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QUESTION PRESENTED

Section 112 of Title 35 of the United States Code
provides, in relevant part, that a patent specification
“shall contain a written description of the invention, and of
the manner and process of making and using it, in such
full, clear, concise, and exact terms as to enable any person
skilled in the art to which it pertains, or with which it is
most nearly connected, to make and use the same.” The
question presented is:

Whether the quoted language of § 112 imposes a
second written description requirement, as some panels of
the Federal Circuit have found, that is separate from and
more demanding than the requirement that the written
description enable any person skilled in the art to make
and use the invention, whereas other judges of the court
expressly have concluded that a separate written descrip-
tion requirement is unsupported by the statutory text and
should be rejected.
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RULE 29.6 CORPORATE
DISCLOSURE STATEMENT

Petitioner University of Rochester does not have any
parent corporation and no publicly held company owns
10% or more of Petitioner.
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OPINIONS BELOW

The opinion of the court of appeals (App., infra, la-
30a) is reported at 358 F.3d 916. The order denying re-
hearing en banc, three opinions dissenting from the denial
of rehearing en banc, and two opinions concurring in the
denial of rehearing en banc (App., infra, 69a-122a) are
reported at 375 F.3d 1303. The opinion of the district court
(App., infra, 31a-68a) is reported at 249 F. Supp. 2d 216.

JURISDICTION

The court of appeals entered its judgment on Febru-
ary 13, 2004. A petition for rehearing en banc was denied
on July 2, 2004. This Court’s jurisdiction is invoked under
28 U.S.C. § 1254(1).

STATUTORY PROVISIONS INVOLVED

Section 112 of Title 35 of the United States Code sets
forth the information that must be contained within the
specification of an issued United States patent. Section
112 provides, in relevant part:

§ 112 Specification

The specification shall contain a written de-
scription of the invention, and of the manner and
process of making and using it, in such full, clear,
concise, and exact terms as to enable any person
skilled in the art to which it pertains, or with
which it is most nearly connected, to make and
use the same, and shall set forth the best mode
contemplated by the inventor of carrying out his
invention.

The specification shall conclude with one or
more claims particularly pointing out and dis-
tinctly claiming the subject matter which the ap-
plicant regards as his invention.

& & %



INTRODUCTION

The Federal Circuit is deeply divided over whether 35
U.S.C. § 112 contains a written description requirement
for a patent that is separate from and more demanding
than the requirement that the patent specification include
a “written description” of the invention sufficient “to
enable any person skilled in the art . .. to make and use”
the invention. In the instant case, a panel of the Federal
Circuit held that § 112 contains such a separate written
description requirement. The court of appeals denied
rehearing en banc by a vote of 7 to 5, with several vigorous
dissenting opinions on the issue. Indeed, the dissenters
include one member of the court who agreed that such a
separate written description requirement exists, but who
nonetheless urged the court to hear the case en banc to
resolve the “burgeoning conflicts in pronouncements” of
the court on the issue. App., infra, 71a.

The decision below represents a fundamental shift in
patent law arising from the court of appeals’ creation of a
separate written description requirement that is at odds
with the longstanding statutory language, carefully chosen
by Congress. The text of § 112 is straightforward, requir-
ing only a written description of an invention sufficient “to
enable any person skilled in the art ... to make and use
the same,” i.e., the enablement requirement.

In the decision below, however, the Federal Circuit
insisted that the written description required by the first
paragraph of § 112 must do more than enable skilled
persons to make and use the invention — indeed, the deci-
sion below addressed written description but explicitly did
not reach enablement. The decision went beyond an
enablement standard by adopting, in a separate written
description requirement, a new rigid standard that invali-
dates a patent if the specification does not describe every
detail of the specific structure of the claimed invention,
including, in the instant case, the identification of the
exact chemical formula of a compound for implementing
the patented methods of treatment. Through this new



requirement, a court may invalidate a patent regardless of
the ability of a person of skill in the art to make and use the
invention based on the written description provided in the
patent. By doing so, the decision dispenses with the need to
consider the perspective of, and to rely on evidence from,
persons skilled in the art. Instead, the decision allows
judges to decide that a patent is invalid on summary
judgment, even when there has been no evidence intro-
duced suggesting that skilled artisans would be unable to
make and use the invention based on the patent’s written
description. The decision thus vitiates the statutory pre-

sumption of validity that attaches to a patent pursuant to
35 U.S.C. § 282.

Because the Federal Circuit’s decisions ignore the
statutory language linking a patent’s written description to
enablement, this separate written description requirement
alters the balance between protection of basic research and
protection of commercial products. In so doing, it undermines
the Bayh-Dole Act of 1980, 35 U.S.C. §§ 200-212, which uses
the patent system to effectuate the transfer of early-stage
technology from research institutions to industry.

In an amicus brief filed in the Federal Circuit in 2002,
the United States urged that court to address en banc the
written description requirement of § 112, observing that
the numerous decisions by the Federal Circuit that have
addressed the issue have not provided clear or uniform
guidance as to the meaning of the requirement.

Review by this Court is necessary to resolve the
disagreement among the judges of the Federal Circuit
(noted by more than fifty academic commentators, App.,
infra, 93a-117a), and to put an end to the misinterpreta-
tion of § 112. As explained below in one of the opinions
dissenting from denial of rehearing en banc, “[t]he issue of
whether patent law contains a separate written descrip-
tion requirement has percolated through various panels”
of the Federal Circuit “on a variety of facts” and is now
ripe for further review to resolve the differences of opinion
that have developed. App., infra, 73a.
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STATEMENT OF THE CASE
1. Statutory framework

a. Congress has exercised its constitutional author-
ity to “promote the Progress of Science and useful Arts”
under Art. I, § 8, cl. 8, through the establishment of a
federal system for the issuance of patents, 35 U.S.C. §§ 1-
13, which “offer[s] inventors exclusive rights for a limited
period as an incentive for their inventiveness and research
efforts.” Diamond v. Chakrabarty, 447 U.S. 303, 307 (1980)
(citation omitted). Congress has identified the types of
inventions that are “patentable” in 35 U.S.C. § 101 to
include “any new and useful process, machine, manufac-
ture, or composition of matter. . . .”

b. A patent is presumed valid under 35 U.S.C. § 282,
and the “burden of establishing invalidity of a patent or
any claim thereof shall rest on the party asserting such
invalidity.” Id. Invalidity of a patent can be established,

inter alia, “for failure to comply with any requirement of
section| ]112....” 35 U.S.C. § 282(3).

Section 112 sets forth the required contents of the
specification that must be “annexed to the patent and be a
part of such patent.” 35 U.S.C. § 154(a)(4). Section 112
provides in its first paragraph that the specification must
“contain a written description of the invention, and of the
manner and process of making and using it, in such full,
clear, concise, and exact terms as to enable any person
skilled in the art to which it pertains, or with which it is
most nearly connected, to make and use the same, and
shall set forth the best mode contemplated by the inventor
of carrying out his invention.” 35 U.S.C. § 112, { 1.

Section 112 provides in its second paragraph that the
specification must “conclude with one or more claims
particularly pointing out and distinctly claiming the
subject matter which the applicant regards as his inven-
tion.” 35 U.S.C. § 112, | 2. The remaining paragraphs of
§ 112 detail the requirements of how the claims are to be
set forth. The best mode provision of the first paragraph



and the claims provision of the second paragraph are not
at issue in this case.

c. Congress has provided that appeals involving
federally issued patents be heard by the United States
Court of Appeals for the Federal Circuit. 28 U.S.C. § 1295.
Because of that exclusive jurisdiction, there is no opportu-
nity for other Circuits to interpret the language of the
Patent Act and, thus, no possibility of an inter-circuit
conflict on the matter of statutory construction at issue
here, no matter how wrong the Federal Circuit’s interpre-
tation of the statute may be using general principles of
statutory construction.

2. Factual background

a. Petitioner, the University of Rochester, is one of
the nation’s leading research universities. In 1990, Peti-
tioner’s team of scientists led by Dr. Donald Young discov-
ered novel methods of treating pain, inflammation and
other diseases in humans. These methods all involve
selective inhibition of an enzyme known as cyclooxy-
genase-2 (“Cox-2”).

Cyclooxygenases are enzymes that bring about the
production of prostaglandin hormones in the human body.
Prostaglandins perform certain housekeeping functions
such as protecting the stomach lining. App., infra, 2a-3a.
Prostaglandins can also cause pain and inflammation,
however, when produced at the site of an injury or disease.

For many years, scientists thought that in humans
there was only one cyclooxygenase — now known as Cox-1
— and that Cox-1 was responsible for the production of all
prostaglandins, including those that cause pain and
inflammation. Accordingly, drugs used to treat pain and
inflammation — so-called non-steroidal anti-inflammatory
drugs (“NSAIDs”)' — were designed to inhibit the activity

! Examples of traditional NSAIDs include aspirin, ibuprofen, and
naproxen. App., infra, 2a.
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of Cox-1. Such NSAIDs thus inhibited Cox-1’s production
of the protective prostaglandins in the stomach, causing
significant adverse side effects such as ulcers and bleed-
ing. See App., infra, 2a-3a.

Dr. Young and his team made the remarkable discov-
ery that there is a second cyclooxygenase enzyme in
humans — now known as Cox-2 — that is the product of a
distinct gene. They discovered that it is Cox-2 — not the
previously known Cox-1 — that is responsible for causing
inflammation, and that traditional NSAIDs worked
because in addition to inhibiting Cox-1 they also inhibited
Cox-2. App., infra, 3a. Petitioner’s scientists realized that
a new, better, and safer way of treating pain and inflam-
mation was to selectively inhibit Cox-2 much more than
Cox-1. In that way, pain and inflammation could be
treated without inhibiting the production of prostagland-
ins that protect the stomach. App., infra, 3a; see also Fed.
Cir. J. App. A87-147.

Petitioner’s work in this area was pioneering. Respon-
dents’ chief medicinal chemist described the discovery of
Cox-2 and its link to inflammation as the “holy grail in
this area. . ..” Fed. Cir. J. App. A760.

The inventors published their groundbreaking discov-
eries in widely disseminated scientific journals, and
discussed their findings at regional and international
conferences. Fed. Cir. J. App. A87-89.

b. The research leading to the invention was funded
by the National Institutes of Health. U.S. Patent
6,048,850 (“the ‘850 patent”) at col. 1, lines 18-21 (Fed. Cir.
J. App. A112). Thus, under the Bayh-Dole Act of 1980, 35
U.S.C. §§ 200-212, Petitioner is afforded the intellectual
property rights and the right to file for a patent on, inter
alia, the methods of treatment the University scientists
invented based on their research. Petitioner therefore filed
an application for a patent in September 1992, App., infra,
3a-4a, and the sufficiency of the specification in that
application was not before the Federal Circuit. In June,
1995, Petitioner filed a continuation application which was



issued by the United States Patent and Trademark Office
on April 11, 2000 as the ‘850 patent. Id. at 4a.

The ‘850 patent identifies Cox-2 as a novel pharma-
ceutical target for treating pain and inflammation. The
‘850 patent sets forth experiments that demonstrate that
NSAIDs inhibit Cox-2, and that different NSAIDs inhibit
Cox-2 to different degrees. The ‘850 patent does not set
forth the precise chemical structure of a selective Cox-2
inhibitor. It does, however, describe suitable compounds by
their characteristics, function and behavior in tests. It also
describes materials and tests that enable scientists using
routine skill to identify compounds that will selectively
inhibit Cox-2 over Cox-1.

The disclosure of Cox-2 set off a race to identify
compounds that selectively inhibit Cox-2. It took two
major pharmaceutical companies — Pfizer and Merck —
only a few months to identify selective inhibitors of Cox-2,
and both companies filed patent applications directed to
broad classes of compounds. Fed. Cir. J. App. A1278,
A3082-3102.

3. Procedural background

a. District court. Petitioner filed suit in the
United States District Court for the Western District of
New York on the day its ‘850 patent issued, alleging that
respondent Pfizer’s sales of its selective Cox-2 inhibitors,
Celebrex® and, later, Bextra®, infringed the ‘850 patent.
App., infra, 5a. Petitioner sought injunctive and monetary
relief. Id. at 6a.”

In May 2002, Respondents moved for summary
judgment on the ground that the ‘850 patent is invalid
under § 112, { 1, for failure to meet the Federal Circuit’s

® The other Respondents are predecessor entities to Pfizer. See
App., infra, 5a n.2 (detailing corporate transformations of predeces-
sors).
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separate “written description requirement”, because the
patent does not disclose the exact chemical formula of a
compound that selectively inhibits Cox-2 over Cox-1.
Respondents contended that the patent’s written descrip-
tion “must include a description of the structure or for-
mula of the compounds that actually perform” the function
of selectively inhibiting Cox-2. Fed. Cir. J. App. A163. In
November of 2002, Respondents additionally moved for
summary judgment on the ground that the ‘850 patent is
invalid because its written description does not enable
persons skilled in the art to practice the claimed methods
of treatment — i.e., lack of enablement. App., infra, 35a.

Petitioner opposed both of Respondents’ motions and
also filed a cross motion for summary judgment on the
Federal Circuit’s separate written description require-
ment. In addition to relying on the statutory presumption
of validity under 35 U.S.C. § 282, Petitioner submitted the
declarations of five experts in the field who explained that
the ‘850 patent’s written description enables persons
skilled in the art to make and use the claimed methods of
treatment without undue experimentation. Fed. Cir. J.
App. A342-404, A1199-1412. Petitioner also submitted
hundreds of pages of other documentary evidence demon-
strating that persons skilled in the art can make and use
the claimed inventions. Id., A1413-3894. Respondents
submitted no relevant evidence other than the patent
itself in support of either of their summary judgment
motions.

The district court granted Respondents summary
judgment on both their motions. App., infra, 31a-68a. With
respect to the Federal Circuit’s separate written descrip-
tion requirement, the district court held that the ‘850
patent does not meet the requirement “as a matter of law,”
because “it contains no information by which a person of
ordinary skill in the art would understand that the inven-
tors possessed the claimed invention.” App., infra, 44a.
The district court premised its ruling on the fact that the
patent did not contain the exact chemical formula of a
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compound that selectively inhibits Cox-2. App., infra, 44a-
47a.

The district court also granted Respondents’ motion on
enablement, denied Petitioner’s cross-motion, and dis-
missed the complaint. App., infra, 7a.

b. Court of appeals’ panel opinion. A panel of
the Federal Circuit Court of Appeals affirmed the district
court’s ruling on its separate written description require-
ment. App., infra, 1a-30a. The court rejected Petitioner’s
argument that “no written description requirement exists
independent of enablement” under 35 U.S.C. § 112. App.,
infra, 8a. The court held that, in addition to including a
written description of the invention that meets the statu-
tory requirement of “enabl[ing] persons skilled in the art
to” make and use the claimed invention, a patent must
meet a separate written description requirement, which
the court described in various ways, including as a re-
quirement that the description establish that the appli-
cant has possession of the invention.

The court declared that its separate written descrip-
tion requirement has always existed and, as announced in
Regents of the Univ. of Cal. v. Eli Lilly & Co., 119 F.3d
1559 (Fed. Cir. 1997), serves as a general disclosure
requirement separate from enablement under § 112. The
court also declared that the separate description require-
ment applies to all manner of invention. App., infra, 16a-
20a.

