
UNITED STATES DISTRICT COURT

FOR THE EASTERN DISTRICT OF VIRGINIA

Alexandria Division

FILED

i:n I.:: :\ p ?.-. ui

MERCK SHARP & DOHME CORP. and

SCYNEXIS, INC.,

Plaintiffs,

v.

HON. DAVID J. KAPPOS

Under Secretary of Commerce for
Intellectual Property and Director of the
United States Patent and Trademark Office,

Defendant.

L'i

Civil Action No. /- /oi g//j V^

COMPLAINT

Plaintiffs Merck Sharp & Dohme Corp. and Scynexis, Inc. (collectively, "Merck")

for their Complaint against the Honorable David J. Kappos, state as follows:

NATURE OF THE ACTION

1. This is an action by the assignees of United States Patent No. 8,188,085 (the

"'085 Patent," attached as Exhibit A) seeking judgment, pursuant to 35 U.S.C. § 154(b)(4)(A),

that the patent term adjustment for the '085 Patent be changed from 380 days to at least 386

days.

2. This action arises under 35 U.S.C. § 154 and the Administrative Procedure Act, 5

U.S.C. §§701-706.
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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 is proper in this district by virtue of 35 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 Merck Sharp & Dohme Corp. is a corporation organized under the laws

of New Jersey, having a principal place of business at 126 East Lincoln Avenue, Rahway, NJ

07065.

7. Plaintiff Scynexis, Inc. is a corporation organized under the laws of Delaware,

having a principal place of business at 3501 Tricenter Boulevard, Durham, NC 27713.

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

Property and Director of the United States Patent and Trademark Office ("PTO"), acting in his

official capacity. The Director is the head of the agency, charged by statute with providing

management supervision for the PTO 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

9. Mark L. Greenlee; Robert Wilkening; James Apgar; Donald Sperbeck; Kenneth J.

Wildonger; Dongfang Meng; Dann L. Parker, Jr.; Gregory J. Pacofsky; Brian H. Heasley;

Ahmed Mamai; and Kingsley Nelson are the inventors of the invention claimed in U.S. patent

application number 12/461,318 (the '"318 Application") entitled "Antifungal Agents," which

issued as the '085 Patent on May 29, 2012. The '085 Patent is attached as Exhibit A.
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10. Plaintiffs Merck Sharp & Dohme Corp. and Scynexis, Inc. are the assignees of the

'085 Patent, as evidenced by the assignment documents recorded at Reel 023748, Frame 0338;

Reel 023748, Frame 0589; and Reel 023852, Frame 0595 in the PTO.

11. Section 154 ofTitle 35 of the United States Code requires that the Director of the

PTO grant a patent term adjustment in accordance with the provisions of Section 154(b).

Specifically, 35 U.S.C. § 154(b)(3)(D) states that "[t]he Directorshall proceed to grant the patent

after completion of the Director's determination of a patent term adjustment under the

procedures established under this subsection, notwithstandingany appeal taken by the applicant

of such determination."

12. In determining patent term adjustment, the Director is required to extend the term

of a patent for a period equal to the total number of days attributable to delay by the PTO under

35 U.S.C. § 154(b)(1), as limited by any overlapping periods of delay by the PTO as specified

under 35 U.S.C. § 154(b)(2)(A), any disclaimer of patent term by the applicant under 35 U.S.C.

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

13. The Director made a determination of patent term adjustment pursuant to 35

U.S.C. § 154(b)(3)and issued the '085 Patent reflecting that determination.

14. Section 154(b)(4)(A)of Title 35 of the U.S. Code provides that "[a]n applicant

dissatisfied witha 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 Eastern District

of Virginia within 180days after the grant of the patent. Chapter 7 of title 5 shall apply to such

an action."

CLAIM FOR RELIEF

15. The allegations of paragraphs 1-14 are incorporated in this claim for relief as if

fully set forth herein.

Case 1:12-cv-01344-LMB-TCB   Document 1    Filed 11/21/12   Page 3 of 7 PageID# 3



16. The patent term adjustment for the '085 Patent, as determined by the Director

under 35 U.S.C. § 154(b) and indicated on the face of the October 2, 2012 certificate of

correction for the '085 Patent, is 380 days. See Ex. A (last page). The determination of this 380

day patent term adjustment is in error because the PTO failed to properly account for the delays

that occurred before the date that was three years after the actual filing date of the '318

Application, pursuant to 35 U.S.C. § 154(b)(1)(A). The correct patent term adjustment for the

'085 Patent is at least 386 days.

17. The '318 Application was filed on August 7, 2009, and issued as the '085 Patent

on May 29, 2012.

18. Under 35 U.S.C. § 154(b)(1)(A), the number ofdays attributable to PTO

examination delay ("A Delay") is 424 days. There are zero days of "B Delay" under 35 U.S.C.

§ 154(b)(1)(B).

