
IN THE UNITED STATES DISTRICT COURT

FOR THE EASTERN DISTRICT OF VIRGINIA

Alexandria Division
J_L

APR - I 2013

[R\

VJ

JAPANESE FOUNDATION FOR CANCER

RESEARCH,

Plaintiff, CLERK, U.S. DISTRICT COURT
RICHMOND. VA

v.

THE HON. TERESA STANEK REA, in her
official capacity as Acting Under Secretary of
Commerce for Intellectual Property and Acting
Director of the United States Patent and

Trademark Office; and

THE UNITED STATES PATENT AND

TRADEMARK OFFICE,

Defendants.

Case No. I ' \2>0/W\*~

JURY TRIAL DEMANDED

COMPLAINT

Plaintiff Japanese Foundation for Cancer Research ("The Cancer Foundation"), by

counsel, respectfully states as follows for its Complaint against Defendants, The Hon. Teresa

Stanek Rea, in her official capacity as Acting Under Secretary of Commerce for Intellectual

Property and Acting Director of the United States Patent and Trademark Office (the "Director"),

and the United States Patent and Trademark Office (the "Agency") (collectively, the "PTO").

NATURE OF ACTION

1. Without the relief that it seeks, The Cancer Foundation faces loss of valuable

patent rights. This loss would be—both in fact and as a matter of law—irreparable. The Cancer

Foundation owns U.S. Patent No. 6,194,187 (the "Cancer Treatment Patent"). The Cancer

Treatment Patent is entitled "Aptosis-inducing protein and gene encoding the same." Aptosis

means cell death and is very important in the treatment of cancer. Because it induces aptosis, the
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protein that is the subject of The Cancer Treatment Patent represents an important advance in

medical science.

2. As issued by the PTO on February 27, 2001, The Cancer Treatment Patent was

scheduled to expire on April 17, 2017. Through no fault ofThe Cancer Foundation, however, a

disclaimer of the remaining term of The CancerTreatment Patent was submitted to the PTO by

mistake ("The Unauthorized Disclaimer"). The Unauthorized Disclaimer was submitted without

the knowledge or authorization of The Cancer Foundation. The Unauthorized Disclaimer was

submitted by patent counsel at the law firm of Foley & Lardner LLP ("U.S. Counsel") at the

direction of an attorney in Japan who—unbeknownst to U.S. Counsel at the time—did not have

permission from The Cancer Foundation to so instruct U.S. Counsel. Upon learning of The

Unauthorized Disclaimer, The Cancer Foundation instructed U.S. Counsel to withdraw it

forthwith. Thereafter, U.S. Counsel sought to withdraw The Unauthorized Disclaimer as

instructed by The Cancer Foundation. At that juncture, The Unauthorized Disclaimer had not yet

been processed by the PTO and was not yet a matter of public record.

3. On behalf of The Cancer Foundation, U.S. Counsel thereafter sought to retrieve

and withdraw The Unauthorized Disclaimer. The PTO, however, refused to permit withdrawal.

Instead, the PTO proceeded to make The Unauthorized Disclaimer a matter of public record for

the very first time. The PTO did so by posting The Unauthorized Disclaimer on its Patent

Application Information Retrieval Internet portal, located at the URL

http://portal.uspto.gov/external/portal/pair ("PAIR"). The PTO's posting of The Unauthorized

Disclaimer on PAIR was harmful to The Cancer Foundation. PAIR also reflected, however, the

fact that The Cancer Foundation had sought and was continuing to seek withdrawal of The

Unauthorized Disclaimer. As a result, a potential infringer of The Cancer Treatment Patent
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could not claim to be ignorant of the fact that the legitimacy of The Unauthorized Disclaimer

was very much in dispute.

4. Since posting The Unauthorized Disclaimer on PAIR, the PTO hasdenied a series

of petitions for reconsideration submitted on behalf ofThe Cancer Foundation. To make matters

worse, the PTO has now announced its intention to proceed with publication of The

Unauthorized Disclaimer in the Official Gazette. Such publication would cause further injury to

The Cancer Foundation because it would make The Unauthorized Disclaimer "official." Such

publication would also provide notice of the disclaimer to third parties—without also notifying

them that its validity is very much in dispute. As a result, a third party might rely or claim to

rely on The Unauthorized Disclaimer.

5. Both orally and in writing, The Cancer Foundation has notified the PTO that it

intends to seek judicial review of the PTO's actions pursuant to the Administrative Procedure

Act, 5 U.S.C. §§ 551 - 706 (the "APA"). Both orally and in writing, The Cancer Foundation has

asked the PTO to preserve the status quo pending judicial review. In particular, The Cancer

Foundation has asked the PTO not to publish The Unauthorized Disclaimer in the Official

Gazette until after this Court has had the opportunity to review the merits. Both orally and in

writing, the PTO has refused. As a practical matter, the PTO's refusal to preserve the status quo

pending judicial review would—unless enjoined—make it more difficult for The Cancer

Foundation to be awarded meaningful relief if this Court were to find that the actions of the PTO

are contrary to law and otherwise improper under the circumstances.

6. At this juncture, The Cancer Foundation has exhausted all administrative

remedies. By way of this complaint, The Cancer Foundation therefore seeks judicial review
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pursuant to 5 U.S.C. § 706 ("APA Section 706") and preservation of the status quo pending

judicial review pursuant to 5 U.S.C. § 705 ("APA Section 705").

7. On its face, the plain language of the statute cited by the PTO as the basis for its

refusal to permit withdrawal of the Disclaimer in fact authorizes the relief sought by The Cancer

Foundation. The statutory provision cited by the PTO is entitled "Certificate of Correction of

Applicant's Mistake" and is found at 35 U.S.C. § 255 ("Patent Act Section 255"). Patent Act

Section 255 provides as follows:

Whenever a mistake of a clerical or typographical nature, or of
minor character, which was not the fault of the Patent and
Trademark Office, appears in a patent and a showing has been
made that such mistake occurred in good faith, the Director may,
upon payment of the required fee, issue a certificate of correction,
if the correction does not involve such changes in the patent as
would constitute new matter or would require re-examination.
Such patent, together with the certificate, shall have the same
effect and operation in law on the trial of actions for causes
thereafter arising as if the same had been originally issued in such
corrected form.

The provisions of Patent Act Section 255 are thus analogous to Federal Rule of Civil Procedure

60(b). Rule 60(b) permits relief from a final judgment, order, or proceeding to correct errors

resulting from "mistake, inadvertence, surprise, or excusable neglect" or "any other reason that

justifies relief." Fed. R. Civ. P. 60(b).

8. Citing Patent Act Section 255, the PTO has refused to permit correction of The

Cancer Treatment Patent. In effect, the PTO has asserted that The Unauthorized Disclaimer is

not partof a patent that can be corrected pursuantto Patent Act Section 255. As a matter of law,

the PTO is clearly wrong. As a matter of law, a disclaimer—like the identityof the inventor, the

date of first use, and the prior art cited—is part of the patent. This is clear from the plain
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language of 35 U.S.C. § 253, entitled "Disclaimer" ("Patent Act Section 253"). Patent Act

Section 253 states as follows:

(a) In General.— Whenever a claim of a patent is invalid the
remaining claims shall not thereby be rendered invalid. A patentee,
whether of the whole or any sectional interest therein, may, on
payment of the fee required by law, make disclaimer of any
complete claim, stating therein the extent ofhis interest in such
patent. Such disclaimer shall be in writing, and recorded in the
Patent and Trademark Office; and it shall thereafter be considered
as part ofthe original patent to the extent of the interest possessed
by the disclaimant and by those claiming under him.

