim reciting residues 71, 734

and 78, stating the following (MF 30):5

In claim 67, it has been specified that residues 71, 73 and 78 are all donor6
residues in order to ensure that claim 67 is novel over the anti-TAC antibody7
disclosed by Queen. This anti-TAC antibody has an acceptor residue at residue8
73. However, as can be seen from page 7, lines 1 to 5, the Applicant considers9
that in general, residues 71, 73 and 78 can be either all donor or all acceptor.10

In the April 1993 amendment, Adair again pointed to its protocol setting forth rules for11

substitutions to support its newly proposed claims. In particular, Adair explained that its rules12

specified only two alternatives for substitutions within the set of residues consisting of residues13

23, 24, 49, 71, 73 and 78 (MF 30):14

It is stated on page 7, lines 1 to 5, that residues 71, 73 and 78 should all be15
either acceptor or donor. Claims 73, 80, 87, 94 and 101 cover the first alternative16
and claims 74, 81, 88, 95 and 102 cover the second alternative. [Emphasis17
added].18

As Adair stated, the claims defining Adair’s first alternative (·ò»ò, claims 73, 80, 87, 9419

and 101) require donor residues to be inserted only at positions 23, 24 and 49, while the claims20

defining its second alternative require donor residues to be included at positions 23, 24, 49, 71,21

73 and 78. Thus, Adair represented to the PTO that its specification defined two alternatives as22

to changes to the heavy chain: one involving insertion of donor residues at three locations (·ò»ò,23

where 71, 73 and 78 are all acceptor), and the other involving insertion of donor residues at six24

locations (·ò»ò, where 71, 73 and 78 are all donor). (MF 30).25

It is noted that Adair’s arguments often use terms such as “in general” and “can be” and26

“should be” when drawing substance from the rules set forth in the Adair specification. Such27
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attorney argument is not consistent with the express teachings of the Adair specification and is1

not a substitute for written description in an originally filed application.2

In an amendment filed on September 9, 1993, (·ò»ò, after the rejection of its original U.S.3

claims), Adair cancelled its original claims in Adair’s PCT benefit application/EP Patent4

Application No. 91901433.2 and submitted a substitute set of claims, stating (MF 5 and 31):5

2.10. In new claim 1, it has been specified that residues 71, 73 and 78 are6
all donor residues in order to ensure that new claim 1 is novel over the anti-TAC7
antibody disclosed in PNAS-USA, 86, 10029-10033, 1989 (Queen) (cited in the8
International Search Report). This anti-TAC antibody has an acceptor residue at9
residue 73. However, as can be seen from page 7, lines 1 to 5, the Applicant10
considers that in general, residues 71, 73 and 78 can be either all donor or all11
acceptor.12

In an amendment filed on February 7, 1994, Adair again pointed to its “protocol” to13

respond to the Examiner’s repeated enablement rejections, stating (MF 32):14

It is specifically stated in the application that the present protocol15
represents a departure from the procedures of Reichmann [sic] and Queen, at least.16
Thus, the skilled person would not rely on Reichmann [sic] and Queen as17
teachings relevant to whether the present description is enabling.18

It is submitted that the skilled person would rely on the clear teaching19
given in the application and find that it is enabling. The specification plainly sets20
out what actions need to be taken. It is presumed that the Examiner agrees that21
the skilled person could have taken those actions. The application also sets out22
that, contrary to the teachings of Reichmann and Queen, the protocol is generally23
applicable. The application further shows that it had been successfully24
implemented. Thus, it is submitted that the skilled person would find that the25
present application is properly enabled the full extent of the claims.26

Thus, throughout examination of its related ‘329 application, Adair consistently relied27

upon the “protocol” as providing the basis for distinguishing claims specifying substitutions at28

positions corresponding to those recited in Adair’s involved claim 24 over the prior art and for29

supporting enablement and description of these claims. (MF 20-33).30

The express teachings of the Adair specification and Adair’s representations regarding the31

same provide compelling evidence that Adair did not consider its invention to encompass any32
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combination of acceptor/donor residues at positions 23, 24, 49, 71, 73 and 78, as involved Adair1

claim 24 specifies, and, therefore, Adair claim 24 is not patentable under 35 U.S.C. § 112, first2

paragraph. ß¼¿²¹ ªò Ë³¾»½µ, 2007 U.S. App. LEXIS 25198 (Fed. Cir. 2007); Ë²·ªò ±º Î±½¸»¬»® 3

ªò ÙòÜò Í»¿®´» ú Ý±ò, 358 F.3d 916, 927 (Fed. Cir. 2004); Ð×ÒñÒ×Ðô ×²½ò ªò Ð´¿¬¬» Ý¸»³ò Ý±ò, 3044

F.3d 1235, 1247-48 (Fed. Cir. 2002); ×² ®» Ý«®¬·, 354 F.3d 1347, 1353-54 (Fed. Cir. 2004).5

F. Case Law Compels The Conclusion That Adair’s Involved Claim 24 Lacks6
Written Description Support7

A claim must be supported by an adequate written description of the invention. ß®·¿¼8

Ð¸¿®³òô ×²½ò ªò Û´· Ô·´´§ ¿²¼ Ý±ò, 598 F.3d 1336, 94 U.S.P.Q.2d 1161 (Fed. Cir. 2010)(en banc).9

“To satisfy the written description requirement, a patent applicant must ‘convey with reasonable10

clarity to those skilled in the art that, as of the filing date sought, he or she was in possession of11

the invention. The invention is, for purposes of the ‘written description’ inquiry, whatever is12

now claimed.’” ×ÝË Ó»¼òô ×²½òô ªò ß´¿®· Ó»¼ò Í§òô ×²½, 558 F.3d 1368 (Fed. Cir. 2009)(citing13

Ê¿óÝ¿¬¸ ×²½ò ªò Ó¿¸«®µ¿®, 935 F.2d 1555, 1563-64, 19 U.S.P.Q.2d 1111 (Fed.Cir.1991)). The14

description of the invention in the disclosure is what must be assessed. See Ý¿®²»¹·» Ó»´´±² 15

Ë²·ª»®·¬§ ªò Ø±ºº³¿² Ô¿óÎ±½¸»ô ×²½ò, 545 F.3d. 1115, 88 USPQ2d 1233 (Fed. Cir. 2008)(“The16

basic function of a patent specification is to disclose an invention. It has long been the case that a17

patentee ‘can lawfully claim only what he has invented and described, and if he claims more his18

patent is void.’ (citing Ñ�Î»·´´§ ªò Ó±®», 56 U.S. (15 How.) 62, 121, 14 L.Ed. 601 (1853)).”)19

A broad claim is not patentable when the entirety of the specification clearly indicates20

that the invention is of a much narrower scope. Ý¿®²»¹·» Ó»´´±²ô 545 F.3d at 1127, citing21

Ù»²¬®§ Ù¿´´»®§ô ×²½ò ªò Þ»®µ´·²» Ý±®°ò, 134 F.3d 1473 (Fed.Cir.1998). This is precisely the22

circumstance presented by Adair’s involved claim. Adair’s disclosure plainly envisioned a far23

more restricted invention that what Adair involved claim 24 now defines. First, Adair’s24
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specification requires mandatory changes to the residues at locations 23, 24 and 49 of the human1

heavy chain framework region to incorporate the donor residue at each of those locations.2

Second, Adair’s specification mandates a rule for a second set of residues at positions 71, 73 and3

78, ·ò»ò, these residues must all be donor or must all be acceptor. Thus, as Adair itself4

acknowledged during prosecution of its related ‘329 application, there are two alternative5

“minimum” sets of changes to heavy chain residues; one involving changes at three residue6

positions (·ò»ò, 23, 24 and 49, because residue positions 71, 73 and 78 are all to remain “acceptor”7

residues), and a second involving six residue positions (·ò»ò, 23, 24, and 49, plus the “donor”8

residues at all of positions 71, 73 and 78). Despite this description of minimum requirements,9

Adair’s involved claim 24 allows for substitutions ranging from a single donor residue among the10

six recited positions, donor residues at any number of residue positions up to six, and any11

permutation of possible acceptor/donor substitutions at these six positions, including12

substitutions that violate Adair express rules regarding residues at positions 23, 24, 49, 71, 7313

and 78. The stark contrast between the scope of the Adair specification and the scope of Adair’s14

involved claim 24 compels a determination that claim 24 is not patentable under 35 U.S.C. § 112,15

first paragraph.16

IV. CONCLUSION17

Adair’s involved claim 24 lacks written description and, therefore, is not patentable under18

35 U.S.C. § 112, first paragraph. Judgment should be entered against Adair.19

Respectfully submitted,20

May 28, 2010 /Oliver R. Ashe, Jr./21
Oliver R. Ashe, Jr.22
Registration No. 40,49123
Counsel for Party Carter24
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Appendix 1

EVIDENCE
I. Exhibits Cited

The following exhibits are cited in support of this motion:

Ex. 2002 U.S. Patent Application No. 11/284,261 to Adair »¬ ¿´., filed November 21,

2005.

Ex. 2003 Preliminary Amendment and Request for Interference Under 37 C.F.R. §

42.202 [sic], filed November 21, 2005, in U.S. Patent Application No.

11/284,261 to Adair »¬ ¿´.

Ex. 2004 Request for Reconsideration, filed September 9, 2009, in U.S. Patent

Application No. 11/284,261 to Adair »¬ ¿´.

Ex. 2005 PCT Application No. PCT/GB90/02017 to Adair »¬ ¿´., filed December 21,

1990, published as WO 91/09967 on July 11, 1991 (“the PCT Application”).

Ex. 2006 U.S. Patent Application No. 07/743,329 to Adair »¬ ¿´., filed September 17,

1991.

Ex. 2007 Response to Office Action filed January 19, 1993, in U.S. Patent Application

No. 07/743,329 to Adair »¬ ¿´.

Ex. 2008 Amendment filed April 7, 1993, in U.S. Patent Application No. 07/743,329

to Adair »¬ ¿´.

Ex. 2009 Letter regarding amendments filed September 9, 1993, in European Patent

Application No. 91901433.2 to Adair »¬ ¿´.

Ex. 2010 Amendment filed February 7, 1994, in U.S. Patent Application No.
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07/743,329 to Adair »¬ ¿´.

Ex. 2011 Riechmann »¬ ¿´ò, Ò¿¬«®», Vol. 332, pp. 323-327 (March 1988).

Ex. 2023 Queen »¬ ¿´ò, Ð®±½ò Ò¿¬´ò ß½¿¼ò Í½·ò ËÍß, Vol. 86, pp. 10029-10033

(December 1989).

Ex. 2028 Office Action mailed September 7, 1993, in U.S. Patent Application No.

07/743,329 to Adair »¬ ¿´ò

Ex. 2036 Great Britain Application No. 8928874.0 to Adair »¬ ¿´., filed December 21,

1989 (“the UK Application”).

Ex. 2037 Computer generated comparison (using WorkshareTM Professional 5.2 SR2

software) of the typewritten text of the UK Application to the typewritten

text of the PCT Application.

Ex. 2038 Office Action mailed November 18, 1992, in U.S. Patent Application No.

07/743,329 to Adair »¬ ¿´.

Ex. 2039 Examiner Interview Summary Record dated January 27, 1993, in U.S. Patent

Application No. 07/743,329 to Adair »¬ ¿´.

II. Papers Cited

The following papers are cited in support of this motion:

Paper No. 5 Adair Clean Copy of Claims filed February 16, 2010.

III. Appendices Cited

The following papers are cited in support of this motion:

Appendix 1 Evidence.
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Appendix 2 Statement of Material Facts Relied Upon in Motion.

Appendix 3 Claim chart comparing Adair claim 24 presented in 2005 and Adair

involved claim 24.
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Appendix 21

STATEMENT OF MATERIAL FACTS RELIED UPON IN MOTION2

1. On December 21, 1989, Adair filed Great Britain Application GB 8928874.03

(“the UK Application”). (Ex. 2036).4

2. On December 21, 1990, Adair filed PCT Application PCT/GB90/02017 (“the5

PCT Application”). (Ex. 2005).6

3. Exhibit 2037 is a computer generated comparison (using WorkshareTM7

Professional 5.2 SR2 software) of the typewritten text of the UK Application to the typewritten8

text of the PCT Application. The last page of Exhibit 2037 contains a color-coded legend for9

identifying deletions, additions, and movement of text.10

4. On September 17, 1991, Adair entered the U.S. national stage by filing U.S.11

Patent Application No. 07/743,329 (“the ‘329 application”). (Ex. 2006).12

5. Adair’s ‘329 application contained claims 1-23, which are identical to claims 1-2313

as originally filed with Adair’s PCT application. (Ex. 2005, pp. 67-70 and Ex. 2006, pp. 67-70).14

6. Original claim 1 of the Adair ‘329 application reads as follows:15

1. A CDR-grafted antibody heavy chain having a variable region16
domain comprising acceptor framework and donor antigen binding regions17
wherein the framework comprises donor residues at at least one of positions 6, 2318
and/or 24, 48 and/or 49, 71 and/or 73, 75 and/or 76 and/or 78 and 88 and/or 91.19
[Ex. 2006, p. 67].20

7. At pages 4-6 of the specification, Adair provides a discussion of “recent”21

disclosures by Queen »¬ ¿´. relating to CDR-grafted antibodies and the substitution of acceptor22

framework residues with donor residues. (Ex. 2002, pp. 4-6).23

8. At page 6, lines 22-28, the Adair specification states:24
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This has enabled us to establish a protocol for obtaining satisfactory CDR-1
grafted products which may be applied very widely irrespective of the level of2
homology between the donor immunoglobulin and acceptor framework. The set3
of residues which we have identified as being of critical importance does not4
coincide with the residues identified by Queen….” [Ex. 2002, p. 6, lns. 22-28].5

9. The Abstract of Adair’s involved specification reads, in part, as follows:6

CDR-grafted antibody heavy and light chains comprise acceptor7
framework and donor antigen binding regions, the heavy chains comprising donor8
residues at at least one of positions (6, 23) and/or (24, 48) and/or (49, 71) and/or9
(73, 75) and/or (76) and/or (78) and (88) and/or (91). [Ex. 2002, Abstract].10

10. At page 6, lines 31-37, the Adair specification reads as follows:11

Accordingly, in a first aspect the invention provides a CDR-grafted12
antibody heavy chain having a variable region domain comprising acceptor13
framework and donor antigen binding regions wherein the framework comprises14
donor residues at at least one of positions 6, 23 and/or 24, 48 and/or 49, 71 and/or15
73, 75 and/or 76 and/or 78 and 88 and/or 91. [Ex. 2002, p. 6, lns. 31-37].16

11. At page 7, lines 1-5, the Adair specification reads as follows:17

In preferred embodiments, the heavy chain framework comprises donor18
residues at positions 23, 24, 49, 71, 73 and 78 or at positions 23, 24 and 49. The19
residues at positions 71, 73 and 78 of the heavy chain framework are preferably20
either all acceptor or all donor residues. [Ex. 2002, p. 7, lns. 1-5].21

12. At page 16, line 30 to page 19, line 9, Adair describes its “preferred protocol” for22

obtaining CDR-grated antibodies. (Ex. 2002, p. 16, ln. 30 to p. 19, ln. 9).23

13. At page 17, lines 27-30, the involved Adair specification reads as follows under a24

section titled “Protocol”:25

2. Heavy Chain26
2.1 Choose donor residues at all of positions 23, 24, 49, 71, 73 and 78 of27

the heavy chain or all of positions 23, 24 and 49 (71, 73 and 78 are always either28
all donor or all acceptor). [Ex. 2002, p. 17, lns. 25-30; Emphasis added].29

14. At page 17, lines 32-35, the involved Adair specification states:30

2.2. Check that the following have the same amino acid in donor and31
acceptor sequences, and if not preferably choose the donor: 2, 4, 6, 25, 36, 37, 39,32
47, 48, 93, 94, 103, 104, 106 and 107. [Ex. 2002, p. 17, lns. 32-35].33
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15. At pages 19-23 of its involved specification, Adair offers a “rationale” for its1

protocol. (Ex. 2002, pp. 19-23).2

16. At page 20, line 27, the involved Adair specification states “Heavy Chain - Key3

residues are 23, 71 and 73.” (Ex. 2002, p. 20, ln. 27).4

17. At page 21, line 9, for the “packing residues near the CDRs,” the involved Adair5

specification states “Heavy Chain - Key residues are 24, 49 and 78.” (Ex. 2002, p. 21, ln. 9).6

18. At page 48, lines 25-27, the involved Adair specification explains: “the presence7

of the 6, 23 and 24 changes are important to maintain a binding affinity similar to that of the8

murine antibody.” (Ex. 2002, p. 48, lns. 25-27).9

19. At page 52, lines 25-29, the Adair involved specification states:10

These and other results lead us to the conclusion that of the 11 mouse11
framework residues used in the gH341A (JA185) construct, it is important to12
retain mouse residues at all of positions 6, 23, 24, 48 and 49, and possibly for13
maximum binding affinity at 71, 73 and 78. [Ex. 2002, p. 52, lns. 25-29].14

20. On November 18, 1992, the U.S. Patent and Trademark Office entered a non-final15

office action rejecting Adair’s original claims 1-23 on various grounds. (Ex. 2038).16