The court recognized that Petitioner’s ‘850 patent
contains: (1) descriptions of Cox-1 and Cox-2; (2) descrip-
tions of how to make cells that express Cox-1 or Cox-2, but
not both; (3) screening assays (tests) to identify compounds
that selectively inhibit Cox-2; and (4) methods of treat-
ment using such compounds. App., infra, 23a. The court
held that the ‘850 patent, nonetheless, does not meet the
separate written description requirement because it “does
not disclose any compounds that can be used in its claimed
methods,” and “[t]he claimed methods thus cannot be
practiced based on the patent’s specification....” Id. at
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23a-24a. The court concluded that, “[wlithout such disclo-
sure, the claimed methods cannot be said to have been
described.” Id. at 24a.

In light of its affirmance on written description
grounds, the court did not decide the enablement issue —
that is, whether the written description is sufficient to
enable persons skilled in the art to make and use the
invention. App., infra, 28a.

c. Opinions on denial of rehearing en banc. On
July 2, 2004, the court of appeals denied rehearing en banc
in a 7 to 5 vote. App., infra, 69a-122a. The decision pro-
voked 4 of the dissenting judges to join or write strongly
written dissents, each of which acknowledged that the
Federal Circuit’s written description jurisprudence is in
complete disarray, and that the fundamental question of
whether § 112, { 1 contains a written description require-
ment separate from a written description requirement for
the purpose of enablement is ripe for resolution. App.,
infra, 7la-73a; 78a-122a.

Judge Newman, dissenting “from the court’s decision
not to resolve en banc the burgeoning conflict in pro-
nouncements” by different panels of the Federal Circuit,
App., infra, 71a, explained:

This question has been promoted from simple

semantics into a fundamental conflict concerning

patent scope and the support needed to claim bio-
logical products. The appropriate forum is now

the en banc tribunal, not continuing debate in

panel opinions applying divergent law.

* & *

The issue of whether patent law contains a sepa-
rate written description requirement has perco-
lated through various panels of this court, on a
variety of facts. . .. This question has percolated
enough; it is ripe for en banc resolution.

App., infra, 71a, 73a.
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In a second opinion dissenting from denial of rehear-
ing en banc, Judge Rader, joined by Judges Gajarsa and
Linn, criticized the court’s refusal “to clarify and correct its
confusing jurisprudence on the new written description
invalidity doctrine” via en banc review. App., infra, 78a.
Judge Rader stated that the separate written description
requirement is “contrary to logic and the statute itself,”
“conflicts with binding precedent,” “engendered confusion,”
and “changes the established rules of claiming and disclos-
ing inventions.” Id. at 78a, 79a n.2, 82a and 91a.

Analyzing precedential case law and the evolution of
§ 112, {1 from 1793 to present, Judge Rader concluded
that “the Eli Lilly doctrine has no basis in the written
description language of the original Patent Act,” and “the
statutory language of 35 U.S.C. § 112, { 1 has not changed
in any way that justifies ‘discovery’ of a vast new validity
doctrine over two hundred years after the 1793 Act.” Id. at
85a. Judge Rader also examined Federal Circuit case law
following the Lilly decision, and attached a lengthy ap-
pendix listing dozens of scholarly legal works, all of which
highlight the persistent confusion regarding the written
description requirement of § 112. Id. at 79a-82a, 93a-117a.

In the third opinion dissenting from denial of rehear-
ing en banc, Judge Linn, joined by Judges Rader and
Gajarsa, declared that the decision of the panel below
“perpetuates the confusion our precedent ... has engen-
dered in establishing ‘written description’ as a separate
requirement of 35 U.S.C. § 112, {1, on which a patent
may be held invalid.” App., infra, 118a. The opinion flatly
declared: “[t]hat precedent should be overturned.” Id.
Judge Linn emphasized that the Federal Circuit’s internal
debate:

continues to leave uncertain how inventions are
protected, how the United States Patent and
Trademark Office discharges its responsibilities,
and how business is conducted in emerging fields
of law. These uncertainties will remain unless re-
solved by [the Federal Circuit] en banc or by the
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Supreme Court. The issue is important, is ripe
for consideration, and deserves to be clarified,
one way or the other.

App., infra, 122a (emphasis added).

REASONS FOR GRANTING THE PETITION

The opinions by the various members of the Federal
Circuit dissenting from that court’s order denying rehear-
ing en banc amply set forth the reasons that further
review is warranted in this case. The judges of the Federal
Circuit are in disagreement on the issue of whether a
separate written description requirement exists under 35
U.S.C. § 112, apart from the requirement that the written
description enable one skilled in the art to make and use
the invention.

The judgment below (1) perpetuates a flawed con-
struction of 35 U.S.C. § 112,  1; (2) eviscerates the statu-
tory presumption of validity in 35 U.S.C. § 282 by adopting
a written description requirement that is not tied to
evidence of the knowledge of people skilled in the art; and
(3) radically transforms the patent statute to favor indus-
try over basic researchers, thereby severely undercutting
the operation of the Bayh-Dole Act, 35 U.S.C. §§ 200-212,
and the policies underlying that Act.

Review by this Court is now necessary because the
Federal Circuit has declined to resolve the issue through
en banc review, over strong objections of several members
of that court. Because panels of the Federal Circuit are
bound by the holding of prior panel opinions, a formal split
within the Circuit is not permitted. Moreover, because the
Federal Circuit has exclusive jurisdiction of patent appeals
from district courts, there can be no inter-circuit conflict
on this question of the correct construction and application
of the provision of the Patent Act at issue. Nor is it possi-
ble for the issues presented by this case to be ventilated in
other Circuits, even though the Federal Circuit’s erroneous
analysis violates basic principles of statutory construction.
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The vigorous dissents by a significant number of the
Federal Circuit judges from the denials of rehearing en
banc in this and an earlier case serve a function similar to
the inter-circuit percolation that often precedes this
Court’s review. The several opinions below have thor-
oughly explored the issues presented by this case. As
Judge Newman remarked, “[tlhe differences of opinion
among the judges of the Federal Circuit, are, in micro-
cosm, the ‘percolation’ that scholars feared would be lost
by a national court at the circuit level. ... This question
has percolated enough. . . .” App., infra, 73a.

A. The Federal Circuit Is Deeply Divided Over
Whether 35 U.S.C. § 112 Contains A Written De-
scription Requirement Separate From Enable-
ment

1. The Genesis of the Federal Circuit’s Separate
Written Description Requirement

The controversy underlying this case has roots that
date back to a decision by the Federal Circuit’s predecessor
court, the Court of Customs and Patent Appeals, in In re
Ruschig, 379 F.2d 990 (C.C.P.A. 1967). Contrary to the
plain language of 35 U.S.C. § 112, { 1, the Ruschig court
interpreted § 112 to contain two distinct written descrip-
tion requirements: (1) the well-understood requirement
that a patent contain a written description of the inven-
tion (and the manner and process of making it and using
it) sufficient “to enable any person skilled in the art to
which it pertains ... to make and use the same” (the
“enablement requirement”); and (2) a new and ill-defined
requirement that later-claimed inventions must be suffi-
ciently described by an earlier application in order to take
the benefit of that earlier application’s filing date (the
“separate written description requirement”). The Ruschig
court created this second written description requirement
in the context of determining whether new claim language
present in the application at issue was entitled to priority
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to an earlier application under 35 U.S.C. § 120. See
Ruschig, 379 F.2d at 991, 994-96.

For the next 30 years, the notion that § 112, {1
contains a separate written description requirement
appeared sporadically in Court of Customs and Patent
Appeals and Federal Circuit opinions. See Moba, B.V. v.
Diamond Automation, Inc., 325 F.3d 1306, 1319-20 (Fed.
Cir.) (per curiam), cert. denied, 124 S.Ct. 464 (2003)
(discussing evolution of separate written description
requirement); id. at 1323-24 (Rader, J., concurring) (same).
During this period, the C.C.P.A. and Federal Circuit used
the separate written description requirement solely to
prevent applicants from introducing new material into
their patents while claiming the benefit of applications
filed at an earlier date. Id. at 1324. “Thus, from 1967 until
1997, ... the innovative new reading of § 112, operated
only to determine whether new claim language deserved
priority back to the patent’s original filing date.” Id.

The use of this “separate written description require-
ment” in this context — to police priority assertions — was
not supported by the plain language of § 112. See Enzo
Biochem, Inc. v. Gen-Probe, Inc., 323 F.3d 956, 977-78
(Fed. Cir. 2002) (Rader, J., dissenting). And, indeed, during
this period the Federal Circuit acknowledged that there
was confusion in its “decisions concerning the extent to
which the ‘written description’ requirement is separate
and distinct from the enablement requirement.” Vas-Cath,
Inc. v. Mahurkar, 935 F.2d 1555, 1563 (Fed. Cir. 1991).

But although controversial and confusing, it was
recognized that the use of the separate written description
“requirement” to police priority was “synonymous” with
another provision of the statute, 35 U.S.C. § 132, which
prohibits “new matter” from being introduced into the
claims or specification of a patent. Moba, B.V., 325 F.3d at
1319 (citing In re Rasmussen, 650 F.2d 1212, 1214
(C.C.PA. 1981)). Therefore, the separate written descrip-
tion requirement to police priority “did no harm.” Id. at
1324 (Rader, J., concurring).
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The situation changed, however, in 1997 when a panel
of the Federal Circuit decided Regents of the Univ. of Cal.
v. Eli Lilly & Co., 119 F.3d 1559 (Fed. Cir. 1997), and
“inexplicably wrote a new disclosure requirement, found
nowhere in title 35, and attributed that new requirement
to the written description doctrine.” Moba, B.V., 325 F.3d
at 1324 (Rader, J., concurring). Lilly applied its new
written description standard for patentability not to police
priority, but rather to invalidate originally-filed claims to
DNA. Id. at 1320. “Invoking § 112, Lilly required a precise
definition of a DNA sequence in the patent specification.”
Moba, B.V., 325 F.3d at 1320. The Lilly panel found that a
patent’s written description that enabled persons skilled in
the art to obtain the claimed DNA was nonetheless insuffi-
cient to meet its new written description requirement
under § 112. Lilly, 119 F.3d at 1566-67. The Lilly panel
thereby created a rigid new disclosure requirement for
compliance with § 112 for DNA patents, via this second,
untethered, written description requirement. Lilly ren-
dered a patent for DNA per se invalid if it did not meet
that standard, even if it enabled a skilled person to make
and use the invention.

2. The Federal Circuit’s Creation of a Separate
Written Description Requirement for Patent-
ability Has Created Confusion and Divided
that Court

Decisions of the Federal Circuit in the wake of Lilly
made clear that there was and remains a deep schism
among the judges of the Federal Circuit on the issue of
whether § 112 contains a second written description
requirement separate from enablement and, if so, what
the requirement is, and how (if at all) it should be applied
to all inventions. See Moba, B.V., 325 F.3d at 1322-27
(Rader, J., concurring); id. at 1327-28 (Bryson, J., concur-
ring). See also Amgen Inc. v. Hoechst Marion Roussel, Inc.,
314 F.3d 1313, 1332 (Fed. Cir. 2003); id. at 1361 (Clevenger,
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dJ., dissenting); Enzo Biochem, Inc. v. Gen-Probe Inc., 323
F.3d 956 (Fed. Cir. 2002); Union Oil Co. v. Atlantic Rich-
field Co., 208 F.3d 989, 997 (Fed. Cir. 2000); id. at 1002-05
(Lourie, J., dissenting); SunTiger, Inc. v. Scientific Re-
search Funding Group, 189 F.3d 1327, 1337-38 (Fed. Cir.
1999) (Lourie, dJ., dissenting). As Judge Newman re-
marked, “Federal Circuit law of written description has
become encumbered with inconsistent pronouncements. . ..”
App., infra, 73a.

The inconsistency includes the failure of the Federal
Circuit judges to come to agreement about the reach and
application of the new written description requirement set
forth in Lilly. Prior to the instant case, Lilly was widely
regarded as announcing a special rule for biotechnology
inventions (App., infra, 98a, 100a, 102a-103a, 105a-107a,
113a) and, even in that context, was considered to be “on
the decline.” Moba, B.V., 325 F.3d at 1326 (Rader, J.,
concurring). The opinion below, however, breathed new life
into Lilly, and dramatically expanded its reach, declaring
it to be the legal standard for patentability that applies to
“all types of inventions.” App., infra, 18a.

In his dissent from denial of rehearing en banc below,
Judge Rader also pointed out that the United States, as
amicus curiae requesting en banc reconsideration in Enzo
Biochem, had “issued a call for clarity” which the Federal
Circuit “has yet to address.” Id. at 8la. Judge Rader
quoted the United States’ brief, which noted that the
Federal Circuit’s numerous decisions on the written
description requirement of § 112 “have not taken a clear
and uniform position regarding the purpose and meaning
of the requirement,” and that “inventors, the public, and
the USPTO” would benefit from “an authoritative inter-
pretation of the provision.” App., infra, 81a-82a (quoting
Brief of Amicus Curiae United States in Enzo Biochem,
No. 01-1230 at 4-5, 9).
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The conflict and its ramifications are so severe that in
this case and in Enzo Biochem, 323 F.3d 956, a significant
minority of the judges called for en banc resolution of this
issue of statutory construction. App., infra, 7la-122a.
Indeed, in the instant case, Judge Bryson, who was a
member of the panel that invalidated petitioner’s patent
on written description grounds, voted with Judges New-
man, Rader, Linn and Gajarsa to rehear this case en banc.
App., infra, 78a. Judge Bryson was a member of the Lilly
panel (as was Judge Newman), but also has expressed the
view that “[plerhaps the entire line of cases stemming
from Ruschig is wrong,” and “perhaps we should at some
point address that question en banc.” Moba, B.V., 325 F.3d
at 1328 (Bryson, J., concurring). The “real question,”
Judge Bryson has explained, “is not whether Lilly was an
unwarranted departure from the Ruschig line of cases, but
whether that entire line of cases is based on a fundamen-
tally flawed construction of 35 U.S.C. § 112, paragraph 1.”
Id. As Judge Bryson’s vote to hear petitioner’s case en banc
indicates, petitioner’s case is the appropriate case in which
to address that fundamental question.

The current division in the Federal Circuit indicates
that the issue has gone as far as it can in the Federal
Circuit. The academic community has also thoroughly
examined the question and produced an extensive body of
scholarly literature, predominantly critical of the Federal
Circuit’s position. App., infra, 93a-117a. The time is thus
ripe for this Court’s review. Indeed, three Federal Circuit
judges emphasized that the uncertainties will remain
unless this Court steps in now to resolve this fundamental
issue. App., infra, 122a.
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B. The Panel Below Is Wrong That 35 U.S.C. § 112
Imposes A Written Description Requirement
That Is Separate From The Requirement That
The Written Description Enable Persons Skilled
In The Art To Make And Use The Invention

1. The Plain Language of the Statute and its
Structure and History Demonstrate the
Court of Appeals’ Error of Statutory Con-
struction

a. The Federal Circuit’s interpretation of 35 U.S.C.
§ 112 to create a written description requirement that is
not tied to enablement ignores ordinary grammar and
syntax, and thus disregards the plain language of the
statute.