(b) Additional Disclaimer or Dedication.— In the manner set forth
in subsection (a), any patentee or applicant may disclaim or
dedicate to the public the entire term, or any terminal part of the
term, of the patent granted or to be granted.

(emphasis added). Indeed, the PTO itself has previously interpreted Patent Act Section 255 as

permitting use of the statutory procedure for certificates of correction to withdraw terminal

disclaimers that were filed in error, even after the disclaimer was published in the Official

Gazette. Carnegie Mellon Univ. v. Schwartz, 105 F.3d 863 (3d Cir. 1993).

9. If allowed to stand uncorrected, the PTO's refusal to permit withdrawal of The

Unauthorized Disclaimer would effectively amend the statute by administrative fiat. As

amended by the PTO, Patent Act Section 253 would instead say that a disclaimer "shall

thereafter npi be considered as part of the original patent." Patent Act Section 255 would, as

amended by the PTO, permit correction of any part of a "patent except a disclaimer." Needless

to say, such amendments to the statute would require an Act of Congress—not an arbitrary and

capricious decision of the PTO.

10. Even if the PTO lacked statutory authority to permit withdrawal of The

Unauthorized Disclaimer under Patent Act Section 253 and correction of The Cancer Treatment

Patent under Patent Act Section 255, the PTO has discretion to do under 37 C.F.R. §§ 1.182 and
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1.183. The PTO's refusal to permit withdrawal or correction is, under these facts and

circumstances, an abuse of discretion.

PARTIES

(The Cancer Foundation)

11. The Cancer Foundation is a non-profit charity organized under the laws of Japan

with its principal place of business located at 3-8-31, Ariake, Koto, Tokyo 135-8550, Japan.

12. The Cancer Foundation was established in 1908 as the first institute in Japan

specializing in cancer research. Through its research institutes and affiliated hospital, The

Cancer Foundation is recognized internationally as a leader in research and treatment of cancer.

The work of The Cancer Foundation is funded, in part, by royalties collected from licensing its

intellectual property.

13. The intellectual property from which The Cancer Foundation collects royalties

includes The Cancer Treatment Patent—the viability of which is now in jeopardy because of the

conduct of the PTO at issue in this case. The Cancer Treatment Patent arose from research

conducted by The Cancer Foundation and is owned by The Cancer Foundation through

assignment from the inventors.

(The PTO)

14. The Agency is a federal agency within the United States Department of

Commerce. The Agency is located at 600 Dulany Street, Alexandria, Virginia 22314.

15. The Director is the Acting Under Secretary of the United States Department of

Commerce and Acting Director of the Agency. The Director's office is located within the

Agency at 600 Dulany Street, Alexandria, Virginia 22314. The Director is named as a party

defendant in her official capacity only.

4851-0785-3843.4

Case 1:13-cv-00412-AJT-TRJ   Document 1   Filed 04/01/13   Page 6 of 33 PageID# 6



JURISDICTION AND VENUE

16. This action arises under a federal statute, the APA.

17. This Court has jurisdiction and is authorized to issue the relief sought under 5

U.S.C. §§ 701-706 and/or 28 U.S.C. §§1331, 1338(a), 1361, and 2201-2202.

18. Venue is proper in this District and in this Division pursuant to 35 U.S.C. § 1(b),

28 U.S.C. § 1391(e), and Local Rule 3(c).

FACTS COMMON TO ALL COUNTS

(The Cancer Foundation's
Ownership and Licensing ofThe Cancer Treatment Patent)

19. The Cancer Treatment Patent was issued on February 27, 2001 to its inventor and

assigned to The Cancer Foundation. As issued, The Cancer Treatment Patent had a term that did

not expire until April 17, 2017. Following issuance ofThe Cancer Treatment Patent,The Cancer

Foundation licensed rights to practice The Patent to two pharmaceutical companies: Kyowa

Hakko Kirin, Inc. ("KHK") and Cama Biosciences ("Cama") (collectively, the "Licensees").

The rights granted to the Licensees by The Cancer Foundation did not include the right to

disclaim the Cancer Treatment Patent. A single telephone conversation with one of the

Licensees, however, and a series of misunderstandings led to the filing of Unauthorized

Disclaimer—an error that The Cancer Foundation has been unable to have the PTO correct. To

the contrary, the PTO has compounded the initial error and made it worse.

(Submission of the Unauthorized Disclaimer by Mistake Upon Direction
of Japanese Patent Counsel for Licensee KHK)

20. In 2011, in-house counsel at Licensee KHK called its Japanese attorney at its

outside counsel, Kyowa Patent and Law Office ("Japanese Licensee Counsel"). (The fact that

the first word of Licensee BCHK's name—Kyowa—is the same as the first word of the name of

the law firm is coincidental. The two entities are not under common ownership or otherwise
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affiliated with one another.) The purpose of the call was to inquire generally about the process

of filing a disclaimer underU.S. patent laws. KHKneitherexpressed nor implied a request for a

disclaimer of any patent, including The Cancer Treatment Patent. Upon completion of the

telephone conversation, however, the attorney at Japanese Licensee Counsel concluded—

mistakenly—that KHK's in-house patent counsel had orally requested that a disclaimer be filed

on behalf of The Cancer Foundation. Japanese Licensee Counsel did not seek any form of

written request or confirmation from KHK. Nor did Japanese Licensee Counsel attempt to

contact the patentowner, The Cancer Foundation. Instead, Japanese LicenseeCounsel instructed

U.S. Counsel to "abandon the captioned patent positively and invalidate this patent before the

case lapses by non-payment of the next maintenance fees, which will be due on August27,

2012."

21. On October 11, 2011, U.S. Counsel submitted The Unauthorized Disclaimer to

the PTO as requested and sent a copy to Japanese Licensee Counsel. Japanese Licensee Counsel

thereafter forwarded a copy of The Unauthorized Disclaimer to KHK. As soon as KHK learned

of The Unauthorized Disclaimer, it recognized the submission as having been made in error.

Neither The Cancer Foundation nor KHK had requested or authorized such a disclaimer to be

filed and, in fact, did not want such a disclaimer filed. Moreover, under its license agreement

with The Cancer Foundation, KHK did not even have the authority to disclaim The Cancer

Patent.

(The Cancer Foundation's Petition to the PTO to
Permit Withdrawal ofThe Unauthorized Disclaimer)

22. On November 30, 2011, after receiving a copy of The Unauthorized Disclaimer,

KHK's in-house patent counsel explained to Japanese Licensee Counsel that it never had been

authorized or instructed to disclaim The Cancer Treatment Patent. Accordingly, KHK's in-house
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patent counsel instructed Japanese Licensee Counsel to take all necessary steps to withdraw The

Unauthorized Disclaimer and restore all rights to The Cancer Treatment Patent.

