Tafas v. Dudas et al Doc. 110 Att. 2
Case 1:07-cv-00846-JCC-TRJ  Document 110-3  Filed 12/19/2007 Page 1 of 10

UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF VIRGINIA
Alexandria Division
TRIANTAFYLLOS TAFAS,
Plaintiff,
Civil Action No. 1:07cv846 (JCC/TRIJ)

V.

JON W. DUDAS, et al.

N N N N N N N N N

Defedants.

CONSOLIDATED WITH

SMITHKLINE BEECHAM
CORPORATION, et al.,

Plaintiffs,

V. Civil Action No. 1:07cv1008 (JCC/TRJ)
JON W. DUDAS, in his official capacity as,
Under-Secretary of Commerce for
Intellectual Property and Director of the
United States Patent and Trademark Office,
etal.,

N N N N N N N N N N N N N N

Defendants.

BRIEF FOR AMICUS CURIAE HUMAN GENOME SCIENCES, INC. IN SUPPORT OF
THE “GSK” PLAINTIFFS’ MOTION FOR SUMMARY JUDGMENT

Human Genome Sciences, Inc. (“HGS”) respectfully submits this amicus curiae brief in
support of the anticipated motion of Plaintiffs (“GSK”’) for Summary Judgment. As discussed
below, HGS fully supports GSK’s arguments seeking to prevent the implementation of new rules
governing the filing and examination of patent applications proposed by the U.S. Patent and

Trademark Office (“the USPTO”). See 72 Fed. Reg. 46716 (“the New Rules”). Like GSK, these
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wide-ranging rules have a significant adverse impact on HGS including, in particular, its ability

to obtain patent protection for its work on life-saving medicines.

I. Background

HGS is a biopharmaceutical company dedicated to the discovery, development,
manufacture and marketing of innovative drug products for patients with unmet medical needs.
HGS is based in Rockville, Maryland and currently has about 880 employees.

HGS primarily focuses on protein and antibody drugs with a clinical development
pipeline that includes drugs to treat hepatitis C, lupus, cancer, theumatoid arthritis and
HIV/AIDS. HGS’ two lead products — LymphoStat-B for lupus and Albuferon for hepatitis C —
are currently undergoing Phase III clinical trials on hundreds of human patients. Furthermore, in
an arrangement with the U.S. Government, HGS is conducting laboratory and clinical testing on
ABthrax for the treatment of anthrax disease necessary to obtain approval from the U.S. Food
and Drug Administration (“FDA”) as well as supporting the use of ABthrax in the event of an
emergency prior to FDA approval. Other HGS compounds in clinical development include
TRAIL receptor antibodies for the treatment of hematopoietic and solid malignancies, and an
antibody to the CCRS receptor for the treatment of HIV/AIDS.

HGS relies heavily on patents for the protection of its gene-based biopharmaceutical
inventions. Patents are one of the foundations to supporting the continued investment by HGS in
the development of new pharmaceutical products to meet society’s unmet medical needs. At
present, over 550 U.S. patents have been issued to HGS since its founding in 1992. Currently,

HGS has over 200 U.S. patent applications pending at the USPTO.
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II. The Retroactive Application of the New Rules to All Pending Applications Will
Significantly Harm HGS

Across all industries in the United States, there has been a significant increase in the
growth of innovation. See 2007-2012 Strategic Plan, United States Patent and Trademark Office,
at 10 (available at http://www.uspto.gov/web/offices/com/strat2007/stratplan2007-2012.pdf).
This growth is evidenced by the growth of the Gross Domestic Product, Research and
Development expenditures, and productivity in the United States over the past several years that
have outpaced other industrialized economies in the world. /d.

Not surprisingly, the number of patent application filings over the past several years has
increased. See Federal Trade Commission Report, To Promote Innovation: The Proper Balance
of Competition and Patent Law and Policy (October 2003), Chapter 5 at 4 (available at
http://www.ftc.gov/0s/2003/10/innovationrpt.pdf). The Director of the USPTO, Jon W. Dudas,
emphasized the role of the USPTO in this era of exploding growth: “American ingenuity
continues to fund our economy. USPTO is honored to help our inventors and innovators.”
2007-2012 Strategic Plan, cover page.

HGS is one such innovator. Patents play a critical role in the development of new
medicines by HGS. Nevertheless, contrary to the Director Dudas’ assertion about the role of the
USPTO, the New Rules only serve to hurt HGS and other drug discovery companies as well as
all other companies and individual inventors that have a pending patent application.