21. At page 5 of the November 1992 office action, the Examiner rejected claims 1-517

under 35 U.S.C. § 112, first paragraph as not being enabled. In particular, the Examiner stated18

that practicing the invention as claimed would require undue experimentation relative to the19

teachings of the Adair specification. (Ex. 2038, p. 5).20

22. At page 6 of the November 1992 office action, the Examiner rejected claims 1-521

under 35 U.S.C. § 112, second paragraph, as being indefinite in their recitation of “at least one of22

positions 6, 23 and/or 24, 48 and/or 49, 71 and/or 73, 75 and/or 76 and/or 78 and 88 and/or 91”23

because it was unclear whether the heavy chain,24
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a. had at least one of 6, 23, 24, 48, 49, 71, 73, 75, 76, 78, 88, or 91, or1

alternatively,2

b. had at least one of (6) or (23 and/or 24) or (48 and/or 49) or (71 and/or 73)3

or (75 and/or 76 and/or 78 and 88 and/or 91), or alternatively,4

c. had at least one of (6, 23) and/or (24, 48) and/or (49, 71) and/or (73, 75)5

and 76 and/or (78 and 88) and/or (91). (Ex. 2038, p. 6).6

23. At pages 7-12 of the November 1992 office action, the Examiner rejected Adair’s7

claims under 102/103 in view of Riechmann »¬ ¿´., Ò¿¬«®», Vol. 332, pp. 323-327 (March 1988)8

and Queen »¬ ¿´., Ð®±½ò Ò¿¬´ò ß½¿¼ò Í½·ò ËÍß, Vol. 86, pp. 10029-10033 (December 1989) . (Ex.9

2038, pp. 7-12; Ex. 2011, and Ex. 2023).10

24. On January 19, 1993, Adair responded to the November 1992 Office action. (Ex.11

2007).12

25. In the January 1993 amendment, Adair responded to the rejection of claims under13

35 U.S.C. § 112, second paragraph, by cancelling claims 1-12. (Ex. 2007, pp. 29-32).14

26. In the January 19, 1993, amendment, Adair responded to the rejection of claims15

under 35 U.S.C. § 102(b) in view of Riechmann »¬ ¿´ò as follows:16

In Part A of this rejection, claims 1, 5, 6-8, and 12-22 were rejected as17
anticipated by Riechmann et al. The Examiner stated that claim 1 and claim 618
were interpreted to mean that the framework has donor residues in at least one of19
any of positions 6, 23, 24, 48, 49, 71, 73, 75, 76, 78, 88, or 91 in the heavy chain20
and (1, 3, 46, or 47) or 46, 48, 58, or 71) in the light chain, and thus, the teachings21
of Riechmann et al. anticipate the invention as claimed.22

The Examiner contends that the original claims lacked novelty over23
Riechmann et al. Claims 1, 5, 6-8, 12 and 22 have been cancelled without24
prejudice and submitted as new claims that more distinctly point out certain25
aspects of the present invention.26
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In present claims 24 and 25, it is specified that residues 23 and 24 in the1
heavy chain should be donor residues. However, as can be seen from Fig. 1,2
panel (a) in Riechmann et al., in the recombinant antibody shown there, residues3
23 and 24 are acceptor residues. [Ex. 2007, p. 32-33].4

27. In the January 19, 1993, response, Adair responded to the rejection of claims5

under 35 U.S.C. § 102(b) in view of Queen »¬ ¿´ò as follows:6

In Part B of the rejection, the Examiner rejected claims 1-6 and 12-22 as7
anticipated by Queen et al.8

Claims 1-6, 12-20 and 22 have been cancelled without prejudice and9
submitted as new claims that more distinctly point out certain aspects of the10
present invention.11

In present claims 24 and 25, it is specified that residues 48, 66, 67, 68, 93,12
103 to 108 and 110 should all be acceptor residues. However, in Queen et al., as13
can be seen from Fig. 2B, in these positions Queen et al. uses donor, rather than14
acceptor, residues. It should again be borne in mind that Queen et al. does not use15
the Kabat numbering and it is therefore necessary to look carefully at the16
disclosure in Queen et al. before it is possible to come to any final conclusion.17
[Emphasis by Adair].18

In present claim 38, it is specified that residue 71 should be a donor19
residue. However, as can be seen from Fig. 2A of Queen et al., in that position20
Queen et al. uses an acceptor, rather than a donor residue.21

Applicants’ claimed antigen-binding molecules are thus not anticipated by22
Queen et al. Withdrawal of this entire 35 USC § 102 (b) rejection is respectfully23
requested. [Ex. 2007, pp. 33-34].24

28. At pages 26-28 of its January 19, 1993, response, Adair responded to the § 112,25

first paragraph rejection by arguing, ·²¬»® ¿´·¿, as follows:26

In contrast, the teaching in the present application can be applied without27
undue experimentation to any antibody. All that is required is experimentation28
following a protocol which is clearly set out in the description, in particular at29
page 16, line 30 to page 19, line 9. In order to follow this protocol, as a first step,30
it is necessary to determine the amino acid sequence of the donor chain. The31
sequence of the acceptor chain will already be known, for instance from a32
sequence data base.33

There is then no need to carry out computer modeling to determine which34
donor residues to substitute into the acceptor sequence. The protocol in the35
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present application provides the teaching directly. It instructs the skilled person1
to compare the two sequences and change certain specified residues in the2
acceptor sequence to donor residues.3

Moreover, the present application provides a hierarchical structure of4
residues which can be considered. Thus, if changing the residues at the top of the5
structure does not provide adequate affinity, then a lower level of residues are6
considered, and so on until acceptable affinity is obtained.7

[…]8

It is submitted that this identifies where the present invention makes a9
significant departure from the prior art. The prior art indicates that each antibody10
has to be treated individually. In contrast, the present invention teaches that, by11
following the protocol set forth in the present application, it is possible to reshape12
any antibody. [Ex. 2007, pp. 26-28].13

29. An Examiner Interview Summary Record dated January 27, 1993, states14

“applicant suggests that the ‘comprising’ in eg clm 24 is not to be taken as ‘comprising’ more15

residues than those in clm, i.e. claimed residues are not to be considered open ended. Applicant16

indicated they would clarify the latter issue. Queen does not teach changing residues: 73HC;17

38HC; 71 on LC # 1 on LC + #4 on LC, 36 on LC 46 on LC.” (Ex. 2039, p. 4; Emphasis by18

Examiner).19

30. On April 7, 1993, Adair made the following statements in an amendment:20

Having considered the Examiner’s concerns that the language of the21
claims might be indefinite, because it was not clear whether the specified residues22
were the only or the minimum number of residues to be donor residues, the23
Applicants have amended the claims. In all the claims it is made clear that there24
is a minimum number of residues which have to be donor residues and a25
minimum number which have to be acceptor residues. Those residues which are26
not specified in the claims may be either donor or acceptor. [Ex. 2008, p. 13;27
Emphasis by Adair].28

In claim 67, it has been specified that residues 71, 73 and 78 are all donor29
residues in order to ensure that claim 67 is novel over the anti-TAC antibody30
disclosed by Queen. This anti-TAC antibody has an acceptor residue at residue31
73. However, as can be seen from page 7, lines 1 to 5, the Applicant considers32
that in general, residues 71, 73 and 78 can be either all donor or all acceptor. [Ex.33
2008, p. 14].34

PETITIONER'S EXHIBITS Exhibit 1095 Page 1507 of 1849



Appendix 3 to Carter Substantive Motion 2
Interference No. 105,744
Page 7 of 11

It is stated on page 7, lines 1 to 5, that residues 71, 73 and 78 should all be1
either acceptor or donor. Claims 73, 80, 87, 94 and 101 cover the first alternative2
and claims 74, 81, 88, 95 and 102 cover the second alternative. [Ex. 2008, p. 15].3

31. On September 9, 1993, in the Adair PCT/EP Patent Application 91901433.2,4

Adair filed an amendment deleting original claims 1-23 and replacing them with new claims 1-5

20 and made the following statements:6

2.10. In new claim 1, it has been specified that residues 71, 73 and 78 are7
all donor residues in order to ensure that new claim 1 is novel over the anti-TAC8
antibody disclosed in PNAS-USA, 86, 10029-10033, 1989 (Queen) (cited in the9
International Search Report). This anti-TAC antibody has an acceptor residue at10
residue 73. However, as can be seen from page 7, lines 1 to 5, the Applicant11
considers that in general, residues 71, 73 and 78 can be either all donor or all12
acceptor. [Ex. 2009, p. 3].13

32. On February 7, 1994, Adair filed an amendment in the ‘329 application14

responding to the office action mailed on September 7, 1993 (Ex. 2028), wherein Adair stated:15

It is specifically stated in the application that the present protocol16
represents a departure from the procedures of Reichmann [sic] and Queen, at17
least. Thus, the skilled person would not rely on Reichmann [sic] and Queen as18
teachings relevant to whether the present description is enabling.19

It is submitted that the skilled person would rely on the clear teaching20
given in the application and find that it is enabling. The specification plainly sets21
out what actions need to be taken. It is presumed that the Examiner agrees that22
the skilled person could have taken those actions. The application also sets out23
that, contrary to the teachings of Reichmann and Queen, the protocol is generally24
applicable. The application further shows that it had been successfully25
implemented. Thus, it is submitted that the skilled person would find that the26
present application is properly enabled the full extent of the claims. [Ex. 2010,27
pp. 11-12].28

33. In the February 7, 1994, amendment, Adair made the following statements:29

At a very helpful interview held at the beginning of 1993, there was some30
discussion of the word “comprising” as used in the claims under consideration at31
that time. In those claims, it was only specified that certain residues should be32
donor residues. [Emphasis by Adair]. It was considered that it was not clear33
whether these were the only residues which could be donor residues. The34
alternative view was that these were only the minimum number of residues which35
must be donor but that any of the other residues could also be donor.36

PETITIONER'S EXHIBITS Exhibit 1095 Page 1508 of 1849



Appendix 3 to Carter Substantive Motion 2
Interference No. 105,744
Page 8 of 11

If the second line of interpretation were taken, the claims could be read to1
cover a situation in which all except one of the residues in the variable domain2
were donor residues. [Emphasis by Adair]. In this case, the claims could then be3
interpreted to cover a structure similar to a “chimeric” antibody comprising a4
donor variable domain and a human constant region. Such chimeric antibodies5
were already well known at the priority date.6

It plainly is not the intention of the Applicants to claim chimeric7
antibodies or any similar structures. As can be seen from the description, the8
superhumanised antibodies of the present invention are compared to the prior art9
chimeric antibodies. Moreover, the present invention was intended to deal with10
the problem of chimeric antibodies in that chimeric antibodies were believed to be11
too “foreign” because of the presence of the complete donor variable domain.12

For the above reasons, it is clear that the wording of the claims needed to13
be changed so that the Applicants’ intention of excluding chimeric antibodies was14
made effective. The language now present in the claims puts this intention clearly15
into effect.16

As to support for this wording, the Examiner is referred firstly to page 16,17
under the heading "Protocol". It can be seen from this paragraph that the first step18
in the process involves the choice of an appropriate acceptor chain variable19
domain. This acceptor domain must be of known sequence. Thus, the protocol20
starts with a variable domain in which all the residues are acceptor residues. In the21
sentence bridging pages 16 and 17, it is stated that:22

“The CDR-grafted chain is then designed starting from the23
basis of the acceptor sequence”. [Emphasis by Adair].24

On page 17, in the middle paragraph, it is stated that:25

“The positions at which donor residues are to be substituted26
for acceptor in the framework are then chosen as follows ....”27

This again shows that, unless a residue is chosen for substitution, it will remain as28
in the acceptor sequence.29

It must also be borne in mind that the purpose of the invention is to30
obviate some of the disadvantages of prior art proposals. The proposal of using31
chimeric antibodies had the disadvantage that they were more “foreign” than32
desirable. The problem of making CDR-grafted antibodies was that they33
generally did not provide good recovery of affinity. Thus, the aim of the present34
invention was to minimise as far as possible the “foreign” nature of the antibody35
while maximising as far as possible its affinity.36
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Bearing the passages referred to above and the aim of the invention in1
mind, it would have been abundantly clear to the skilled person reading the2
application that as many residues as possible should remain as acceptor residues.3
If this were not the case, it could hardly be said that the composite chain is based4
on the acceptor sequence.5

The skilled person reading the application can plainly see that certain6
residues have been considered for changing from acceptor to donor. These are7
clearly set out in the description. It would be plain to the skilled person that all8
other residues should not be considered for changing at all. It would therefore be9
obvious that any residue which is not specified as being under consideration for10
changing must remain as in the acceptor chain.11

It may be that there is no explicit statement in the description that the12
specified residues should remain as in the acceptor chain. However, the13
disclosure in a specification is not limited to the explicit disclosure but also14
includes that which is implicit. It is implicit, in the recitation that the chain is15
based on the acceptor and that only certain residues are considered for changing,16
that all non-specified residues must remain as acceptor residues. Subject matter17
which might be fairly deduced from the disclosure is not new matter. ß½³»18
Ø·¹¸©¿§ Ð®±¼«½¬ Ý±®°ò ªò ÜòÍò Þ®±©² Ý±ò, 431 F.2d 1074, 1080, 167 U.S.P.Q.19
129, 132-133(6th Cir. 1970), ½»®¬ ¼»²·»¼, 401 U.S. 956 (1971).20

Another way to look at it is to consider a different way in which the claim21
could be drafted. It could be specified that in the composite chain, at least a22
certain minimum number of residues are donor residues (as in the present claims)23
and at most a certain maximum number of residues are donor residues. The24
maximum number would be derived by listing all the residues which are25
considered for changing. Such an amendment would have clear explicit basis in26
the description because all those residues are mentioned as such. However, the27
effect of such an amendment would be to produce claims of exactly the same28
scope as the present claims. It can thus be seen that the present claims do not add29
subject matter but are plainly properly based on the disclosure in the description.30

It is therefore submitted that the claims are fully supported by the31
description, are commensurate in scope with the disclosure in the description, and32
are properly delimited over the prior art. [Ex. 2010, pp. 3-7].33

34. Adair did not present a newly executed declaration at the time of filing the ‘26134

application but, rather, relied on the inventor declaration from the parent application to satisfy35

the requirements of 37 C.F.R. § 1.63. (Ex. 2002).36
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35. On November 21, 2005, Adair filed its involved application, ·ò»ò, U.S. Patent1

Application No. 11/284,261 (“the ‘261 Application”). (Ex. 2002).2

36. On November 21, 2005, Adair presented new claim 24 as follows:3

Claim 24 (new) A humanised antibody heavy chain variable domain4
comprising non-human complementarity determining region amino acid residues5
which bind an antigen and a human framework region wherein said framework6
region comprises an amino acid substitution at a residue selected from the group7
consisting of 23, 24, 49, 71, 73, and 78, and combinations thereof, as numbered8
according to Kabat. [Ex. 2003, p. 3].9

37. On September 9, 2009, Adair presented its involved claim 24 in the ‘26110

application, which reads as follows:11

Claim 24 (currently amended): A humanised antibody comprising a heavy12
chain variable domain comprising non-human complementarity determining13
region amino acid residues which bind an antigen and a human framework region14
wherein said framework region comprises a non-human amino acid substitution at15
a residue selected from the group consisting of 23, 24, 49, 71, 73, and 78, and16
combinations thereof, as numbered according to Kabat. [Ex. 2004, p. 2; Adair17
Clean Copy of Claims, Paper No. 5, p. 4].18

38. Appendix 3 is a claim chart comparing Adair claim 24 as originally filed in 200519

and Adair involved claim 24.20

39. Adair involved claim 24 encompasses a humanized antibody wherein the heavy21

chain variable domain framework region has any combination of human and non-human amino22

acid residues at positions 23, 24, 49, 71, 73 and 78. (Adair Clean Copy of Claims, Paper No. 5,23

p. 4).24

40. Adair involved claim 24 encompasses a humanized antibody wherein the heavy25

claim variable domain framework region has non-human amino acids at positions 71, 73 and 7826

and human amino acids at positions 23, 24, and 49. (Adair Clean Copy of Claims, Paper No. 5,27

p. 4).28
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41. Adair involved claim 24 encompasses a humanized antibody wherein the heavy1

claim variable domain framework region has non-human amino acids at positions 23 and 71 and2

human amino acids at positions 24, 49, 73 and 78. (Adair Clean Copy of Claims, Paper No. 5, p.3

4).4

42. Adair involved claim 24 encompasses a humanized antibody wherein the heavy5

claim variable domain framework region has non-human amino acids at position 23 and human6

amino acids at positions 24, 49, 71, 73 and 78. (Adair Clean Copy of Claims, Paper No. 5, p. 4).7
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Appendix 3

CLAIM CHART COMPARING
ADAIR CLAIM 24 PRESENTED IN 2005 AND ADAIR INVOLVED CLAIM 24

Adair Claim 24 Presented in 2005 Adair Involved Claim 24

A humanised antibody heavy
chain variable domain comprising
non-human complementarity determining
region amino acid residues which bind an
antigen and a human framework region
wherein said framework region comprises an
amino acid substitution at a residue
selected from the group consisting of 23, 24,
49, 71, 73, and 78, and combinations thereof,
as numbered according to Kabat.