23. That same day, November 30, 2011, Japanese Licensee Counsel sent a fax to U.S.

Counsel marked "EXTREMELY URGENT." The November 30, 2011 fax inquired whether the

effect of The Unauthorized Disclaimer could be nullified and—if so—what the deadline was. In

response, U.S. Counsel proposed filing a petition with the PTO to permit withdrawal of The

Unauthorized Disclaimer.

24. On December 1, 2011, Japanese Licensee Counsel instructed U.S. Counsel to

prepare such a petition. Before doing so, U.S. Counsel confirmed that—as of December 5,

2011—the PTO had not published The Unauthorized Disclaimer or otherwise made it a matter of

public record anywhere. In particular, The Unauthorized Disclaimer was not—as of December

5, 2011—available on PAIR. Nor had it been published in the Official Gazette as of December

5,2011.

25. Accordingly, on December 9,2011, U.S. Counsel sent Japanese Licensee Counsel

a draft entitled "Petitions Under 37 C.F.R. § 1.182 and § 1.183 ("The Cancer Foundation's

Petition to the PTO to Permit Withdrawal ofThe Unauthorized Disclaimer").

26. On December 13, 2011, Japanese Licensee Counsel approved the draft petition.

That same day, U.S. Counsel proceeded to file The Cancer Foundation's Petition to the PTO to

Permit Withdrawal ofThe Unauthorized Disclaimer in the form attached as Exhibit A.

(The PTO's Refusal to Permit
Withdrawal of The Unauthorized Disclaimer)

27. On January 17, 2012, the PTO issued the Petition Decision attached as Exhibit B

(the "PTO's Refusal to Permit Withdrawal ofThe Unauthorized Disclaimer").
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(The Cancer Foundation's Petition to the PTO to
Prevent Publication ofThe Unauthorized Disclaimer in the Official Gazette)

28. On February 27, 2012, U.S. Counsel filed "Petitions under 37 C.F.R. § 1.182 and

§ 1.183" in the form attached as Exhibit C ("The Cancer Foundation's Petition to the PTO to

Prevent Publication ofThe Unauthorized Disclaimer in the Official Gazette").

(The Cancer Foundation's Petitions for Reconsideration of
The PTO's Refusal to Permit Withdrawal ofThe Unauthorized Disclaimer)

29. Thereafter, The Cancer Foundation sought reconsideration of the PTO's Refusal

to Permit Withdrawal of The Unauthorized Disclaimer. On March 16, 2012, U.S. Counsel filed

a "Request for Reconsideration of Decision on Petition or, in the Alternative, Petition under 37

C.F.R. §§ 1.182 and 1.183 to Invoke the Discretion of the Director and Suspend the Rules" in the

form attached as Exhibit D ("The Cancer Foundation's Petition for Reconsideration of The

PTO's Refusal to Permit Withdrawal of The Unauthorized Disclaimer"). This petition was

accompanied by sworn declarations in support of the relief sought.

30. For several months thereafter, both of the pending petitions—The Cancer

Foundation's Petition to the PTO to Prevent Publication of The Unauthorized Disclaimer in the

Official Gazette and The Cancer Foundation's Petition for Reconsideration of The PTO's

Refusal to Permit Withdrawal of The Unauthorized Disclaimer—languished at the PTO.

Accordingly, on August 7, 2012, U.S. Counsel met with Nancy Johnson, the attorney in the PTO

Office ofPetitions assigned to the case, and Anthony Knight, Director of the Office ofPetitions.

31. Thereafter, on August 30, 2012, U.S. Counsel filed the "Supplemental Petition for

Reconsideration" attached as Exhibit E ("The Cancer Foundation's Supplemental Petition for

Reconsideration of The PTO's Refusal to Permit Withdrawal of The Unauthorized Disclaimer").

For several months thereafter, the PTO took no action with respect to the three Petitions that The

Cancer Foundation had pending at the Agency.
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(The PTO's Final Agency Decision Denying the Cancer Foundation's Petitions and
Ordering Publication ofThe Unauthorized Disclaimer in the OfficialGazette)

32. On February 22, 2013, the PTO issued the "Final Agency Decision" attached as

Exhibit F (the "PTO's Final Decision"). The PTO's Final Decision denied all requests for

relief, stated that it was reviewable pursuant to the APA, and ordered publication of The

Unauthorized Disclaimer in the Official Gazette.

(The PTO's Ongoing Refusal to Preserve the Status Quo By
Withholding Publication in the Official Gazette Pending Judicial Review)

33. On March 14, 2013, The Cancer Foundation filed the "Request to Withhold

Recordation and Publication of the Notice of Unauthorized Disclaimer in the Official Gazette,

Pending Judicial Review of the Agency's Decision, or in the Alternative, Petitions Under 37

C.F.R. §§ 1.182 and 1.183 to Invoke the Discretion of the Director and Suspend the Rules"

attached as Exhibit G.

34. On March 21, 2013, the PTO denied The Cancer Foundation's request by way of

the ruling attached as Exhibit H. Unless enjoined by this Court, the PTO apparently intends to

publish The Unauthorized Disclaimer in the Official Gazette during the pendency of The Cancer

Foundation's appeal.

APPLICABLE LAW

(APA Section 706 Empowers this Court to
Correct the PTO's Erroneous Decisions)

35. APA Section 706 authorizes this Court to correct the PTO's erroneous

interpretation of its statutory authority:

To the extent necessary to decision and when presented, the
reviewing court shall decide all relevant questions of law, interpret
constitutional and statutory provisions, and determine the meaning
or applicability of the terms of an agency action. The reviewing
court shall—
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(1) compel agency action unlawfully withheld or
unreasonably delayed; and

(2) hold unlawful and set aside agency action, findings, and
conclusions found to be—

(A) arbitrary, capricious, an abuse of discretion, or
otherwise not in accordance with law;

(B) contrary to constitutional right, power, privilege, or
immunity;

(C) in excess of statutory jurisdiction, authority, or
limitations, or short of statutory right;

(D) without observance of procedure required by law;

(E) unsupported by substantial evidence in a case subject to
sections 556 and 557 of this title or otherwise reviewed on the

record ofan agency hearing provided by statute; or

(F) unwarranted by the facts to the extent that the facts are
subject to trial de novo by the reviewing court.

In making the foregoing determinations, the court shall
review the whole record or those parts of it cited by a party, and
due account shall be taken ofthe rule ofprejudicial error.

5 U.S.C. § 706.

(APA Section 705 Authorizes this Court to
Preserve the Status Quo Pending Judicial Review)

36. On its face, APA Section 705 authorized the PTO to preserve the status quo by

withholding publication of The Unauthorized Disclaimer in the Official Gazette. See 5 U.S.C. §

705: "When an agency finds that justice so requires, it may postpone the effective date of action

taken by it, pending judicial review." In its Final Decision, however, the PTO refused to

preserve the status quo.
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37. This Court is similarly empowered by APA Section 705 to preserve the status quo

pending judicial review:

On such conditions as may be required and to the extent necessary
to prevent irreparable injury, the reviewing court, including the
court to which a case may be taken on appeal from or on
application for certiorari or other writ to a reviewing court, may
issue all necessary and appropriate process to postpone the
effective date of an agency action or to preserve status or rights
pending conclusion of the review proceedings.

