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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 

        
DAIICHI SANKYO CO., LTD.   ) 
3-5-1, Nihonbashi Honcho, Chuo-ku   )  
Tokyo, Japan 103-8426    ) 
       ) 
    Plaintiff,  ) 
       ) 
  v.     )  Civil Action No. _____________  
       ) 
HON. DAVID J. KAPPOS    ) 
Under Secretary of Commerce for Intellectual ) 
Property and Director of the United States  ) 
Patent and Trademark Office    ) 
Madison Building     ) 
600 Dulany Street     ) 
Alexandria, VA 22314    ) 
    Defendant.  ) 
       ) 

COMPLAINT 

 Plaintiff Daiichi Sankyo Co., Ltd. (“Plaintiff”), for its Complaint against Defendant, the 

Honorable David J. Kappos, states as follows: 

1. This is an action by the owner of United States Patent No. 7,335,765 (“the ‘765 

patent”) seeking review of inaccurate and erroneous patent term adjustment calculations made by 

the United States Patent & Trademark Office (“PTO”).  Specifically, this is an action by Plaintiff 

seeking a judgment that the patent term adjustment of 225 days calculated by the PTO for the 

‘765 patent is erroneous and should be corrected as alternatively reflected in attached Exhibit A. 

2. This action arises under 35 U.S.C. § 154, the Administrative Procedure Act, and the 

Fifth Amendment to the Constitution of the United States. 
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I. THE PARTIES 

3. Plaintiff Daiichi Sankyo Company, Limited (“Daiichi Sankyo”) is a company 

organized under the laws of Japan.  Daiichi Sankyo is located at 3-5-1, Nihonbashi Honcho, 

Chuo-ku, Tokyo, Japan. 

4. Defendant David J. Kappos is the Under Secretary of Commerce for Intellectual 

Property and Director of the United States Patent and Trademark Office.  Defendant is sued in 

his official capacity.  Defendant is the head of the PTO and is responsible for superintending or 

performing all duties required by law with respect to the granting and issuing of patents, and is 

designated by statute as the official responsible for determining the period for patent term 

adjustments under 35 U.S.C. § 154(b)(3)(B). 

II. JURISDICTION AND VENUE 

5. This Court has jurisdiction over this action and is authorized to issue the requested 

relief to Plaintiffs pursuant to 28 U.S.C. §§ 1331, 1338(a), 1361, 2201 and  2202; 35 U.S.C. 

§ 154(b)(4)(A), and/or 5 U.S.C. §§ 701-706.  

6. Venue is proper in this district pursuant to 35 U.S.C. § 154(b)(4)(A), 28 U.S.C. 

§ 1391(e) and/or 5 U.S.C. §§ 702-703 . 

7. This Complaint is timely filed, inter alia, in accordance with 35 U.S.C. 

§ 154(b)(4)(A) and, alternatively, pursuant to 28 U.S.C. § 2401(a), and/or the doctrine of 

equitable tolling. 

III. BACKGROUND 

8. The ‘765 patent, attached as Exhibit B, issued on February 26, 2008 to Masakatsu 

Kaneko, Koji Morita and Takeshi Imanishi from U.S. patent application number 09/925,673, 

which was filed on August 9, 2001. 
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9. Plaintiff Daiichi Sankyo is the assignee of the ‘765 patent, and is the real party in 

interest in this case. 

10. The Patent Term Guarantee Act of 1999, a part of the American Inventors 

Protection Act, amended 35 U.S.C. § 154(b) to address concerns that delays by the PTO during 

prosecution of patent applications could result in shortening the effective terms of patents, which 

are measured from their respective filing dates.  

11. As amended, 35 U.S.C. § 154(b) guarantees patent term against three types of PTO 

delay: (A) the failure of the PTO to take action within certain time periods is addressed under 

35 U.S.C. § 154(b)(1)(A); (B) the failure of the PTO to issue a patent within 3 years of its actual 

filing date is addressed under 35 U.S.C. § 154(b)(1)(B); and (C) delays due to interferences, 

secrecy orders and appeals are addressed under 35 U.S.C. § 154(b)(1)(C).  