A humanised antibody comprising a heavy
chain variable domain comprising
non-human complementarity determining
region amino acid residues which bind an
antigen and a human framework region
wherein said framework region comprises a
non-human amino acid substitution at a residue
selected from the group consisting of 23, 24,
49, 71, 73, and 78, and combinations thereof,
as numbered according to Kabat.
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Mail Stop Interference Paper 73
P.O. Box 1450 Filed: 16 June 2010
Alexandria Va 22313-1450
Tel: 571-272-9797
Fax: 571-273-0042

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

PAUL J. CARTER AND LEONARD G. PRESTIA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILGEET SINGH ATHWAL, and JOHN SPENCER EMTAGE
Senior Party

(Application No. 11/284,261),

Patent Interference No. 105,744
(Technology Center 1600)

ORDER –Authorizing Oppositions – 125(a)1
2

A conference call was held on 15 June 2010 at approximately 2:00 pm.3

Participating in the call were:4

(1) Oliver Ashe for Carter,5

(2) Doreen Trujillo for Adair, and6

(3) Sally Gardner Lane, Administrative Patent Judge.7
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Adair oppositions1

Carter has filed two motions (Paper 71 and 72). The motions address threshold2

issues. Adair oppositions were not previously authorized. (Paper 23 at 3). After review3

of the motions, the Board has determined that it is appropriate to authorize Adair4

oppositions to the Carter motions. As requested by Adair, a four week time period is set5

for the filing of the Adair oppositions.1 ,26

As discussed during the call and as agreed to by the parties, Carter will be given7

a small amount of time in addition to that set out in Bd. R. 155(b)(1) to make any8

objections to evidence relied upon in the Adair oppositions.9

No Carter reply to either of the Adair oppositions is authorized at this time.10

Settlement conference11

Adair noted that it has neglected to initiate the settlement conference required by12

the Standing Order at ¶ 126. 2. Adair indicated that it is awaiting a response from its13

real party in interest regarding plans for a settlement conference, however it is unlikely14

that settlement will occur.15

Order16

It is17

ORDERED that Adair oppositions to Carter Motions 1 and 2 shall be filed18

on or before 14 July 2010;19

1 Due to a health issue affecting Adair lead counsel, Adair has requested, and
Carter has agreed to the request for, additional time than would ordinarily be authorized.
2 Adair indicated that it does not wish to file a responsive motion and none is
authorized. Adair should contact the Board and arrange a conference call immediately
if Adair determines that it wishes to seek authorization to file a responsive motion.
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FURTHER ORDERED that any Carter objections to evidence relied upon1

in the Adair opposition under Bd. R. 155(b) (1) shall be filed on or before 28 July 2010;2

and3

FURTHER ORDERED that Adair shall, within a reasonable time from the4

date of this Order, initiate the settlement negotiations required by the Standing Order5

(SO at ¶ 126.2).6

7

/Sally Gardner Lane/8
Administrative Patent Judge9
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cc (via electronic delivery):1
2

Attorney for Carter:3
4

Oliver R. Ashe, Jr., Esq.5
ASHE, P.C.6
11440 Isaac Newton Square North7
Suite 2108
Reston, VA 201909

10
Tel: 703-467-900111
Email: oashe@ashepc.com12

13
Jeffrey P. Kushan, Esq.14
SIDLEY AUSTIN LLP15
1501 K Street, NW16
Washington, DC 2000517

18
Tel: 202-736-891419
Email: jkushan@sidley.com20

21
Attorney for Adair:22

23
Doreen Yatko Trujillo, Esq.24
Michael B. Fein, Esq25
COZEN O’CONNOR P.C.26
1900 Market Street27
Philadelphia, PA 1910328

29
Tel: 215-665-559330
Email: dtrujillo@cozen.com31
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ËÒßÞÔÛ ÌÑ ßÜÓ×Ì ÑÎ ÜÛÒÇ 

ìîò Ò±²» ±º ß¼¿·®ù °®»ó½®·¬·½¿´ ¼¿¬» ½´¿·³ · ·¼»²¬·½¿´ ¬± ß¼¿·®ù ·²ª±´ª»¼ ½´¿·³ îìò 

øÛ¨ò îððëóîðïðô îðïîóîðîîô îðîìóîðîéô îðîçô îðíïô ¿²¼ îðíïóîðíë ¿²¼ ß¼¿·® Ý´»¿² Ý±°§ Ñº 

Ý´¿·³ô Ð¿°»® Ò±ò ëô °ò ì÷ò 

ËÒßÞÔÛ ÌÑ ßÜÓ×Ì ÑÎ ÜÛÒÇ 

ìíò Ý±²½«®®»²¬ ©·¬¸ ¬¸» º·´·²¹ ±º ¬¸» Àîêï ¿°°´·½¿¬·±²ô ß¼¿·® º·´»¼ ¿ þÐ®»´·³·²¿®§ 

ß³»²¼³»²¬ ¿²¼ Î»¯«»¬ º±® ×²¬»®º»®»²½» «²¼»® íé ÝÚÎ y ìîòîðî Å·½Ãòþ øÛ¨ò îððí÷ò 

ßÜÓ×ÌÌÛÜ 

ììò Ñ² °¿¹» ì ±º ¬¸» îððë ¿³»²¼³»²¬ô ß¼¿·® ¬¿¬»¼ ¬¸» º±´´±©·²¹æ 

ø¾÷ Ý±³°´·¿²½» ©·¬¸ íë ËÍÝ y ïíëø¾÷
ß´¬¸±«¹¸ ¬¸» °®»»²¬ ®«´» ¼± ²±¬ ®»¯«·®» ¿ ¸±©·²¹ ±º ½±³°´·¿²½» «²¼»® 

íë ËÍÝ y ïíëø¾÷ô ß°°´·½¿²¬ «¾³·¬ ¬¸» º±´´±©·²¹ ¬± ¿¼ª¿²½» ¬¸» »¨¿³·²¿¬·±² ±º 

¬¸» °®»»²¬ ¿°°´·½¿¬·±² ¬± ¿´´±©¿¾·´·¬§ò ÅòòòÃ Ý´¿·³ ïóîí ¿ º·´»¼ ·² ¬¸» ÐÝÌ 

¿°°´·½¿¬·±² ¿®» ¿¬¬¿½¸»¼ ¿ ß°°»²¼·¨ ßò 

Ë²¼»® íë ËÍÝ y ïíëø¾÷øï÷ô ß°°´·½¿²¬ ³«¬ ¸±© ¬¸¿¬ ¬¸»§ ¸¿¼ ¿ ½´¿·³ ¬± 

¬¸» ¿³»ô ±® «¾¬¿²¬·¿´´§ ¬¸» ¿³»ô «¾¶»½¬ ³¿¬¬»® ¿ ¿ ½´¿·³ ±º ¬¸» îïí °¿¬»²¬ 

©·¬¸·² ±²» §»¿® ±º ¬¸» ·«¿²½» ±º ¬¸» îïí °¿¬»²¬ô ±® Ö«²» ïèô îððíò Ì¸» îïí 

°¿¬»²¬ ·«»¼ ±² Ö«²» ïèô îððîò Ì¸» ÐÝÌ ¿°°´·½¿¬·±² ©¿ º·´»¼ ±² Ü»½»³¾»® îïô 

ïççðô ±ª»® ïð §»¿® »¿®´·»® ¬¸¿² ¬¸» îïí °¿¬»²¬ ·«»¼ò Ì¸» ¬·³» ´·³·¬ ±º Í»½¬·±² 

ïíëø¾÷øï÷ ¸¿ ¾»»² ½±³°´·»¼ ©·¬¸ º«´´§ò Í»» Ý±®¾»¬¬ ªò Ý¸·¸±´³ô ïçê ËÍÐÏ ííé 
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øÝÝÐß ïçéé÷ò 

Ì± ³»»¬ ¬¸» þ¿³» ±® «¾¬¿²¬·¿´´§ ¬¸» ¿³» ·²ª»²¬·±²þ ®»¯«·®»³»²¬ ±º 

Í»½¬·±² ïíëø¾÷øï÷ô ß°°´·½¿²¬ ³«¬ ¸±© ¬¸¿¬ ¬¸»·® ½´¿·³ ½±²¬¿·²»¼ ¿´´ ³¿¬»®·¿´ 

´·³·¬¿¬·±²ô ·ò»ò ´·³·¬¿¬·±² ²»½»¿®§ ¬± °¿¬»²¬¿¾·´·¬§ô ±º ¬¸» ½´¿·³ ±º ¬¸» îïí 

°¿¬»²¬ ¿´´»¹»¼ ¬± ¾» ¬± ¬¸» ¿³»ô ±® «¾¬¿²¬·¿´´§ ¬¸» ¿³»ô ·²ª»²¬·±²ò Ý±®¾»¬¬ ªò 

Ý¸·¸±´³ô ïçê ËÍÐÏ ííé øÝòÝòÐòßò ïçéé÷ô ½·¬·²¹ É»¬³±®» ªò Ó·´´»®ô ìéé Úòî¼ 

çêðôïéé ËÍÐÏ êçç øÝòÝòÐòßò ïçéíð÷ò 

ß · »ª·¼»²¬ º®±³ ß°°»²¼·¨ ßô ß°°´·½¿²¬ ³¿¼» ¿ ½´¿·³ º±® ¬¸» ¿³»ô ±® 

«¾¬¿²¬·¿´´§ ¬¸» ¿³»ô «¾¶»½¬ ³¿¬¬»® ¿ ¿ ½´¿·³ ±º ¬¸» îïí °¿¬»²¬ ©»´´ ¾»º±®» ¬¸» 

·«¿²½» ±º ¬¸» îïí °¿¬»²¬ò Ý´¿·³ ïê ±º ¬¸» ÐÝÌ ¿°°´·½¿¬·±²ô ¿ ¼»°»²¼·²¹ º®±³ 

½´¿·³ èô · ¬± «¾¬¿²¬·¿´´§ ¬¸» ¿³» «¾¶»½¬ ³¿¬¬»® ¿ ¿¬ ´»¿¬ ½´¿·³ ï ±º ¬¸» îïí 

°¿¬»²¬ò Ú±® ¬¸» Ñºº·½»ù ½±²ª»²·»²½»ô ¿´´ ¬¸®»» ½´¿·³ ¿®» ¼«°´·½¿¬»¼ ¾»´±©ò 

Ý´¿·³ è ±º ¬¸» ÐÝÌ ¿°°´·½¿¬·±²æ ß ÝÜÎó¹®¿º¬»¼ ¿²¬·¾±¼§ ´·¹¸¬ 

½¸¿·² ¸¿ª·²¹ ¿ ª¿®·¿¾´» ®»¹·±² ¼±³¿·² ½±³°®··²¹ ¿½½»°¬±® 

º®¿³»©±®µ ¿²¼ ¼±²±® ¿²¬·¹»² ¾·²¼·²¹ ®»¹·±² ©¸»®»·² ¬¸» 

º®¿³»©±®µ ½±³°®·» ¼±²±® ®»·¼«» ¿¬ ¿¬ ´»¿¬ ±²» ±º °±·¬·±² ìêô 

ìèô ëè ¿²¼ éïò 

Ý´¿·³ ïê ±º ¬¸» ÐÝÌ ¿°°´·½¿¬·±²æ ß ÝÜÎó¹®¿º¬»¼ ¿²¬·¾±¼§ ¸»¿ª§ 

±® ´·¹¸¬ ½¸¿·² ±® ³±´»½«´» ¿½½±®¼·²¹ ¬± ¿²§ ±²» ±º ¬¸» °®»½»¼·²¹ 

½´¿·³ ½±³°®··²¹ ¸«³¿² ¿½½»°¬±® ®»·¼«» ¿²¼ ²±²ó¸«³¿² ¼±²±® 

®»·¼«»ò 

Ý´¿·³ ï ±º ¬¸» îïí °¿¬»²¬æ ß ¸«³¿²·¦»¼ ¿²¬·¾±¼§ ª¿®·¿¾´» 

¼±³¿·² ½±³°®··²¹ ²±²ó¸«³¿² Ý±³°´»³»²¬¿®·¬§ Ü»¬»®³·²·²¹ 

Î»¹·±² øÝÜÎ÷ ¿³·²± ¿½·¼ ®»·¼«» ©¸·½¸ ¾·²¼ ¿² ¿²¬·¹»² 

·²½±®°±®¿¬»¼ ·²¬± ¿ ¸«³¿² ¿²¬·¾±¼§ ª¿®·¿¾´» ¼±³¿·²ô ¿²¼ º«®¬¸»® 

½±³°®··²¹ ¿ Ú®¿³»©±®µ Î»¹·±² øÚÎ÷ ¿³·²± ¿½·¼ «¾¬·¬«¬·±² ¿¬ ¿ 

·¬» »´»½¬»¼ º®±³ ¬¸» ¹®±«° ½±²·¬·²¹ ±ºò ìÔô íèÔô ìíÔô ììÔô ëèÔô 

êîÔô êëÔô êêÔô êéÔô êèÔô êçÔô éíÔô èëÔô çèÔô îØô ìØô íêØô íçØô 

ìíØô ìëØô êçØô éðØô éìØô ¿²¼ çîØô «¬·´·¦·²¹ ¬¸» ²«³¾»®·²¹ 

§¬»³ »¬ º±®¬¸ ·² Õ¿¾¿¬ò ÅÛ¨ò îððíô °°ò ìóêå Û³°¸¿· ¾§ ß¼¿·®òÃ 

ßÜÓ×ÌÌÛÜ 
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ßÜß×Î ÍÌßÌÛÓÛÒÌ ÑÚ ßÜÜ×Ì×ÑÒßÔ ÓßÌÛÎ×ßÔ ÚßÝÌÍ 

ìëò Í»½¬·±² ïíëø¾÷ ±º ¬¸» Ð¿¬»²¬ Í¬¿¬«¬» ¼±» ²±¬ ®»¯«·®» ß¼¿·® ¬± ¸¿ª» ¿ °®»ó½®·¬·½¿´ 

¼¿¬» ½´¿·³ ·¼»²¬·½¿´ ¬± ¿ ½´¿·³ ±º ¬¸» Ý¿®¬»® �îïí °¿¬»²¬ò  øÍ»» íë ËòÍòÝò y ïíëø¾÷ ¿²¼ ÝÍÓïô °ò 

ïô ´·²» ïéóïèò÷ 

ìêò Í»½¬·±² íêí ±º ¬¸» Ð¿¬»²¬ Í¬¿¬«¬» ¹·ª» ¿² ·²¬»®²¿¬·±²¿´ ¿°°´·½¿¬·±² ¼»·¹²¿¬·²¹ ¬¸» 

Ë²·¬»¼ Í¬¿¬»ô »ò¹òô ¿ Ð¿¬»²¬ Ý±±°»®¿¬·±² Ì®»¿¬§ ø�ÐÝÌ�÷ ¿°°´·½¿¬·±² ¼»·¹²¿¬·²¹ ¬¸» Ë²·¬»¼ 

Í¬¿¬»ô ¬¸» ¿³» »ºº»½¬ º®±³ ·¬ º·´·²¹ ¼¿¬» ¿ ¿ ²¿¬·±²¿´ ¿°°´·½¿¬·±² º±® °¿¬»²¬ ®»¹«´¿®´§ º·´»¼ ·² 

¬¸» Ë²·¬»¼ Í¬¿¬» Ð¿¬»²¬ ú Ì®¿¼»³¿®µ Ñºº·½» »¨½»°¬ ¿ ±¬¸»®©·» °®±ª·¼»¼ ·² Í»½¬·±² ïðîø»÷ò  

øíë ËòÍòÝò y íêíò÷ 

ìéò ß¼¿·®� ÐÝÌ ¿°°´·½¿¬·±² ¼»·¹²¿¬» ¬¸» Ë²·¬»¼ Í¬¿¬»ò  øÛ¨ò îððëô º·®¬ °¿¹»ò÷  

ìèò Ì¸» ¿°°´·½¿¬·±² ¬¸¿¬ ·«»¼ ¿ ¬¸» Ý¿®¬»® �îïí °¿¬»²¬ ©¿ º·´»¼ ¿ ²¿¬·±²¿´ °¸¿» ±º 

¿ ÐÝÌ ¿°°´·½¿¬·±² ¬¸¿¬ ©¿ º·´»¼ ±² Ö«²» ïëô ïççî ø�¬¸» Ý¿®¬»® ÐÝÌ ¿°°´·½¿¬·±²�÷ò  øÛ¨ò îððïô 

º·®¬ °¿¹»ò÷ 

ìçò Ì¸» Ý¿®¬»® ÐÝÌ ¿°°´·½¿¬·±² ©¿ º·´»¼ ¿ ¿ ½±²¬·²«¿¬·±²ó·²ó°¿®¬ ±º ß°°´·½¿¬·±² 

Í»®·¿´ Ò±ò  ðéñéïëôîéîô º·´»¼ ±² Ö«²» ïìô ïççï ø�¬¸» Ý¿®¬»® �îéî ¿°°´·½¿¬·±²�÷ò  øÛ¨ò îððïô º·®¬ 

°¿¹»ò÷ 

ëðò ß¼¿·®� ÐÝÌ ¿°°´·½¿¬·±² ©¿ º·´»¼ ±² Ü»½»³¾»® îïô ïççðò  øÚ¿½¬ îò÷ 

ëïò ß¼¿·®� ÐÝÌ ¿°°´·½¿¬·±² ©¿ º·´»¼ ¿´³±¬ ·¨ ³±²¬¸ ¾»º±®» ¬¸» Ý¿®¬»® �îéî 

¿°°´·½¿¬·±²ò  øÚ¿½¬ ìç ¿²¼ ëðò÷ 

ëîò ß¼¿·®� ÐÝÌ ¿°°´·½¿¬·±² ©¿ º·´»¼ ¿´³±¬ ïè ³±²¬¸ ¾»º±®» ¬¸» Ý¿®¬»® ÐÝÌ 

¿°°´·½¿¬·±²ò  øÚ¿½¬ ìè ¿²¼ ëðò÷ 

ëíò Ì¸» ß¼¿·® ËÕ ¿°°´·½¿¬·±² ©¿ º·´»¼ ±² Ü»½»³¾»® îïô ïçèçò  øÚ¿½¬ ïò÷ 
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ëìò Ì¸» ß¼¿·® ËÕ ¿°°´·½¿¬·±² ©¿ º·´»¼ ¿´³±¬ ïè ³±²¬¸ ¾»º±®» ¬¸» Ý¿®¬»® �îéî 