5 U.S.C. § 705.

(The Rule 65 Factors Governing Preliminary Injunctive Relief
Warrant Preservation of the Status Quo Pending Judicial Review)

38. Preservation of the status quo is also warranted under Federal Rule of Civil

Procedure 65 as interpreted by the Fourth Circuit. Until recently, motions for preliminary

injunctive relief in the Fourth Circuit were governed by the "balance of hardships" test

articulated by the Fourth Circuit in Blackwelder Furniture Co. v. Seilig Mfg. Co., 550 F.2d 189

(4th Cir. 1977). The Blackwelder "balance of hardships" test has been superseded by the

Supreme Court's decision in Winter v. Natural Res. Def. Council, 555 U.S. 7 (2008). See Real

Truth About Obama, Inc., v. Fed. Election Comm'n, 575 F.3d 342, 346 (4th Cir. 2009), vacated

onothergrounds, 130 S.Ct. 2371 (2010), reissued in relevantpart, 607 F.3d 355 (4th Cir. 2010)

39. Notwithstanding Winter, the threat of irreparable harm remains "the single most

importantprerequisite for the issuance of a preliminary injunction." 11A CharlesAlan Wright,

Arthur R. Miller & Mary Kay Kane, Federal Practice and Procedure§ 2948, at 135 n.12 (2d ed.

1995)(emphasis added). Cf. Leatherwood v. Cohen, No. 2:20 CV 1593, 2010 WL 4721132

(D.S.C. Oct. 13, 2010) (refusing to issue preliminary injunction after considering only whether

plaintiff had demonstrated a likelihoodof irreparable harm); lacono v. Croom, No. 5:10 CV 416,

No. 2010WL 3984601 (E.D.N.C. Oct. 8, 2010) (listing all four factors and granting preliminary
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injunction after emphasizing that denial would result in irreparable harm to plaintiff); see also

Qingdao Taifa Grp. Co., Ltd. v. United States, 581 F.3d 1375 (Fed. Cir. 2009) (noting the

importanceof a showing of irreparable harm for preliminary injunctive relief in the anti-dumping

context).

40. Following Winter, U.S. district courts in the Fourth Circuit continue to follow the

teaching ofBlackwelder that, upon a showing of irreparable harm and the other prerequisites for

preliminary injunctive relief, "it is a sound idea to maintain the status quo ante litem, provided

that it can be done without imposing too excessive an interim burden upon the defendant, for

otherwise effective relief may become impossible." 550 F.2d at 194-95. See, e.g., N. C. Wildlife

Fed'n v. N.C. Dep't ofTransp., No. 5:10 CV 476, 2010 WL 5477676 (E.D.N.C. Dec. 30, 2010);

Am. Whitewater v. Tidwell,No. 8:09-cv-02665,2010 WL 5019879 (D.S.C. Dec. 2, 2010); Brown

v. Young, No. 7:09 CV 277, 2009 WL 2382530 (W.D. Va. July 31, 2009). Each of the four

factors governing preliminary injunctive relief in the Fourth Circuit warrants preserving the

status quo by preventing publication of The Unauthorized Disclaimer in the Official Gazette

pending trial.

41. Without the relief it seeks, The Cancer Foundation faces irreparable harm. This

harm includes loss of patent rights for the remaining term of the Cancer Treatment Patent. The

injury faced by The Cancer Foundation is not limited to loss of royalty income, which could be

difficult to quantify. The Cancer Foundation also faces injury to its relationships with patent

owners and licensees alike.

42. In contrast, the PTO would suffer no harm if ordered to withhold publication

pending judicial review. To the contrary, APA Section 705 specifically authorizes the PTO to
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preserve the status quo. Yet the PTO refuses to abide by the procedural rules and substantive

laws to which it clearly is subject.

43. The Cancer Foundation is likely to succeed on the merits. The plain language of

Patent Action Section 255 authorizes the PTO to permit correction of The Cancer Treatment

Patent so that it does not include The Unauthorized Disclaimer. By administrative fiat, the PTO

has effectively amended Patent Action Section 255 and the provision of the statute dealing with

disclaimers, Patent Act Section 253. The PTO has also abused its discretion under 37C.F.R.

§§ 1.182 - 183 to refuse to permit withdrawal of The Unauthorized Disclaimer, a power that

exists even if the PTO did not have the express statutory authority to do so. The PTO's stated

justifications for the Final Decision will not withstand scrutiny and are erroneous as a matter of

law under the authorities cited in The Cancer Foundation's prior submissions to the PTO and for

the reasons set forth herein.

44. Finally, the relief sought by The Cancer Foundation is in the public interest. The

public interest in patent protection is enshrined in the Constitution. The public also has an

interest in regularity of agency procedures.

(The PTO's Final Decision Rests on an
Erroneous Interpretation of the Law of Principal and Agent)

45. As a matter of law, The Cancer Foundation is not bound by the actions of

Japanese Licensee Counsel that were not authorizedeven by the Licensee, KHK—much less by

The Cancer Foundation. In Downey v. Hicks, 55 U.S. 240, 248 (U.S. 1853), for example, the

SupremeCourt held that "an agent is bound to act in accordance with his authority, to make his

acts binding on his principal. If the agent exceeds his authority, his principal is not bound by his

act, so exceeding his authority, unless the principal afterwards ratify his acts."
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46. Ignoring such precedents, the PTO's Final Decision finds such lack ofauthority to

be irrelevant. Instead, the PTO insists "that miscommunications between attorneys and clients

do not excuse the actions of the representative," citing Link v. Wabash Railroad Co., 370 U.S.

626, 633-34 (1962). The Final Decision further states that"[t]he Office is not the proper forum

for resolving theissue of whether thedisclaimer was filed perthe intentions of thepatentee. The

inquiry ended at the Office when the disclaimer was filed by an attorney of record for an

assignee of record." Id. In this case any"miscommunication" with U.S. Counsel did not involve

The Cancer Foundation. Instead, it occurred with Japanese Licensee Counsel, who simply

lacked proper authority.

47. Moreover, the facts of this case make it easily distinguishable from Link. In Link,

a district court sua sponte dismissed with prejudice the oldest case on its docket for failure to

prosecute afterthe attorney failed to appear for a pretrial conference. The casehad been pending

for six years, and the attorney had failed to appear multiple times (often unexcused), despite

multiple attempts to schedule. The party whose claims were dismissed had retained the counsel

and therefore could or should have been aware of the unreasonable delay.

48. Tellingly, the Supreme Court in Link also noted the availability of relief under the

procedural equivalent of Patent Act Section 255, Federal Rule ofCivil Procedure 60(b). See 370

U.S. at 632. In Primbs v. United States. 4 CI. Ct. 366 (Court of Claims 1984), where the court

grantedrelief under Rule 60(b), finding that"Link's holding concerned the trial court's discretion

to dismiss a case for failure to prosecute, and not the wholly separate issue of it power to vacate

such ajudgement." Id. at 369. The PTO's Final Decision, in contrast, forecloses the possibiHty of

any relief.
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49. The Supreme Court itself has since distinguished Link in Maples v. Thomas 565

U.S. , 132 S.Ct. 912 (2012). In Maples, communication errors led to a plaintiff being

unaware of the actions or inactions of his designated attorney. Those extraordinary

circumstances, and the interests of justice, warranted excusing the errors. Similar extraordinary

circumstances are also present here..