12. Any patent term adjustment due for PTO delays under 35 U.S.C. § 154(b)(1) is 

limited by 35 U.S.C. § 154(b)(2), which requires in 35 U.S.C. § 154(b)(2)(A) that the PTO take 

into account any overlap in the PTO delays, and which also requires that the PTO take into 

account any applicant delays under 35 U.S.C. § 154(b)(2)(C). 

13. Under 35 U.S.C. § 154(b)(1)(A)(ii), an applicant is entitled to patent term 

adjustment when the PTO fails to “respond to a reply under section 132, or to an appeal taken 

under section 134, within 4 months after the date on which the reply was filed or the appeal was 

taken.”  

14. Under 35 U.S.C. § 154(b)(1)(A)(iv), an applicant is entitled to patent term 

adjustment when the PTO fails to “issue a patent within 4 months after the date on which the 

issue fee was paid under section 151 and all outstanding requirements were satisfied.”  
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15. As set forth in 35 U.S.C. § 154(b)(1)(A), delays by the PTO require that "the term 

of the patent shall be extended 1 day for each day after the end of the period specified in clause 

(i), (ii), (iii), or (iv), as the case may be, until the action described in such clause is taken.” 

16. On April 5, 2005, the PTO issued a Notice of Allowance and Fee(s) Due, requiring 

that the issue fee be paid by July 5, 2005; applicants paid the issue fee on June 27, 2005. 

17. The April 5, 2005 notice did not identify any outstanding requirements that 

applicants needed to meet beyond payment of the issue fee. 

18. Between June 27, 2005 and July 3, 2006, the PTO did not notify applicants of any 

outstanding requirements that applicants needed to meet regarding application no. 09/925,673.    

19. On information and belief, the PTO delayed issuing the patent and sua sponte 

reopened prosecution due to the departure from the PTO of the examiner who had examined and 

allowed the application.  The applicants were informed on or about July 3, 2006, more than a 

year after applicants paid the issue fee, that Examiner Howard V. Owens, Jr., who issued the first 

office action in March of 2003 and examined the application through the Notice of Allowance 

issued April 5, 2005, had left the PTO. 

20. Applicants were further informed on or about July 3, 2006 that the application was 

going to be assigned to a new examiner to review patentability in light of a prior art reference 

that the applicants had already submitted to the PTO and that examiner Owens had already 

considered before allowing the application.  

21. On August 1, 2006, more than one year after applicants paid the issue fee, the PTO 

sua sponte reopened prosecution of the ‘765 patent, and issued a non-final office action.  In that 
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office action, the PTO stated that it was reopening prosecution “in view of the reference cited in 

applicants IDS filed February 17, 2005.” 

22. Applicants information disclosure statement (IDS) filed February 17, 2005 cited 

U.S. Patent No. 6,794,499 to Wengel (“the Wengel patent”).  That reference had already been 

considered by examiner Owens before he issued the notice of allowance on March 14, 2005. 

23. Applicants also filed an IDS on August 17, 2004 in which the published application 

for the Wengel patent (US 2002/0068708) was cited to the PTO.     

24. On July 26, 2007, the PTO issued another Notice of Allowance for the ‘765 patent, 

requiring that a request to reapply the previously paid issue fee be filed by October 26, 2007; 

applicants filed such a request on September 27, 2007.   

25. In the July 26, 2007 Notice, the PTO indicated that the ‘765 patent was entitled to 

195 days of patent term adjustment.   

26. On September 6, 2007, before the patent was issued, the applicants filed an 

application for patent term adjustment including a request for reconsideration of the PTO’s 

patent term adjustment calculation, in accordance with 35 U.S.C. § 154(b)(3)(B)(ii) and 37 

C.F.R. § 1.705(b).  Applicants sought an additional 278 days of patent term adjustment for the 

PTO’s failure to take any action within 4 months of the June 27, 2005 issue fee payment.  

27. On January 4, 2008, still before the patent was issued, the PTO issued a decision 

“dismissing” applicants’ request for reconsideration.  Relying on a September 18, 2000 Federal 

Register Notice, the PTO asserted that if prosecution “is reopened after allowance . . . all 

outstanding requirements are not satisfied until the application is again in condition for 

allowance as indicated by . . . a new notice of allowance.”  Essentially, the PTO has taken the 
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position that there can be no patent term adjustment for delays that occur when the PTO sua 

sponte reopens prosecution after payment of an issue fee, regardless of how long the PTO takes 

to reopen prosecution or how long the PTO delays during the reopened prosecution period. 

