
FILED

INTHE UNITED STATES DISTRICTCOURT §
FOR THE EASTERN DISTRICT OF VIRGINIA MJ MaR 2q P 3: 29

ALEXANDRIA DIVISION ^ us 0iSTRicr
ALEXANDRIA. VIRGINIA

Incyte Corporation
Experimental Station
Route 141 & Henry Clay Road
Building E336
Wilmington, DE 19880

Plaintiff,

Hon. Teresa Stanek Rea
Acting Under Secretary of Commerce for
Intellectual Property and Acting Director of the
United States Patent and Trademark Office
Office of General Counsel,
United States Patent and Trademark Office,
P.O. Box 15667, Arlington, VA 22215
Madison Building East, Rm. 10B20
600 DulanyStreet, Alexandria, VA 22314

Defendant.

Civil Action No. 1'- \3^4-0^

GBl/<tpA

COMPLAINT

Plaintiff, Incyte Corporation ("Incyte"), for its complaint against the Honorable Teresa

Stanek Rea, states as follows:

NATURE OF THE ACTION

1. This is an action by the assignee of United States Patent No. 8,278,318 ("the '318

patent") seeking judgment, pursuant to 35 U.S.C. § 154(b)(4)(A), that the patent term adjustment

for the '318 patent be changed from 936 days toat least 1,104 days, or, in the alternative, that the

patent term adjustment for the '318 patent be changed from 936 days toat least 1,062 days.
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2. This action arises under 35 U.S.C. § 154 and the Administrative Procedure Act,

5 U.S.C. §§701-706.

JURISDICTION AND VENUE

3. This Court has jurisdiction to hear this action and is authorized to issue the relief

sought pursuant to 28 U.S.C. §§ 1331, 1338(a), and 1361, 35 U.S.C. §154(b)(4)(A) and

5 U.S.C. §§ 701-706.

4. Venue isproper in this district by virtue of35 U.S.C. § 154(b)(4)(A).

5. This complaint is timely filed in accordance with 35 U.S.C. § 154(b)(4)(A).

THE PARTIES

6. Plaintiff Incyte is a corporation organized under the laws of Delaware, having a

principal place of business at Experimental Station, Route 141 &Henry Clay Road, Building

E336, Wilmington, Delaware 19880.

7. Defendant, the Honorable Teresa Stanek Rea ("Director"), is the Acting Under

Secretary ofCommerce for Intellectual Property and Acting Director ofthe United States Patent

and Trademark Office ("USPTO"), acting in her official capacity. The Director is the head of

the agency, charged by statute with providing management supervision for the USPTO and for

the issuance of patents. The Director is the official responsible for determining the period of

patent term adjustment under 35 U.S.C. § 154.

BACKGROUND

8. Wenqing Yao, Jincong Zhuo and Colin Zhang are the inventors of U.S. patent

application number 12/143,247 ("the '247 application") entitled "Spirocycles as Inhibitors of

11-Beta Hydroxyl Steroid Dehydrogenase Type 1," which was issued as the '318 patent on

October 2, 2012. A copy of the '318 patent is attached as Exhibit A.
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9. Plaintiff Incyte is the assignee ofthe '318 patent, as evidenced by the assignment

documents recorded in the USPTO on August 18, 2008 at Reel 021406, Frame 0417.

10. Under 35 U.S.C. § 154(b), the Director of the USPTO must grant a patent term

adjustment in accordance with the provisions ofsection 154(b), which states, in pertinent part,

that "(t]he Director shall proceed to grant the patent after completion of the Director's

determination of a patent term adjustment under the procedures established under this

subsection, notwithstanding any appeal taken by the applicant of such determination."

35 U.S.C. § 154(b)(3)(D).

11. In determining patent term adjustment, the Director is required toextend the term

of a patent for a period equal to the total number ofdays attributable to delay by the USPTO

under 35 U.S.C. §§ 154(b)(1)(A), (B), and (C), as limited by the following: (i) any overlapping

periods of USPTO delay as specified by 35 U.S.C. § 154(b)(2)(A); (ii) any disclaimer ofpatent

term by the applicant under 35 U.S.C. § 154(b)(2)(B); and (iii) any delay attributable to the

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

12. The Director determined that the '318 patent was entitled to 936 days of patent

term adjustment pursuant to 35 U.S.C. § 154(b)(3) and issued the '318 patent reflecting that

determination.