50. The PTO's Final Decision simply ignores the statute, Supreme Court precedents

such as Maples, and the interests of justice. Instead, the PTO simply declares the facts that

prompted submission of The Unauthorized Disclaimer to be an irrelevant. It "is not the proper

forum for resolving the issue of whether the disclaimer was filed per the intentions of the

patentee. The inquiry ended at the Office when the disclaimerwas filed by an attorneyof record

for an assignee of record." See Final Decision, p. 9. Under this reading of the statute, the PTO

would not even consider fraud even though "deceptive intent" is a factor specifically enumerated in

Patent Act Section 253.

51. Contrary to the assertion of the PTO's Final Decision, no provision of Patent Act

Section 253 "reflects an imperative" (p. 5), that precludes permitting withdrawal of The

Unauthorized Disclaimer. On its face, the statute contains no such "imperative." Indeed, it is

questionable whether the statute even permitted the PTO to record The Unauthorized Disclaimer

in the first place. Patent Act Section 253 requires that a disclaimer to be filed by the "patentee."

Before it posted The Unauthorized Disclaimer to PAIR, the PTO was already on notice that it

had been submitted without the knowledge or consent of the patentee, The Cancer Foundation.

See The Cancer Foundation's Petition to the PTO to Permit Withdrawal of The Unauthorized

Disclaimer, attached as Exhibit A. No provision of the statute says that a disclaimer cannot be

withdrawn where the "patentee" never sought a disclaimer in the first place. To the contrary,
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Patent Act Section 253 requires that any disclaimerbe "without deceptive intention." The PTO's

unwillingness to consider the patentee's "intent" is therefore completely at odds with the

mandate of the statute. Further, it is apparently at odds with prior PTO practice to correct such

errors. See Carnegie Mellon, 105 F.3d at 866.

52. The PTO's Final Decision is also at odds with the requirement in Patent Act

Section 253 that the disclaimer "shall be in writing and recorded in the Patent and Trademark

Office, and it shall thereafter be considered as part of the original patent." Even if it had been

"recorded," The Unauthorized Disclaimer could be withdrawn. No provision of the statute says

that a disclaimer—once filed and "recorded"—is irrevocable. Federal courts have soundly

rejected that proposition. See King Pharmaceuticals, Inc., v. TEVA Pharmaceuticals USA, Inc.,

409 F. Supp. 2d 609, 612-15 (D.N.J. 2006) (finding that terminally disclaimed patents under

section 253 are not barred from obtaining a section 153 extension).

53. Because a disclaimer that has been recorded becomes part of a patent that is subject

to correction under Patent Act Section 255, it is hardly surprising that Patent Act Section 253 itself

contains no provision that expressly permits withdrawal.

54. Nor is there any merit to the PTO's attempt to draw a distinction between a patent

application and a granted patent. The Final Decision asserts that "this is not the unhappy

circumstance where a terminal disclaimer is filed in error prior to the grant of the patent" (n. 6)

but an error associated with a granted patent. The jurisdiction of the PTO does not end,

however, with the grant of a patent. Otherwise no subsequent disclaimer could ever be filed.

Moreover, the PTO has the authority to engage in post-grant review and modification through

reissue, reexamination and certificates of correction. The PTO also can declare an interference

between an issued patent and an application. Concerning patent terms, the PTO can reduce or
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extend the term of an issued patent through patent term extension, patent term adjustment, and

terminal disclaimers.

55. In this case, the PTO has clearly accepted as within its jurisdiction the filing and

processing of both a terminal disclaimer and a petition to withdraw the terminal disclaimer.

Having asserted jurisdiction to accept an erroneously filed and invalid disclaimer, the PTO

cannot now declare that it lacks jurisdiction to correct the error.

56. Indeed, the PTO has inherent authority to reconsider and set aside an earlier

decision or action authorized by statute. "[C]ourts have uniformly concluded that administrative

agencies possess inherent authority to reconsider their decisions, subject to certain limitations,

regardless of whether they possess explicit statutory authority to do so." Tokyo Kikai

Seisakusho, Ltd. v. UnitedStates, 529 F.3d 1352, 1360-61 (Fed. Cir. 2008) (citing Macktal v.

Chao, 286 F.3d 822, 825-26 (5th Cir. 2002) ("[Y\X is generally accepted that in the absence of a

specific statutory limitation, an administrative agency has the inherent authority to reconsider its

decisions.") (collecting cases); Alberta Gas Chems., Ltd. v. Celanese Corp., 650 F.2d 9, 12 (2d

Cir. 1981) (discussing "the inherent power of any administrative agency to protect the integrity

of its own proceedings"); (additional citation omitted)). In addition, the Supreme Court has said

that an "agency, like a court, can undo what is wrongfully done by virtue of its order." United

Gas Improvement Co. v. Callery Properties, 382 U.S. 223, 229 (1965).

57. InBookman v. United States, the Court of Claims' similarly explained as follows:

It is often the case that reconsideration of a prior decision, within a
reasonable period of time, is absolutely essential to the even
administration of justice. For example, it may be imperative for the
tribunal to consider new developments or newly discovered evidence in

The Courtof Claimsis a predecessor of the Federal Circuit. Accordingly, its decisions are binding on the
Federal Circuit. See Gevyn Constr. Corp. v. United States, 827 F.2d752, 754n.2(Fed.Cir. 1987).
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order to facilitate the orderly and just resolution of conflict. More
frequently, reconsideration is often the sole means of correcting errors of
procedure or substance.

453 F.2d 1263, 1265 (Ct. CI. 1972) (emphasis added). The Court of Claimstherefore observed

that "it is the general rule that '[e]very tribunal, judicial or administrative, has some power to

correct its own errors or otherwise appropriately to modify its judgment, decree, or order.'" Id.

(emphasis added) (quoting Kenneth Culp Davis, 2 Administrative Law Treatise § 18.09

(1958)). The "newly revealed information" before the Department of Commerce in Tokyo Kikai

was characterized by the court as fraud. The inherent authority of any federal agency to

reconsider incorrect decisions is not, however, limited to situations involving fraud. Fraud was

not a factor in Bookman. And as the Federal Circuit held in Borlem S.A.-Empreedimentos

Industrials v. UnitedStates, 913 F.2d 933 (Fed. Cir. 1990), "[f]raud may be more egregious than

mere error, but this court sees no legal error in the Court of International Trade having exercised

its power to correct an error uncovered after appeal that is based on other than fraud." Id. at 941.

58. Consistent with the longstanding principle articulated in Tokyo Kikai, Bookman,

and Borlem, the PTO has inherent authority to reconsider the propriety and legitimacy of The

Unauthorized Disclaimer. Again, the PTO has previously processed this disclaimer under its

express authority in Patent Act Section 253. To paraphrase Tokyo Kikai, the "power to

reconsider" whether a disclaimer was valid "is inherent in the power to decide" whether to

accept and record a valid disclaimer in the first place. 529 F.3d at 1360.

59. Patent Act Section 253 states that a "patentee, whether of the whole or any

sectional interest therein, may, on payment of the fee required by law, make disclaimerof any

complete claim, stating therein the extent of his interest in such patent." (emphasis added).