28. Despite the PTO’s position that delays associated with reopened prosecution are not 

accounted for in the patent term adjustment calculation, the PTO deducted patent term 

adjustment for applicants’ delays during this time, while ignoring the PTO’s own delays during 

this same time period. 

29. By “dismissing” applicants’ September 6, 2007 request for reconsideration, the 

PTO precluded judicial review of the PTO’s January 4, 2008 decision.  It has long been the 

practice of the PTO that a dismissal is not a “final agency action” within the meaning of the 

Administrative Procedure Act, and so is not subject to judicial review. 

30. On February 14, 2008, applicants requested that the PTO reconsider its January 4, 

2008 decision.  Applicants pointed out that the federal register commentary cited by the PTO 

was not supported by the text of 35 U.S.C. § 154 or any permissible PTO rule.  In fact, the 

federal register commentary cited by the PTO and the PTO’s final decision on appeal in this case 

is inconsistent with the legislative history of 35 U.S.C. § 154.    

31. The ‘765 patent issued on February 26, 2008, 4 months and 30 days after the 

request to reapply the previously paid issue fee was filed.  Because the PTO failed to issue the 

patent within 4 months of the September 27, 2007 filing, the PTO awarded an additional 30 days 

of patent term adjustment (beyond that indicated in the July 26, 2007 Notice) under 35 U.S.C. 

§ 154(b)(1)(A)(iv), resulting in a total award of 225 days of patent term adjustment. 

32. On March 20, 2008, shortly after the ‘765 patent issued, applicants submitted 

another application for patent term adjustment including a request for reconsideration in 
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accordance with 37 C.F.R. § 1.705(d).  Applicants contested the 225 days of patent term 

adjustment awarded by the PTO. 

33. On August 12, 2008, the PTO issued a decision “dismissing” applicants’ request for 

reconsideration.  The PTO stated that “[i]t is regretted that more than a year elapsed from the 

withdrawal of the application from issue until the mailing of the Office action on August 1, 2006.  

However, every delay by the office … is not set forth as a basis for entry of a period of 

adjustment … There is no basis in the statute or rules for entry of a period of adjustment for 

office delay in taking action after withdrawing an application from issue.” 

34. On October 8, 2008, applicants filed a response to the PTO’s August 12, 2008 

decision dismissing applicant’s request for reconsideration and again requesting reconsideration 

of the patent term adjustment.  Applicants again argued that there was no statutory basis for the 

PTO’s refusal to award patent term adjustment when prosecution is reopened following payment 

of an issue fee and all outstanding requirements were satisfied at the time the issue fee was paid. 

35. On August 30, 2010, over 22 months after the applicants’ final request for 

reconsideration, the PTO issued a decision “denying” applicant’s request for additional patent 

term adjustment.  For the first time, the decision stated that “[t]his decision may be viewed as a 

final agency action.  See MPEP § 1002.02(b).” 

36. Under 35 U.S.C. § 154(b)(4)(A), “[a]n applicant dissatisfied with a determination 

made by the Director under paragraph (3) shall have remedy by a civil action against the Director 

filed in the United States District Court for the District of Columbia within 180 days after the 

grant of the patent.  Chapter 7 of title 5 shall apply to such action." 
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37. Applicants requested reconsideration of the PTO’s patent term adjustment for the 

‘765 patent, but the PTO did not issue a final agency action until August 30, 2010, 916 days after 

the patent issued. 

38. Because the PTO did not render a final, appealable decision on applicants’ request 

for reconsideration until August 30, 2010, the August 30, 2010 decision could not have been 

appealed to this Court within the 180-day period set forth in 35 U.S.C. § 154(b)(4)(A).  