As this Court has made clear, “[iln cases of statutory
construction” the analysis must begin “with the language
of the statute.” Diamond v. Chakrabarty, 447 U.S. 303,
308 (1980). “[Ulnless otherwise defined, words will be
interpreted as taking their ordinary, contemporary com-
mon meaning.” Id. (citation omitted). The Court has been
particularly attentive to this requirement of statutory
construction with regard to interpretation of the Patent
Act. The Court has expressly cautioned against “read[ing]
into the patent laws limitations and conditions which the
legislature has not expressed.” Id. (citation omitted). Yet
that is precisely what the Federal Circuit has done in this
case.

The plain meaning of the first paragraph of § 112 is
manifest. “Section 112, first paragraph, is a simple sen-
tence, with a comma after ‘it,’ making the phrase ‘in such
full ... the same’ a modifier of both objects of the verb
‘contain.” All before that comma prescribes what shall be
described. The phrase following the comma prescribes how
and for whom it shall be described.” In re Barker, 559 F.2d
588, 594-95 (C.C.PA. 1977) (Markey, J., dissenting)
(emphasis in original). As Chief Judge Markey further
explained: Congress specified “in a single prepositional
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phrase, that the description of the invention, and the
description of the manner of making and using it, shall
both be in ‘such full, clear, concise, and exact terms as to
enable’” a person skilled in the art to make and use the
invention. Id.; see also Enzo Biochem, 323 F.3d at 976
(Rader, J., dissenting) (“lAln adequate written description
assures that others can ‘make and use’ the invention”)
(citation omitted). In other words, in drafting the Patent
Act, Congress logically tied written description to a subject
(“the invention” and “the manner and process of making
and using it”) for a purpose (“to enable any person skilled
in the art . . . to make and use the same”).

In a prior case, the United States, speaking with the
concurrence of the United States Patent and Trademark
Office, the agency charged with examining and issuing
patents consistent with the patent laws, has likewise
acknowledged that the statutory language does not sup-
port imposition of a written description requirement that
is separate from and more demanding than enablement:
“A straightforward reading of the text of section 112
suggests that the test for an adequate written description
is whether it provides enough written information for
others to make and use the invention.” App., infra, 84a n.5
(quoting Brief of Amicus Curiae United States in Enzo
Biochem, No. 01-1230 at 5).

b. This straightforward reading of § 112 is fully
supported by the structure and history of the Patent Act.
See App., infra, 82a. The “written description” language
originated in the Patent Act of 1793. 1 Stat 318. The
original Act required that a patentee

deliver a written description of his invention, and
of the manner of using, or process of compound-
ing the same, in such full, clear and exact terms,
as to distinguish the same from all other things
before known, and to enable any person skilled in
the art or science, of which it is a branch ... to
make, compound, and use the same.

1 Stat. 318 (sec. 3) (emphasis added).
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The purpose of this original written description
language was twofold. First, it enabled those “skilled in
the art or science, of which it is a branch ... to make,
compound and use the [invention].” 1 Stat. 318. Second,
because the Patent Act of 1793 did not require inclusion of
claims in a patent, the original requirement that the
written description of an invention “distinguish the same
from all other things before known” served the function
that patent claims now serve, i.e., to delineate the bounda-
ries of what the patentee regards as his or her invention.
Thus, the original provision required an applicant to put
the public on notice of “what the party claims as his own
invention.” Evans v. Eaton, 20 U.S. (7 Wheat.) 356, 433-34
(1822).

In 1836, Congress amended the Patent Act to require
that claims be included in a patent application: a patentee
was required to “particularly specify and point out the
part, improvement, or combination, which he claims as his
own invention or discovery.” 5 Stat. 117 (section 6). As a
reflection of this new claim requirement, the “written
description” phraseology was modified to read:

[An inventor] shall deliver a written description
of his [invention], and of the manner and process
of making, constructing, using, and compounding
the same, in such full, clear, and exact terms,
avoiding unnecessary prolixity, as to enable any
person skilled in the art or science to which it
appertains ... to make, construct, compound,
and use the same. . . .

5 Stat. 117 (section 6). The requirement that the written
description “distinguish the [invention] from all other
things before known” was removed. With separately
required claims to delineate the boundaries of the inven-
tion, the sole function left to the written description in the
specification was, and is, to enable the skilled scientist to
make and use the invention.

Indeed, the Federal Circuit has never articulated why,
if the statute contains a written description requirement
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for the validity of a patent that is separate from and more
demanding than enablement, Congress would ever have
bothered with the clear statutory requirement that there
also be a written description for purposes of enablement.

2. There Is No Need for a Separate Written
Description Requirement

Not only is a separate written description requirement
unsupported by the plain meaning and history of § 112, it
is an invented requirement for patentability for which
there is no identifiable need. Moba, B.V., 325 F.3d at 1326,
n.6 (Rader, J., concurring). It is telling that “neither the
Federal Circuit nor the C.C.P.A. has ever articulated a
persuasive rationale for distinguishing the written de-
scription requirement from the enablement requirement.”
Mark D. Janis, On Courts Herding Cats: Contending with
the Written Description Requirement (and Other Unruly
Patent Disclosure Doctrines), 2 Wash. U. J. L. & Pol’y 55,
62-69 (2000).

Panels of the Federal Circuit have claimed that a
separate description requirement is necessary to “convey a
detailed identity of an invention.” App., infra, 14a; see also
Enzo, 323 F.3d at 963-64. But the court has never identi-
fied what “detailed identity” is lacking in a patent that
fulfills the enablement requirement of § 112, 1, and the
requirement of claims of § 112, { 2. See Moba, B.V., 325
F.3d at 1326 (Rader, J., concurring); Janis, supra, at 67-69.
A specification that fully enables a definitely claimed
invention already conveys possession of that invention — it
conveys that the inventor “invented what is claimed” and
there is no need for additional description. Moba, B.V., 325
F.3d at 1327 (Rader, J., concurring).

Moreover, manipulating what Congress has clearly
written in the statutory text is wholly unnecessary to
fulfill the policies underlying the Patent Act. Enablement
masterfully serves the quid pro quo that is the foundation
for the limited monopoly contemplated by the Constitution.
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A patentee is granted the exclusive rights to his or her
invention for a specified amount of time. In exchange for
that limited monopoly, the patentee must provide a suffi-
cient disclosure of his invention such that “upon the
expiration of that period, the knowledge of the invention
inures to the people, who are thus enabled without restric-
tion to practice it and profit by its use.” United States v.
Dubilier Condenser Corp., 289 U.S. 178, 187 (1933) (empha-
sis added). That is precisely what petitioner did in this case.

C. The Federal Circuit’s Misinterpretation Of § 112
To Create A Written Description Requirement
Separate From Enablement Has Serious And
Widespread Adverse Consequences

1. The Federal Circuit’s Reading of § 112 Dis-
penses With The Perspective of “Persons
Skilled in the Art” and in so Doing, Eviscer-
ates the Statutory Presumption of Validity

Pursuant to 35 U.S.C. § 282, issued United States
patents “shall be presumed valid.” This presumption
entitles a patent holder to prevail unless and until clear
and convincing evidence of invalidity is introduced. Mag-
navision, Inc. v. Bonneau Co., 115 F.3d 956, 958 (Fed. Cir.
1997). In the instant case, however, Respondents pre-
sented no relevant evidence of invalidity to support their
summary judgment motions. Instead, Respondents as-
serted that the presumptively valid ‘850 patent itself was
evidence of its own invalidity sufficient to overcome the
statutory presumption and the Federal Circuit panel
agreed. App., infra, 29a.

To arrive at this conclusion, the panel dispensed with
the statutorily-required perspective of persons skilled in
the art. Instead, the court applied a rigid rule for compli-
ance with its “separate written description requirement”
that rendered the ‘850 patent per se invalid because it did
not describe the exact chemical formula of an implement-
ing compound. That construction of § 112 (to require a
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written description that does more than enable) vitiates
the presumption of validity because it allows a court to
invalidate a patent, as the court below did, notwithstand-
ing unrefuted evidence that the patent’s specification
enables persons skilled in the art to make and use the
claimed inventions.

In finding the ‘850 patent invalid on its face for failure
to meet the written description requirement, the Federal
Circuit upset Congress’s clear intent that the adequacy of
a patent’s written description be measured by the knowl-
edge of a “person skilled in the art,” and not by the layper-
son’s knowledge of a judge. See W.L. Gore & Assoc., Inc. v.
Garlock, Inc., 721 F.2d 1540, 1556 (Fed. Cir. 1983) (“Pat-
ents ... are written to enable those skilled in the art to
practice the invention, not the public.”); see also Warner-
Jenkinson Co. v. Hilton Davis Chem. Co., 520 U.S. 17, 37
(1997) (discussing perspective of a skilled practitioner in
terms of informing a fact-finder about the interchangeabil-
ity of elements). The question of enablement is based on
“numerous factual underpinnings,” including the state of
the art, and the knowledge and skill of practitioners in the
art. Gould v. Quigg, 822 F.2d 1074, 1077 (Fed. Cir. 1987).
Enablement looks not to the face of the patent or to a
judge’s own knowledge, but to what “persons skilled in the
art” can do with the patent’s written description. Thus, by
requiring that compliance with § 112, { 1 be measured by
the knowledge of persons skilled in the art, Congress
assigned to the fact-finder the important role of ascertain-
ing the sufficiency of a patent’s written description.

Under the statutory scheme crafted by Congress, it is
not possible to overcome the presumption of § 282 by
challenging the wvalidity of a patent on enablement
grounds, without the introduction of some evidence that
suggests “a person skilled in the art” would not be able to
take the patent’s specification, along with the knowledge
of skilled artisans, and make and use the invention with-
out undue experimentation. Under the standard Congress
has chosen, a judge’s own reading of the patent is not an
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acceptable substitute for such evidence of those skilled in
the art.

Thus, the district court fundamentally erred in enter-
ing summary judgment against Petitioner on written
description (as well as enablement) despite the fact that
(1) Respondent introduced no evidence of the perspective
of persons skilled in the art; (2) Petitioner introduced
substantial evidence supporting its opposition to summary
judgment on those issues; and (3) Petitioner enjoys a
statutory presumption of validity under 35 U.S.C. § 282.
The sum of Petitioner’s evidence demonstrated that the
written description in the ‘850 patent enables persons of
skill to practice Petitioner’s claimed methods of treatment.
That evidence, however, was wholly disregarded by the
court in its application of its per se requirement that the
patent’s written description include a description of the
exact chemical formula of a compound used to practice the
methods of treatment.

2. The Per Se Invalidation of Patents That Do
Not Meet the Federal Circuit’s New and
More Demanding Written Description Re-
quirement Disrupts the Settled Expecta-
tions of the Inventing Community

The decision below, following the Lilly decision and
expanding it beyond biotechnology patents, dramatically
“changes the established rules of claiming and disclosing
inventions,” App., infra, 91a, thereby “disruptling] the
settled expectations of the inventing community.” Festo
Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., 535 U.S.
722, 739 (2002).

Lilly elevated written description from a priority
doctrine redundant with § 132 (which prohibits the intro-
duction of new matter), into a new patentability doctrine.
Moreover, by requiring that claims to DNA be described by
specific chemical structure, Lilly for the first time required
a patent to meet a written description standard not
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measured by the ability to enable one skilled in the art to
make and use the invention. As Judge Rader explained,
“[blefore the 1997 change [announced in Lilly], no inventor
could have foreseen that the Federal Circuit would make a
new disclosure rule.” App., infra, 91a. Lilly thus upset
patent holders’ expectations because “[wlithout any way to
redraft issued patents to accommodate the new rule, many
patents in the field of biotechnology face[d] serious and
unavoidable validity challenges” merely because the
patent drafter may not have recited the exact chemical
structure of DNA. Id.; see also Moba, B.V., 325 F.3d at
1325 (Rader, J., concurring).

The decision below wreaks further havoc on the
settled expectations of the inventing community. It ex-
pands to “all fields of emerging technology,” the separate
written description requirement of Lilly and its rigid rule
for a detailed structural description, irrespective of the
knowledge and understanding of persons skilled in the art.
App., infra, 121a. Indeed, disregarding the state of the art,
and the knowledge and understanding of persons skilled
in the art, the panel in the instant case mandated that
petitioner set forth the exact chemical formula of a com-
pound in the claimed methods because describing the
compound by its function and enabling skilled artisans to
practice the claimed methods was considered insufficient.
In doing so, the Federal Circuit, despite its protestations
to the contrary, effectively requires that an inventor
reduce to practice an invention before the inventor can file
a patent application. App., infra, 21a. Applied to other
fields, the holding would require, for example, a software
patent to disclose every line of computer code for any
program utilized in the invention. See id. at 91a (Rader, J.,
dissenting from denial of rehearing en banc).

The consequences of the Federal Circuit’s decision
thus are serious and widespread. Inventors in every area
of technology who have followed decades of precedent in
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describing their inventions may find themselves holding
invalid patents.

This is an outcome that this Court has repeatedly
denounced. For example, in Festo, this Court rejected the
Federal Circuit’s adoption of a post hoc “per se rule” that
would have barred patentees from asserting infringement
under the doctrine of equivalents of claims amended (for
whatever reason) during patent prosecution. This Court
explained:

The petitioner in Warner-Jenkinson requested
another bright-line rule that would have pro-
vided more certainty in determining when
[prosecution history] estoppel applies but at the
cost of disrupting the expectations of countless
existing patent holders. We rejected that ap-
proach: “To change so substantially the rules of
the game now could very well subvert the various
balances the PTO sought to strike when issuing
the numerous patents which have not yet expired
and which would be affected by our decision.”

Festo, 535 U.S. at 739 (citation omitted) (emphasis added).

The adoption by the court of appeals in the instant
case of a rigid “separate written description requirement”
that renders a patent invalid per se if it fails to include the
exact chemical formula of a compound, even when the
written description meets the statutory enablement
standard, constitutes another such rule that should be
rejected to avoid disruption.

3. The Federal Circuit’s Ruling Deprives Peti-
tioner and Other Research Institutions and
Inventors Who Perform Basic Research of
Patent Protection for Their Discoveries

Under the ruling below, it will be impossible to obtain
patent protection for a claim to a new method of treatment
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without describing the exact chemical formula of a com-
pound to be used in that method. This dramatically
rewrites § 112 so as to preclude patenting inventions
founded on basic research. Thus, one can discover and
describe (a) a new and advantageous method of treating
disease, and (b) how to identify compounds that can be
used in the new method, but unless one also describes the
exact chemical formula of a pill to be ingested, one cannot
obtain patent protection for the invention.’

Moreover, by requiring inventors to actually practice
their inventions, i.e., to create a compound, before apply-
ing for a patent application, the Federal Circuit’s written
description rule discourages early disclosure of inventions.
The Patent Act requires inventors to file their patent
applications within one year of publicly disclosing their
invention. 35 U.S.C. § 102(b). The new rule, however,
forces inventors to wait until they have actually reduced
their inventions to practice before seeking patent protec-
tion. Inventors will thus delay making a public disclosure
of pioneering inventions and discoveries until they have
reduced the invention to practice, or are certain to be close
to doing so, because once they make the disclosure, the
one-year clock starts running. Moreover, inventors will be
required to “spend their valuable time and resources
fleshing out all the obvious variants of their last invention
instead of pursuing their next significant advance in the
useful arts.” App., infra, 91a (Rader, J., dissenting from
denial of rehearing en banc).