¿°°´·½¿¬·±² ©¿ º·´»¼ò  øÚ¿½¬ ëí ¿²¼ ìçò÷ 

ëëò Ì¸» ß¼¿·® ËÕ ¿°°´·½¿¬·±² ©¿ º·´»¼ ¿´³±¬ íð ³±²¬¸ ¾»º±®» ¬¸» Ý¿®¬»® ÐÝÌ 

¿°°´·½¿¬·±² ©¿ º·´»¼ò  øÚ¿½¬ ëí ¿²¼ ìèò÷ 

ëêò ß¼¿·®� ÐÝÌ ¿°°´·½¿¬·±² °«¾´·¸»¼ ±² Ö«´§ ïïô ïççïò  øÛ¨ò îððëô º·®¬ °¿¹»ò÷  

ëéò Ì¸» Ý¿®¬»® �îéî ¿°°´·½¿¬·±² ©¿ º·´»¼ ´» ¬¸¿² ±²» ³±²¬¸ ¾»º±®» ¬¸» ß¼¿·® ÐÝÌ 

¿°°´·½¿¬·±² °«¾´·¸»¼ò  øÚ¿½¬ ìç ¿²¼ ëêò÷ 

ëèò Ñ² °¿¹» ïêô ´·²» îíóîèô ¬¸» ß¼¿·® °»½·º·½¿¬·±² ®»¿¼ ¿ º±´´±©æ  

ß °®»º»®®»¼ °®±¬±½±´ º±® ±¾¬¿·²·²¹ ÝÜÎó¹®¿º¬»¼ ¿²¬·¾±¼§ ¸»¿ª§ ¿²¼ ´·¹¸¬ ½¸¿·² ·² 

¿½½±®¼¿²½» ©·¬¸ ¬¸» °®»»²¬ ·²ª»²¬·±² · »¬ ±«¬ ¾»´±© ¬±¹»¬¸»® ©·¬¸ ¬¸» ®¿¬·±²¿´» ¾§ 

©¸·½¸ ©» ¸¿ª» ¼»®·ª»¼ ¬¸· °®±¬±½±´ò Ì¸· °®±¬±½±´ ¿²¼ ®¿¬·±²¿ï» ¿®» ¹·ª»² ©·¬¸±«¬ 

°®»¶«¼·½» ¬± ¬¸» ¹»²»®¿´·¬§ ±º ¬¸» ·²ª»²¬·±² ¿ ¸»®»·²¾»º±®» ¼»½®·¾»¼ ¿²¼ ¼»º·²»¼ò 

øÛ¨ò îððîô °ò ïêô ´´ò îíóîèô »³°¸¿· ¿¼¼»¼ò÷    

ëçò ß¬ °¿¹» êô ´·²» íïóíéô «²¼»® ¬¸» ¸»¿¼·²¹ �Í«³³¿®§ ±º ¬¸» ×²ª»²¬·±²ô� ¬¸» ß¼¿·®  

°»½·º·½¿¬·±² ®»¿¼ ¿ º±´´±©æ 

ß½½±®¼·²¹´§ô ·² ¿ º·®¬ ¿°»½¬ ¬¸» ·²ª»²¬·±² °®±ª·¼» ¿ ÝÜÎó¹®¿º¬»¼ 

¿²¬·¾±¼§ ¸»¿ª§ ½¸¿·² ¸¿ª·²¹ ¿ ª¿®·¿¾´» ®»¹·±² ¼±³¿·² ½±³°®··²¹ ¿½½»°¬±® 

º®¿³»©±®µ ¿²¼ ¼±²±® ¿²¬·¹»² ¾·²¼·²¹ ®»¹·±² ©¸»®»·² ¬¸» º®¿³»©±®µ ½±³°®·» 

¼±²±® ®»·¼«» ¿¬ ¿¬ ´»¿¬ ±²» ±º °±·¬·±² êô îí ¿²¼ñ±® îìô ìè ¿²¼ñ±® ìçô éï ¿²¼ñ±® 

éíô éë ¿²¼ñ±® éê ¿²¼ñ±® éè ¿²¼ èè ¿²¼ñ±® çïò  

øÛ¨ò îððîô °ò êô ´´ò íïóíé÷ò 

êðò Ñ² °¿¹» ïéô ´·²» ïóëô ¬¸» ß¼¿·® °»½·º·½¿¬·±² ¬¿¬» ¬¸¿¬  

Å·Ã¬ ©·´´ ¾» ¿°°®»½·¿¬»¼ ¬¸¿¬ ·² ±³» ½¿» ¬¸» ¼±²±® ¿²¼ ¿½½»°¬±® ¿³·²± ¿½·¼ ®»·¼«» 

³¿§ ¾» ·¼»²¬·½¿´ ¿¬ ¿ °¿®¬·½«´¿® °±·¬·±² ¬¸« ²± ½¸¿²¹» ±º ¿½½»°¬±® º®¿³»©±®µ ®»·¼«» · 

®»¯«·®»¼ò 

øÛ¨ò îððîô °ò ïéô ´´ò ïóëò÷ 

êïò Ý´¿·³ ï ±º ß¼¿·®� ÐÝÌ ¿°°´·½¿¬·±² ®»½·¬» ¬¸» º±´´±©·²¹æ 

ïò  ß ÝÜÎó¹®¿º¬»¼ ¿²¬·¾±¼§ ¸»¿ª§ ½¸¿·² ¸¿ª·²¹ ¿ ª¿®·¿¾´» ®»¹·±² ¼±³¿·² 

½±³°®··²¹ ¿½½»°¬±® º®¿³»©±®µ ¿²¼ ¼±²±® ¿²¬·¹»² ¾·²¼·²¹ ®»¹·±² 

©¸»®»·² ¬¸» º®¿³»©±®µ ½±³°®·» ¼±²±® ®»·¼«» ¿¬ ¿¬ ´»¿¬ ±²» ±º 
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°±·¬·±² êô îí ¿²¼ñ±® îìô ìè ¿²¼ñ±® ìçô éï ¿²¼ñ±® éíô éë ¿²¼ñ±® éê ¿²¼ñ±® 

éè ¿²¼ èè ¿²¼ñ±® çïò    

øÛ¨ò îððëô °¿¹» êéò÷ 

êîò Ý´¿·³ ïê ±º ß¼¿·®� ÐÝÌ ¿°°´·½¿¬·±² ®»½·¬» ¬¸» º±´´±©·²¹æ 

ïêò  ß ÝÜÎó¹®¿º¬»¼ ¿²¬·¾±¼§ ¸»¿ª§ ±® ´·¹¸¬ ½¸¿·² ±® ³±´»½«´» ¿½½±®¼·²¹ ¬± ¿²§ 

±²» ±º ¬¸» °®»½»¼·²¹ ½´¿·³ ½±³°®··²¹ ¸«³¿² ¿½½»°¬±® ®»·¼«» ¿²¼ ²±²ó¸«³¿² 

¼±²±® ®»·¼«»ò 

øÛ¨ò îððëô °¿¹» êçò÷ 

êíò Ý´¿·³ ï ±º ß¼¿·®� ÐÝÌ ¿°°´·½¿¬·±² ¼±» ²±¬ ®»¯«·®» ¬¸¿¬ ¿²§ ®»·¼«» ¾»  

½¸¿²¹»¼ ¬± ¼±²±®ò  øÛ¨ò îððëô ½´¿·³ ïô °ò êéò÷ 

êìò Ñ®·¹·²¿´ ½´¿·³ ï ±º ¬¸» �íîç ¿°°´·½¿¬·±² ¼±» ²±¬ ®»¯«·®» ¬¸¿¬ ¿²§ ®»·¼«» 

¾» ½¸¿²¹»¼ ¬± ¼±²±®ò  øÛ¨ò îððêô ½´¿·³ ïô °ò êéò÷  

êëò Ý´¿·³ êê ±º ¬¸» Ý¿®¬»® �îïí °¿¬»²¬ ®»½·¬» ¬¸» º±´´±©·²¹æ 

ß ¸«³¿²·¦»¼ ¿²¬·¾±¼§ ¸»¿ª§ ½¸¿·² ª¿®·¿¾´» ¼±³¿·² ½±³°®··²¹ ²±²ó¸«³¿² 

Ý±³°´»³»²¬¿®·¬§ Ü»¬»®³·²·²¹ Î»¹·±² øÝÜÎ÷ ¿³·²± ¿½·¼ ®»·¼«» ©¸·½¸ ¾·²¼ 

¿²¬·¹»² ·²½±®°±®¿¬»¼ ·²¬± ¿ ¸«³¿² ¿²¬·¾±¼§ ª¿®·¿¾´» ¼±³¿·²ô ¿²¼ º«®¬¸»® 

½±³°®··²¹ ¿ Ú®¿³»©±®µ Î»¹·±² øÚÎ÷ ¿³·²± ¿½·¼ «¾¬·¬«¬·±² ¿¬ ¿ ·¬» »´»½¬»¼ 

º®±³ ¬¸» ¹®±«° ½±²·¬·²¹ ±ºæ îìØô éíØô éêØô éèØô ¿²¼ çíØô «¬·´·¦·²¹ ¬¸» 

²«³¾»®·²¹ §¬»³ »¬ º±®¬¸ ·² Õ¿¾¿¬ò 

øÝ¿®¬»® Ý´»¿² Ý±°§ ±º Ý´¿·³ô Ð¿°»® Ò±ò ïîô º·´»¼ Ú»¾®«¿®§ ïçô îðïðò÷ 
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Ú·´»¼ ±² ¾»¸¿´º ±ºæ      ß¼¿·®  Ð¿°»® Ò±æÁÁÁÁÁÁ 

Þ§æ   Ü±®»»² Ç¿¬µ± Ì®«¶·´´±     Ú·´»¼æ Ö«´§ ïìô îðïð 

  Ó·½¸¿»´ Þò Ú»·² 

  Ý±¦»² Ñ�Ý±²²±® ÐòÝò 

  ïçðð Ó¿®µ»¬ Í¬ò 

  Ð¸·´¿¼»´°¸·¿ô Ðß ïçïðí 

  Ì»´»°¸±²»æ øîïë÷ êêëóëëçí 

  Ú¿½·³·´»æ øîïë÷ éðïóîððë 

  ¼¬®«¶·´´±à½±¦»²ò½±³ 

ËÒ×ÌÛÜ ÍÌßÌÛÍ ÐßÌÛÒÌ ßÒÜ ÌÎßÜÛÓßÎÕ ÑÚÚ×ÝÛ 

ÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁ 

ÞÛÚÑÎÛ ÌØÛ ÞÑßÎÜ ÑÚ ÐßÌÛÒÌ ßÐÐÛßÔÍ  

ßÒÜ ×ÒÌÛÎÚÛÎÛÒÝÛÍ 

ÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁÁ 

ÐßËÔ Öò ÝßÎÌÛÎ ßÒÜ ÔÛÑÒßÎÜ Ùò ÐÎÛÍÌß 

Ö«²·±® Ð¿®¬§ 

øÐ¿¬»²¬ êôìðéôîïí÷ô 

ªò 

ÖÑØÒ ÎÑÞÛÎÌ ßÜß×Îô Ü×ÔÖÛÛÌ Í×ÒÙØ ßÌØÉßÔô 

ßÒÜ ÖÑØÒ ÍÐÛÒÝÛÎ ÛÓÌßÙÛ 

Í»²·±® Ð¿®¬§ 

øß°°´·½¿¬·±² Ò±ò ïïñîèìôîêï÷ô 

Ð¿¬»²¬ ×²¬»®º»®»²½» Ò±ò ïðëôéìì 

øÌ»½¸²±´±¹§ Ý»²¬»® ïêðð÷ 

ßÜß×Î ÑÐÐÑÍ×Ì×ÑÒ î 
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øÛ¨ò îððîô °ò êô ´´ò íïóíéô »³°¸¿· ¿¼¼»¼÷ò 

ëëò Ñ² °¿¹» ìèô ´·²» îìóîéô ±º ¬¸» �îêï ¿°°´·½¿¬·±²ô ·¬ · ®»°±®¬»¼ ¬¸¿¬ ½¸¿²¹» 

¿¬ ®»·¼«» êô îíô ¿²¼ îì ©»®» ·³°±®¬¿²¬ º±® ³¿·²¬¿·²·²¹ ¿ ¾·²¼·²¹ ¿ºº·²·¬§ ·³·´¿® ¬± ¬¸¿¬ 

±º ¬¸» ³«®·²» ¿²¬·¾±¼§ò  øÛ¨ò îððîô °ò ìèô ´´ò îìóîéå »» ¿´± ¹®¿º¬ ïèì ·² Ú·¹«®» ïï¿ò÷    

ëêò Ñ² °¿¹» ëèô ´·²» ïóêô ±º ¬¸» �îêï ¿°°´·½¿¬·±²ô ·¬ · ®»°±®¬»¼ ¬¸¿¬ ¬¸» 

½¸¿²¹» ±º ¿ ·²¹´» ®»·¼«» ·² ¬¸» ¸»¿ª§ ½¸¿·²ô ®»·¼«» éíô ©¿ «ºº·½·»²¬ ¬± ¹»²»®¿¬» ¿² 

¿²¬·¾±¼§ ©·¬¸ ¾·²¼·²¹ °®±°»®¬·» ·³·´¿® ¬± ¬¸» ¼±²±®ò  øÛ¨ò îððîô °ò ëèô ´´ò íïóíêô 

»³°¸¿· ¿¼¼»¼ò÷     

ëéò Ñ² °¿¹» êì ±º ¬¸» �îêï ¿°°´·½¿¬·±²ô ¬¸» º±´´±©·²¹ · ¬¿¬»¼æ 

×¬ ©·´´ ¾» ¿°°®»½·¿¬»¼ ¬¸¿¬ ¬¸» º±®»¹±·²¹ »¨¿³°´» ¿®» ¹·ª»² ¾§ ©¿§ ±º ·´´«¬®¿¬·±² 

±²´§ ¿²¼ ¿®» ²±¬ ·²¬»²¼»¼ ¬± ´·³·¬ ¬¸» ½±°» ±º ¬¸» ½´¿·³»¼ ·²ª»²¬·±²ò Ý¸¿²¹» ¿²¼ 

³±¼·º·½¿¬·±² ³¿§ ¾» ³¿¼» ¬± ¬¸» ³»¬¸±¼ ¼»½®·¾»¼ ©¸·´¬ ¬·´´ º¿´´·²¹ ©·¬¸·² ¬¸» 

°·®·¬ ¿²¼ ½±°» ±º ¬¸» ·²ª»²¬·±²ò 

øÛ¨ò îððîô °ò êìô ´´ò ïìóïèò÷ 

ëèò Ñ² °¿¹» ïéô ´·²» ïóëô ¬¸» ·²ª±´ª»¼ ß¼¿·® °»½·º·½¿¬·±² ¬¿¬» ¬¸¿¬  

Å·Ã¬ ©·´´ ¾» ¿°°®»½·¿¬»¼ ¬¸¿¬ ·² ±³» ½¿» ¬¸» ¼±²±® ¿²¼ ¿½½»°¬±® ¿³·²± ¿½·¼ 

®»·¼«» ³¿§ ¾» ·¼»²¬·½¿´ ¿¬ ¿ °¿®¬·½«´¿® °±·¬·±² ¬¸« ²± ½¸¿²¹» ±º ¿½½»°¬±®

º®¿³»©±®µ ®»·¼«» · ®»¯«·®»¼ò 

øÛ¨ò îððîô °ò ïéô ´´ò ïóëò÷ 
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ëçò Ý´¿·³ ï ±º ¬¸» ÐÝÌ ß°°´·½¿¬·±² ¼±» ²±¬ ®»¯«·®» ¬¸¿¬ ¿²§ ®»·¼«» ¾»  

½¸¿²¹»¼ ¬± ¼±²±®ò  øÛ¨ò îððëô ½´¿·³ ïô °ò êéò÷ 

êðò Ñ®·¹·²¿´ ½´¿·³ ï ±º ¬¸» �íîç ¿°°´·½¿¬·±² ¼±» ²±¬ ®»¯«·®» ¬¸¿¬ ¿²§ ®»·¼«» 

¾» ½¸¿²¹»¼ ¬± ¼±²±®ò  øÛ¨ò îððêô ½´¿·³ ïô °ò êéò÷   

êïò Ì¸» »¨¿³·²»® ·²¬»®°®»¬»¼ ½´¿·³ ï ±º ¬¸» �íîç ¿°°´·½¿¬·±² ¬± ¾» ¿²¬·½·°¿¬»¼ 

¾§ Î·»½¸³¿²² »¬ ¿´ò ø·ò»òô Û¨ò îðïï÷ ¾»½¿«» ¬¸» »¨¿³·²»® ¿·¼ ¬¸» ¿²¬·¾±¼§ ±º 

Î·»½¸³¿²² »¬ ¿´ò ¸¿¼ ¼±²±® ®»·¼«» ¿¬ °±·¬·±² êô ìçô éêô èèô ¿²¼ çï ±º ¬¸» ¸»¿ª§ ½¸¿·²ò  

øÛ¨ò îðíèô °ò èò÷ 

êîò Î·»½¸³¿²² »¬ ¿´ò ¼·¼ ²±¬ ¼·½´±» ½¸¿²¹·²¹ ®»·¼«» êô ìçô éêô èèô ¿²¼ çï 

±º ¬¸» ¸»¿ª§ ½¸¿·² ¬± ¼±²±®ò  øÛ¨ò îðïïô °ò íîêô ½±´ò ïô ï¬ º«´´ °¿®¿¹®¿°¸ò÷  

êíò Ì¸» »¨¿³·²»® ·²¬»®°®»¬»¼ ½´¿·³ ï ±º ¬¸» �íîç ¿°°´·½¿¬·±² ¬± ¾» ¿²¬·½·°¿¬»¼ 

¾§ Ï«»»² »¬ ¿´ò ø·ò»òô Û¨ò îðîí÷ ¾»½¿«» ¬¸» »¨¿³·²»® ¿·¼ ¬¸» ¿²¬·¾±¼§ ±º Ï«»»² »¬ ¿´ò 