As explained by GSK, the New Rules are especially egregious in view of their retroactive

impact on pending patent application families that include at least two continuing applications
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and at least one Request for Continued Examination (“RCE”) application.' The limitations on
the number of continuing applications and RCEs set forth in 37 C.F.R. § 1.78(d) and 37 C.F.R. §
1.114(f) apply to applications filed prior to November 1, 2007. See 72 Fed. Reg. at 46716; see
also Questions and Answers, Claims and Continuations Final Rule, at 49-50 (Oct. 22, 2007)
(available at http://www.uspto.gov/web/offices/pac/dapp/opla/presentation/ccfrfaq.pdf).

HGS has over 200 applications currently pending at the USPTO. Many of these
application families will be adversely affected by the New Rules just as with GSK’s patent
family. See Mem. In Support of Plaintiffs’ Mot. for a Temporary Restraining Order and
Preliminary Injunction, at 5-7; Declaration of Sherry M. Knowles in Support of Plaintiffs’ Mot.
for a Temporary Restraining Order and Preliminary Injunction, at 49 23-39. These adverse
effects would certainly arise if the New Rules are permitted to be implemented and can be
directly attributed to HGS’ previous reliance on the current rules for prosecuting patents to
biotechnological inventions, which have been in place for over twenty years.

HGS is a small biopharmaceutical company that has yet to introduce any product to
market. Consequently, costs have been and continue to be a dominant concern for all aspects of
HGS business planning, including the protection of its intellectual property. With costs in mind
and in reliance on the present patent rules, HGS implemented a strategy for consolidating its
applications to best protect its intellectual property rights. By retroactively changing its rules,
the USPTO has undermined HGS’ patent strategy, which may lead to the loss of patent rights to

which HGS is currently entitled and consequential effects on its pipeline. As a result of these

"' HGS fully supports GSK’s arguments in support of its motion for a temporary restraining order
and preliminary injunction including, for example, the likelihood of success on the merits that
the USPTO exceeded its authority in promulgating the New Rules. For purposes of this amicus
brief, HGS focuses on the significant harm it will suffer as a result of the retroactive application
of the New Rules.
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new rules, HGS may, in certain circumstances, be unable to protect rights to inventions that it
had planned to commercially develop, removing potential incentives it would have to further this
development, thus depriving the public of new life-saving medicines as envisioned by HGS and
its investors and collaborators.

As an example, in one particular HGS application, the specification discloses hundreds of
species. While claims to a genus have been pursued in this family (which includes at least two
continuing applications and one RCE), only a few species have been claimed to date, and HGS
fully intended to pursue additional species in other continuing patent applications in accordance
with the current USPTO rules. Indeed, HGS filed the original application in this family and
prosecuted the original application and related applications in this family in reliance on the
current USPTO rules. Since the USPTO Examiner has never raised a formal restriction
requirement during prosecution of this patent family, HGS may be precluded from filing further
continuing applications to obtain claims to other species described in the original application as it
and its investors and collaborators had originally envisioned and counted on.” In the absence of
the contemplated further continuing applications, the vast majority of the species invented by
HGS will not be protected by patents. While this result is quite detrimental to HGS and its
investors and collaborators, this result — most importantly — removes any incentive for anyone to
spend the considerable time and money (typically estimated at between $800 million and $1
billion) to determine the efficacy of the species invented by HGS in clinical trials as a necessary

precursor to obtaining FDA approval to provide the public with these species.

* Although the “one more” exception to 37 C.F.R. § 1.78(d)(1) would apply in theory to this
application, only one species would likely be examined in the “one more” application.
Moreover, the USPTO already has indicated through its instructional materials concerning the
New Rules that a petition under 37 C.F.R. § 1.78(d)(1)(vi) necessary to permit the filing of an
additional continuing application (required where two continuing applications have already been
filed) would not be granted in this type of situation.
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In sum, HGS cannot now seek protection for the full scope of the inventions disclosed in
its original application. The New Rules have eliminated HGS’ ability to pursue protection for
the full scope of the inventions described in the original application in the family. The

retroactive impact of the New Rules on this HGS patent family is significant.

III.  Conclusion

Pursuant to the authority provided by the United States Constitution “to promote the
Progress of Science” (U.S. Const. Art. I, Sec. 8, cl. 8), Congress has enacted the Patent Laws (35
U.S.C. § 100 ef seq.) that allow inventors to obtain patents for their discoveries. The USPTO’s
New Rules significantly undermine the ability of inventors to protect the fruits of their labor. In
particular, HGS as well as other individuals and companies engaged in the discovery of new life-
saving medicines will no longer be able to pursue patent protection to the full extent permitted by
the Patent Laws.