Therefore, if facts later discovered show that the disclaimer was filed by someoneother than the

"patentee" or by a representative acting without authority and contrary to the true intention of the
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"patentee," then the PTO is empowered under its inherent authority to reconsider and set aside

the erroneous recordation, in the interest of "the even administration of justice." Bookman, 453

F.2d at 1265. As the Court of Claims observed in Bookman, "reconsideration is often the sole

means ofcorrecting errors ofprocedure or substance." Id.

60. As the sole agency authorized by Congress to record disclaimers under Patent Act

Section 253, the PTO is expected to administer the statute correctly and fairly. The PTO

therefore has "the inherent power ... to protect the integrity of its own proceedings." Alberta

Gas, 650 F.2d at 12. Indeed, it is hard to imagine a clearer case for the PTO's exercise of this

inherent power than this one. Someone other than the patentee set into motion a series of events

that— through no fault or knowledge of the patentee—resulted in a disclaimer that the patentee

never authorized or even knew about until after the disclaimer was submitted. Such

unauthorized filings call into question the very integrity of the PTO's recordation system.

Though short of actual fraud, the mistake in this case is both an "error[] of procedure [and]

substance" that is correctable under Bookman. See 453 F.2d at 1265. It is also an "error . . .

based on other than fraud" that is correctable under Borlem. See 913 F.2d at 941 (holding that

agency reconsideration is not limited to fraud).

61. It is not dispositive whether, as the PTO now contends, correction of The

Unauthorized Disclaimer did not fall squarely within the scope of other post-issuance procedures

to correct different types of errors in a patent—such as certificate of correction (35 U.S.C.

§ 255), reissue (35 U.S.C. § 251), and reexamination (35 U.S.C. § 305). The availability of such

procedures cannot strip the PTO of its inherent authority to reconsider the correctness of a

disclaimer recorded under Patent Act Section 253. These other statutory procedures do not

diminish thePTO's inherent authority to reconsider and withdraw an invalid disclaimer, anyless
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than in Tokyo Kikai where the express statutory mechanisms for initiating "[rjeviews based on

changed circumstances"2 did not deprive the Commerce Department of its inherent authority to

reconsider its decision for reasons other than those expressly provided for in the statute. Tokyo

Kikai, 529 F.3d at 1360. Similarly, in Borlem, the express statutory process to undertake

reconsideration3 did not preclude the International Trade Commission from revisiting its earlier

decision to correct an error for different reasons. 913 F.2d at 940-41. Like the additional

statutory mechanisms of review available in Tokyo Kikai and Borlem, the additional statutory

relief available to patentees by way of correction (35 U.S.C. § 255), reissue (35 U.S.C. § 251),

and reexamination (35 U.S.C. § 305) in no way robs the PTO of its inherent authority to

reconsider a disclaimer under 35 U.S.C. § 253.

62. In this case, the general limitations on an agency's inherent authority are

"uncontroversial" and "not at issue," just as they were in Tokyo Kikai. 529 F.3d at 1361. Thus,

no statute prohibits the PTO's reconsideration of a disclaimer. Nor would the PTO, in granting

the remedy sought by The Cancer Foundation, thereby fail to follow any procedures specified in

any statute. To the contrary, by exercising its rulemaking authority under 35 U.S.C. § 2(b)(2),

the PTO has promulgated 37 C.F.R. §§1.182-183. These regulations set forth well-established

procedures for seeking relief in "[a]ll situations not specifically provided for in the regulations,"

as well as in "an extraordinary situation, when justice requires" suspension or waiver of the

rules. This familiar procedure was followed by The Cancer Foundation. Finally, no disclaimer

2Tokyo Kikai, 529 F.3d at 1360 (stating that § 1675(b)(1) "sets forth only three situations in which such
reviews are appropriate, none of which encompasses the situation here" and that "TKS is correct, and the parties do
notdispute, that § 1675(b)(1) does not expressly provide for a changed circumstances review of thetype conducted
here").

3Borlem, 913 F.2d at 939 ("[T]he Commission reported to the court that it had no authority to undertake
reconsideration of itsdecision except for the process provided for under 19 U.S.C. § 1675 (1980) (Section 751 of the
Tariff Act of 1930) whichwasnot applicable in the circumstances").
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has been recorded to date in the Official Gazette. Any member of the public viewing this

proceeding on PAIR wouldbe on notice of The Cancer Foundation's petitions filed on December

13, 2011, February 28, 2012, and March 16, 2012. In short, the PTO's exercise of its inherent

authority in this case would fall comfortably within the permissible bounds articulated in Tokyo

Kikai.

63. Moreover, the PTO has exercised its inherent authority in similar post-issuance

contexts, even in the absence of express statutory authority. For example, on its face, the inter

partes reexamination statute, 35 U.S.C. §§311-14, provides no express ability to review a

decision either granting or denying a reexamination request. In fact, 35 U.S.C. § 312(c) states:

"A determination by the Director under subsection (a) shall be final and non-appealable."

(emphasis added). The referenced subsection states that "the Director shall determine whether a

substantial new question of patentability affecting any claim of the patent concerned is raised by

the request." Id. § 312(a). Thus, a determination that a request either does or does not raise a

substantial new question of patentability is "final and non-appealable" under § 312(c).

64. Notwithstanding the foregoing statutory provision, the PTO routinely allows

patent owners to file petitions under 37 C.F.R. § 1.181 to reconsider and vacate a reexamination

order. See Manual of Patent Examining Procedures § 2646 ("A petition under 37 CFR

1.181 may, however, be filed to vacate an ultra vires reexamination order, such as where the

order for reexamination is not based on prior art patents and printed publications") (emphasis

added). The Manual lists six additional examples of petitionable errors that the PTO has

identified as grounds to vacate an otherwise"final andnon-appealable" reexamination order.

65. A similar mechanism to reconsider an erroneous reexamination order is available

in ex parte reexamination, notwithstanding similar "final and nonappealable" language in 35
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U.S.C. § 303(c). See MPEP § 2246, listing petitionable errors (A) - (F) ("A petition under 37

CFR 1.181 may, however, be filed to vacate an ultra vires reexamination order, such as where

the order for [ex parte] reexamination is not based on prior art patents and printed

publications.").

66. In the absence of express statutory authority to reconsider and vacate an inter

partes or ex parte reexamination order, and in the face of statutory language making such

determinations "final and non-appealable," the PTO nevertheless allows parties to file petitions

seeking to reconsider and vacate such determinations. Because the governing statute provides no

express authorization for the PTO to reconsider such "final and non-appealable" determinations,

the PTO's ability to do so necessarily flows from the principle that the "power to reconsider is

inherent in the power to decide." Tokyo Kikai, 529 F.3d at 1360.

(The Case Law Cited in the Final Decision Does Not
Deprive the PTO of Jurisdiction or Prevent It From Granting Relief

Under These Extraordinary Circumstances)

67. The Final Decision cited three cases for the proposition that that PTO lacks both

jurisdiction over the present issue, and the ability to grant the specific relief requested:

a. Bayer AG v Carlsbad Technology Inc., 298 F.3d 1377 (Fed. Cir. 2002);

b. Leggett v. Avery, 101 U.S. 256 (1879); and

c. Altoona Publix Theatres v American Tri-Ergon Corp., 294 U.S. 477

(1935).

None of these three cases, however, supports the contrived reading of them adopted by the PTO

in an attempt to justify its refusal to grant the relief sought by The Cancer Foundation.