Patent law, however, recognizes the value of pioneer-
ing basic research and early disclosure of that research. “A
policy in favor of prompt disclosure is particularly appro-
priate in the case of pioneer patents, where publication of

* It is well-settled, of course, that novel methods — not just
compositions of matter — are patentable subject matter. 35 U.S.C. § 101.
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a novel invention is all the more likely to stimulate others.
‘[Blasic inventions have led to basic patents, which
amounted to real incentives, not only to invention and its
disclosure, but its prompt, early disclosure.”” Studienge-
sellschaft Kohle mbH v. Dart Indus., Inc., 549 F. Supp.
716, 743 (D. Del. 1982), aff’d, 726 F.2d 724 (Fed. Cir. 1984)
(quoting In re Hogan, 559 F.2d 595, 606 (C.C.P.A. 1977));
see also In re Koller, 613 F.2d 819, 824-25 (C.C.P.A. 1980)
(noting that pioneers “deserve broad claims” to the “broad
concept.”) (citation omitted).

4. The Decision Below Undermines the Goals
and Policies of the Bayh-Dole Act of 1980

The rise of the American research university is one of
the most important developments of the latter half of the
twentieth century. Modern research universities grew out
of the partnership between the federal government and
universities fashioned in the aftermath of World War II.

Congress designed the Bayh-Dole Act of 1980, 35
U.S.C. §§200-212, to foster a partnership between re-
search institutions and industry, and thereby stimulate
U.S. innovation and bring new technologies to the public.
In crafting the Bayh-Dole Act, Congress recognized that
innovative breakthroughs are frequently the product of
federally-funded university research and that, although
universities are well-suited to accomplish such basic
research, private industry is best suited to commercialize
new technologies. The goal of the Bayh-Dole Act was to
effectuate the transfer of pioneering breakthroughs
resulting from basic research to industry, which would
commercialize the technology and bring new products to
market.
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The Bayh-Dole Act uses the patent system to achieve
these goals. Under Bayh-Dole, ownership of discoveries
and inventions arising out of federally-funded research is
vested in the institutions carrying out the research. Such
institutions can obtain patents on newly-discovered
technology, and license those patents to the private sector.
Bayh-Dole thus provides incentives to universities to
patent and market their inventions, and incentives to
industry (via rights to new technology) to invest in and
commercialize early-stage technology.

The decision below marks a fundamental shift in the
types of innovation that the law recognizes as patentable.
By requiring an actual reduction to practice, the decision
below seriously diminishes the ability of universities and
research institutions to obtain patents on early-stage
technology founded upon basic research, which is a fun-
damental feature of the Bayh-Dole paradigm. This in turn
eliminates industry’s prospect of obtaining rights to the
technology which is the primary incentive for it to invest
in, and undertake commercial development of, basic
inventions. Protection of early stage invention, further-
more, is very important to technology-based start-up
companies. With the decision below, the Bayh-Dole para-
digm breaks down and its purpose of rapidly bringing new
technologies to the public is substantially undermined.

The Bayh-Dole Act and 35 U.S.C. § 112 work in
harmony only if § 112 is interpreted as Congress intended,
to contain a written description requirement that a patent
specification enable persons skilled in the art to make and
use the claimed invention, nothing more and nothing less.
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CONCLUSION

For the reasons set forth above, the petition for a writ
of certiorari should be granted.
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James J. Kelley, Eli Lilly and Company, of Indianapolis,
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Bates, Robert A. Armitage, Gilbert T. Voy, and Gregory C.
Cox.

APPEALED FROM: United States District Court for
the Western District of New York.

JUDGES: Before LOURIE, BRYSON, and DYK, Circuit
Judges.

OPINION BY: LOURIE
OPINION: LOURIE, Circuit Judge.

The University of Rochester (“Rochester”) appeals
from the decision of the United States District Court for
the Western District of New York granting summary
judgment that United States Patent 6,048,850 is invalid.
Univ. of Rochester v. G.D. Searle & Co., 249 F. Supp. 2d
216 (W.D.N.Y. 2003). Because we conclude that the court
did not err in holding the ‘850 patent invalid for failing to
comply with the written description requirement of 35
U.S.C. § 112, { 1, and in granting summary judgment on
that ground, we affirm.

BACKGROUND

Traditional non-steroidal anti-inflammatory drugs
(“NSAIDs”) such as aspirin, ibuprofen, ketoprofen, and
naproxen are believed to function by inhibiting the activity
of enzymes called -cyclooxygenases. Cyclooxygenases
catalyze the production of a molecule called prostaglandin
H,, which is a precursor for other prostaglandins that
perform various functions in the human body. Id. at 219.

In the early 1990s, scientists discovered the existence
and separate functions of two distinct cyclooxygenases,
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referred to as “COX-1” and “COX-2.”* COX-1 is expressed
(i.e., produced biologically) in the gastrointestinal tract,
where it is involved in the production of prostaglandins
that serve a beneficial role by, for example, providing
protection for the stomach lining. Id. COX-2 is expressed
in response to inflammatory stimuli, and is thought to be
responsible for the inflammation associated with diseases
such as arthritis. Id. It is now known that the traditional
NSAIDs inhibit both COX-1 and COX-2, and as a result
they not only reduce inflammation, but also can cause
undesirable side effects such as stomach upset, irritation,
ulcers, and bleeding. Id.

After the separate functions of COX-1 and COX-2
were discovered, it was hypothesized that it would be
possible to reduce inflammation without gastrointestinal
side effects if a method could be found for selectively
inhibiting the activity of COX-2 (i.e., inhibiting the activity
of COX-2 without inhibiting COX-1 activity). Id. To that
end, Rochester scientists developed a screening assay for
use in determining whether a particular drug displayed
such selectivity, and filed a U.S. patent application di-
rected to their developments in 1992. After filing a series
of continuation, continuation-in-part, and divisional
applications derived from that 1992 application, the
scientists eventually received United States Patent
5,837,479 in 1998, covering methods “for identifying a
compound that inhibits prostaglandin synthesis catalyzed
by mammalian prostaglandin H synthase-2 (PGHS-2).”

! COX-1 and COX-2 are alternatively referred to as “PGHS-1” and
“PGHS-2,” respectively, where “PGHS” is an abbreviation for “pros-
taglandin H synthase.”



4a

From a division of the application that led to the ‘479
patent, the scientists also obtained, on April 11, 2000, the
‘850 patent. The ‘850 patent contains three independent
claims and five dependent claims. The three independent
claims read as follows:

1. A method for selectively inhibiting PGHS-2 ac-
tivity in a human host, comprising administering
a non-steroidal compound that selectively inhib-
its activity of the PGHS-2 gene product to a hu-
man host in need of such treatment.

5. A method for selectively inhibiting PGHS-2 ac-
tivity in a human host, comprising administering
a non-steroidal compound that selectively inhib-
its activity of the PGHS-2 gene product in a hu-
man host in need of such treatment, wherein the
activity of the non-steroidal compound does not
result in significant toxic side effects in the hu-
man host.

6. A method for selectively inhibiting PGHS-2 ac-
tivity in a human host, comprising administering
a non-steroidal compound that selectively inhib-
its activity of the PGHS-2 gene product in a hu-
man host in need of such treatment, wherein the
ability of the non-steroidal compound to selec-
tively inhibit the activity of the PGHS-2 gene
product is determined by:

a) contacting a genetically engineered
cell that expresses human PGHS-2, and
not human PGHS-1, with the compound
for 30 minutes, and exposing the cell to
a pre-determined-amount of arachi-
donic acid,;

b) contacting a genetically engineered
cell that expresses human PGHS-1, and
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not human PGHS-2, with the compound
for 30 minutes, and exposing the cell to
a pre-determined amount of arachi-
donic acid,;

c) measuring the conversion of arachi-
donic acid to its prostaglandin metabo-
lite; and

d) comparing the amount of the con-
verted arachidonic acid converted by
each cell exposed to the compound to
the amount of the arachidonic acid con-
verted by control cells that were not ex-
posed to the compound, so that the
compounds that inhibit PGHS-2 and
not PGHS-1 activity are identified.

‘850 patent, col. 71, 1. 36 — col. 72, 1. 51. Thus, all eight
claims are directed to methods “for selectively inhibiting
PGHS-2 activity in a human host” by “administering a
non-steroidal compound that selectively inhibits activity of
the PGHS-2 gene product to [or in] a human host in need
of such treatment.”

On the day the ‘850 patent issued, Rochester sued
G.D. Searle & Co., Inc., Monsanto Co., Pharmacia Corp.,
and Pfizer Inc. (collectively, “Pfizer”), alleging that Pfizer’s
sale of its COX-2 inhibitors Celebrex® and Bextra® for
treatment of inflammation infringed the ‘850 patent,” and

? Celebrex® and Bextra®, generically known as celecoxib and
valdecoxib, respectively, were both developed by Searle, which was
purchased by Monsanto in 1985. In 2000, Monsanto merged with
Pharmacia & Upjohn, Inc. to form Pharmacia Corp. In 2002, Monsanto,
sans Searle, was spun off from Pharmacia, and Pharmacia merged with
Pfizer in 2003. The combined company has retained the name Pfizer
Inc.
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seeking injunctive and monetary relief. Univ. of Rochester,
249 F. Supp. 2d at 220. In May 2002, Pfizer moved for
summary judgment of invalidity of the ‘850 patent for
failure to comply with the written description and enable-
ment requirements of 35 U.S.C. § 112, { 1. Rochester
opposed the motion and filed a cross-motion for summary
judgment with respect to the written description issue. Id.

In evaluating the parties’ motions, the district court
found that, although all of the claims require the use of a
“non-steroidal compound that selectively inhibits activity
of the PGHS-2 gene,” the ‘850 patent neither discloses any
such compound nor provides any suggestion as to how
such a compound could be made or otherwise obtained
other than by trial-and-error research. Id. at 224-25, 228-
29. Indeed, the court found no evidence in the ‘850 patent
that the inventors themselves knew of any such compound
at the time their patent application was filed. Id. at 228.
Accordingly, the court concluded that the patent’s claims
are invalid for lack of written description. Id. at 224.

The district court also found that practice of the
claimed methods would require “a person of ordinary skill
in the art . . . to engage in undue experimentation, with no
assurance of success,” and on that basis concluded that the
claims are also invalid for lack of enablement. Id. at 232.
The court considered, but rejected as conclusory, Roches-
ter’s experts’ opinions that one of skill in the art would
have known to start with existing NSAIDs and would have
used routine methods to make structural changes to lead
compounds to optimize them, citing a general failure to
point to any language in the patent supporting those
opinions. Id. at 233.
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Finding no genuine issue of material fact concerning
either written description or enablement, the district court
accordingly granted Pfizer’s motions for summary judg-
ment of invalidity of the ‘850 patent for failure to meet the
written description and enablement requirements, denied
Rochester’s cross-motion, and dismissed the complaint. Id.
at 235-36.

Rochester now appeals. We have jurisdiction pursuant
to 28 U.S.C. § 1295(a)(1).

DISCUSSION

Rochester asserts three grounds of error on appeal.
First, it argues that the district court erred by granting
Pfizer’s motion for summary judgment of invalidity for
lack of written description. Second, it argues that the court
erred by granting Pfizer’s motion for summary judgment
of invalidity for lack of enablement. Third, Rochester
contends that the court erred by denying its cross-motion
for summary judgment with regard to written description.
Pfizer refutes each of those asserted grounds of error.

Summary judgment is appropriate when there are no
genuine issues of material fact and the moving party is
entitled to judgment as a matter of law. Fed. R. Civ. P.
56(c); Johns Hopkins Univ. v. Cellpro, Inc., 152 F.3d 1342,
1353 (Fed. Cir. 1998). We review a district court’s grant of
summary judgment de novo, reapplying the summary
judgment standard. Conroy v. Reebok Int'l, 14 F.3d 1570,
1575 (Fed. Cir. 1994). In contrast, “when a district court
denies summary judgment, we review that decision with
considerable deference to the court,” and “will not disturb
the trial court’s denial ... unless we find that the court
has indeed abused its discretion in so denying.” Suntiger,
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Inc. v. Scientific Research Funding Group, 189 F.3d 1327,
1333 (Fed. Cir. 1999). Additionally, “[w]hen evaluating a
motion for summary judgment, the court views the record
evidence through the prism of the evidentiary standard of
proof that would pertain at a trial on the merits.” Eli Lilly
& Co. v. Barr Labs., Inc., 251 F.3d 955, 962 (Fed. Cir.
2001) (“Barr”). In that process, we draw all justifiable
inferences in the nonmovant’s favor. Anderson v. Liberty
Lobby, Inc., 477 U.S. 242, 255 (1986).

An issued patent enjoys a presumption of validity, 35
U.S.C. § 282, that can be overcome only through clear and
convincing evidence, U.S. Surgical Corp. v. Ethicon, Inc.,
103 F.3d 1554, 1563 (Fed. Cir. 1997). Accordingly, a party
“seeking to invalidate a patent at summary judgment
must submit such clear and convincing evidence of invalid-
ity.” Barr, 251 F.3d at 962.

In its first argument, Rochester asserts that the
district court effectively — but erroneously — held that a
patent claiming a method of obtaining a biological effect in
a human by administering a compound cannot, as a
matter of law, satisfy the written description requirement
without disclosing the identity of any such compound.
Indeed, Rochester contends that “no written description
requirement exists independent of enablement.” In any
event, Rochester argues that its patent met the require-
ments of § 112 and is not invalid.’

® Rochester is supported by amici curiae the Regents of the
University of California, the University of Texas Southwestern Medical
Center at Dallas, and the University of Texas M.D. Anderson Cancer
Center, which make essentially the same points.
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Pfizer responds to Rochester’s argument by pointing
out that we have “interpreted § 112 ‘as requiring a “writ-
ten description” of an invention separate from enable-
ment,’” (citing Enzo Biochem, Inc. v. Gen-Probe Inc., 323
F.3d 956, 963 (Fed. Cir. 2002)), and that “the many prior
precedential decisions” contrary to Rochester’s position
“cannot be overruled except by an en banc decision.” Pfizer
also cites Vas-Cath Inc. v. Mahurkar, 935 F.2d 1555 (Fed.
Cir. 1991), in which we explained that “[t]he purpose of the
written description requirement is broader than to merely
explain how to ‘make and use’ [the invention],” id. at 1563;
and Reiffin v. Microsoft Corp., 214 F.3d 1342 (Fed. Cir.
2000), in which we stated that the purpose of the written
description requirement is to “ensure that the scope of the
right to exclude, as set forth in the claims, does not over-
reach the scope of the inventor’s contribution to the field of
art as described in the patent specification,” id. at 1345.
Pfizer asserts that a patent fails to satisfy the written
description requirement if it claims a method of achieving
a biological effect, but discloses no compounds that can
accomplish that result. It maintains that the district court
correctly invalidated Rochester’s ‘850 patent.’