13. On December 3, 2012, in accordance with 37 C.F.R. § 1.705(d), Plaintiff filed an

application for patent term adjustment ("Application for PTA") with the USPTO to request

correction of the Director's patent term adjustment determination. Specifically, Plaintiff sought

an increase of the USPTO's calculation of the patent term adjustment by 168 days to 1,104days.

A copyof the Application for PTA is attached as Exhibit B.
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14. As of March 29, 2013, the USPTO has not issued a decision in response to the

Application for PTA.

15. Title 35 U.S.C. § 154(b)(4)(A) in effect when the '318 patent issued provided that

"[a]n applicant dissatisfied with adetermination made by the Director under paragraph (3) shall

have remedy by acivil action against the Director filed in the United States District Court for the

Eastern District of Virginia within 180 days after grant of the patent." This provision was

recently amended by Public Law 112-274 to require that acivil action to challenge the Director's

determination ofthe patent term adjustment be brought "within 180 days after the date of the

Director's decision on the applicant's request for reconsideration." The present action is timely

as this complaint has been filed before the expiration of 180 days after grant ofthe '318 patent

and also before the expiration of 180 days after any determination on any request for

reconsideration of the patent term adjustment.

CLAIM FOR RELIEF

16. The allegations of paragraphs 1-15 are incorporated in this claim for relief as if

fully set forth.

17. The patent term adjustment for the '318 patent, as determined by the Director

under 35 U.S.C. § 154(b), is 936 days. This determination is in error because the USPTO, and

the Director acting in her official capacity, improperly calculated the length of the statutory delay

period. As explained in the Application for PTA (Exhibit B), the USPTO improperly calculated

the length of the statutory delay period defined by 35 U.S.C. § 154(b)(1)(B) by subtracting

168 days from the delay period. The 168 days excluded from the patent term adjustment by the

Director corresponds to a period from the filing of a request for continued examination on

April 18, 2012 in the prosecution of the '318 patent until the patent issued on October 2, 2012.

Case 1:13-cv-00409-GBL-JFA   Document 1   Filed 03/29/13   Page 4 of 8 PageID# 4



18. The correct patent term adjustment for the '318 patent is 1,104 days (936 days

plus 168 days).

19. Under 35 U.S.C. § 154(b)(1)(A), the correct number of days attributable to

USPTO examination delay ("A Delay") is 644 days. The Director correctly calculated the A

Delay.

20. "B Delays" are defined as delays by the USPTO under 35 U.S.C. § 154(b)(1)(B)

which guarantees no more than three year application pendency. The correct number of days

attributable to application pendency in excess ofthree years for the '318 patent is 470 days. The

Director incorrectly calculated a length of B Delay of only 302 days. A request for continued

examination filed during prosecution of a patent application operates to toll the three year

"guaranteed" deadline of 35 U.S.C. § 154(b)(1)(B) only if it is filed within three years of the

application filing date. Exelixis, Inc. v. Kappos, — F.Supp.2d —,2012 WL 5398876 at *8

(E.D.Va., November 1, 2012.).' If filed after the three year deadline has passed, a request for

continued examination has no impact on patent term adjustment. Id. For the '318 patent, no

request for continued examination was filed during the first three years of the application

pendency. The request for continued examination filed on April 8, 2012 therefore does not

operate to reduce B Delay. As a result, the '318 patent is entitled to 470 days of B Delay,

measured from June 21, 2011 (the day after the date that is three years after the filing date of

June 20, 2008) to October 2, 2012 (the date the patent issued).