19. The PTO initially calculated the number of days of applicant delay under 35

U.S.C. § 154(b)(2)(C) as 13 days. Specifically, according to the PTO, four days were

attributable to a April 20, 2012 Amendment after Notice of Allowance (Item Number 53 of the

PTO prosecution history of the '085 Patent); seven days were attributable to a March 2, 2012

Amendment after Notice of Allowance (Item Number 45 of the prosecution history); and two

days were attributable to a February 22,2012 Amendment after Notice of Allowance (Item

Number 40 of the prosecution history).

20. The '085 Patent is not subject to a disclaimer of term. Thus, the period of patent

term adjustment is not limited under 35 U.S.C. § 154(b)(2)(B).

21. Accordingly, the PTO initially calculated the patent term adjustment under 35

U.S.C. § 154(b)(1) and (2) as 411 days (424 days minus 13 days).
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22. On July 12,2012, the Patentees filed an Application for Patent Term Adjustment

Under 37 C.F.R. § 1.705(d) (attached as Exhibit B). In this Application, Patentees argued that

Item Numbers 40 and 53 of the PTO prosecution history of the '085 Patent should not have

resulted in any days counted as applicant delay, and therefore, the determination of patent term

adjustment should be corrected from 411 days to 417 days.

23. On August 24, 2012, the PTO issued a response to Patentee's Application for

Patent Term Adjustment, dismissing the request for reconsideration (attached as Exhibit C). The

PTO found that the six days of applicant delay attributable to Item Numbers 40 and 53 in the

prosecution history were proper. Additionally, the PTO determined that "the Office erred in

failing to calculate" an additional 31 days of applicant delay corresponding to a reply to a Notice

to File Missing Parts of Nonprovisional Application. Therefore, the PTO then calculated the

patent term adjustment under 35 U.S.C. § 154(b)(1) and (2) as 424 days minus (13 plus 31 days)

= 380 days.

24. The Director erred in the determination of patent term adjustment because the

February 22, 2012 Amendment after Notice of Allowance (Item Number 40 of the prosecution

history) should not have resulted in two days of applicant delay, and the April 20,2012

Amendment after Notice of Allowance (Item Number 53 of the prosecution history) should not

have resulted in four days of applicant delay. Thus, Plaintiffs are entitled to additional six days

of patent term adjustment.

25. Item Number 40 of the PTO prosecution history of the '085 Patent was an

amendment filed on February 22,2012 in response to a (first) Notice to File Corrected

Application Papers, dated January 12,2012, requesting the correction of illegible text and

missing information on pages 2,3, 255,256 of the original specification. As explained in the
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amendment itself, and in the Application for Patent Term Adjustment, Patentees' own file copy

of the application is complete and contains no illegible text or missing information on the noted

pages of the specification. Indeed, with the amendment, Patentees submitted clear copies of

these pages from the same electronic file, with the same clear result, as were the pages originally

submitted to the Office in the original filing of the application. The PTO accepted the Patentees'

amendment. Therefore, upon information and belief, any informalities mentioned in the PTO's

Notice to File Corrected Application resulted when the PTO scanned these pages. Therefore, the

two days of delay attributed to Item Number 40 are improper.

26. Similarly, Item Number 53 of the PTO prosecution history of the '085 Patent was

an amendment filed on April 20, 2012 in response to a (second) Notice to File Corrected

Application Papers, dated March 21, requesting the correction of illegible text and missing

information on additional pages of the original specification. As explained in the amendment

itself, and in the Application for Patent Term Adjustment, Patentees' own file copy of the

application is complete and contains no illegibletext or missing information on the noted pages

of the specification. Indeed, with the amendment, Patentees submitted clear copies of these

pages from the same electronic file, with the same clear result, as were the pages originally

submitted to the Office in the original filing of the application. The PTO accepted the

amendment. Therefore, upon information and belief, any informalities mentioned in the PTO's

Notice to File Corrected Application resulted when the PTO scanned these pages. Therefore, the

four days of delay attributed to Item Number 53 are improper.

27. The Director's determination that the '085 Patent is entitled to only 380 days of

patent term adjustment is arbitrary, capricious, an abuse of discretion, or otherwise not in

accordance with the law and in excess of statutory jurisdiction, authority, or limitation.
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PRAYER FOR RELIEF

Wherefore, Plaintiffs demand judgment against Defendant and respectfully

request that this Court enter Orders:

A. Changing the period of patent term adjustment for the '085 Patent term

from 380 days to 386 days and requiring the Director to extend the term of the '085 Patent to

reflect the 386 day patent term adjustment.

B. Granting such other and future relief as the nature of the case may admit

or require and as may be just and equitable.

Dated: November 21,2012 Respectfully submitted,

bvitJtTl.jfiifi—
Erica N. Andersen (Va. Bar No. 76466)
Paul J. Berman

COVINGTON & BURLING LLP

1201 Pennsylvania Ave., N.W.
Washington, DC 2004-2401
(202) 662-6000 (Telephone)
(202) 662-6291 (Fax)
E-mail: eandersen@cov.com

pberman@cov.com

Attorneysfor Plaintiffs
Merck Sharp & Dohme Corpand
Scynexis, Inc.
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