We agree with Pfizer that our precedent recognizes a
written description requirement and that the ‘850 patent
does not satisfy that requirement. As in any case involving
statutory interpretation, we begin with the language of the
statute itself. Consumer Prod. Safety Comm’n v. GTE
Sylvania, Inc., 447 U.S. 102, 108 (1980). Section 112
provides, in relevant part, that:

* Pfizer is supported by amicus curiae Eli Lilly & Co., which makes
similar arguments.
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The specification shall contain a written descrip-
tion of the invention, and of the manner and
process of making and using it, in such full, clear,
concise, and exact terms as to enable any person
skilled in the art to which it pertains, or with
which it is most nearly connected, to make and
use the same, and shall set forth the best mode
contemplated by the inventor of carrying out his
invention.

35 U.S.C. § 112, {1 (2000). Three separate requirements
are contained in that provision: (1) “the specification shall
contain a written description of the invention”; (2) “[t]he
specification shall contain a written description . .. of the
manner and process of making and using it [i.e., the
invention] in such full, clear, concise, and exact terms as to
enable any person skilled in the art to which it pertains, or
with which it is most nearly connected, to make and use
the same”; and (3) “[t]he specification ... shall set forth
the best mode contemplated by the inventor of carrying
out his invention.”

In common parlance, as well as in our and our prede-
cessor court’s case law, those three requirements are
referred to as the “written description requirement,” the
“enablement requirement,” and the “best mode require-
ment,” respectively. See In re Moore, 439 F.2d 1232, 1235
(CCPA 1971) (“Robert Moore”) (“This first paragraph
analysis in itself contains several inquiries. Considering
the language of the statute, it should be evident that these
inquiries include determining whether the subject matter
defined in the claims is described in the specification,
whether the specification disclosure as a whole is such as
to enable one skilled in the art to make and use the
claimed invention, and whether the best mode contem-
plated by the inventor of carrying out that invention is set



11a

forth.”). The United States Supreme Court also recently
acknowledged written description as a statutory require-
ment distinct not only from the best mode requirement,
but also from enablement. See Festo Corp. v. Shoketsu
Kinzoku Kogyo Kabushiki Co., 535 U.S. 722, 736 (2002)
(“lA] number of statutory requirements must be satisfied
before a patent can issue. The claimed subject matter
must be useful, novel, and not obvious. 35 U.S.C. §§ 101-
103 (1994 ed. and Supp. V). In addition, the patent appli-
cation must describe, enable, and set forth the best mode of
carrying out the invention. § 112 (1994 ed.). These latter
requirements must be satisfied before issuance of the
patent, for exclusive patent rights are given in exchange
for disclosing the invention to the public.” (emphasis

added)).

Although there is often significant overlap between
the three requirements, they are nonetheless independent
of each other. In re Alton, 76 F.3d 1168, 1172 (Fed. Cir.
1996). Thus, an invention may be described without an
enabling disclosure of how to make and use it. A descrip-
tion of a chemical compound without a description of how
to make and use it, unless within the skill of one of ordi-
nary skill in the art, is an example. Moreover, an invention
may be enabled even though it has not been described.
See, e.g., In re DiLeone, 436 F.2d 1404, 1405 (CCPA 1971)
(“[1]t is possible for a specification to enable the practice of
an invention as broadly as it is claimed, and still not
describe that invention.”). Such can occur when enable-
ment of a closely related invention A that is both described
and enabled would similarly enable an invention B if B
were described. A specification can likewise describe an
invention without enabling the practice of the full breadth
of its claims. Finally, still further disclosure might be
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necessary to satisfy the best mode requirement if other-
wise only an inferior mode would be disclosed. Spectra-
Physics, Inc. v. Coherent, Inc., 827 F.2d 1524, 1535 (Fed.
Cir. 1987).

The “written description” requirement serves a
teaching function, as a “quid pro quo” in which the public
is given “meaningful disclosure in exchange for being
excluded from practicing the invention for a limited period
of time.” Enzo, 323 F.3d at 970. Rochester argues, however,
that this teaching, or “public notice,” function,’ although
“virtually unchanged since the 1793 Patent Act,” in fact
“became redundant with the advent of claims in 1870.” We
disagree. Statutory language does not become redundant
unless repealed by Congress, in which case it no longer
exists.

In addition, and most significantly, our precedent
clearly recognizes a separate written description require-
ment. In In re Ruschig, 379 F.2d 990 (CCPA 1967), our
predecessor court affirmed a rejection under 35 U.S.C. § 112
of a claim that was added to a patent application during
prosecution to provoke an interference. That application
had originally included a claim directed to a genus of
chemical compounds, all having a central benzenesulphony-
lurea structure and two variable substituents attached at

®* We and the Supreme Court have frequently used the term “public
notice” in connection with claims and discussion of the doctrine of
equivalents, the point being that the public is entitled to notice of what
the inventor has claimed and the Patent and Trademark Office has
agreed should be the subject of a patent’s limited right to exclude.
However, while the role of the claims is to give public notice of the
subject matter that is protected, the role of the specification is to teach,
both what the invention is (written description) and how to make and
use it (enablement).
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specified sites on that structure. Id. at 994. As a result of
the way in which those substituents were defined in the
claim, the genus defined by the claim included thousands
of compounds, corresponding to all the possible permuta-
tions of the substituents. Id. at 993-94. The added claim,
in contrast, was directed to a single member of that genus,
N-(p-chlorobenzenesulfonyl)-N-propylurea. Id. at 991.
Although that compound was within the literal scope of
the originally filed claim, it was never “named or other-
wise exemplified” in the appellants’ original patent appli-
cation. Id. at 992. The examiner rejected the added claim
on the basis that the specific compound was not ade-
quately supported by the specification as filed. Id.

The Patent Office Board of Appeals, and subsequently
the Court of Customs and Patent Appeals, affirmed that
rejection. In reaching its decision, the court observed that
the claimed compound was not described in the specifica-
tion and would not “convey clearly to those skilled in the
art, to whom it is addressed, in any way, the information
that appellants invented that specific compound.” Id. at
996. It did not teach the specific compound. Although the
appellants had argued that the rejection was improper
because one skilled in the art would be enabled by the
specification to make the specific compound, the court
explained that it was “doubt[ful] that the rejection [was]
truly based on section 112, at least on the parts relied on
by appellants [i.e., the ‘language therein about enabling
one skilled in the art to make the invention’]. If based on
section 112, it is on the requirement thereof that ‘The
specification shall contain a written description of the
invention.”” Id. at 995-96.
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While it is true that this court and its predecessor
have repeatedly held that claimed subject matter “need
not be described in haec verba” in the specification to
satisfy the written description requirement, e.g., In re
Smith, 481 F.2d 910, 914 (CCPA 1973), it is also true that
the requirement must still be met in some way so as to
“describe the claimed invention so that one skilled in the
art can recognize what is claimed.” Enzo, 323 F.3d at 968.
We have further explained that:

[TThe appearance of mere indistinct words in a
specification or a claim, even an original claim,
does not necessarily satisfy that requirement
. ... A description of an anti-inflammatory ster-
oid, i.e., a steroid (a generic structural term) de-
scribed even in terms of its function of lessening
inflammation of tissues fails to distinguish any
steroid from others having the same activity or
function. A description of what a material does,
rather than of what it is, usually does not suffice.
[Regents of the Univ. of Cal. v.] Eli Lilly [& Co.,
Inc.], 119 F.3d [1559,] 1568 [(Fed. Cir. 1997)
(“Lilly”)] .... The disclosure must allow one
skilled in the art to visualize or recognize the
identity of the subject matter purportedly de-
scribed. Id.

Enzo, 323 F.3d at 968. Similarly, for example, in the
nineteenth century, use of the word “automobile” would
not have sufficed to describe a newly invented automobile;
an inventor would need to describe what an automobile is,
viz., a chassis, an engine, seats, wheels on axles, etc. Thus,
generalized language may not suffice if it does not convey
the detailed identity of an invention. In this case, there is
no language here, generalized or otherwise, that describes
compounds that achieve the claimed effect.
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Rochester is also factually incorrect in its assertion
that a written description requirement separate from the
enablement requirement was not recognized prior to
Ruschig in 1967. For example, in Jepson v. Coleman, 314
F.2d 533 (CCPA 1963), our predecessor court explicitly
rejected the notion that an enabling disclosure necessarily
satisfies the written description requirement: “It is not a
question whether one skilled in the art might be able to
construct the patentee’s device from the teachings of the
disclosure of the application. Rather, it is a question
whether the application necessarily discloses that particu-
lar device.” Id. at 536. Still earlier, that court affirmed a
decision of the Board of Appeals of the Patent Office
affirming the rejection of an applicant’s claims on the basis
that those claims were “broader than the disclosure in
appellant’s application and ... were properly rejected for
that reason.” In re Moore, 155 F.2d 379, 382 (CCPA 1946)
(“Wm. Moore”). The court stated that it “is well settled that
claims in an application which are broader than the
applicant’s disclosure are not allowable.” Id.

Similarly, in 1962 the court affirmed the Board’s
rejection of the original claims in a patent application,
based on, inter alia, the rejected claims’ “fail[ure] to meet
the requirements of 35 U.S.C. § 112 in that they are
broader than the invention described in the written
description thereof as set forth in the specification.” In re
Sus, 306 F.2d 494, 497 (CCPA 1962). In that case, the court
specifically identified the “pertinent portions of 35 U.S.C.
§ 112 to be here considered” as the following: “‘The speci-
fication shall contain a written description of the invention
# %%  The specification shall conclude with one or more
claims particularly pointing out and distinctly claiming
the subject matter which the applicant regards as his
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invention.”” Id. at 494 n. 1 (ellipsis in original). According
to the court, “one skilled in this art would not be taught by
the written description of the invention in the specification
that any ‘aryl or substituted aryl radical’ would be suitable
for the purposes of the invention but rather that only
certain aryl radicals and certain specifically substituted
aryl radicals would be suitable for such purposes.” Id. at
504.° The issues in Jepson, Wm. Moore, and Sus were
clearly not confined to a determination whether the
enablement requirement was met. They were independent
written description issues.

Rochester’s suggestion in its brief that Lilly “com-
pounded Ruschig’s error” by “invoking the written descrip-
tion requirement in a case without priority issues” is
similarly deficient. Neither Wm. Moore nor Sus, for exam-
ple, involved any priority issues. Moreover, even if the
court had never had occasion to apply the written descrip-
tion requirement to original claims prior to the 1987 Lilly
decision, that requirement was nonetheless always pre-
sent. As explained in Enzo:

It is said that applying the written description
requirement outside of the priority context was
novel until several years ago. Maybe so, maybe
not; certainly such a holding was not precluded
by statute or precedent. New interpretations of
old statutes in light of new fact situations occur
all the time . . ..

® In Sus, the claims at issue were rejected by the patent examiner
under 35 U.S.C. § 112, 2. However, the Court of Customs and Patent
Appeals pointed out in subsequent cases that that rejection was “more
properly considered under the first paragraph of that section.” In re
Robins, 429 F.2d 452, 457 n. 8 (CCPA 1970).
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... As for the lack of earlier cases on this issue, it
regularly happens in adjudication that issues do
not arise until counsel raise them, and, when
that occurs, courts are then required to decide
them.

323 F.3d at 971-72 (Lourie, J., concurring in Denial of
Petition for Rehearing En Banc). In any event, the basic
requirement of a written description of an invention exists
whether a question of priority has arisen or not. The
statute does not limit the requirement to cases in which a
priority question arises.

Indeed, as early as 1822 the Supreme Court recog-
nized the existence of separate written description and
enablement requirements:

[TThe patent act requires ... that the party [i.e.,
the inventor] “shall deliver a written description
of his invention, in such full, clear, and exact
terms, as to distinguish the same from all other
things before know[n], and to enable any person
skilled in the art or science, &c. &c. to make,
compound, and use the same.” The specification,
then has two objects: one is to make known the
manner of constructing the machine (if the in-
vention is of a machine) so as to enable artizans
[sic] to make and use it, and thus to give the pub-
lic the full benefit of the discovery after the expi-
ration of the patent. ... The other object of the
specification is, to put the public in possession of
what the party claims as his own invention, so as
to ascertain if he claim anything that is in com-
mon use, or is already known, and to guard
against prejudice or injury from the use of an in-
vention which the party may otherwise inno-
cently suppose not to be patented.
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Evans v. Eaton, 20 U.S. (7 Wheat.) 356, 433-34 (1822). The
Patent Act of 1793, 1 Stat. 318, which was in force at the
time Evans was decided, required, in relevant part, that
every inventor “deliver a written description of his inven-
tion, and of the manner of using, or process of compound-
ing the same, in such full, clear, and exact terms, as to
distinguish the same from all other things before known,
and to enable any person skilled in the art or science . . . to
make, compound, and use the same . . ..” In re Barker, 559
F.2d 588, 592 (CCPA 1977) (ellipses in original). Although
the patent statutes have been extensively revised since
1822, most notably in the addition of the requirement of
claims, the language of the present statute is not very
different in its articulation of the written description
requirement. Id. at 592-94.

Rochester also argues that Fiers v. Revel, 984 F.2d
1164 (Fed. Cir. 1993), Lilly, and Enzo are all distinguish-
able because they were limited to DNA-based inventions.
Rochester asserts that undisputed evidence shows that,
based on the ‘850 patent’s teachings, skilled artisans
would be able to recognize COX-2-selective inhibitors.

We agree with Rochester that Fiers, Lilly, and Enzo
differ from this case in that they all related to genetic
material whereas this case does not, but we find that
distinction to be unhelpful to Rochester’s position. It is
irrelevant; the statute applies to all types of inventions.
We see no reason for the rule to be any different when non-
genetic materials are at issue; in fact, where there might
be some basis for finding a written description require-
ment to be satisfied in a genetics case based on the com-
plementariness of a nucleic acid and, for example, a
protein, that correspondence might be less clear in a non-
genetic situation. In Enzo, we explained that functional
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descriptions of genetic material can, in some cases, meet
the written description requirement if those functional
characteristics are “coupled with a known or disclosed
correlation between function and structure, or some
combination of such characteristics.” 323 F.3d at 964
(quoting from the PTO’s Guidelines for Examination of
Patent Applications Under the 35 U.S.C. 112, 1 1, “Written
Description” Requirement, 66 Fed. Reg. 1099, 1106). DNA
and RNA are each made up of just four building blocks
that interact with each other in a highly predictable
manner. Each of those building blocks, or “nucleotides,” is
characterized by a unique “base”: In the case of DNA, the
four nucleotides include the bases adenine, thymine,
cytosine, and guanine; RNA also includes adenine, cyto-
sine, and guanine, but contains the base uracil in place of
thymine. Adenine on one strand of DNA binds, or “hybrid-
izes,” to thymine on the other; in RNA, adenine binds to
uracil; and in either DNA or RNA, cytosine binds to
guanine. Given the sequence of a single strand of DNA or
RNA, it may therefore have become a routine matter to
envision the precise sequence of a “complementary” strand
that will bind to it. Therefore, disclosure of a DNA se-
quence might support a claim to the complementary
molecules that can hybridize to it.