¸¿¼ ¼±²±® ø³«®·²»÷ ¿³·²± ¿½·¼ ¿¬ °±·¬·±² êô îíô îìô ìèô ìçô éïô éíô ¿²¼ éèô ¿³±²¹ 

±¬¸»®ò  øÛ¨ò îðíèô °ò ïðò÷ 

êìò Ï«»»² »¬ ¿´ò ¼·¼ ²±¬ ¼·½´±» ½¸¿²¹·²¹ ®»·¼«» êô îíô îìô íçô éïô éíô ±® éè 

±º ¬¸» ¸»¿ª§ ½¸¿·² ¬± ¼±²±®ò  øÛ¨ò îðîíô »ò¹òô Ú·¹«®» î¾ò÷ 

êëò Ý´¿·³ êêóêèô éðóéïô éèô ¿²¼ èðóèî ±º ¬¸» �îïí °¿¬»²¬ »²½±³°¿ ¿ ·²¹´» 

®»·¼«» ½¸¿²¹» ¿¬ ®»·¼«» îì ±® éí ±º ¬¸» ¸»¿ª§ ½¸¿·²ò  øÛ¨ò  îððïô ½´¿·³ êêóêèô éðóéïô 

éèô ¿²¼ èðóèîò÷ 
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Paper No. _______
Filed on behalf of: Party Carter Filed: July 15, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
Fax: (202) 736-8711
E-mail: jkushan@sidley.com

UNITED STATES PATENT AND TRADEMARK OFFICE

____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

NOTICE REGARDING OBJECTIONS TO EVIDENCE
(Re: Evidence Filed With Adair Oppositions 1-2)
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NOTICE REGARDING OBJECTIONS TO EVIDENCE1

The Board has set an expedited schedule for consideration of Carter Motions 1 and 2.2

See Paper No. 23.3

In the “Order - Authorizing Oppositions - 125(a)” dated June 16, 2010 (Paper No. 73),4

the Board extended to July 28, 2010, the time period for Carter to file any objections to evidence5

filed in support of Adair Oppositions 1 and 2.6

Adair Oppositions 1 and 2 were filed on July 14, 2010, and were not accompanied by any7

new exhibits. Accordingly, Carter does not object to the admissibility of the evidence cited in8

support of Adair Oppositions 1 and 2.9

In view of the above, Carter respectfully requests the Board to indicate whether the Board10

intends to authorize replies to Adair Oppositions 1 and 2, and whether the parties should plan to11

proceed with the filing of additional motions at Time Period 1 as presently contemplated under12

the scheduling order entered on April 27, 2010 (Paper No. 23).13

The undersigned continues to have scheduled commitments through July 22, 2010.14

Respectfully submitted,15

July 15, 2010 /Oliver R. Ashe, Jr./16
Oliver R. Ashe, Jr.17
Registration No. 40,49118
Counsel for Party Carter19

ASHE, P.C.20
11440 Isaac Newton Sq. North21
Suite 21022
Reston, VA 2019023
Tel.: (703) 467-900124
Fax: (703) 467-900225
E-mail: oashe@ashepc.com26
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CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “NOTICE REGARDING
OBJECTIONS TO EVIDENCE (Re: Evidence Filed With Adair Oppositions 1-2)” was
filed this 15th day of July, 2010, via Interference Web Portal (https://acts.uspto.gov/ifiling/),
with:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel: 571-272-4683
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

July 15, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “NOTICE
REGARDING OBJECTIONS TO EVIDENCE (Re: Evidence Filed With Adair
Oppositions 1-2)” was served this 15th day of July, 2010, via Interference Web Portal
(https://acts.uspto.gov/ifiling/), on the Attorney of Record for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

July 15, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Paper No. _______
Filed on behalf of: Parties Carter & Adair Filed: August 9, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Doreen Yatko Trujillo, Esq.
Michael B. Fein, Esq.
COZEN O’CONNOR P.C.
1900 Market St.
Philadelphia, PA 19103
Tel.: (215) 665-5593
Fax: (215) 701-2005
E-mail: dtrujillo@cozen.com

UNITED STATES PATENT AND TRADEMARK OFFICE
____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

JOINT NOTICE OF EXTENSION OF TIME AND REQUEST FOR TELECONFERENCE
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JOINT NOTICE OF EXTENSION OF TIME AND REQUEST FOR TELECONFERENCE1

Time Period 1 is set to expire on August 9, 2010. (Í»» Order - Motion Times - Bd.R.2

104(c), Paper No. 23, filed April 27, 2010). In view of the particular circumstances of this3

interference (Interference No. 105,744) and a related Interference (Interference No. 105,762), the4

parties are jointly stipulating to extend Time Period 1 to August 23, 2010.5

Specifically, in the instant interference (the ‘744 Interference), threshold motions and6

related oppositions have been filed on an expedited schedule. Time Periods 1-9 have been set7

for the filing of additional motions and related oppositions and replies. In a recent e-mail8

communication from the Board, the parties were informed that a decision on the threshold9

motions will be entered soon.10

In the order declaring Interference No. 105,762, noting a relationship between the ‘74411

and ‘762 Interferences, the Board set an accelerated schedule for the filing of motions lists and12

an initial teleconference with Administrative Patent Judge. In a recent e-mail communication,13

the Board indicated that the initial teleconference was cancelled and that an order would follow.14

The decision(s) on the threshold motions may affect the substance of any additional15

motions to be filed in this interference. In view of the circumstances described above and the16

significant resources associated with the preparation and filing of additional motions, the parties17

have agreed to extend Time Period 1. In the event decisions on the threshold motions are not18

entered before August 16, 2010, the parties respectfully request a teleconference with the19

Administrative Patent Judge at her earliest convenience to discuss the status of the case and20

whether an additional extension of time may be necessary to allow for entry of a decision on21

threshold motions before Time Period 1.22
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Joint Notice of Extension of Time And Request for Teleconference
Interference No. 105,744
Page 2 of 2

The attached proposed schedule includes the times for taking action in the motions phase1

as set forth in the Appendix of the Order - Motion Times - Bd.R. 104(c) (Paper No. 23). The old2

date for Time Period 1 is crossed out and the new date is inserted by hand.3

Respectfully submitted,4

August 9, 2010 /Oliver R. Ashe, Jr./ /Doreen Yatko Trujillo/5
Oliver R. Ashe, Jr. Doreen Yatko Trujillo6
Registration No. 40,491 Registration No. 35,7197
Counsel for Party Carter Counsel for Party Adair8
ASHE, P.C. COZEN O’CONNOR P.C.9
11440 Isaac Newton Sq. North 1900 Market St.10
Suite 210 Philadelphia, PA 1910311
Reston, VA 20190 Tel.: (215) 665-559312
Tel.: (703) 467-9001 Fax: (215) 701-200513
Fax: (703) 467-9002 E-mail: dtrujillo@cozen.com14
E-mail: oashe@ashepc.com15

PETITIONER'S EXHIBITS Exhibit 1095 Page 1573 of 1849



PETITIONER'S EXHIBITS Exhibit 1095 Page 1574 of 1849



CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “JOINT NOTICE OF
EXTENSION OF TIME AND REQUEST FOR TELECONFERENCE” attaching revised
Appendix to Paper No. 23 was filed this 9th day of August, 2010, via Interference Web Portal
(https://acts.uspto.gov/ifiling/), with:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel: 571-272-4683
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

August 9, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “JOINT NOTICE OF
EXTENSION OF TIME AND REQUEST FOR TELECONFERENCE” attaching revised
Appendix to Paper No. 23 was served this 9th day of August, 2010, via Interference Web Portal
(https://acts.uspto.gov/ifiling/), on the Attorney of Record for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

August 9, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Paper No. _______
Filed on behalf of: Parties Carter & Adair Filed: August 23, 2010

By: Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Doreen Yatko Trujillo, Esq.
Michael B. Fein, Esq.
COZEN O’CONNOR P.C.
1900 Market St.
Philadelphia, PA 19103
Tel.: (215) 665-5593
Fax: (215) 701-2005
E-mail: dtrujillo@cozen.com

UNITED STATES PATENT AND TRADEMARK OFFICE
____________________

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES
___________________

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL,
AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________

SECOND JOINT NOTICE OF EXTENSION OF TIME PERIOD 1
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SECOND JOINT NOTICE OF EXTENSION OF TIME PERIOD 11

Further to the Joint Notice of Extension of Time and Request for Teleconference (Paper2

No. 78, filed August 9, 2010), the parties have agreed to extend Time Period 1 from August 23,3

2010, to September 6, 2010.4

The attached proposed schedule includes the times for taking action in the motions phase5

as set forth in the Appendix of the Order - Motion Times - Bd.R. 104(c) (Paper No. 23) and the6

Joint Notice of Extension of Time and Request for Teleconference (Paper No. 78). The old date7

for Time Period 1 is crossed out and the new date is inserted by hand.8

Respectfully submitted,9

August 23, 2010 /Oliver R. Ashe, Jr./ /Doreen Yatko Trujillo/10
Oliver R. Ashe, Jr. Doreen Yatko Trujillo11
Registration No. 40,491 Registration No. 35,71912
Counsel for Party Carter Counsel for Party Adair13
ASHE, P.C. COZEN O’CONNOR P.C.14
11440 Isaac Newton Sq. North 1900 Market St.15
Suite 210 Philadelphia, PA 1910316
Reston, VA 20190 Tel.: (215) 665-559317
Tel.: (703) 467-9001 Fax: (215) 701-200518
Fax: (703) 467-9002 E-mail: dtrujillo@cozen.com19
E-mail: oashe@ashepc.com20
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CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “SECOND JOINT NOTICE
OF EXTENSION OF TIME PERIOD 1” attaching revised Appendix to Paper No. 23 was
filed this 23rd day of August, 2010, via Interference Web Portal (https://acts.uspto.gov/ifiling/),
with:

The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel: 571-272-4683
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

August 23, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “SECOND JOINT
NOTICE OF EXTENSION OF TIME PERIOD 1” attaching revised Appendix to Paper No.
23 was served this 23rd day of August, 2010, via Interference Web Portal
(https://acts.uspto.gov/ifiling/), on the Attorney of Record for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

August 23, 2010 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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Paper 80
Mail Stop Interference
P.O. Box 1450 Filed August 30, 2010
Alexandria Va 22313-1450
Tel: 571-272-9797
Fax: 571-273-0042

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

PAUL J. CARTER AND LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL, and JOHN SPENCER EMTAGE
Senior Party

(Application No. 11/284,261).

Patent Interference No. 105,744
(Technology Center 1600)

Before SALLY GARDNER LANE, RICHARD TORCZON, and SALLY C. MEDLEY,
Administrative Patent Judges

LANE, Administrative Patent Judge

ORDER - DECISION ON MOTIONS
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I. STATEMENT OF THE CASE

The interference is before a panel for consideration of non-priority motions filed

by Carter. No oral argument was held.

The Interference
Parties

The Interference involves junior party Carter and senior party Adair.

Junior party Carter is involved on the basis of its patent 6,407,213 (“the Carter

‘213 patent”), which issued 18 June 2002, from application no. 08/146,206, filed 17

November 1993. (Paper 1 at 3.) Claims 30, 31, 60, 62, 63, 66, 67, 70, 73, and 77-81

were designated as corresponding to the Count, while claims 1-29, 32-59, 61, 64, 65

68, 69, 71, 72, 74-76, and 82 were not. (Paper 1 at 4.)

The real party-in-interest of Carter is Genentech, Inc. (Paper 10).

Senior party Adair is involved on the basis of its application 11/284,261 (“Adair

‘261 application”), filed 21 November 2005. (Paper 1 at 3.) Claim 24, Adair’s only

pending claim, was designated as corresponding to the Count. (Paper 1 at 4.)

Adair was accorded priority benefit as to the Count of 08/846,658, filed 01 May

1997; 08/303,569, filed 07 September 1994, issued as 5,859,205 on 12 January 1999;

07/743,329, filed on 17 September 1991 (“the Adair ‘329 application”);

PCT/GB90/02017, filed 21 December 1990 (“the Adair PCT application”); and GB

8928874.0, filed 21 December 1989. (Paper 1 at 5.)

The real party-in-interest of Adair is UCB Pharma, S.A. (Paper 4.)
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Subject Matter

The parties’ claims are drawn to an antibody that has been “humanized,” that is,

it has a combination of human and non-human regions and specific amino acids.

Humanization allows antibodies to be raised, in the laboratory, in non-human animals

(for example, mice) against antigens of interest and then changed so that they appear

to the patient’s body as if they were human antibodies. Humanized antibodies are

beneficial because they do not raise dangerous anti-immunoglobulin responses in

human patients, as non-human antibodies can. (Carter patent col. 1, l. 52, through col.

3, l. 8.) The humanized antibody of the involved Carter and Adair claims and the Count

are antibodies that have a non-human Complementarity Determining Region (“CDR”),

that is the region that binds antigen, and specifically recited non-human substitutions in

other regions, called the Framework Regions (“FR”), of the antibody.

II. MOTIONS

Carter filed two substantive motions, which assert “threshold” issues that end the

interference if the relief requested is granted. Carter Substantive Motion 1 (“Carter

Motion 1”) requests that Adair claim 24 be found unpatentable under 35 U.S.C.

§ 135(b)(1). Carter Substantive Motion 2 (“Carter Motion 2”) requests that Adair claim

24 be found unpatentable under 35 U.S.C. § 112, first paragraph, for a lack of written

description in the specification. As the moving party, Carter has the burden to show that

it is entitled to the relief requested in its motions. Bd. R. 208(b).
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A. CARTER MOTION 1

Findings of Fact

1. The involved Carter ‘213 patent issued 18 June 2002. (Carter Ex. 2001;

Carter involved ‘231 patent.)

2. The “critical date,” under 35 U.S.C. § 135(b)(1), by which Adair must have

filed claims drawn to the same or substantially the same subject matter as the claims of

the Carter ‘213 patent is 18 June 2003.

3. Adair filed the involved Adair ‘261 application on 21 November 2005, after

the critical date. (Ex. 2002, Utility Patent Application Transmittal for Application

11/284,261.)

4. Claim 24, the only claim pending in the Adair ‘261 application was filed

well after the critical date.

5. Claim 24 of the involved Adair ‘261 application recites:

A humanised antibody comprising a heavy chain variable domain
comprising non-human complementarity determining region amino acid
residues which bind an antigen and a human framework region wherein
said framework region comprises a non-human amino acid substitution at
a residue selected from the group consisting of 23, 24, 49, 71, 73, and
78, and combinations thereof, as numbered according to Kabat.

(Paper 5.)

6. None of the claims of the Adair PCT application or the Adair ‘329

application are identical to claim 24 of the involved Adair ‘261 application. (Adair

response to Carter MF 42; citing Exs. 2005-2010, 2012-2022, 2024-2027, 2029, and

2031-2035; not admitted or denied by Adair (Adair Opposition 1 at 21 (“Adair Opp. 1”)),

but no claims identical to claim 24 of the involved Adair ‘261 application identified by
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Adair.)

7. In its request for interference, Bd. R. 202, Adair identified claims 8 and 16

of the Adair PCT application as a basis for compliance with 35 USC §135(b).

(Ex. 2003, Adair’s Preliminary Amendment and Request for Interference under 37

C.F.R. § 42.202, p. 5.)

8. Claim 8 of the Adair PCT and ‘261 applications recites:

A CDR-grafted antibody light chain having a variable region domain
comprising acceptor framework and donor antigen binding regions
wherein the framework comprises donor residues at at least one of
positions 46, 48, 58 and 71.

(Ex. 2005, p. 68 and Ex. 2006, p. 68.)

9. Claim 16 of the Adair PCT and ‘329 applications recites:

A CDR-grafted antibody heavy or light chain or molecule according to any
one of the preceding claims comprising human acceptor residues and
non-human donor residues.

(Ex. 2005, p. 69 and Ex. 2006, p. 69.)

10. Claim 1 of the Adair PCT and ‘329 applications recites:

A CDR-grafted antibody heavy chain having a variable region domain
comprising acceptor framework and donor antigen binding regions
wherein the framework comprises donor residues at at least one of
positions 6, 23 and/or 24, 48 and/or 49, 71 and/or 73, 75 and/or 76 and/or
78 and 88 and/or 91.

(Ex. 2005, p. 67 and Ex. 2006, p. 67.)
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Analysis

35 U.S.C. § 135(b)(1) states that:

[a] claim which is the same as, or for the same or substantially the
same subject matter as, a claim of an issued patent may not be made
in any application unless such a claim is made prior to one year from
the date on which the patent was granted.

Claim 24 of Adair’s involved application, which corresponds to the Count, was filed more

than one year from the date on which Carter’s involved patent was issued. Because of

the date Adair claim 24 was filed (see FF 4), it is, on its face, barred under 35 USC

§135(b).

The bar of 35 USC §135(b) might be avoided if Adair had filed a claim that does

not differ materially from claim 24. Indeed, in its request for interference, Bd. R. 202,

Adair pointed to claims 8 and 16 of its pre-critical date application to support its

assertion that claim 24 is not barred under the statute. (FF 7; Ex. 2003, Adair’s

Preliminary Amendment and Request for Interference under 37 C.F.R. § 42.202, p. 5.)