68. According to The Final Decision, Bayer underlies the PTO's policy against

granting a request to withdraw or amend a recorded disclaimer. In this case, however, The
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Unauthorized Disclaimer has yet to be recorded. It will only be recorded ifthe PTO is permitted

to proceed with its stated intention of publishing The Unauthorized Disclaimer in the Official

Gazette.

69. Even if The Unauthorized Disclaimer had been "recorded," Bayer warrants a

resultdirectly contrary to that of the Final Decision. The patentee in Bayer had filed a terminal

disclaimer of a later patent tied to the term of an earlier patent, and published in the Official

Gazette an expiration date of October 2002. Upon a change in the law affecting patent term,

Bayer filed an amended terminal disclaimer to change the effect of the first terminal disclaimer

to December 2003. In Bayer, the PTO reasoned that a terminal disclaimer cannot be withdrawn

or amended because it is part of the file. The PTO nevertheless concluded that the effect of the

disclaimer could be changed by subsequent action. Accordingly, the PTO regarded the

"amended terminal disclaimer" as a petition, granted the petition, and "corrected its records to

indicate ... a December 2003" date. Bayer, 298 F.3d at 1381. The district court and court of

appeals both found that this action was within the legitimate discretion of the PTO. Bayer

demonstrates that, even if the PTO cannot withdraw a properly filed and recordeddisclaimer, the

PTO can modify its effect through subsequent action. Under Bayer, the PTO in fact has the

power to fashion an appropriate remedy for the unfortunate circumstances in which The Cancer

Foundation now finds itself. In any event, The Unauthorized Disclaimer at issue here was in fact

never properly filed and recorded, as it was unwittingly filed without authorityof the patentee.

70. The Final Decision (see p. 6) invokes Leggett as the basis for "the principle

against recapturing something that has been intentionally dedicated to the public." (emphasis

added). In this case, however, The Cancer Foundation did not "intentionally dedicate" anything

25
4851-0785-3843.4

Case 1:13-cv-00412-AJT-TRJ   Document 1   Filed 04/01/13   Page 25 of 33 PageID# 25



"to the public". Rather, persons acting outside their scope of authority, in error, filed The

Unauthorized Disclaimer from which The Cancer Foundation now seeks relief.

71. Nor does Leggett have any application to the facts ofthis case. Leggett concerned

a patent owner who applied to the PTO for a seven-year extension of his patent under a reissue

provision available at that time. Competitors opposed the extension of the entire patent on the

grounds that several of the claims were ineligible for extension. The Acting Commissioner of

Patents found that only one claim, claim 5, was eligible for extension, and granted extension of

the patent only after the patent owner filed a disclaimer of the other claims. The patent owner,

however, initiated a separate parallel reissue proceeding whereby he obtained a separate reissue

patent to the claims that were previously disclaimed. Thus, to obtain an additionalterm for claim

5, the patentee filed a disclaimer, dedicating to the public the remaining claims, which he then

sought to recapturethrough fraud on the PTO. When the patentee sought enforce his claims, the

court found that the previous disclaimer was binding.

72. Leggett is akin to the modern setting in which a disclaimer is filed as part of a

judicial settlement. It is completely unlike the facts of The Unauthorized Disclaimer at issue

here. The Unauthorized Disclaimer was filed without intent, without actual authority, and

entirely through mistake. The Cancer Foundation is not attempting to perpetuate a fraud on the

PTO or the public but merely to correct an unfortunate and serious error.

73. The PTO's Final Decision also cited Altoona as embodying the doctrine of public

interest. Like Leggett and Bayer, Altoona has no bearingon proper resolution of this matter. In

Altoona, the patent owner filed a disclaimer shortly before litigation to modify the scope of the

claims and, thereby, avoid a finding of invalidity. The intentional disclaimer of some claim

scope, to advantage other claims in the context of an adversarial proceeding, makes Altoona like
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Leggett. Byupholding thedisclaimer, an act taken in badfaith wasprevented. Here, incontrast,

The Unauthorized Disclaimer was filed without intent or authorization of the patentee—and

certainlywith no fraudulent intent or bad faith. Through an error, The Cancer Foundation faces

the disclaimer of the entire remaining term ofThe Cancer Treatment Patent.

74. The public interest considerations cited in Altoona also do not applybecause The

Unauthorized Disclaimer has not been published in the Official Gazette. The public thus is on

notice that The Unauthorized Disclaimer is subject to being withdrawn. Moreover, the existence

of a possible public interest in a recorded disclaimer did not prevent the court in Bayer from

resetting the disclaimer date.

75. From oral communications with the PTO, it appears that the PTO also seeks to

justify its position based on Vectra Fitness, Inc., v. TNWK Corp., 162 F.3d 1379, 1382(Fed. Cir.

1998). In Vectra, a patent owner disclaimed claims of a broad scope to protect claims of

narrower scope, and then filed a reissue application to obtain claims of intermediate scope. The

court held that the patent holder could not recapture through reissue that which it had previously

disclaimed because to do so would "impermissibly enlarged the scope of the claims of the

original patent more than two years after the grant of the original patent, in violation of 35

U.S.C. § 251." Id. at 1380-81. Vectra is therefore akin to the Leggett and Altoona cases. It

does not speak to the present situation in which The Unuathorized Disclaimer was filed without

intent and without authority from the patent owner, The Cancer Foundation.

(The PTO's Regulations and Their Underlying Policy
Do Not Preclude Withdrawal of The Unauthorized Disclaimer)

76. The PTO's Final Decision finds no support in the alleged "policy" and "Office

policy" {see pp 9-10) that Patent Act Section 253 would not allow withdrawal of a disclaimer
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that has been "freely" dedicated to the public. As articulated in the MPEP, the rationale for

"disfavoring" the withdrawal of disclaimers is as follows:

It has been the Office position that reissue is not available to withdraw or
otherwise nullify the effect of a terminal disclaimer recorded in an issued
patent.... [T]he principle against recapturing something that has been
intentionally dedicated to the public dates back to Leggett v. Avery, 101
U.S. 256 (1879). The attempt to restorethat portion of the patent term that
was dedicated to the public to secure the grant of the original patentwould
be contrary to this recaptureprinciple.

MPEP 1490, Disclaimers (emphasis added). In this case, The Cancer Foundation certainly never

"freely" dedicated anything, as previously discussed with respect to Leggett. The Cancer

Foundation never wanted or authorized The Unauthorized Disclaimer to be filed in the first

place.

77. Like Patent Act Section 253, the regulations implementing it do not support the

PTO's position. Rule 321(a) ofTitle 37, Code ofFederal Regulations, provides as follows:

(a) A patentee owning the whole or any sectional interest in a patent may
disclaim any complete claim or claims in a patent. In like manner any
patentee may disclaim or dedicate to the public the entire term, or any
terminal part of the term, of the patent granted. Such disclaimer is binding
upon the grantee and its successors or assigns. A notice of the disclaimer
is published in the Official Gazette and attached to the printed copies of
the specification. The disclaimer, to be recorded in the Patent and
Trademark Office, must:

(1) Be signed by the patentee, or an attorney or agent ofrecord;

(2) Identify the patent and complete claim or claims, or term being
disclaimed. A disclaimer which is not a disclaimer of a complete claim or
claims, or term will be refused recordation;

(3) State the present extent of patentee's ownership interest in the patent;
and

(4) Be accompanied by the fee set forth in § 1.20(d).