The same is not necessarily true in the chemical arts
more generally. Even with the three-dimensional struc-
tures of enzymes such as COX-1 and COX-2 in hand, it
may even now not be within the ordinary skill in the art
to predict what compounds might bind to and inhibit
them, let alone have been within the purview of one of
ordinary skill in the art in the 1993-1995 period in which
the applications that led to the ‘850 patent were filed.
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Rochester and its experts do not offer any persuasive
evidence to the contrary. As the district court pointed out:

Tellingly, . . . what plaintiff’s experts’ [sic] do not
say is that one of skill in the art would, from
reading the patent, understand what compound
or compounds — which, as the patent makes
clear, are necessary to practice the claimed
method — would be suitable, nor would one know
how to find such a compound except through trial
and error .... Plaintiff’s experts opine that a
person of ordinary skill in the art would under-
stand from reading the ‘850 patent what method
is claimed, but it is clear from reading the patent
that one critical aspect of the method — a com-
pound that selectively inhibits PGHS-2 activity —
was hypothetical, for it is clear that the inventors
had neither possession nor knowledge of such a
compound.

Univ. of Rochester, 249 F. Supp. 2d at 229.

Rochester also attempts to distinguish Fiers, Lilly,
and Enzo by suggesting that the holdings in those cases
were limited to composition of matter claims, whereas the
‘850 patent is directed to a method. We agree with the
district court that that is “a semantic distinction without a
difference.” Univ. of Rochester, 249 F. Supp.2d at 228.
Regardless whether a compound is claimed per se or a
method is claimed that entails the use of the compound,
the inventor cannot lay claim to that subject matter unless
he can provide a description of the compound sufficient to
distinguish infringing compounds from non-infringing
compounds, or infringing methods from non-infringing
methods. As the district court observed, “[tlhe claimed
method depends upon finding a compound that selectively
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inhibits PGHS-2 activity. Without such a compound, it is
impossible to practice the claimed method of treatment.” Id.

We of course do not mean to suggest that the written
description requirement can be satisfied only by providing
a description of an actual reduction to practice. Construc-
tive reduction to practice is an established method of
disclosure, but the application must nonetheless “describe
the claimed subject matter in terms that establish that
[the applicant] was in possession of the . .. claimed inven-
tion, including all of the elements and limitations.” Hyatt
v. Boone, 146 F.3d 1348, 1353 (Fed. Cir. 1998). But see
Enzo, 323 F.3d at 969 (“Application of the written descrip-
tion requirement, however, is not subsumed by the ‘pos-
session’ inquiry. A showing of ‘possession’ is ancillary to the
statutory mandate that ‘[t]he specification shall contain a
written description of the invention,” and that requirement
is not met if, despite a showing of possession, the specifica-
tion does not adequately describe the invention.”). The
specification must teach the invention by describing it.

Rochester also contends that “[tlhe patent-in-suit
cannot be per se invalid,” because written description is a
question of fact. Rochester further argues that:

[Clonsistent with written description’s fact-
intensive nature, this Court has recognized di-
verse forms of description, including description
primarily (if not entirely) based on functional
characteristics. In Union Oil [Co. v. Atlantic
Richfield Co., 208 F.3d 989 (Fed. Cir. 2000)
(“Unocal”)], for example, the Court rejected the
argument that the patent-in-suit was invalid be-
cause it described claimed gasoline mixtures by
their “desired characteristics,” rather than by
their “exact chemical component[s].”
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In response, Pfizer argues that the district court did not
apply a per se rule, and that written description of a
method of selectively inhibiting the activity of an enzyme
by administering a chemical compound is insufficient
unless a skilled artisan can recognize the identity of the
compound, and the description must convey what the
compound is, not just what it does. Pfizer points out that
the district court found that the ‘850 patent does not
disclose the structure or physical properties of any of the
compounds required to practice the claimed methods, and
that the structure of such compounds cannot be deduced
from any known structure-function correlation. Pfizer
agrees with the district court that the ‘850 patent discloses
nothing more than a hoped-for function for an as-yet-to-
be-discovered compound, and a research plan for trying to
find it.

We agree with Pfizer that the ‘850 patent is deficient
in failing to adequately describe the claimed invention.
First, although compliance with the written description
requirement is a question of fact, Vas-Cath, 935 F.2d at
1116, Rochester’s argument that a patent may not be held
invalid on its face is contrary to our case law. In
PIN /NIP, Inc. v. Platte Chemical Co., 304 F.3d 1235 (Fed.
Cir. 2002), for example, we held that a patent can be held
invalid for failure to meet the written description re-
quirement, based solely on the language of the patent
specification. After all, it is in the patent specification
where the written description requirement must be met.
Similarly, in TurboCare Division of Demag Delaval
Turbomachinery Corp. v. General Electric Co., 264 F.3d
1111 (Fed. Cir. 2001), we held that “[nJo reasonable juror
could find that [an appellant’s] original disclosure was
sufficiently detailed to enable one of skill in the art to
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recognize that [the appellant] invented what is claimed,”
and accordingly upheld a grant of summary judgment. Id.
at 1119.

Second, it is undisputed that the ‘850 patent does not
disclose any compounds that can be used in its claimed
methods. The claimed methods thus cannot be practiced
based on the patent’s specification, even considering the
knowledge of one skilled in the art. No compounds that
will perform the claimed method are disclosed, nor has
any evidence been shown that such a compound was
known. The ‘850 patent does contain substantial descrip-
tion of the cyclooxygenases, including the nucleotide
sequences of coding and promoter regions of the genes that
encode human COX-1 and COX-2 and a comparison of
those sequences. See, e.g., ‘850 patent, figs. 6A-6B, 10A-
10D, and 11A-11C. The patent also describes in detail how
to make cells that express either COX-1 or COX-2, but not
both, id. § 5.2, at cols. 8-20, as well as “assays for screen-
ing compounds, including peptides, polynucleotides, and
small organic molecules to identify those that inhibit the
expression or activity of the PGHS-2 gene product; and
methods of treating diseases characterized by aberrant
PGHS-2 activity using such compounds,” id. at col. 8, 1. 2-
7; see also id. § 5.6, at cols. 24-25. Such assay methods are
in fact claimed in the ‘479 patent, i.e., Rochester’s other
patent based on the same disclosure. The ‘850 patent
specification also describes what can be done with any
compounds that may potentially be identified through
those assays, including formulation into pharmaceuticals,
routes of administration, estimation of effective dosage,
and suitable dosage forms. Id. § 5.8, at cols. 27-34. As
pointed out by the district court, however, the ‘850 patent
does not disclose just “which ‘peptides, polynucleotides,
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and small organic molecules’ have the desired characteris-
tic of selectively inhibiting PGHS-2.” Univ. of Rochester,
249 F. Supp. 2d at 224. Without such disclosure, the
claimed methods cannot be said to have been described. As
we held in Lilly, “[aln adequate written description of a
DNA ... ‘requires a precise definition, such as by struc-
ture, formula, chemical name, or physical properties,’ not a
mere wish or plan for obtaining the claimed chemical
invention.” 119 F.3d at 1566 (quoting Fiers, 984 F.2d at
1171). For reasons stated above, that requirement applies
just as well to non-DNA (or -RNA) chemical inventions.

Third, Rochester’s reliance on Unocal is unavailing.
Although we held in that case that a “descri[ption] of the
exact chemical component of each combination that falls
within the range claims of the . .. patent” is not necessary
to comply with § 112, we explained that the patentee is
nonetheless required to provide sufficient description to
show one of skill in the art that the inventor possessed the
claimed invention at the time of filing. Unocal, 208 F.3d at
997. Evidence was adduced in that case that artisans
skilled in petroleum refining were aware of the properties
of raw petroleum sources and knew how to mix streams of
such sources to achieve a final product with desired
characteristics. Accordingly, we held that the written
description requirement was satisfied in that case by
specifying the ranges of properties of the claimed gasoli-
nes, reflecting the way that oil refiners actually formulate
gasoline, such that one skilled in the art could recognize
what was being claimed. Id. at 992. The present case is not
analogous. Rochester did not present any evidence that
the ordinarily skilled artisan would be able to identify any
compound based on its vague functional description as “a
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non-steroidal compound that selectively inhibits activity of
the PGHS-2 gene product.””

Rochester also cites In re Edwards, 568 F.2d 1349
(CCPA 1978), and In re Herschler, 591 F.2d 693 (CCPA
1979), in support of its arguments. Those cases are also
inapposite. In Edwards, the court held that the written
description requirement was satisfied by a specification
that described a claimed compound by the process by
which it was made, rather than by its structure, because
the court found that Edwards’ application, “taken as a
whole, reasonably leads persons skilled in the art to the
[recited reactions] and, concomitantly, to the claimed
compound.” 568 F.2d at 1354. In marked contrast to the
Edwards application, the specification of the ‘850 patent
contains no disclosure of any method for making even a
single “non-steroidal compound that selectively inhibits
activity of the PGHS-2 gene product.” In Herschler, the
court found adequate written description support for broad
claims to processes for topically administering a physio-
logically active steroidal agent to a human or animal by
concurrently administering the steroidal agent and di-
methyl sulfoxide (“DMSO”), even though the specification
disclosed only one example of a “physiologically active
steroidal agent.” Critically, however, there was no question
in that case that, unlike “non-steroidal compound[s] that

" Indeed, if compounds that selectively inhibit activity of the
PGHS-2 gene product had been known in the art, it is difficult to see
how the claims of the ‘850 patent would have satisfied the novelty
requirement of 35 U.S.C. § 102. After all, the novelty of those claims, if
any, would appear to reside in the fact that COX-2 selective inhibitors
were previously unknown. The issue of patentability under § 102,
however, was not decided by the district court, and we do not address it
further.



26a

selectively inhibit[ ] activity of the PGHS-2 gene product,”
numerous physiologically active steroidal agents were
known to those of ordinary skill in the art. As the court
there noted, “[wlere this application drawn to novel
‘steroidal agents,” a different question would be posed.” 591
F.2d at 701. The novelty in that invention was the DMSO
solvent, not the steroids.

Although cases such as Unocal, Enzo, Edwards, and
Herschler demonstrate that patent applicants have some
flexibility in the “mode selected for compliance” with the
written description requirement, neither those cases nor
any other cases cited by Rochester eliminate the require-
ment that the patent specification set forth enough detail
to allow a person of ordinary skill in the art to understand
what is claimed and to recognize that the inventor in-
vented what is claimed. The only claims that appear to be
supported by the specification are claims to assay meth-
ods, but those claims were already issued in the ‘479
patent.

Rochester argues that “[t]he appealed decision vitiates
universities’ ability to bring pioneering innovations to the
public,” and that:

Congress has determined that licensing of aca-
demia’s inventions to industry is the best way to
bring groundbreaking inventions to the public.
See 35 U.S.C. § 200. By vesting in universities
the patent rights to their federally funded re-
search, the Bayh-Dole Act of 1980 encouraged
“private industry to utilize government funded
inventions through the commitment of the risk
capital necessary to develop such inventions to
the point of commercial application.” H.R. Rep.
No. 96-1307, pt. 1, at 3 (1980).
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Further, amici the University of California and the Uni-
versity of Texas assert that “[t]his Court’s decision will
have a significant impact on the continuing viability of
technology transfer programs at universities and on the
equitable allocation of intellectual property rights between
universities and the private sector.”

That argument is unsound. The Bayh-Dole Act was
intended to enable universities to profit from their feder-
ally-funded research. It was not intended to relax the
statutory requirements for patentability. As pointed out by
amicus Eli Lilly, “no connection exists between the Bayh-
Dole Act and the legal standards that courts employ to
assess patentability. Furthermore, none of the eight policy
objectives of the Bayh-Dole Act encourages or condones
less stringent application of the patent laws to universities
than to other entities. See 35 U.S.C. § 200.”

® Section 200, entitled “Policy and objective,” provides that:

It is the policy and objective of the Congress to use the pat-
ent system to promote the utilization of inventions arising
from federally supported research or development; to en-
courage maximum participation of small business firms in
federally supported research and development efforts; to
promote collaboration between commercial concerns and
nonprofit organizations, including universities; to ensure
that inventions made by nonprofit organizations and small
business firms are used in a manner to promote free compe-
tition and enterprise without unduly encumbering future
research and discovery; to promote the commercialization
and public availability of inventions made in the United
States by United States industry and labor; to ensure that
the Government obtains sufficient rights in federally sup-
ported inventions to meet the needs of the Government and
protect the public against nonuse or unreasonable use of in-
ventions; and to minimize the costs of administering policies
in this area.

35 U.S.C. § 200 (2000).
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In sum, because the ‘850 patent does not provide any
guidance that would steer the skilled practitioner toward
compounds that can be used to carry out the claimed
methods — an essential element of every claim of that
patent — and has not provided evidence that any such
compounds were otherwise within the knowledge of a
person of ordinary skill in the art’ at the relevant time,
Rochester has failed to raise any question of material fact
whether the named inventors disclosed the claimed
invention. Accordingly, we affirm the district court’s grant
of Pfizer’s motion for summary judgment.

In view of our affirmance of the district court’s deci-
sion on the written description ground, we consider the
enablement issue to be moot and will not discuss it fur-
ther.

With respect to the third asserted error, relating to
the denial of Rochester’s cross-motion for summary judg-
ment, Rochester argues that because Pfizer adduced no
evidence, other than the patent in suit, to support its
written description defense, Rochester was entitled to
summary judgment on that issue. Rochester contends
that, because all issued patents are presumed to be valid,
the district court was wrong to conclude that the ‘850
patent constitutes clear and convincing proof of its own
invalidity.

* In O’Reilly v. Morse, 56 U.S. 62 (1853), the Supreme Court stated
“[Morse] claims an exclusive right to use a manner and process which
he has not described and indeed had not invented, and therefore could
not describe when he obtained his patent. The court is of the opinion
that the claim is too broad, and not warranted by law.” Id. at 113.
Likewise, Rochester has claimed a method that could not be adequately
described at the time its application was filed. As we explained in Fiers,
“one cannot describe what one has not conceived.” 984 F.2d at 1171.
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Pfizer responds by arguing that there is no issue of
material fact in dispute and that the ‘850 patent is invalid
as a matter of law. Pfizer argues further that the district
court properly found that Rochester’s experts’ declarations
did not raise any issue of material fact, because they
focused only on the use and function of the screening
assay, rather than on the disclosure in the specification of
a suitable compound. According to Pfizer, common sense
dictates that one has not described a method of treating a
disease with a drug if he has not disclosed any such drug
or even if one exists, and there is accordingly no need for
any evidence of invalidity beyond the ‘850 patent itself.

Although section 282 of the Patent Act places the
burden of proof on the party seeking to invalidate a
patent, it does not foreclose the possibility of that party
demonstrating that the patent in suit proves its own
invalidity, see, e.g., PIN/NIP, 304 F.3d at 1235; TurboCare,
264 F.3d at 1111, and as detailed in section I above, we
conclude that the ‘850 patent clearly and convincingly does
just that. The patent’s claims all require a COX-2 selective
compound, but no COX-2 selective compound is disclosed
in the patent, and it is undisputed that there was no pre-
existing awareness in the art of any compound having
COX-2 selective activity. Accordingly, we hold that the
district court did not abuse its discretion by denying
Rochester’s cross-motion for summary judgment."”