“To establish entitlement to the earlier effective date of existing claims for

purposes of the one-year bar of 35 U.S.C. § 135(b), a party must show that the later

filed claim does not differ from an earlier claim in any ‘material limitation,’” In re Berger,

279 F.3d 975, 981-82 (Fed. Cir. 2002) (quoting Corbett v. Chisholm, 568 F.2d 759, 765-

66 (CCPA 1977)). See also Regents of Univ. of Cal. v. Univ. of Iowa Res. Found., 455

F.3d 1371, 1375 (Fed. Cir. 2006) (“When a party seeks to add a new claim, or to amend

an existing claim, beyond the critical date for section 135(b)(1), [the Federal Circuit]

applies the material differences test discussed in opinions like Berger to determine if
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‘such a claim’ is barred.”). The addition of a limitation for the purpose of making a claim

patentable is strong evidence that the limitation is a material one. See Corbett, 568

F.2d at 765 (where a party’s claim lacked a method step, the court noted that the party

did “not seriously contend that this [was] not a material limitation, that [was] necessary

to patentability . . . .”); see also Wetmore v. Miller, 477 F.2d 960, 964 (CCPA 1973) (“the

‘fusible’ limitation of appellant’s claims must be regarded as not necessary to

patentability and not ‘material’ for present purposes [of complying with 35 U.S.C. §

135(b)]”).

Carter argues that the pre-critical date claims of Adair include different material

limitations than those in Adair’s involved claim 24. (Carter Motion 1 at 3.)

Claim 8 of the Adair PCT application, which is identical to claim 8 of the Adair

‘329 application, recites:

A CDR-grafted antibody light chain having a variable region domain
comprising acceptor framework and donor antigen binding regions
wherein the framework comprises donor residues at at least one of
positions 46, 48, 58 and 71.

(FF 8; Ex. 2005, p. 68; Ex. 2006, p. 68.) Claim 16 of the Adair PCT application, which is

identical to claim 16 of the Adair ‘329 application, recites:

A CDR-grafted antibody heavy or light chain or molecule according to
anyone of the preceding claims comprising human acceptor residues and
non-human donor residues.

(FF 9; Ex. 2005, p. 69; Ex. 2006, p. 69.) Thus, the claims that Adair relied upon for

avoiding the 35 U.S.C. § 135(b) bar are drawn to a CDR-grafted light chain. Adair’s

involved claim 24, though, is drawn to a “humanized antibody comprising a heavy chain

variable domain . . . .” (FF 5, Paper 5.) Involved claim 24 differs from original claims 8

PETITIONER'S EXHIBITS Exhibit 1095 Page 1586 of 1849



-8-

and 16, by reciting a heavy chain variable domain instead of a light chain variable

domain.

Adair does not dispute that claims reciting a heavy chain and claims reciting a

light chain differ materially. Instead, Adair argues that Carter applied the incorrect

standard for assessing whether a post-critical date claim differs materially from an

earlier claim. According to Adair, the correct inquiry is whether Adair added or removed

claim limitations after the critical date that were necessary to the patentability of Carter’s

claims, not Adair’s own pre-critical date claims (Adair Opp. 1 at 6).

We disagree. A party seeking support from pre-critical date claims for interfering

claims filed beyond the one-year bar of 35 U.S.C. § 135(b)(1) “must demonstrate that

claims in [the pre-critical date] application provide pre-critical date support for the post-

critical date identity between [the involved claim] and the [patentee’s patent]. That

demonstration necessarily entails a comparison between pre- and post-critical date

claims.” Regents of Univ. of Cal., 455 F.3d at 1375.

Adair also argues, in response to Carter’s assertion of the material differences

between claims to heavy and light chains, that in addition to its claims drawn to light

chains, Adair filed claims drawn to heavy chains before the critical date. Specifically,

Adair cites claim 1 of its PCT application as claiming a CDR-grafted antibody heavy

chain, and argues that it, together with claim 16, effectively contain all of the limitations

of involved claim 66 of the Carter ‘213 patent. (Adair Opp. 1 at 5; see FF 10; Ex. 2005,

p. 67; Ex. 2006, p. 67.).1

1 Similarly in its showing under Bd. R. 202, Adair compared its pre-critical date claims to a Carter
claim but not the current Adair claim. (Ex. 2003, Adair’s Preliminary Amendment and Request for
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Adair has not made the correct comparison. Under the guidance provided in

Regents of University of California, Adair’s pre-critical date claims must be compared

with its own current claims, not Carter’s. Thus we are not persuaded by Adair’s

argument that it is sufficient that it had on file a claim or claims that effectively contain

the limitations of an involved Carter claim.

Even when we consider claims 1 and 16 of the PCT application as they compare

to Adair’s current claim (and not Carter claim 66 as Adair argues), we are not convinced

that Adair had a pre-critical date claim that does not differ materially from its current

claim. As Carter notes, (1) claims 1 and 16 of Adair’s PCT application were rejected

under several statutory grounds in the Adair ‘329 application, including 35 U.S.C.

§§ 101, 112, first and second paragraphs, 102(b), and 103(a), (see Ex. 2038, Office

Action mailed 18 November 1992), and (2) Adair then cancelled the claims and added

new ones that were eventually allowed (Ex. 2007, Amendment of 19 January 1993,

p. 2). (See Carter Motion 1 at 5-6.)

One example of a material limitation is one that is “necessary to patentability.”

See Corbett, 568 F.2d at 765. When an applicant adds a limitation to a claim in

response to a rejection and the added limitation results in allowance of the claim, the

limitation is presumed to be necessary to patentability. Cf. Festo Corp. v. Shoketsu

Kinzoku Kogyo Kabushiki Co., Ltd., 535 U.S. 722, 734 (2002) (in the context of applying

the doctrine of equivalents, ”[a] rejection indicates that the patent examiner does not

believe the original claim could be patented. While the patentee has the right to appeal,

his decision to forgo an appeal and submit an amended claim is taken as a concession

Interference under 37 C.F.R. § 42.202, p. 5.)
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that the invention as patented does not reach as far as the original claim.”); see Berger,

279 F.3d at 982 (“Inclusion of a limitation in a claim to avoid the prior art provides strong

evidence of the materiality of the included limitation.”). Adair does not provide any

reason why the limitations that differ between involved claim 24 and original claims 1

and 16 were not necessary to the patentability of claim 24. Nor does Adair point to any

other pre-critical date claim that is identical to or includes the same material limitations

as its involved claim 24. (FF 6; see Carter MF 42, citing Exs. 2005-2010, 2013-2022,

2025-2027, 2029, and 2031-2035; not admitted or denied by Adair (Adair Opp. 1 at 21),

but no claims identical to claim 24 of the involved Adair ‘261 application identified by

Adair). We also note that as an applicant Adair could have, but did not, seek

authorization to file a motion to add to its application a pre-critical date claim that

interferes with the Carter claims (See Papers 23 and 73 (Orders setting times)).

Adair questions how one can provoke an interference if any claim amendments

were made during prosecution under the standard stated in Regents of University of

California. (Adair Opp. 1 at 7.) As explained in that case, “section 135(b)(1) [is] a

statute of repose, placing a time limit on a patentee's exposure to an interference

proceeding. Regents Univ. of Cal., 455 F.3d at 1376. Despite this statute of repose, a

“belated interference”, i.e., based on a post-critical date claim, is appropriate in certain

instances since “[t]he PTO should declare a valid interference upon receipt of a claim

that satisfies section 135(b)(1), and which is otherwise patentable.” (Id. at 1376). To

insure that applicant did indeed timely present a patentable interfering claim, the post-

critical date claim in interference must be materially the same as the claim that was

timely presented. An applicant cannot expect to avoid the bar of §135(b) by timely
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copying a claim from an issued patent when that claim is not patentable to that

applicant. As the court noted, it “perceives no inequity in a construction of section

135(b)(1) that might, in some circumstances, prevent a patent applicant from relying on

the filing date of a claim to which it was not statutorily entitled.” (Id. at 1377).

We grant Carter Motion 1 and conclude that Adair involved claim 24 is barred

under 35 U.S.C. § 135(b)(1).

B. CARTER MOTION 2

Carter asserts that claim 24 of Adair’s involved application is unpatentable under

35 U.S.C. § 112, first paragraph, for lack of written description support.

Findings of Fact

11. Adair’s specification provides a “preferred protocol” to determine which

residues of a human heavy chain should be substituted for donor residues, as follows

2. Heavy Chain

2.1 Choose donor residues at all of positions 23, 24, 49, 71, 73 and 78
of the heavy chain or all of positions 23, 24 and 49 (71, 73 and 78
are always either all donor or all acceptor).

2.2 Check that the following have the same amino acid in donor and
acceptor sequences, and if not preferably choose the donor: 2, 4, 6,
25, 36, 37, 39, 47, 48, 93, 94, 103, 104, 106 and 107.

(Ex. 2002, pp. 17-18; MF 13.)

12. Adair’s specification includes the following directions regarding substituting

residues of a human heavy chain for donor residues:

“Key residues” near the surface of the heavy chain, are residues 23, 71
and 73, with residues 1, 3, and 76 reported to contribute to a lesser extent.
(Ex. 2002, p. 20; MF 16.)
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“Key residues” among the “[p]acking residues” near the CDRs as 24, 49,
and 78. (Ex. 2002, p. 21; MF 17.)

Example 1 reports that “it is important to retain mouse residues at all of
positions 6, 23, 24, 48 and 49, and possibly for maximum binding affinity
at 71, 73 and 78.” (Ex. 2002, p. 52; MF 19.)

Example 3 reports results wherein the crystal structure of the antibody
heavy chain revealed that substitution at position 73 only was found to be
important for antigen binding. (Ex. 2002, pp. 57-58; MF 56.)

13. Adair’s specification provides the following written description of a CDR-

grafted antibody heavy chain with specified donor residues:

Accordingly, in a first aspect the invention provides a CDR-grafted
antibody heavy chain having a variable region domain comprising
acceptor framework and donor antigen binding regions wherein the
framework comprises donor residues at at least one of positions 6, 23
and/or 24, 48 and/or 49, 71 and/or 73, 75 and/or 76 and/or 78 and 88
and/or 91.

(Ex. 2002 at p. 6.)

14. Adair’s specification also provides the following written description of a

CDR- grafted antibody heavy chain with specified donor residues:

In preferred embodiments, the heavy chain framework comprises donor
residues at positions 23, 24, 49, 71, 73 and 78 or at positions 23, 24 and
49. The residues at positions 71, 73 and 78 of the heavy chain framework
are preferably either all acceptor or all donor residues.

(Ex. 2002 at p. 7.)

15. Adair’s specification states:

A preferred protocol for obtaining CDR-grafted antibody heavy and light
chains in accordance with the present invention is set out below together
with the rationale by which we have derived this protocol. This protocol.
and rationale are given without prejudice to the generality of the invention
as hereinbefore described and defined.

(Ex. 2002, p. 16; MF 53.)
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Analysis

The test for written description under 35 U.S.C. § 112, first paragraph, “is

whether the disclosure of the application relied upon reasonably conveys to those

skilled in the art that the inventor had possession of the claimed subject matter as of the

filing date.” Ariad Pharm., Inc., v. Eli Lilly & Co., 598 F3d 1336, 1351 (Fed. Cir. 2010).

This analysis must consider the understandings of those in the art at the time of filing,

see Bilstad v. Wakalopulos, 386 F.3d 1116, 1125-26 (Fed. Cir. 2004), and must

consider the specification as a whole, see In re Wright, 866 F.2d 422, 424-25 (Fed. Cir.

1989).

Claim 24 recites a humanized antibody with a heavy chain “compris[ing] a non-

human amino acid substitution at a residue selected from the group consisting of 23, 24,

49, 71, 73, and 78 and combinations thereof . . . .” (FF 5; Paper 5). As Carter asserts,

the broadest reasonable interpretation of this language in claim 24 encompasses a

human heavy chain with residue substitutions at any number of the six residues recited,

for example at only one residue, at all six residues, or at any combination in between.

(See Carter Motion 2 at 1 and 5-6.)

Specification

In support of its argument that Adair’s specification does not provide written

description support of any of the six residues in claim 24, Carter cites to a “preferred

protocol” provided in Adair’s specification. Carter asserts that this protocol limits the

invention to a human heavy chain framework region with either all of residues 23, 24,

and 49, or all of residues 23, 24, 29, 71, 73, and 78, but not any of the residues

individually. (Carter Motion 2 at 2 and 8; FF 11; Ex. 2002, Adair Specification, pp. 17-
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18.) While this portion of the Adair specification appears to exclude many of

combinations of substitutions encompassed by claim 24, other portions of Adair’s

specification are not so limiting.

For example, elsewhere Adair’s specification provides that some “key residues”

for making humanized antibodies are 23, 71 and 73, while other “key residues” are 24,

49, and 78. (FF 12; Ex. 2002, pp. 20 and 21; see Carter Motion 2 at 3.) Carter does

not point to language in this part of the specification that indicates residues 23, 24, and

49 must all be substituted together or that 23, 24, 49, 71, 73, and 78 must all be

substituted together.

In addition, while Carter cites Example 1 as reporting that “it is important to retain

mouse residues at all of positions 6, 23, 24, 48 and 49, and possibly for maximum

binding affinity at 71, 73 and 78” (FF 12: Ex. 2002, p. 52; see Carter Motion 2 at 3),

Example 3 reports results wherein the crystal structure of the antibody heavy chain

revealed that substitution at position 73 only was important for antigen binding. (FF 12;

Ex. 2002, pp. 57-58; see Adair Opposition 2 at 3-4 (“Adair Opp. 2”).) Thus, not all of the

examples in Adair’s specification support Carter’s argument of a requirement for

substation of all residues 23, 24, and 49 or all of residues 23, 24, 49, 71, 73, and 78.

Carter points to the Summary of the Invention section of Adair’s application,

which provides that human residues of the heavy chain can be substituted for donor

residues at “at least one of positions 6, 23 and/or 24, 48 and/or 49, 71 and/or 73, 75

and/or 76 and/or 78 and 88 and/or 91.” (Carter Motion 2 at 6; FF 13; Ex. 2002, p. 6.)

According to Carter, this language does not provide written description because it is

“ambiguous.” (Carter Motion 2 at 6-8.) As evidence, Carter points to the rejection
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under 35 U.S.C. § 112, second paragraph, of original claim 1 in the Adair ‘329

application, which contained this language from the Adair specification, and Adair’s

response canceling claim 1. (Carter Motion 2, MFs 22 and 25; Ex. 2007, p. 29-32; Ex.

2038, p. 6.)

We do not agree that the rejection under the second paragraph of § 112

necessarily shows a lack of written description support under the first paragraph of

§ 112. Carter’s analysis lacks a consideration of the entire Adair specification and

instead focuses only upon an isolated portion.

Carter points to another part of the Summary of the Invention, wherein “[i]n

preferred embodiments, the heavy chain framework comprises donor residues at

positions 23, 24, 49, 71, 73 and 78 or at positions 23, 24 and 49. The residues at

positions 71, 73 and 78 of the heavy chain framework are preferably either all acceptor

or all donor residues.” (FF 14; Ex. 2002 at p. 7; see Carter Motion 2 at 8.) Carter

characterizes this portion as providing that 71, 73, and 78 “must” be either all acceptor

or all donor residues (Carter Motion 2 at 8), but the passage expressly states that

positions 71, 73, and 78 are “preferably” all donor or all acceptor. Thus, this portion of

Adair’s specification is not as limited as Carter asserts.

It does not appear to us that, on its face, the Adair specification contains a

requirement for substitution of all residues 23, 24, and 49 or all of residues 23, 24, 49,

71, 73, and 78. Carter does not direct us to the testimony or other evidence showing

what the Adair specification would have conveyed to those skilled in the art at the time

of filing such that we might find otherwise. “Argument of counsel cannot take the place

of evidence lacking in the record.” Meitzner v. Mindick, 549 F.2d 775, 782 (CCPA
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1977).

Prosecution History

Carter also points to the prosecution of Adair’s applications as evidence that

claim 24 is not supported by the Adair specification. According to Carter, Adair relied on

the “preferred protocol” to distinguish claims of the Adair ‘329 application over the prior

art and to overcome rejections for lack of enablement. (Carter Motion 2 at 9-13). The

rejections, amendments, and arguments relied upon by Carter were not directed to

involved claim 24 and Carter does not provide a detailed analysis of the claims that

were being prosecuted and their relationship to Adair’s current claim 24. Thus it is

difficult to understand the relevance of the rejection of these claims to involved claim 24.

See Halliburton Energy Servs., Inc. v. M-I LLC, 514 F.3d 1244, 1250, n.2 (Fed. Cir.

2008) (“Judges are not like pigs, hunting for truffles buried in briefs.” (quoting United

States v. Dunkel, 927 F.2d 955, 956 (7th Cir. 1991)).

In addition, though Carter notes instances when Adair discussed the “preferred

protocol” and other rules for determining which residues to substitute, Carter does not

point to instances where Adair argues that these are the only disclosures in their

specification. In fact, other portions of the specification indicate that this “preferred

protocol” is not limiting on the invention. (See Adair Opp. 2 at 3-4; FFs 15 and 16; Ex.

2002, Adair Specification, pp. 16 and 64.)

Carter has not shown that Adair claim 24 lacks sufficient written description

support.
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III. ORDER

Upon consideration of the motions, and for the reasons given, it is

ORDERED that Carter Motion 1 for judgment that Adair claim 24 is barred under

35 U.S.C. § 135(b) is GRANTED; and

FURTHER ORDERED that Carter Motion 2 for judgment that Adair claim 24

lacks written description support is DENIED; and

FURTHER ORDERED that judgment will be entered against Adair in a separate

paper.