78. As with the statute, it is questionable whether The Unauthorized Disclaimer

satisfies the requirement in the introductory paragraph of § 1.321(a) that a disclaimer must be
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filed by the "patentee." Nor is it clear that The Unauthorized Disclaimer was ever recorded, or

that the recordation can never be withdrawn.

79. Through this regulation, PTO interprets "recorded" in the PTO to mean that—if

and when all four steps specified in § 1.321(a) occur—then there is a "recordation." Once

recorded, according to the Final Decision, a disclaimer cannot be withdrawn for any reason. No

provision of the regulation, however, prevents a withdrawal where the patentee never desired or

authorized the filing. As previously discussed with respect to the statute, the "policy"

consideration underlying the regulation—which relate to situations in which patent rights were

"intentionally" and "freely dedicated" to the public—have absolutely no application to the facts

here. Had the PTO granted The Cancer Foundation's initial petition, The Unauthorized

Disclaimer never would have seen the light of day. So far, the only public disclosure has been

the record available on PAIR makes clear that the validity of The Unauthorized Disclaimer is

very much in dispute.

(The PTO's Current Interpretation of Patent Act Section 253 and 255
Is Not Entitled to Any Deference Under Skidmore or Chevron)

80. The two types of deferencethat this Court can apply were established in Skidmore

v. Swift & Co., 323 U.S. 134 (1944) and Chevron, U.S.A., Inc. v. Natural Resources Defense

Council, Inc., 467 U.S. 837 (1984), respectively. Chevron deference is generally reserved for

agency interpretations set forth after notice-and-comment rulemaking or a formal adjudication

under 5 U.S.C. §§ 556-557, as the Supreme Court made clear in United States v. Mead, 533 U.S.

218, 231-234, (2001). In this case, the PTO's refusal to permit withdrawal of TheUnauthorized

Disclaimer did not arise in the context of notice-and-comment rule making. Rather, it took the

form of an informal adjudication. The Federal Circuit has already determined that "PTO
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proceedings are not formal adjudications governed by [5 U.S.C. §§ 556 and 557]." Brand v.

Miller, 487 F.3d 862, 867 (Fed. Cir. 2007).

81. The PTO is not entitled to Chevron deference in its interpretation of Patent Act

Sections 253 and 255. The PTO's authority to govern the conduct of proceedings in the Office

derives solely from 35 U.S.C. § 2(b)(2). This provides that the PTO may establish regulations to

govern the conduct of proceedings in the Office. This provision authorizes the PTO only to

adopt procedural regulations. It cannot be a basis for deference where, as here, the PTO has

interpreted statutory language not in a regulation, but rather in an informal adjudication. See

Mead, 533 U.S. at 226-27 ("[Administrative implementation of a particular statutory provision

qualifies for Chevron deference when it appears that Congress delegated authorityto the agency

generally to make rules carrying the force of law, and that the agency interpretation claiming

deference was promulgated in the exercise of that authority.").

82. Any deference due under Skidmore v. Swift & Co., 323 U.S. 134 (1944) is

determined by four-factor test based upon: (1) the thoroughness ofthe agency's investigation; (2)

the validity of its reasoning; (3) the consistency of its interpretation over time; and (4) other

persuasive powers of the agency. In this case, all four factors weigh against Skidmore deference.

The PTO has expressly disavowed any investigation of the facts leading to submission of The

Unauthorized Disclaimer. See Final Decision, pp. 7-9 Instead, the PTO relies on incorrect

readings of the statutes and incorrect application of the case law in a manner inconsistent with

PTO action in other situations—including the PTO's interpretation of Patent Act Section 255

reflected in Carnegie Mellon. As a result,no deference is due.
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COUNT ONE

(Preservation of the Status Quo Pending Judicial Review)

83. The Cancer Foundation hereby incorporates by reference the foregoing

paragraphs as if set forth herein completely.

84. Pursuant to APA Section 705, The Cancer Foundation seeks preservation of the

status quo pending judicial review of the PTO's actions.

85. Pursuant to 5 U.S.C. § 705 and 28 U.S.C. §§ 2201-02, preliminary injunctive relief

is appropriate.

COUNT TWO

(Correction of the Error Through a Certificate of Correction)

86. The Cancer Foundation incorporates the preceding paragraphs as if entirely set

forth herein.

87. Patent Act Section 255 is a broad remedial statute. The present error is clerical in

nature and does not affect the scope of the claims. The PTO's blanket refusal to even consider

Patent Act Section 255 as a basis for correcting an improperly filed disclaimer is without basis in

the plain language in the statute and is unsupported by case law.

88. Accordingly, the Final Decision of the PTO is "short of statutory right" within the

meaning of 5 U.S.C. § 706(2)(C) and "not in accordance with law" within the meaning of 5

U.S.C. § 706(2)(A).

COUNT THREE

(Withdrawal of The Unauthorized Disclaimer)

89. The Cancer Foundation incorporates the preceding paragraphs as if entirely set

forth herein.
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90. Patent Act Section 253 provides a mechanism whereby a claim, or an entire

patent, can be disclaimed. Nothing in the plain language of Patent Act Section 253, regulations

enacted pursuant to 35 U.S.C. § 253, case law, or public policy warrants the result demanded by

the PTO.

91. The PTO's refusal to withdrawal of The Unauthorized Disclaimer is "short of

statutory right" within the meaning permit of 5 U.S.C. § 706(2)(C). It is also "arbitrary,

capricious, an abuse of discretion, or otherwise not in accordance with law" within the meaning

of 5 U.S.C. §706(2)(A).

92. Because the PTO's position is based on an erroneous interpretation of law, the

Court should reevaluate the facts as they are applied to the relevant statutes and find that the

refusal to permit withdrawal of The Unauthorized Disclaimer is "unwarranted by the facts to the

extent that the facts are subject to trial de novo by the reviewing court" within the meaning of 5

U.S.C. § 706(F).

PRAYER FOR RELIEF

WHEREFORE, The Cancer Foundation respectfully requests that this Court:

A. Enter preliminary injunctive relief requiring Defendants to cease and desist

publication of The Unauthorized Disclaimer in the OfficialGazette pending the outcome of this

judicial review;

B. Vacate and set aside the PTO's Final Decision;

C. Order the PTO to permit withdrawal of The Unauthorized Disclaimer and/or

provide notice that The Unauthorized Disclaimer is null and void; and

D. Grant such other and further relief as appropriate under the circumstances.
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DEMAND FOR JURY TRIAL

The Cancer Foundation demands trial by jury of all issues for which it is entitled to have

a jury decide.

Dated: April 1,2013
Respectfully submitted,

JAPANESE FOUNDATION FOR CANCER

RESEARCH

By:

Michael J. Lockerby (VSB No. 24003)
Richard G. Sloll (pro hac vice admission pending)
Simon J. Elliott (pro hac vice admission pending)
FOLEY & LARDNER LLP

Washington Harbour
3000 K Street. NW, Sixth Floor

Washington, D.C. 20007-5143
(202)672-5300
(202) 672-5399 (lax)

Counselfor Plaintiff
Japanese Foundation for Cancer Research.
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