1Contra Exelixis, Inc. v. Kappos, — F.Supp.2d—,2013 WL 314754 at *8-9 (E.D.Va., January 28,2013) (holding
that "the PTO's regulation denying PTA for the time period during which an RCE isunder consideration, regardless
ofwhenthe RCE is filed, is areasonable implementation ofthe statute, andthat under thatregulation, the PTO
properly did not award plaintiff... PTA for the time between the filing of the RCE and the notice of allowance" and
also upholding " the PTO's decision todeny any B-delay PTA for the time between the notice of allowance and the
issuance of the patent.")
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21. In the alternative, under 35 U.S.C. § 154(b)(1)(B), the correct number of days

attributable to application pendency in excess ofthree years is at least 428 days. The Director

incorrectly calculated alength ofBdelay of 302 days. Section 154(b)(1)(B) ofTitle 35 excludes

from the calculation of B Delay "any time consumed by continued examination of the

application." Following the filing ofarequest for continued examination on April 18, 2012, the

USPTO mailed a notice of allowance on May 29, 2012, thereby closing examination of the

application on that date. Even ifthe period from April 18, 2012 to May 29, 2012 was properly

subtracted from the BDelay as time consumed by continued examination ofthe application, no

continued examination took place during the 126 day period from May 29, 2012 (the date the

notice ofallowance was mailed) until October 2, 2012 (the date the '318 patent issued), and the

Director erred in the calculation of patent term adjustment by subtracting from B Delay this

period that was not "consumed by continued examination ofthe application." Accordingly, at

least 126 days ofBDelay should have been included in addition to the 302 days accorded by the

Director, for a total B Delay ofat least 428 days.

22. Under 35 U.S.C. § 154(b)(2)(C), the correct number of days of applicant delay is

10 days. The Director correctly calculated the amount ofapplicant delay.

23. Section 154(b)(2)(A) of Title 35 provides that "to the extent that periods of delay

attributable to grounds specified in paragraph [b](l) overlap, the period of any adjustment

...shall notexceed the actual number of daysthe issuance of the patent was delayed." There was

no overlap between the A Delay period (which accumulated during the period August 21, 2009

to May 26, 2011) and the B Delay period (which accumulated during the period from June 21,

2011 to October 2, 2012) in the prosecution of the '318 patent. The Director correctly
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determined that there was no overlap between the ADelay period and the BDelay period for the

'318 patent.

24. The '318 patent is not subject to a terminal disclaimer. Thus, the period ofpatent

term adjustment isnot limited under 35 U.S.C. § 154(b)(2)(B).

25. The correct patent term adjustment under 35 U.S.C. §§ 154(b)(1) and (2) is the

sum ofthe A Delay and BDelay (644 days + 470 days =1,114 days) minus the number ofdays

ofapplicant delay (10 days) and the number ofdays ofoverlap ofADelay and Bdelay (0 days)

and, for a correct net patent term adjustment of 1,104 days for the '318 patent.

26. In the alternative, thecorrect patent term adjustment under 35 U.S.C. §§ 154(b)(1)

and (2) is the sum of the A Delay and B Delay (644 days + 428 days = 1,072 days) minus the

number ofdays ofapplicant delay (10 days) and the number of days ofoverlap ofADelay and B

delay (0 days) and, for a correct net patent term adjustment of 1,062 days for the '318 patent.

27. Accordingly, the Director's determination that the '318 patent is entitled to only

936 days of patent term adjustment is arbitrary, capricious, an abuse of discretion, or otherwise

not in accordance with the law and in excess ofstatutoryjurisdiction, authority, or limitation.

PRAYER FOR RELIEF

Wherefore, Plaintiffdemands judgment against Defendant and respectfully requests that

this Court enter Orders:

A. Changing the period of patent term adjustment for the '318 patent term from

936 days to 1,104 days, or, in the alternative, 1,062 days, and requiring the Director to alter the

term of the '318 patent to reflect the correct patent term adjustment.
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B. Granting such other and future relief as the nature of the case may admit or

require and as may bejust and equitable.

Dated: March 29,2013

Ahmed J. Davis Q
davis@fr.com

FISH & RICHARDSON P.C.

1425 K Street, N.W.
Washington, D.C. 20005
Telephone: 202-783-5070
Facsimile: 202-783-2331

Attorney for Plaintiff
Incyte Corporation
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