/ss/ Sally Gardner Lane
SALLY GARDNER LANE
Administrative Patent Judge

/ss/ Richard Torczon
RICHARD TORCZON
Administrative Patent Judge

/ss/ Sally C. Medley
SALLY C. MEDLEY
Administrative Patent Judge
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Counsel for Carter
Oliver R. Ashe, Jr., Esq.
Ashe, P.C.
11440 Isaac Newton Sq. North, Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
Fax: (703) 467-9002
E-mail: oashe@ashepc.com

Counsel for Adair
Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market St.
Philadelphia, PA 19103
Telephone: (215) 665-5593
Facsimile: (215) 701-2005
E-mail: dtrujillo@cozen.com
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Paper 81
Mail Stop Interference
P.O. Box 1450 Filed 2 September 2010
Alexandria, Va 22313-1450
Tel: 571-272-4683
Fax: 571-273-0042

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

PAUL J. CARTER AND LEONARD G. PRESTIA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILGEET SINGH ATHWAL,
and JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

Patent Interference No. 105,744
(Technology Center 1600)

Before SALLY GARDNER LANE, RICHARD TORCZON, and SALLY C. MEDLEY,
Administrative Patent Judges.

LANE, Administrative Patent Judge.

Judgment– Merits – Bd. R. 127

The Carter motion for judgment on the basis that the single involved Adair claim

is barred under 35 U.S.C. § 135(b) was granted. (Paper 80). Because Adair no longer

has an interfering claim that is not barred under 35 U.S.C. §135(b) it is appropriate to
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enter judgment against Adair. Berman v. Housey, 291 F.3d 1345, 1351 (Fed. Cir.

2002).

It is

ORDERED that judgment on priority as to Count 1 (Paper 1 at 4), the sole

count of the interference, is entered against senior party Adair;

FURTHER ORDERED that claim 24 of Adair application 11/284,261,

which claim corresponds to Count 1 (Paper 1 at 4), is FINALLY REFUSED, 35 U.S.C.

§135(a):

FURTHER ORDERED that if there is a settlement agreement, the parties

are directed to 35 U.S.C. 135(c) and Bd. R. 205; and

FURTHER ORDERED that a copy of this judgment shall be entered into

the administrative record of the Carter involved patent and application and the Adair

involved application.
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cc (via electronic filing):

Attorney for CARTER:

Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Square, North
Suite 210
Reston, VA 20190
Tel: 703-467-9001
Email: oashe@ashepc.com

Attorney for ADAIR:
Doreen Yatko Trujillo, Esq.
Michael B. Fein, Esq.
COZEN O’CONNOR P.C.
1900 Market Street
Philadelphia, PA 19103
Tel: 215-665-5593
Email: dtrujillo@cozen.com
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Paper 82
Mail Stop Interference
P.O. Box 1450 Filed September 13, 2010
Alexandria, VA 22313-1450
Tel: 571-272-9797
Fax: 571-273-0042

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

PAUL J. CARTER and LEONARD G. PRESTA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILJEET SINGH ATHWAL, and JOHN SPENCER EMTAGE
Senior Party

(Application No. 11/284,261),

Patent Interference No. 105,744
(Technology Center 1600)

ORDER – Miscellaneous – 104(a)

A conference call was held on 9 September 2010 at approximately 2:00 pm.1

Participating in the call were:2

(1) Oliver Ashe and Jeffrey Kushan for Carter,3

(2) Doreen Trujillo for Adair, and4

(3) Sally Gardner Lane, Administrative Patent Judge.5

6
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The purpose of the call was to discuss the filing of motions in related1

interference 105762. However, during the call counsel for Adair asked about the time2

for requesting rehearing for the Decision (Paper 80) and Judgment (Paper 81) entered 23

September 2010. As discussed during the call, because judgment was entered on the4

basis of the Decision, Adair has 30 days from entry of the judgment to file any request5

for rehearing. Bd. R. 127(d).6

/Sally Gardner Lane/

Administrative Patent Judge

cc (via electronic):

Attorney for Carter:

Oliver R. Ashe, Jr., Esq.
ASHE, P.C.
11440 Isaac Newton Sq. North
Suite 210
Reston, VA 20190
Tel.: (703) 467-9001
E-mail: oashe@ashepc.com

Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
Tel.: (202) 736-8914
E-mail: jkushan@sidley.com
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Attorney for Adair:

Doreen Yatko Trujillo
Cozen O’Connor P.C.
1900 Market St.
Philadelphia, PA 19103
Tel.: (215) 665-5593
E-mail: dtrujillo@cozen.com

Michael B. Fein
Cozen O’Connor P.C.
1900 Market St.
Philadelphia, PA 19103
Tel.: (215) 665-4622
E-mail: mfein@cozen.com
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¸¿ª» ±ª»®´±±µ»¼ ¬¸¿¬ ±®·¹·²¿´ °®»ó½®·¬·½¿´ ¼¿¬» ½´¿·³ î ®»½·¬» ¿´´ ¬¸» ®»·¼«» ®»½·¬»¼ ·² ·²ª±´ª»¼ ì 

½´¿·³ îì � ·ò»òô ®»·¼«» îíô îìô ìçô éïô éíô ¿²¼ éèô ±º ¬¸» ¸»¿ª§ ½¸¿·² ø»» Û¨ò îððëô ¿²¼ ë 

ß°°»²¼·¨ î÷ò          ê 

Ñ² °¿¹» ïðô ´·²» íóëô ¬¸» Ü»½··±² ¬¿¬» ¬¸¿¬ ß¼¿·® ¼±» ²±¬ °®±ª·¼» ¿²§ ®»¿±² ©¸§ ¬¸» é 

´·³·¬¿¬·±² ¬¸¿¬ ¼·ºº»® ¾»¬©»»² ·²ª±´ª»¼ ½´¿·³ îì ¿²¼ ±®·¹·²¿´ ½´¿·³ ï ¿²¼ ïê ©»®» ²±¬ è 

²»½»¿®§ ¬± ¬¸» °¿¬»²¬¿¾·´·¬§ ±º ½´¿·³ îìò   Ì¸» Ü»½··±²ô ¸±©»ª»®ô ¼±» ²±¬ ·¼»²¬·º§ ¿²§ ç 

´·³·¬¿¬·±² ¬¸¿¬ ¼·ºº»® ¾»¬©»»² ±®·¹·²¿´ ½´¿·³ ï ¿²¼ ïê ¿²¼ ·²ª±´ª»¼ ½´¿·³ îìô ³«½¸ ´» ïð 

´·³·¬¿¬·±² ¬¸¿¬ ©»®» ²»½»¿®§ ¬± °¿¬»²¬¿¾·´·¬§ò   Ì¸» Ü»½··±² ¿°°¿®»²¬´§ ¿«³» ¬¸¿¬ô ¾»½¿«» ïï 

±®·¹·²¿´ ½´¿·³ ï ¿²¼ ïê ©»®» ®»¶»½¬»¼ ¿²¼ ·²ª±´ª»¼ ½´¿·³ îì ©¿ ¿´´±©»¼ô ´·³·¬¿¬·±² ³«¬ ¾» ïî 

¼·ºº»®»²¬ ¿²¼ô ¿ °®·±®·ô ³«¬ ¾» ³¿¬»®·¿´ ¬± °¿¬»²¬¿¾·´·¬§ò  ß²¼ô ¿¹¿·²ô ¬¸» ¾«®¼»² ©¿ «°±² Ý¿®¬»® ïí 

²±¬ ±²´§ ¬± ¸±© ¬¸¿¬ ¬¸»®» ¿®» ¼·ºº»®»²½»ô ¾«¬ ¿´± ¬¸¿¬ ¿²§ ¼·ºº»®»²½» ©»®» ³¿¬»®·¿´ ¬± ïì 

°¿¬»²¬¿¾·´·¬§ò  Ý¿®¬»® ¼·¼ ²±¬ ¸±© »·¬¸»®ò  Ý¿®¬»® ½±²½´«±®·´§ ¬¿¬»¼ ¬¸¿¬ ²± °®»ó½®·¬·½¿´ ¼¿¬» ïë 

½´¿·³ ©¿ ·¼»²¬·½¿´ ¬± ±® ·²½´«¼» ¬¸» ¿³» ³¿¬»®·¿´ ´·³·¬¿¬·±² ¿ ·²ª±´ª»¼ ½´¿·³ îì øÝ¿®¬»® ïê 

Ó±¬·±² ïô Ú¿½¬ ìî÷ò  Ý¿®¬»® ¼·³·»¼ ¬¸» ±®·¹·²¿´ °®»ó½®·¬·½¿´ ¼¿¬» ½´¿·³ ¾§ ¿®¹«·²¹ ¬¸¿¬ ¬¸»§ ïé 

©»®» «²°¿¬»²¬¿¾´»ô ¿²¼ ¬¸¿¬ ß¼¿·® ½±«´¼ ²±¬ ®»´§ «°±² «½¸ ½´¿·³ ¾»½¿«» ¬¸»§ ©»®» ïè 

«²°¿¬»²¬¿¾´» øÝ¿®¬»® Ó±¬·±² ïô °ò çô ´´ò èóïï÷ò   Î»¹¿®¼·²¹ ¬¸» ²±²ó±®·¹·²¿´ °®»ó½®·¬·½¿´ ¼¿¬» ïç 

½´¿·³ô Ý¿®¬»® ·³°´§ ¿®¹«»¼ ¬¸¿¬ ¬¸»§ ©»®» ²±¬ «°°±®¬»¼ ¾§ ¬¸» °»½·º·½¿¬·±² º±® »»²¬·¿´´§ ¬¸» îð 

¿³» ®»¿±² ·¬ ¿»®¬»¼ ¬¸¿¬ ·²ª±´ª»¼ ½´¿·³ îì ©¿ ²±¬ «°°±®¬»¼ ¾§ ¬¸» °»½·º·½¿¬·±² ·² Ý¿®¬»® îï 

Ó±¬·±² î óó ¿² ¿®¹«³»²¬ ¬¸¿¬ ©¿ ½´»¿®´§ ²±¬ ¿½½»°¬»¼ ¾§ ¬¸» Þ±¿®¼ ¿ ·¬ ¼»²·»¼ Ý¿®¬»® Ó±¬·±² î îî 

� Ð¿°»® Ò±ò éî ø¬¸» Ü»½··±²ô °ò ïéô ´´ò ëóê÷ò îí 
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é 

Ñ² °¿¹» ïðô ´·²» ëóéô ¬¸» Ü»½··±² ¬¿¬» ¬¸¿¬ ß¼¿·® ¼·¼ ²±¬ °±·²¬ ¬± ¿²§ ±¬¸»® °®»ó½®·¬·½¿´ ï 

¼¿¬» ½´¿·³ ¬¸¿¬ · ·¼»²¬·½¿´ ¬± ±® ·²½´«¼» ¬¸» ¿³» ³¿¬»®·¿´ ´·³·¬¿¬·±² ¿ ·²ª±´ª»¼ ½´¿·³ îìò  î 

ß¼¿·® · ¿©¿®» ±º ²± ½¿» ´¿© ®»¯«·®·²¹ ¬¸¿¬ ¬¸» °®»ó ¿²¼ °±¬ó½®·¬·½¿´ ¼¿¬» ½´¿·³ ¾» ·¼»²¬·½¿´ô í 

²±® ¼±» ¬¸» Ü»½··±² ½·¬» ¿²§ò  Ú«®¬¸»®ô ®»¯«·®·²¹ ¬¸¿¬ ß¼¿·® ·¼»²¬·º§ «½¸ ¿ ½´¿·³ ·³°®±°»®´§ ì 

¸·º¬ ¬¸» ¾«®¼»² ±² ¬¸» ³±¬·±² ¬± ß¼¿·®ô »ª»² ¬¸±«¹¸ Ý¿®¬»® ¾»¿® ¬¸» ¾«®¼»² ±º °®±±º ±² ¬¸» ë 

³±¬·±²ò   ê 

Ñ² °¿¹» ïðô ´·²» ëóïðô ¬¸» Ü»½··±² ¬¿¬» ¬¸¿¬ ß¼¿·® ¼·¼ ²±¬ ¿¼³·¬ ±® ¼»²§ Ý¿®¬»®� Ú¿½¬ é 

ìî ¿´´»¹·²¹ ¬¸¿¬ ²± °®»ó½®·¬·½¿´ ¼¿¬» ½´¿·³ ©¿ ·¼»²¬·½¿´ ¬± ±® ·²½´«¼» ¬¸» ¿³» ³¿¬»®·¿´ è 

´·³·¬¿¬·±² ¿ ·²ª±´ª»¼ ½´¿·³ îìò  ×² ª·»© ¬¸»®»±ºô ¬¸» Ü»½··±² ¿¼±°¬ Ý¿®¬»® Ú¿½¬ ìî ¿ ·¬ ±©²  ç 

Ú·²¼·²¹ ±º Ú¿½¬ ê ø¬¸» Ü»½··±²ô °ò ìô ´ò îï ¬¸®±«¹¸ °ò ëô ´ò ï÷ò  Ì¸» Ü»½··±² ¸¿ »ºº»½¬·ª»´§ ïð 

°»²¿´·¦»¼ ß¼¿·® º±® ¬¿¬·²¹ ¬¸¿¬ ·¬ ©¿ «²¿¾´» ¬± ¿¼³·¬ ±® ¼»²§ ¿ º¿½¬ò  Ì¸» Í¬¿²¼·²¹ Ñ®¼»®ô ïï 

¸±©»ª»®ô °®±ª·¼» º±® ¿ °¿®¬§ ¬± ¬¿¬» ¬¸¿¬ ·¬ · «²¿¾´» ¬± ¿¼³·¬ ±® ¼»²§ ¿ º¿½¬ô ¿²¼ ¼±» ²±¬ ¬¿¬» ïî 

¬¸¿¬ ¼±·²¹ ± · »ºº»½¬·ª»´§ ¿² ¿¼³··±² ±º ¬¸¿¬ º¿½¬ò  Í»»  ÍÑ ïîîòìòîòïò  Î»¹¿®¼´»ô ¿ ²±¬»¼ ïí 

¿¾±ª»ô Ý¿®¬»® ¼·¼ ²±¬ ½±³°¿®» ¿²§ °®»ó½®·¬·½¿´ ¼¿¬» ½´¿·³ ±¬¸»® ¬¸¿² ±®·¹·²¿´ ½´¿·³ è ¿²¼ ïê ¬± ïì 

·²ª±´ª»¼ ½´¿·³ îì ø»» Ý¿®¬»® Ó±¬·±² ïô ß°°»²¼·¨ í÷ô ³«½¸ ´» ·¼»²¬·º§ ©¸·½¸ ½´¿·³ ©»®» ±® ïë 

©»®» ²±¬ ·¼»²¬·½¿´ô ±® ©¸·½¸ ´·³·¬¿¬·±² ©»®» ³¿¬»®·¿´ò  Ë²¼»® ¬¸» ½·®½«³¬¿²½»ô ß¼¿·® º»´¬ ¬¸» ïê 

³±¬ ¿°°®±°®·¿¬» ®»°±²» ©¿ ¬± ¿§ ¬¸¿¬ ·¬ ©¿ «²¿¾´» ¬± ¿¼³·¬ ±® ¼»²§ ¬¸» ¬¿¬»³»²¬ô ïé 

¿°°¿®»²¬´§ ¬± ·¬ ¼»¬®·³»²¬ò     ïè 

Ú·²¿´´§ô ±² °¿¹» ïðô ´·²» ïðóïîô ¬¸» Ü»½··±² ¬¿¬» ¬¸¿¬ ß¼¿·® ½±«´¼ ¸¿ª»ô ¾«¬ ¼·¼ ²±¬ ïç 

»»µô ¿«¬¸±®·¦¿¬·±² ¬± º·´» ¿ ³±¬·±² ¬± ¿¼¼ ¿ °®»ó½®·¬·½¿´ ¼¿¬» ½´¿·³ ¬¸¿¬ ·²¬»®º»®» ©·¬¸ ¬¸» Ý¿®¬»® îð 

½´¿·³ò  ß ²±¬»¼ ·² Þ»®¹»®ô ¸±©»ª»®ô ¬¸» ¬»¬ ©¸»¬¸»® ±® ²±¬ ½´¿·³ ·²¬»®º»®» · ²±¬ ¬¸» °®±°»® îï 

¬»¬ «²¼»® »½¬·±² ïíëø¾÷ò  Í»» Þ»®¹»®ô îéç Úòí¼ ¿¬ çèîò  Î»¹¿®¼´»ô ß¼¿·® ©±«´¼ ¸¿ª» ¬± ½»®¬·º§ îî 

¬¸¿¬ ·¬ ©¿ ²±¬ ¿©¿®» ±º ¿²§ ®»¿±² ©¸§ ¬¸» ½´¿·³ ·¬ · ¿¼¼·²¹ · ²±¬ °¿¬»²¬¿¾´»ò  ÍÑ îðèòëòï ¿²¼ îí 
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è 

Þ¼ò Îò y ìïòîðè ø½÷ò  ß²¼ô ¿ ¬¸» Ü»½··±² ²±¬»¼ô ¬¸» ±®·¹·²¿´ °®»ó½®·¬·½¿´ ¼¿¬» ½´¿·³ ©»®» ï 

®»¶»½¬»¼ ¿²¼ ½¿²½»´»¼ ø¬¸» Ü»½··±²ô °ò çô ´´ò êóïì÷ò  Ì¸«ô ·¬ ©±«´¼ ½´»¿®´§ ¸¿ª» ¾»»² º«¬·´» º±® î 

ß¼¿·® ¬± ¿¬¬»³°¬ ¬± ¿¼¼ ¿² ±®·¹·²¿´ °®»ó½®·¬·½¿´ ¼¿¬» ½´¿·³ò  ×¬ · ²±¬ ½´»¿® ©¸¿¬ ¬¸» Ü»½··±² í 

½±²½´«¼»¼ ®»¹¿®¼·²¹ ¬¸» ²±²ó±®·¹·²¿´ °®»ó½®·¬·½¿´ ¼¿¬» ½´¿·³ô ±¬¸»® ¬¸¿² ¬¸¿¬ ·¬ ¿¼±°¬»¼ Ý¿®¬»®� ì 