Society as a whole will suffer from the reduced incentive to conduct research and
development necessary to bring innovative drugs to market that serve unmet medical needs.
Incentives for innovation must not be diminished to meet some illusory efficiency objectives.
Accordingly, Plaintiffs’ motion to prevent implementation of the USPTO’s New Rules should be
granted.

Dated: This 19th day of December, 2007. Respectfully Submitted,
/s/
Robert E. Scully Jr.
VA Bar No. 19218
Counsel for Amicus Curiae Human
Genome Sciences, Inc.
STITES & HARBISON PLLC

1199 North Fairfax Street, Suite 900
Alexandria, Virginia 22314
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(703) 739-4900
Fax: (703) 739-9577
rscully(@stites.com

James H. Davis, Ph.D., J.D.

Executive Vice President

General Counsel

Michele M. Wales, Ph.D., ].D.

Vice President of Intellectual Property
Jared S. Cohen, Ph.D., J.D.

Patent Attorney

Human Genome Sciences, Inc.
14200 Shady Grove Road

Rockville, MD 20850
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CERTIFICATE OF SERVICE

I hereby certify that on this 19th day of December 2007, the foregoing pleading was filed
electronically using the CM/ECF system, which will send notification by electronic means to the
following counsel of record:

Joseph D. Wilson, Esq.

Kelley Drye & Warren LLP

3050 K. Street, NW, Suite 400

Washington, D.C. 20007-5108

Email: jwilson@kelleydrye.com

Attorney for Plaintiff in Case No. 1:07cv846

Elizabeth M. Locke, Esq.
Kirkland & Ellis LLP

655 15™ Street, NW, Suite 1200
Washington, D.C. 20005
Email: elocke@kirkland.com

and

Craig C. Reilly, Esq.

Richard McGettigan Reilly & West PC

1725 Duke Street, Suite 600

Alexandria, Virginia 22314

Email: craig.reilly@rmrwlaw.com

Attorneys for Plaintiffs in Case No. 1:07cv1008

Chuck Rosenberg, Esq.

United States Attorney

Lauren A. Wetzler, Esq.

R. Joseph Sher, Esq.

Andrew Price, Esq.

Assistant United States Attorneys
United States Attorney’s Office
2100 Jamison Avenue
Alexandria, Virginia 22314
Email: lauren.wetzler@usdoj.gov
Attorneys for Defendants in Case Nos. 1:07cv846
and 1:07¢cv1008
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Rebecca Malkin Carr, Esq.

Pillsbury Winthrop Shaw Pittman LLP
2300 N. Street, NW

Washington, D.C. 20037

Email: Rebecca.carr@pillsburylaw.com

and

Scott J. Pivnick, Esq.

Pillsbury Winthrop Shaw Pittman LLP

1650 Tysons Boulevard

McLean, Virginia 22102-4856

Email: scott.pivnick@pillsburylaw.com
Attorneys for Amicus Elan Pharmaceuticals, Inc.

James Murphy Dowd, Esq.

Wilmer Cutler Pickering Hale & Dorr, LLP
1455 Pennsylvania Avenue, NW

Washington, D.C. 20004

Email: james.dowd@wilmerhale.com

Attorney for Amicus Pharmaceutical Research
and Manufacturers of America

Dawn-Marie Bey, Esq.

Kirkpatrick Stockton LLP

700 13" Street, NW, Suite 800

Washington, D.C. 20005

Email: dbey@kslaw.com

Attorney for Amicus Hexas, LLC, The Roskamp
Institute and Tikvah Therapeutics, Inc.

Randall Karl Miller, Esq.

Arnold & Porter, LLP

1600 Tysons Boulevard, Suite 900

McLean, Virginia 22102

Email: randall_miller@aporter.com

Attorney for Amicus Biotechnology Industry
Organization and Amicus Monsanto Company

Charles Gorenstin, Esq.

Birch, Stewart, Kolasch and Birch, LLP

8110 Gatehouse Road, Suite 100 East

Falls Church, Virginia 22042

email: cg@bskb.com

Attorney for Amicus Intellectual Property Institute
Williams Mitchell College of Law
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Thomas J. O’Brien, Esq.

Morgan Lewis & Blockius LLP

1111 Pennsylvania Avenue, NW
Washington, D.C. 20004

Email: to’brien@morganlewis.com
Attorney for Amicus American Intellectual
Property Law Association

/s/

Robert E. Scully Jr.

VA Bar No. 19218

Counsel for Amicus Curiae Human
Genome Sciences, Inc.

STITES & HARBISON PLLC

1199 North Fairfax Street, Suite 900
Alexandria, Virginia 22314

(703) 739-4900

Fax: (703) 739-9577
rscully@stites.com
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