' Although we have treated the issue in this case as one of written
description, as it was argued and decided below, underlying that
question is the fundamental issue whether Rochester actually invented
the subject matter it claimed in the ‘850 patent as required by 35 U.S.C.
§ 102(f). As the Supreme Court has cautioned, “a patent is not a
hunting license. It is not a reward for the search, but compensation for
its successful conclusion.” Brenner v. Manson, 383 U.S. 519, 536 (1966).

(Continued on following page)
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CONCLUSION

Because the court did not err in holding the ‘850
patent to be invalid for failing to comply with the written
description requirement of 35 U.S.C. §112, {1, and in
granting summary judgment in favor of Pfizer on that
ground, the decision of the district court is

AFFIRMED.

Here the patentee has done no more than invent a search method, i.e., a
method of identifying a selective COX-2 inhibitor, much less did it
invent, as claimed in the ‘850 patent, a method of using any such
compound to selectively inhibit COX-2 in humans. Under these
circumstances, it might appear that the patentee also failed to satisfy
the requirements of section 102(f).




3la

APPENDIX B

UNIVERSITY OF ROCHESTER, a New York
Education Corporation, Plaintiff, v. G.D. SEARLE
& CO., INC., a Delaware Corporation, et al.,
Defendants.

00-CV-6161L

UNITED STATES DISTRICT COURT FOR THE
WESTERN DISTRICT OF NEW YORK

249 F. Supp. 2d 216; 2003 U.S. Dist. LEXIS 3030; 68
U.S.P.Q.2D (BNA) 1424

March 5, 2003, Decided

David M. Lascell, Harter, Secrest and Emery, LLP,
Rochester, NY, Carol E. Heckman, Harter, Secrest &
Emery, LLP, Buffalo, NY, Gerald P. Dodson, Eric S. Wal-
ters, Morrison & Foerster, LLP, Palo Alto, CA, Erica D.
Wilson, Win Hwango, Steven J. Keoninger, Kenneth A.
Kuwayti, Cynthia L. Lopez, Marc J. Pernick, Kanika
Radhakrishnan, Jennifer L. Piel, Cathryn M. Sadler,
Bryan Ward, Rachel Williams, Emily A. Evans, Erik
Jeffrey Olson, Morrison & Foerster, LLP, Palo Alto, CA,
Harold A. Jurland, Eric J. Wared, Ward, Norris, Heller &
Reidy, LLP, Rochester, NY, for University of Rochester.

Michael Wolford, Wolford & LeClair, LLP, Rochester,
NY, Henry J. Renk, Nicholas M. Cannella, Robert L.
Baechtold, Fitzpatrick, Cella, Harper, Scinto, New York
City, David T. Pritikin, Richard F. O’Malley, Charles W.
Douglas, Sidley Austin Brown and Wood, Chicago, IL, for
G.D. Searle, Inc., Monsanto Co., Pharmacia Corp.

Paul J. Yesawich, III, Harris Beach LLP, Pittsford,
NY, Gerald Sobel, Richard G. Greco, Kaye, Scholer, Fier-
man, Hays & Handler, LLP, New York City, Sylvia M.



32a

Becker, Kaye, Scholer, Fierman, Hays & Handler, LLP,
Washington, DC, for Pfizer, Inc.

OPINION:

DECISION AND ORDER
LARIMER, District Judge

Patent law often involves subject matter and legal
principles that can be both complex and arcane. But there
are some basic principles that should be evident even to
the lay person.

An “inventor” or patentee is entitled to a patent to
protect his work but only if he produces or has possession
of something truly new and novel. The “invention” he
claims must be sufficiently concrete so that it can be
described for the world to appreciate the specific nature of
the work that sets it apart from what was before. The
inventor must be able to describe the item to be patented
with such clarity that the reader is assured that the inven-
tor actually has possession and knowledge of the unique
composition that makes it worthy of patent protection.

The patent at issue here does not do that. What the
reader learns from this patent is a wish or plan or first
step for obtaining a desired result. What he appreciates is
that the patentee had a goal for achieving a certain end
result. The reader can certainly appreciate the goal but
establishing goals does not a patent make. The reader also
learns that the patentee had not proceeded to do what was
necessary to accomplish the desired end. In my view, such
an “invention” is not really one at all. As the Court of
Appeals for the Federal Circuit stated in a case involving
similar issues, an inadequate patent description that
merely identifies a plan to accomplish an intended result
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“is an attempt to preempt the future before it has arrived.”
Fiers v. Revel, 984 F.2d 1164, 1171 (Fed. Cir. 1993). Such a
patent fails to comply with the requirements of the federal
statutes concerning issuance of patents and, therefore,
must be held invalid.

BACKGROUND

The patent at issue, United States Patent No.
6,048,850 (“the ‘850 patent”) relates to a new generation of
pain relief medication that does not produce certain
undesirable side effects, particularly stomach irritation,
associated with many other pain relievers such as aspirin,
acetominophen, ibuprofen, etc. Specifically, the ‘850 patent
claims a pharmaceutical “method for selectively inhibiting
PGHS-2 activity in a human host” in which “the activity of
PGHS-1 is not inhibited.” ‘850 Patent, col. 71, lines 36-37,
43-44. PGHS-1 and PGHS-2' are two enzymes produced by
the human body. They play a role in the manufacture of
hormones known as prostaglandins.

Prostaglandins perform various functions; pros-
taglandins produced through the activity of PGHS-1, for
example, are beneficial and help protect the stomach
lining. PGHS-2, on the other hand, is associated with
inflammatory stimuli. When those stimuli are present,
production of PGHS-2 increases, which in turn leads to an
increase in the prostaglandins produced through the
activity of PGHS-2. Those prostaglandins, however, cause
pain and inflammation.

! PGHS-1 and PGHS-2 are also sometimes referred to as Cox-1 and
Cox-2. These terms are taken from the chemical names prostaglandin H
synthase and cyclooxygenase.
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For many years, it was not known that in mammals,
there are these two cyclooxygenase enzymes, i.e., PGHS-1
and PGHS-2. Many pain relievers that were employed
prior to the discovery that there were two such enzymes
used non-steroidal anti-inflammatory drugs (“NSAIDs”),
which inhibited the activity of both PGHS-1 and PGHS-2.
This resulted in relief from the pain and inflammation
associated with PGHS-2, but also caused stomach upset
and irritation because of the lowered levels of PGHS-1.

The claimed invention here arises out of the discovery
in the early 1990s by scientists at the University of Roch-
ester of the existence of PGHS-2, and its separate func-
tions from those performed by PGHS-1. The inventors
theorized that if a method were found of targeting PGHS-2
alone, without affecting PGHS-1 activity, it would be
possible to provide relief from pain and inflammation
without the gastrointestinal side effects associated with
most NSAIDs. In other words, the goal was to reduce
PGHS-2 activity, which causes pain and inflamation,
without adversely affecting PGHS-1 activity, which is
beneficial because, in part, it acts to reduce stomach
irritation.

To that end, the scientists developed an assay for
determining whether a particular non-steroidal compound
is suitable for use in practicing the claimed invention.
That assay, which is described in § 5.6 and in claim 6 of
the patent, involves contacting genetically engineered cells
containing either PGHS-1 or PGHS-2, but not both, with
the compound being tested, exposing the cell and com-
pound to a predetermined amount of arachidonic acid
(which is capable of being transformed into a pros-
taglandin) for thirty minutes, and then determining the
extent to which the acid in each cell has been converted
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into prostaglandin, compared to the amount transformed
in control cells that were not exposed to the compound. As
stated by plaintiff’s counsel at oral argument, this assay
essentially involves “run[ning a compound] through the
assay to figure out which compound hybridizes to
cyclooxygenase-2 and prevents its activity, but don’t [sic]
affect the activity of cyclooxygenase-1.” Transcript, July
25, 2002 (Docket # 247) at 18, lines 13-16. In other words,
the compound is simply tested to see whether or not it
performs in the manner called for by the method described
in the ‘850 patent.

On April 11, 2000 — the same day that the ‘850 patent
was issued — the University of Rochester brought this
patent infringement action against defendants G.D. Searle
& Co., Inc. (“Searle”), Pfizer, Inc., Monsanto Co., and
Pharmacia Corp., seeking injunctive relief and damages
for alleged infringement of the ‘850 patent. Defendants
have moved for summary judgment of patent invalidity on
the ground that the ‘850 patent does not comply with the
written-description requirement of 35 U.S.C.§ 112, 1.
Defendants base this assertion on the fact that while the
patent calls for use of a “compound” that selectively
inhibits PGHS-2 activity, the patent specification does not
identify any such compound. Plaintiff has cross-moved for
summary judgment on the same issue, seeking an order
finding that the ‘850 patent is not invalid for failure to
meet the written-description requirement.

Defendants have also moved for summary judgment of
patent invalidity for non-enablement, arguing that the
‘850 patent fails to describe the invention in terms suffi-
cient “to enable any person skilled in the art to which it
pertains, or with which it is most nearly connected, to
make and use” the invention. 35 U.S.C.§ 112.
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DISCUSSION
I Summary Judgment Standard

Summary judgment is appropriate when, based on the
record, no genuine issue exists as to any material fact, and
the moving party is entitled to judgment as a matter of
law. See Fed.R.Civ.P. 56(c). A genuine issue exists if the
evidence is such that a reasonable factfinder could find for
the nonmoving party. Anderson v. Liberty Lobby, Inc., 477
U.S. 242, 248, 106 S.Ct. 2505, 91 L.Ed.2d 202 (1986);
General Mills, Inc. v. Hunt-Wesson, Inc., 103 F.3d 978, 980
(Fed. Cir. 1997). A disputed fact is material if it might
affect the outcome of the suit such that a finding of that
fact is necessary and relevant to the proceeding. Anderson,
477 U.S. at 248, 106 S.Ct. 2505; General Mills, 103 F.3d at
980.

“When evaluating a motion for summary judgment,
the court views the record evidence through the prism of
the evidentiary standard of proof that would pertain at a
trial on the merits.” Eli Lilly and Co. v. Barr Labs., Inc.,
251 F.3d 955, 962 (Fed. Cir. 2001) (citing Anderson, 477
U.S. at 252-53, 106 S.Ct. 2505), cert. denied, 534 U.S.
1109, 122 S.Ct. 913 (2002). In determining whether a
genuine issue of material fact exists, the court views the
evidence in the light most favorable to the nonmoving
party and resolves all doubts in its favor. Anderson; 477
U.S. at 255, 106 S.Ct. 2505; Transmatic, Inc. v. Gulton
Indus., Inc., 53 F.3d 1270, 1274 (Fed. Cir. 1995).

Under the patent statutes, a patent enjoys a presump-
tion of validity, see 35 U.S.C. § 282, which can be overcome
only through clear and convincing evidence, see Al-Site
Corp. v. VSI Int’l, Inc., 174 F.3d 1308, 1323 (Fed. Cir.
1999); Monarch Knitting Mach. Corp. v. Sulzer Morat
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GmbH, 139 F.3d 877, 881 (Fed. Cir. 1998); United States
Surgical Corp. v. Ethicon, Inc., 103 F.3d 1554, 1563 (Fed.
Cir.), cert. denied, 522 U.S. 950, 118 S.Ct. 369, 139 L.Ed.2d
287 (1997). Thus, a moving party seeking to invalidate a
patent at summary judgment must submit such clear and
convincing evidence of invalidity that no reasonable jury
could find otherwise. Alternatively, a moving party seeking
to have a patent held not invalid at summary judgment
must show that the nonmoving party, who bears the
burden of proof at trial, failed to produce clear and con-
vincing evidence on an essential element of a defense upon
which a reasonable finder of fact could invalidate the
patent. Eli Lilly, 251 F.3d at 962.

II. Written-Description Requirement
A. General Standards

Defendants assert that the ‘850 patent is invalid for
failure to comply with the written-description require-
ment. That requirement is contained in 35 U.S.C. § 112,
q 1, which provides that

[t]he specification shall contain a written de-
scription of the invention, and of the manner and
process of making and using it, in such full, clear,
concise, and exact terms as to enable any person
skilled in the art to which it pertains, or with
which it is most nearly connected, to make and
use the same. . ..

Whether a specification complies with the written-
description requirement is a question of fact. Vas-Cath Inc.
v. Mahurkar, 935 F.2d 1555, 1563 (Fed. Cir. 1991); Ralston
Purina Co. v. Far-Mar-Co, Inc., 772 F.2d 1570, 1575 (Fed.
Cir. 1985). As in other areas of the law, however, if the
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court finds that there is no genuine issue of material fact
as to this issue, summary judgment is appropriate. See,
e.g., TurboCare Div. of Demag Delaval Turbomachinery
Corp. v. General Elec. Co., 264 F.3d 1111, 1120 (Fed. Cir.
2001) (affirming summary judgment of invalidity for
failure to meet written-description requirement).

In the case at bar, both sides have moved for summary
judgment on the written-description issue and, therefore,
neither believes that there are fact issues. While that fact
does not necessarily mean that either of them is entitled to
summary judgment, see, e.g., BBS Power Mod, Inc. v.
Prestolite Elec., Inc., 71 F.Supp.2d 194, 202 (W.D.N.Y.1999)
(denying cross-motions for summary judgment on ground
that genuine issues of material fact existed), it does
suggest that there are no issues of fact here, and I find
that there are none.

Although compliance with § 112, { 1 is a factual issue
that must be determined on a case-by-case basis, the real
issue here is simply whether a written description of a
claimed method of treatment is adequate where a com-
pound that is necessary to practice that method is de-
scribed only in terms of its function, and where the only
means provided for finding such a compound is essentially
a trial-and-error process.”

? Plaintiff also contends that the Court must first construe the
claims of the ‘850 patent before deciding the written-description issue.
Although the Federal Circuit has stated that “[t]he first step in any
invalidity analysis is claim construction . . . ,” SIBIA Neurosciences, Inc.
v. Cadus Pharm. Corp., 225 F.3d 1349, 1355 (Fed. Cir. 2000), a court
need not decide the meaning of all disputed claims if the construction of
the claims would have no bearing on the invalidity analysis. See, e.g.,
id. (finding it unnecessary to decide whether district court correctly

(Continued on following page)
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To satisfy the written-description requirement, the
specification must describe every element of the claimed
invention in sufficient detail so that one of ordinary skill
in the art would recognize that the inventor possessed the
claimed invention at the time of filing. Vas-Cath, 935 F.2d
at 1563; see also Lockwood v. American Airlines, Inc., 107
F.3d 1565, 1572 (Fed. Cir. 1997) (patent specification must
describe an invention and do so in sufficient detail that
one skilled in the art can clearly conclude that “the inven-
tor invented the claimed invention”); In re Gosteli, 872
F.2d 1008, 1012 (Fed. Cir. 1989) (“the description must
clearly allow persons of ordinary skill in the art to recog-
nize that [the inventor] invented what is claimed”). Thus,
an applicant complies with the written-description re-
quirement “by describing the invention, with all its
claimed limitations, not that which makes it obvious,” and
by using “such descriptive means as words, structures,
figures, diagrams, formulas, etc., that set forth the claimed
invention.” Lockwood, 107 F.3d at 1572.