Ú¿½¬ ìî ¿ ¿ º·²¼·²¹ ±º º¿½¬ ¾»½¿«» ß¼¿·® ¼·¼ ²±¬ ±«¬®·¹¸¬ ¼»²§ ·¬å ¬¸»®» ©¿ ²± ±¬¸»® ¿²¿´§· ±º ë 

«½¸ ½´¿·³ ·² ¬¸» Ü»½··±²ò   ê 

Ý±²½´«·±² é 

  Ì¸» Ü»½··±² ½±²¬¿·² »ª»®¿´ º¿½¬«¿´ ¿²¼ ´»¹¿´ ·«» ³·¿°°®»¸»²¼»¼ ±® ±ª»®´±±µ»¼ ¾§ è 

¬¸» Þ±¿®¼ò  ß¼¿·® ®»¯«»¬ ¬¸¿¬ ¬¸» Ü»½··±² ®»¹¿®¼·²¹ Ý¿®¬»® Ó±¬·±² ï ¾» ®»½±²·¼»®»¼ ¿²¼ ¬¸¿¬ ç 

Ý¿®¬»® Ó±¬·±² ï ¾» ¼»²·»¼ò       ïð 

Î»°»½¬º«´´§ «¾³·¬¬»¼ô ïï 

ïî 

    ñÜ±®»»² Ç¿¬µ± Ì®«¶·´´±ñïí 

ÜÑÎÛÛÒ ÇßÌÕÑ ÌÎËÖ×ÔÔÑ ïì 

Î»¹·¬®¿¬·±² Ò±ò íëôéïç ïë 

Ô»¿¼ Ý±«²»´ º±® ß¼¿·® ïê 

Ü¿¬»æ Ñ½¬±¾»® ïô îðïð ïé 

Ý±¦»² Ñ�Ý±²²±® ÐòÝò ïè 

ïçðð Ó¿®µ»¬ Í¬ò  ïç 

Ð¸·´¿¼»´°¸·¿ô Ðß ïçïðí îð 

Ì»´»°¸±²»æ øîïë÷ êêëóëëçí îï 

Ú¿½·³·´»æ øîïë÷ éðïóîððë îî 

¼¬®«¶·´´±à½±¦»²ò½±³îí 
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ç 

ßÐÐÛÒÜ×È ï 

Û¨ò îððï óó ËòÍò Ð¿¬»²¬ Ò±ò êôìðéôîïí ¬± Ý¿®¬»® »¬ ¿´òô ·«»¼ Ö«²» ïèô îððîò 

Û¨ò îððë �  ÐÝÌ ß°°´·½¿¬·±² Ò±ò ÐÝÌñÙÞçðñðîðïé ¬± ß¼¿·® »¬ ¿´òô º·´»¼ 

                    Ü»½»³¾»® îïô ïççðô °«¾´·¸»¼ ¿ ÉÑ çïñðççêé ±² Ö«´§ ïïô ïççïò 
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ïð 

ßÐÐÛÒÜ×È î 

Ý´¿·³ º®±³ ¬¸» ÐÝÌ ß°°´·½¿¬·±² øÛ¨ò 

îððë÷ 

ß¼¿·® Ý´¿·³ îì 

ïò ß ÝÜÎ ¹®¿º¬»¼ ¿²¬·¾±¼§ ¸»¿ª§ ½¸¿·² 

¸¿ª·²¹ ¿ ª¿®·¿¾´» ®»¹·±² ¼±³¿·² 

½±³°®··²¹ ¿½½»°¬±® º®¿³»©±®µ ¿²¼ 

¼±²±® ¿²¬·¹»² ¾·²¼·²¹ ®»¹·±² ©¸»®»·² 

¬¸» º®¿³»©±®µ ½±³°®·» ¼±²±® 

®»·¼«» ¿¬ ¿¬ ´»¿¬ ±²» ±º °±·¬·±² 

êô îí ¿²¼ñ±® îìô ìè ¿²¼ñ±® ìçô éï ¿²¼ñ±® 

éíô éë ¿²¼ñ±® éê ¿²¼ñ±® éè ¿²¼ èè 

¿²¼ñ±® çïò 

îò ß ÝÜÎ ¹®¿º¬»¼ ¸»¿ª§ ½¸¿·² 

¿½½±®¼·²¹ ¬± Ý´¿·³ ï ½±³°®··²¹ ¼±²±® 

®»·¼«» ¿¬ °±·¬·±² îíô îìô ìçô 

éïô éí ¿²¼ éèô ±® ¿¬ °±·¬·±² îíô îì 

¿²¼ ìçò 

ïêò ß ÝÜÎ ¹®¿º¬»¼ ¿²¬·¾±¼§ ¸»¿ª§ ±® 

´·¹¸¬ ½¸¿·² ±® ³±´»½«´» ¿½½±®¼·²¹ ¬± 

¿²§±²» ±º ¬¸» °®»½»¼·²¹ ½´¿·³ 

½±³°®··²¹ ¸«³¿² ¿½½»°¬±® ®»·¼«» 

¿²¼ ²±² ¸«³¿² ¼±²±® ®»·¼«»ò

Ý´¿·³ îìæ ß ¸«³¿²·»¼ ¿²¬·¾±¼§ 

½±³°®··²¹ ¿ ¸»¿ª§ ½¸¿·² ª¿®·¿¾´» ¼±³¿·² 

½±³°®··²¹ ²±²ó¸«³¿² ½±³°´»³»²¬¿®·¬§ 

¼»¬»®³·²·²¹ ®»¹·±² ¿³·²± ¿½·¼ ®»·¼«» 

©¸·½¸ ¾·²¼ ¿² ¿²¬·¹»² ¿²¼ ¿ ¸«³¿² 

º®¿³»©±®µ ®»¹·±² ©¸»®»·² ¿·¼ º®¿³»©±®µ 

®»¹·±² ½±³°®·» ¿ ²±²ó¸«³¿² ¿³·²± ¿½·¼ 

«¾¬·¬«¬·±² ¿¬ ¿ ®»·¼«» »´»½¬»¼ º®±³ ¬¸» 

¹®±«° ½±²·¬·²¹ ±º îíô îìô ìçô éïô éíô ¿²¼ 
éèô ¿²¼ ½±³¾·²¿¬·±² ¬¸»®»±ºô ¿ 

²«³¾»®»¼ ¿½½±®¼·²¹ ¬± Õ¿¾¿¬ò 
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Paper 84
Mail Stop Interference Filed: 5 November 2010
P.O. Box 1450
Alexandria Va 22313-1450
Tel: 571-272-4683
Fax: 571-273-0042

UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE BOARD OF PATENT APPEALS
AND INTERFERENCES

PAUL J. CARTER AND LEONARD G. PRESTIA
Junior Party

(Patent 6,407,213),

v.

JOHN ROBERT ADAIR, DILGEET SINGH ATHWAL, and JOHN SPENCER EMTAGE
Senior Party

(Application No. 11/284,261),

Patent Interference No. 105,744
(Technology Center 1600)

Before SALLY GARDNER LANE, RICHARD TORCZON, and SALLY MEDLEY,
Administrative Patent Judges

LANE, Administrative Patent Judge

ORDER - DECISION ON ADIAR REQUEST FOR REHEARING
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I. STATEMENT OF THE CASE1

Adair filed a Request for Rehearing (Paper 83) (“Request”) of our Order –2

Decision on Motions (Paper 80) (“Decision”) granting Carter Substantive Motion 1. We3

considered the Request but do not modify our Decision.4

II. ANALYSIS5

Adair argues that we inappropriately relied on Regents of Univ. of Cal. v. Univ. of6

Iowa Res. Found., 455 F.3d 1371 (Fed. Cir. 2006), as the standard for determining7

whether Adair’s involved claim 24 is barred under 35 U.S.C. § 135(b)(1). (Request 2).8

Adair attempts to distinguish the facts of Univ. of Cal. from the facts of the current9

interference, by noting that in Univ. of Cal. the claim in question was copied prior to the10

pre-critical date (and then later amended), while in the current interference the claim11

was copied only after the critical date. (Request 3). According to Adair, In re Berger,12

279 F.3d 975 (Fed. Cir. 2002), and Corbett v. Chisholm, 568 F.2d759 (CCPA 1977) are13

instructive under the current facts, instead of Univ. of Cal.14

We disagree. Univ. of Cal. expressly denies that there is any difference under 3515

U.S.C. § 135(b)(1) between a pre-critical date request for interference (where the16

copied claim would have been filed before the critical date) and a post-critical date17

request for interference (where the copied claim would have been filed after the critical18

date). See Univ. of Cal., 455 F.3d at 1375 (“Section 135(b)(1) does not include any19

language suggesting that a pre-critical date request for interference makes any20

difference. Section 135(b)(1) bars any claim having a degree of identity with a claim in21

an issued patent unless such a claim is filed before the critical date. Thus, title 35 in22

this section does not demand notice of an impending interference, but instead prohibits23
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unsupported, post-critical date identity.”); see also id. at 1374 (“this court does not1

perceive any legally significant distinctions between this case and [Berger].”). Thus, we2

did not err by relying on Univ. of Cal.3

According to Adair, the only requirement under § 135(b)(1) is that the limitations4

of the copied patent claim are present in a pre-critical date claim. (Request 3-4). Both5

Univ. of Cal. and Berger explain that6

a copied claim may be entitled to the earlier effective date of prior claims7
in an application only if the copied claim does not differ from the prior8
claims in any material limitation. . . . The analysis focuses on the copied9
claim to determine whether all material limitations of the copied claim10
necessarily occur in the prior claims.11

12
Berger, 279 F.3d at 982; see also Univ. of Cal., 455 F.3d at 1375 (an applicant “must13

demonstrate that claims in [the pre-critical date] application provide pre-critical date14

support for the post-critical date identity between [the involved claim] and the15

[patentee’s patent]. That demonstration necessarily entails a comparison between pre-16

and post-critical date claims.”). We agree with Adair’s statement that “the Berger test17

compares the pre-critical date claims and the post-critical date claims, which were18

copied from the patent, to ensure that all material limitations of the post-critical date19

claims are present in the pre-critical date claims” (Request 4). However, Adair has not20

pointed to support in Berger for its argument that “[m]ateriality is determined in view of21

the patent claims being copied” (id.). Even if Adair’s claims do satisfy such a test for22

materiality, these claims must also satisfy the separate Berger and University of23

California requirements. Berger and Univ. of Cal. require that Adair’s pre-critical date24

claims include all of the material limitations of its post-critical date claims to fulfill the25

requirement of 35 U.S.C. § 135(b)(1).26
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Adair also argues that we erred by not putting the burden on Carter to show that1

Adair’s pre-critical date claims differ materially from its post-critical date claims.2

(Request 5-6). However, in its Motion (Paper 71), Carter showed that claim 24 (the3

copied claim) differs materially from those claims relied upon by Adair to meet the4

requirements of 35 U.S.C. § 135(b)(1), PCT claims 8 and 16 (see FF1 7, Ex. 2003,5

Adair’s Preliminary Amendment and Request for Interference under 37 C.F.R.6

§ 42.202, p. 5). PCT claims 8 and 16 were directed to a CDR-grafted antibody light7

chain, while Adair’s involved claim 24 is directed to an antibody heavy chain variable8

domain. (See Decision 7-8). Carter’s showing was reasonable in view of Adair’s9

reliance on PCT claims 8 and 16. Carter met its burden for relief and shifted the burden10

to Adair to either show why Carter’s showing was insufficient or to direct us to another11

pre-critical date claim that was materially the same as the copied claim.12

Adair argues our Decision was incorrect in stating that a presumption of a13

material difference was created since Adair’s involved claim 24 was added and allowed14

only after the pre-critical date PCT claims were rejected and cancelled (Request at 6).15

However, when an applicant adds a limitation to a claim in response to a rejection and16

the added limitation results in allowance of the claims, the limitation is presumed to be17

necessary to patentability. See Corbett, 568 F.2d at 765.; Cf. Festo Corp. v. Shoketsu18

Kinzoku Kogyo Kabushiki Co. Ltd, 535 U.S. 722, 734 (2002).19

Adair notes, for the first time in the Request, that pre-critical date claim 2 recites20

all the heavy chain residues of involved claim 24. (Request 6). “Arguments not raised21

1 “FF” indicates the Findings of Fact provided in the Decision, which we
incorporate into this Order.
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in briefs before the Board and evidence not previously relied upon in the brief and any1

reply brief(s) are not permitted in the request for rehearing except [as based on recent2

relevant Board of Federal Circuit decisions].” 37 C.F.R. § 41.52(a)(1). Thus, we decline3

to consider that pre-critical date claim 2 satisfies the requirements of 35 U.S.C. §4

135(b)(1). Even if we were to consider claim 2 at this point, Adair has failed to provide a5

sufficient comparison to show that claim 2 is materially the same as the copied claim.6

In our Decision, we noted that Adair, as an applicant, could have attempted to7

add an original pre-critical date claim to its application if it believed that such a claim is8

allowable and would interfere with the Carter claims. (Decision at 10). Adair argues that9

“it would clearly have been futile for Adair to attempt to add an original pre-critical date10

claim” because “as the Decision noted, the original pre-critical date claims were rejected11

and canceled.” (Request 8). By not arguing for the patentability of the original pre-12

critical date claims it relied upon for support under section 135(b)(1), Adair’s position is13

contrary to the policy stated in Univ. of Cal. “prevent[ing] a patent applicant from relying14

on the filing date of a claim to which it is not statutorily entitled.” Univ. of Cal., 455 F.3d15

at 1377.16
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III. ORDER1
2

Upon consideration of the motions, and for the reasons given, it is3

ORDERED that Adair’s Request that we modify our Decision is DENIED.4

5

6
7

ss/ Sally Gardner Lane8
SALLY GARDNER LANE9
Administrative Patent Judge10

11
/ss/ Richard Torczon12
RICHARD TORCZON13
Administrative Patent Judge14

15
16

/ss/ Sally C. Medley17
SALLY C. MEDLEY18
Administrative Patent Judge19
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cc (via electronic transmission):1
2

Counsel for Carter:3
4

Oliver R. Ashe, Jr., Esq.5
ASHE, P.C.6
11440 Isaac Newton Sq. North7
Suite 2108
Reston, VA 201909

10
Tel: 703-467-900111
Email: oashe@ashepc.com12

13
Jeffrey P. Kushan, Esq.14
SIDLEY AUSTIN LLP15
1501 K Street, N.W.16
Washington, DC 2000517

18
Tel: 202-736-891419
Email: jkushan@sidley.com20

21
Counsel for Adair:22

23
Doreen Yatko Trujillo, Esq.24
Michael B. Fein, Esq.25
Cozen O’Connor P.C.26
1900 Market Street27
Philadelphia, PA 1910328

29
Tel: 215-665-559330
Tel: 215-665-462231
Email: dtrujillo@cozen.com32
Email: mfein@cozen.com33
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Jeffrey P. Kushan, Esq.
SIDLEY AUSTIN LLP
1501 K Street, N.W.
Washington, DC 20005
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____________________
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Junior Party

(Patent 6,407,213),
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AND JOHN SPENCER EMTAGE

Senior Party
(Application No. 11/284,261),

____________________

Patent Interference 105,744 (SGL)
Technology Center 1600
___________________
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CARTER NOTICE OF FILING OF A NOTICE OF CROSS APPEAL1

Notice is hereby given to the Director of the United States Patent and Trademark Office and2

to the Board of Patent Appeals and Interferences that Carter filed a Notice of Cross Appeal to the3

Court of Appeals for the Federal Circuit relating to the Order - Decision on Motions, Paper No. 80,4

entered on August 30, 2010, and the Judgment, Paper No. 81, entered on September 2, 2010, in the5

above-captioned interference. A copy of the Notice of Cross Appeal is attached.6

Respectfully submitted,7

January 18, 2011 /Oliver R. Ashe, Jr./8
Oliver R. Ashe, Jr.9
Registration No. 40,49110
Counsel for Party Carter11

ASHE, P.C.12
11440 Isaac Newton Sq. North13
Suite 21014
Reston, VA 2019015
Tel.: (703) 467-900116
Fax: (703) 467-900217
E-mail: oashe@ashepc.com18
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CERTIFICATE OF FILING

The undersigned certifies that a copy of the paper entitled “CARTER NOTICE OF
FILING OF A NOTICE OF CROSS APPEAL” was filed this 18th day of January, 2011, in
the following manner:

VIA INTERFERENCE WEB PORTAL:

https://acts.uspto.gov/ifiling/
The Board of Patent Appeals and Interferences
Madison Building East, 9th Floor
600 Dulany Street
Alexandria, VA 22314
Tel: 571-272-4683
Fax: 571-273-0042
E-mail: BoxInterferences@USPTO.GOV

VIA FIRST CLASS MAIL (Postage pre-paid):

The Office of Solicitor
United States Patent and Trademark Office
P.O. Box 15667
Arlington, VA 22215

January 18, 2011 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.

CERTIFICATE OF SERVICE

The undersigned hereby certifies that a copy of the paper entitled “CARTER NOTICE
OF FILING OF A NOTICE OF CROSS APPEAL” was served this 18th day of January, 2011,
via Interference Web Portal (https://acts.uspto.gov/ifiling/), on the Attorney of Record for Adair:

Doreen Yatko Trujillo, Esq.
Cozen O’Connor P.C.
1900 Market Street, 7th Floor
Philadelphia, PA 19103
Tel.: 215-665-6593
Fax: 215-701-2005
E-mail: dtrujillo@cozen.com

January 18, 2011 /Oliver R. Ashe, Jr./
Oliver R. Ashe, Jr.
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