39. On information and belief, Defendant has a policy of not deciding applications for 

reconsideration of patent term adjustment filed in accordance with 35 U.S.C. § 154(b)(3) and/or 

37 C.F.R. §  1.705 if an applicant files a civil action under 35 U.S.C. § 154(b)(4)(A).  Thus, on 

information and belief, had Plaintiff filed a civil action under 35 U.S.C. § 154(b)(4)(A) within 

180 days of the issue date of the ‘765 patent, the PTO would not have decided applicants’ 

request for reconsideration while an action was pending in this Court, thus depriving applicants 

of the statutory administrative remedy provided in 35 U.S.C. § 154(b)(3). 

IV. COUNT ONE: EQUITABLE TOLLING OF 35 U.S.C. § 154(B)(4)(A) AND 
PATENT TERM ADJUSTMENT UNDER  35 U.S.C § 154 

40. The allegations of paragraphs 1-39 are incorporated in this claim for relief as if 

fully set forth herein. 

41. 35 U.S.C. § 154(b)(4)(A) sets a 180 day period for applicants to bring a civil action 

to challenge a PTO patent term adjustment determination, but it is a non-jurisdictional statute of 

limitations that should not bar Plaintiff’s claims herein. 

42. The equitable tolling doctrine is a creation of common law that has been read into 

statutes of limitations, absent Congressional intent to the contrary.   
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43. Nothing in 35 U.S.C. § 154 shows Congressional intent to preclude equitable tolling 

for the 180-day limitations period in 35 U.S.C. § 154(b)(4)(A).  To the contrary, by providing for 

agency review of the PTO determination, see, e.g., 35 U.S.C. § 154(b)(3)(B)(ii), Congress 

revealed its intention that applicants have the option of allowing the PTO decide patent term 

adjustment appeals in the first instance.  When the PTO does not render a decision within the 

180-day limitations period, equitable tolling is necessary to effectuate Congressional intent of 

allowing applicants an administrative remedy under the patent term adjustment statutory scheme.  

44. Applicants have been diligently pursing their administrative remedy under 

35 U.S.C. § 154.  However, the PTO did not render a final, appealable agency decision until 

more than one year after the 180-day limitations period had already lapsed. 

45. Requiring applicants to always file a civil action within the 180-day period in 35 

U.S.C. § 154(b)(4)(A) in order to preserve the right to judicial review, even if a request for 

reconsideration is pending before the PTO, would render the statutory guarantee of an 

administrative remedy provided in 35 U.S.C. § 154(b)(3)(B)(ii) useless because, on information 

and belief, the PTO stops all action on a request for reconsideration once a district court civil 

action is filed.  Such a requirement also would needlessly waste judicial resources and raise 

questions over the Court’s jurisdiction to hear an unripe dispute.  

46. Accordingly, the 180 day limitation period set forth in 35 U.S.C. § 154(b)(4)(A) 

should be equitably tolled from at least the date applicants filed their request for consideration on 

March 20, 2008 (23 days after the ‘765 patent issued) until the PTO first issued a final agency 

decision on August 30, 2010.  

47. The ‘765 patent is entitled to a total period of patent term adjustment as reflected in 

the attached Exhibit A. 
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V. COUNT TWO: PATENT TERM ADJUSTMENT UNDER 35 U.S.C § 154 

48. Plaintiff incorporates by reference the allegations in paragraphs 1-47 above, as if 

fully set forth herein. 

49. The 180 day limitation period set forth in 35 U.S.C. § 154(b)(4)(A) applies to a re-

determination of PTA by Defendant under “paragraph (3),” i.e., 35 U.S.C. § 154(b)(3). 

50. 35 U.S.C. § 154(b)(3), by its plain, ordinary terms governs patent term adjustment 

determinations only in conjunction with a “written notice of allowance of the application under 

section 151.”  

51. 35 U.S.C. § 154(b)(3) does not cover a PTA determination by Defendant in 

conjunction with the issuance of a patent. 

52. The limitation period in 35 U.S.C. § 154(b)(4)(A) does not restrict the time within 

which a patentee, through a civil action in this Court, may appeal a PTA determination by 

Defendant made contemporaneous with the grant of a patent.  

53. Because 35 U.S.C. § 154(b)(4)(A) does not apply, the six-year Administrative 

Procedure Act statute of limitations, 28 U.S.C. § 2401(a), applies to the present action, and the 

total patent term adjustment for the ‘765 patent should be recalculated as reflected in Exhibit A. 

VI. COUNT THREE: DECLARATORY JUDGMENT UNDER THE 
ADMINISTRATIVE PROCEDURE ACT 

54. The allegations of paragraphs 1-53 are incorporated in this claim for relief as if 

fully set forth herein. 

55. Defendant's improper calculation of patent term adjustment, including refusing to 

guarantee the patent term against the PTO delays after the issue fee was paid April 5, 2005, was 

arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with law within the 
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meaning of 5 U.S.C. § 706(2)(A); contrary to Plaintiff’s constitutional rights within the meaning 

of 5 U.S.C. § 706(2)(B); and in excess of statutory authority within the meaning of 5 U.S.C. 

§ 706(2)(C). 

56. Defendant’s August 30, 2010 final determination of patent term adjustment for the 

‘765 patent was a final agency action that is reviewable under 5 U.S.C. § 704. 

57. Plaintiff has exhausted all available administrative remedies. 

58. If the Court determines that Plaintiff may not seek recalculation of patent term 

adjustment for the ‘765 patent under 35 U.S.C. § 154 because it is time barred under 35 U.S.C. 

§ 154(b)(4)(A), Plaintiff will be left with no adequate remedy at law. 

59. Plaintiff will suffer irreparable injury if Defendant is not ordered to alter patent term 

adjustment for the ‘765 patent to provide the full patent term guaranteed under 35 U.S.C. § 154.  

60. Requiring the PTO to grant patent term adjustment against PTO delays when 

prosecution is reopened after payment of an issue fee would not substantially injure any other 

interested parties, and the public interest will be furthered by a recalculation of patent term 

adjustment in a manner that is consistent with 35 U.S.C. § 154. 

61. The total patent term adjustment for the ‘765 patent should be recalculated as 

reflected in Exhibit A. 

VII. COUNT FOUR: VIOLATION OF THE FIFTH AMENDMENT OF THE 
CONSTITUTION OF THE UNITED STATES 

62. The allegations of paragraphs 1-61 are incorporated in this claim for relief as if 

fully set forth herein. 

63. The Fifth Amendment of the Constitution of the United States provides in relevant 

part: “[N]or shall private property be taken for public use, without just compensation.” 
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64. Plaintiff enjoys a substantial and cognizable private property right in the full and 

complete term of the ‘765 patent. 

65. Plaintiff has paid all necessary maintenance fees for the ‘765 patent. 

66. Defendant’s refusal to award patent term adjustment to compensate for PTO delays 

after payment of the issue fee on April 5, 2005 permanently deprived Plaintiff of patent term to 

which the ‘765 patent is entitled to under 35 U.S.C. § 154(b). 

67. Defendant’s purposeful and deliberate diminution of the patent term for the ‘765 

patent constitutes a taking of Plaintiff’s property without just compensation in violation of the 

Fifth Amendment to the Constitution of the United States, requiring recalculation of patent term 

adjustment as set forth in Exhibit A. 

WHEREFORE, Plaintiff respectfully prays that this Court: 

A. Issue an Order changing the patent term adjustment for the ‘765 patent as 

alternatively calculated in the attached Exhibit A; 

B. Declare that Defendant’s determination of patent term adjustment for the ‘765 

patent is invalid, unconstitutional and contrary to law; 

C. Grant such other and further relief as the nature of the case may admit or require, 

including additional patent term for the ‘765 patent if further errors are identified and found in 

the PTO’s patent term adjustment calculation methodology, and any such other and further relief 

as may be deemed just and equitable by this Court. 
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Dated: November 1, 2010 

 
Respectfully submitted, 
    
  
 
        
Michael D. Kaminski (DC Bar No. 415971, 
application to this Court pending) 
C. Edward Polk, Jr. (DC Bar No. 472453) 
Courtenay C. Brinckerhoff (DC Bar No. 
482443, application to this Court pending) 

FOLEY & LARDNER LLP 
3000 K Street, N.W. 
Washington, DC 20007 
(202) 672-5300 
Attorneys for Plaintiff Daiichi Sankyo Co., Ltd. 

Address for mail: 
FOLEY & LARDNER LLP 
3000 K Street, N.W. 
Washington, DC 20007 
(202) 672-5300 
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