B. Biotechnology Patents — Defining a Substance
by its Function

The Court of Appeals for the Federal Circuit has on
more than one occasion discussed the written-description
requirement as it applies to biotechnology patents, par-
ticularly those in which a substance is defined only by a

construed the term “cell,” since claim in question was obvious in any
event). In the instant case, plaintiff has advanced no construction of
any of the claims of the ‘850 patent that would bear upon the written-
description issue, or that would affect my decision on that issue. In
particular, regardless of whether the Court adopts plaintiff’s proffered
construction of the claims, the ‘850 patent still requires the use of a
“compound” that is defined in terms of its ability to selectively inhibit
the activity of PGHS-2 and not that of PGHS-1.
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description of its function or the desired result of its use.
For example, in Regents of the University of California v.
Eli Lilly & Co., 119 F.3d 1559, 1568 (Fed. Cir. 1997), cert.
denied, 523 U.S. 1089, 118 S.Ct. 1548 (1998), the court
affirmed a district court ruling that all of the claims of a
patent were invalid because the specification did not
provide an adequate written description of the rat DNA
that was required by the asserted claims. The court said
that “la]ln adequate written description of a DNA ...
‘requires a precise definition, such as by structure, for-
mula, chemical name, or physical properties,” not a mere
wish or plan for obtaining the claimed chemical inven-
tion.” Eli Lilly, 119 F.3d at 1566 (quoting Fiers, 984 F.2d at
1171).

Likewise, in Fiers, the court held (in the context of an
interference proceeding) that a patent application failed to
satisfy the written-description requirement where the
claimed invention called for a “DNA which codes for a
human fibroblast interferon-beta polypeptide” (“B-IF”),
and the application disclosed a method for isolating a
fragment of the DNA coding for B-IF as well as a method
for isolating messenger RNA coding for B-IF, but did not
disclose a complete DNA sequence coding for B-IF. In
reaching that holding, the court stated that “[aln adequate
written description of a DNA requires more than a mere
statement that it is part of the invention and reference to
a potential method for isolating it; what is required is a
description of the DNA itself.” 984 F.2d at 1170. The court
stated that the disclosure contained in the application
“just represents a wish, or arguably a plan, for obtaining
the DNA,” and that “it does not indicate that [the appli-
cant] was in possession of the DNA.” Id. at 1171. The court
added that a description of DNA requires “a precise
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definition, such as by structure, formula, chemical name,
or physical properties . . ..” As referenced above, the court
said that “[cJlaiming all DNA’s that achieve a result
without defining what means will do so is not in compli-
ance with the description requirement; it is an attempt to
preempt the future before it has arrived.” Id.

The Federal Circuit recently revisited this area in
Enzo Biochem, Inc. v. Gen-Probe Inc., 296 F.3d 1316 (Fed.
Cir. 2002). The patent in that action was directed to a
“nucleic acid probe” that would selectively hybridize, or
bind, to the genetic material of the bacteria that cause
gonorrhea. The patentee derived three biochemical se-
quences that were able to achieve the desired result, which
the patentee deposited in the form of a DNA molecule
within an E. coli bacterial host at the American Type
Culture Collection.

The patentee sued two of its competitors for infringe-
ment, and the defendants moved for summary judgment
on the ground that the claims were invalid for failure to
meet the written-description requirement. The district
court granted the motion, concluding that the claimed
composition of matter was defined only by its biological
activity or function, which it held was insufficient to
satisfy § 112, ] 1.

The Federal Circuit initially affirmed, Enzo Biochem,
Inc. v. Gen-Probe Inc., 285 F.3d 1013 (Fed. Cir. 2002), but
on rehearing, the court determined that its initial ruling
that a deposit may not satisfy the written-description
requirement was incorrect. The court therefore vacated its
prior decision and reversed summary judgment, finding
that genuine issues of material fact existed regarding
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satisfaction of the written-description requirement. 296
F.3d 1316.

In so holding, however, the court did not overturn its
prior case law that “a mere wish or plan” for obtaining an
invention is not enough to comply with § 112, { 1. Id. at
1324 (quoting Eli Lilly, 119 F.3d at 1566). While the court
did state that “[i]t is not correct ... that all functional
descriptions of genetic material fail to meet the written
description requirement,” id., the court did not hold that
all such functional descriptions are sufficient. Rather, the
court adopted the standard set forth in the Patent and
Trademark Office (“PTO”) Guidelines for Examination of
Patent Applications Under the 35 U.S.C. 112, 1 “Written
Description” Requirement (“Guidelines”), 66 Fed.Reg. 1099
(Jan. 5, 2001), which state that the written description
requirement can be met by “showing that an invention is
complete by disclosure of sufficiently detailed, relevant
identifying characteristics,” including, inter alia, “func-
tional characteristics when coupled with a known or
disclosed correlation between function and structure ....”
Enzo, 296 F.3d at 1324-25 (quoting Guidelines, 66
Fed.Reg. at 1106 (emphasis added)). Applying that stan-
dard, the court held that “reference in the specification to
a deposit in a public depository, which makes its contents
accessible to the public when it is not otherwise available
in written form, constitutes an adequate description of the
deposited material sufficient to comply with the written
description requirement of § 112, { 1.” Id. at 1325.

As to the patent before it, the court, noting that the
claims were not limited to the deposited sequences, but
were also directed to subsequences of the deposited se-
quences and mutated variations thereof, the number of
which might have been “astronomical,” id. at 1326, held
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that there was an issue of fact as to whether the reference
in the patent to the deposited sequences would describe
those subsequences and variations to one of skill in the art
sufficiently to demonstrate possession of the generic scope
of the claims. Id. at 1327.°

Notably, however, the court rejected the plaintiff’s
argument that the written-description requirement for the
generic claims was necessarily met as a matter of law
because the claim language appeared in ipsis verbis in the
specification. Stating that “[e]ven if a claim is supported
by the specification, the language of the specification, to
the extent possible, must describe the claimed invention so
that one skilled in the art can recognize what is claimed,”
id. at 1328, the court stated, as an example, that a

description of an anti-inflammatory steroid, i.e.,
a steroid (a generic structural term) described
even in terms of its function of lessening inflam-
mation of tissues fails to distinguish any steroid
from others having the same activity or function.
Similarly, the expression “an antibiotic penicillin”
fails to distinguish a particular penicillin molecule
from others possessing the same activity. A de-
scription of what a material does, rather than of
what it is, usually does not suffice.

® The court also held that the patentee had raised a genuine issue
of material fact as to whether a reasonable factfinder could conclude
that the claimed sequences were described by their ability to hybridize
to certain strains of gonorrhea bacteria whose genomic DNA, while not
explicitly sequenced in the patent, was accessible to the public, since
those bacteria had also been deposited. The court held that “[s]uch
hybridization to disclosed organisms may meet the PTO’s Guidelines
stating that functional claiming is permissible when the claimed
material hybridizes to a disclosed substrate.” Id. at 1328.
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Id. at 1329 (citing Eli Lilly, 119 F.3d at 1568) (emphasis
added).

C. Written-Description Requirement as Ap-
plied to the ‘850 Patent

Applying these principles to the case at bar, I conclude
that, as a matter of law, the ‘850 patent does not comply
with the written-description requirement of § 112, and
that defendants are therefore entitled to summary judg-
ment on that issue. The patent does no more than describe
the desired function of the compound called for, and it
contains no information by which a person of ordinary
skill in the art would understand that the inventors
possessed the claimed invention. At best, it simply indi-
cates that one should run tests on a wide spectrum of
compounds in the hope that at least one of them will work.

The specification states that the invention comprises,
inter alia, “assays for screening compounds, including
peptides, polynucleotides, and small organic molecules to
identify those that inhibit the expression or activity of the
PGHS-2 gene product; and methods of treating diseases
characterized by aberrant PGHS-2 activity using such
compounds.” ‘850 Patent, col. 8, lines 2-7. Nowhere,
however, does it specify which “peptides, polynucleotides,
and small organic molecules” have the desired characteris-
tic of selectively inhibiting PGHS-2.*

* The patent does state that one compound, NS-398, is a “specific
inhibitor of PGHS-2,” ‘850 Patent col. 28 line 40. The inventors testified
that they do not know if NS-398 can in fact be used in the claimed
treatment method, however. See Deposition of Donald A. Young (Docket
# 172, Ex. B), at 140; Deposition of Michael K. O’'Banion (Docket # 172,

(Continued on following page)
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Likewise, § 5.6 of the patent describes in detail the
screening assay, “which will be useful for the development
of drugs that selectively inhibit inflammation without
producing the side effects due to inhibition of constitutive
[i.e., PGHS-1] prostaglandin production,” but it does not
identify any particular drugs that the assay will identify
as suitable for this purpose. ‘850 Patent, col. 24, lines 34-
37.

Ex. C), at 183-88. In response to defendants’ request to admit that NS-
398 is “a steroidal compound that selectively inhibits activity of the
PGHS-2 gene product” as that expression is used in claim 1 of the ‘850
patent, plaintiff responded, in part, that it “cannot admit or deny the
truthfulness of the statement . .. without surveying an entire body of
scientific work concerning the chemical ‘NS-398” and arranging for
expert review of that body of work. Docket # 172, Ex. D, at 16.

Defendants also allege that NS-398 was publicly described as an
anti-inflammatory agent for use in humans more than a year before the
earliest application for the ‘850 patent was filed. See European Patent
Application No. 88310899.5 (pub. May 24, 1989) (Docket # 172, Ex. E).
Defendants contend that if the ‘850 patent method claims covered the
administration of NS-398 to a human, the claims would be invalid as
anticipated under 35 U.S.C. § 102(b). See Bristol-Myers Squibb Co. v.
Ben Venue Labs., Inc., 246 F.3d 1368, 1378 (Fed. Cir. 2001) (“it is
axiomatic that that which would literally infringe if later anticipates if
earlier”); EMI Group North America Inc. v. Cypress Semiconductor
Corp., 268 F.3d 1342, 1349 (Fed. Cir. 2001) (“the discovery of a previ-
ously unappreciated property of a prior art composition, or of a scien-
tific explanation for the prior art’s functioning, does not render the old
composition patentably new to the discoverer”) (quoting Atlas Powder
Co. v. Ireco Inc., 190 F.3d 1342, 1347 (Fed. Cir. 1999)).

Although plaintiff states that it disputes defendants’ assertion that
NS-398 was so published in the prior art, Plaintiff's Statement of
Undisputed Facts (Docket # 208) { 10, it does so on the ground that
plaintiff “does not understand” this assertion, and it offers no evidence
to the contrary. Id. At any rate, plaintiff does not appear to argue that
the patent’s reference to NS-398 suffices to meet the requirements of
§112, 9 1.
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Section 5.7, captioned “compounds identified in the
screens,” which might be expected to state which com-
pounds had been identified by the inventors, instead
states simply that “[tlhe compounds identified in the
screen will demonstrate the ability to selectively modulate
the expression of PGHS-2. These compounds include but
are not limited to nucleic acid encoding PGHS-2 and
homologues, analogues, and deletions thereof, as well as
antisense, ribozyme, triple helix, antibody, and polypeptide
molecules and small inorganic molecules.” ‘850 Patent, col.
27, lines 29-35. There is no indication that the inventors
themselves had identified any such compounds from
among those listed, however.

The claims themselves add no further specificity,
stating only that the patent claims, inter alia, a method
“comprising administering a non-steroidal compound that
selectively inhibits activity of the PGHS-2 gene product to
a human host in need of such treatment . .. in which the
compound inhibits the enzymatic activity of the PGHS-2
gene product, and has minimal effect on enzymatic activity
of PGHS-1.” ‘850 Patent, col. 71, lines 36-42.

In none of these descriptions, then, is there even any
suggestion that the inventors had identified so much as
one compound that would be suitable for use in practicing
the claimed invention. Instead, these purported descrip-
tions of the needed compound are, insofar as their suffi-
ciency for purposes of the written-description requirement
is concerned, virtually indistinguishable from the Enzo
court’s example of a description of an anti-inflammatory
steroid couched “in terms of its function of lessening
inflammation of tissues,” which, the court stated, “fails to
distinguish any steroid from others having the same
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activity or function,” and which therefore fails to satisfy
the written-description requirement.

I am not persuaded by plaintiff’s contention that the
holdings of Enzo, Lilly, and Fiers are limited to claims
directed to DNA or nucleic acid sequences. That assertion
is simply not supported by the language of the cases
themselves. In Fiers, for instance, the Court of Appeals
stated that “conception of a DNA, like conception of any
chemical substance, requires a definition of that substance
other than by its functional utility,” 984 F.2d at 1169.
Although the court there was discussing conception rather
than written description, the court also stated that “[ilf a
conception of a DNA requires a precise definition, such as
by structure, formula, chemical name, or physical proper-
ties, as we have held, then a description also requires that
degree of specificity,” since “one cannot describe what one
has not conceived.” Id. at 1171 (emphasis added).

In Eli Lilly, the court did draw a distinction between
genetic material and other chemicals, stating that generic
descriptions, which may be sufficient in claims involving
other types of chemical materials, will often not suffice in
claims to genetic material. The court said that

a generic statement such as “vertebrate insulin
cDNA” or “mammalian insulin ¢cDNA,” without
more, is not an adequate written description of
the genus because it does not distinguish the
claimed genus from others, except by function. It
does not specifically define any of the genes that
fall within its definition. It does not define any
structural features commonly possessed by
members of the genus that distinguish them
from others. One skilled in the art therefore can-
not, as one can do with a fully described genus,
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visualize or recognize the identity of the mem-
bers of the genus.

119 F.3d at 1568.

In drawing this distinction, however, the court also
stated that “[iln claims involving [non-genetic] chemical
materials, generic formulae usually indicate with specific-
ity what the generic claims encompass. One skilled in the
art can distinguish such a formula from others and can
identify many of the species that the claims encompass.
Accordingly, such a formula is normally an adequate
description of the claimed genus.” Id. (emphasis added).
There is no such specificity here, nor could one skilled in
the art identify any particular compound encompassed by
the claims. To the contrary, the specification states that
suitable compounds might be found from among an array
of organic and inorganic materials.

The Lilly court also stated that “[tlhe description
requirement of the patent statute requires a description of
an invention, not an indication of a result that one might
achieve if one made that invention.” Id. This statement
was not qualified by reference to genetic material, and the
case cited by the court in support of that statement, In re
Wilder, 736 F.2d 1516 (Fed. Cir. 1984), cert. denied, 469
U.S. 1209, 105 S.Ct. 1173, 84 L.Ed.2d 323 (1985), did not
involve any chemical-related claims, but claims directed to
a mechanism for indicating the location of information
recorded on a dictating machine. The Wilder court af-
firmed the PTO’s rejection of those claims because the
specification did “little more than outlin[e] goals appel-
lants hope the claimed invention achieves and the prob-
lems the invention will hopefully ameliorate.” Id. at 1521.
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The Enzo court likewise did not indicate that its
holding was limited to claims involving DNA. It is note-
worthy that neither of the examples given by the court of
insufficient descriptions were descriptions of genetic
material, but of “an anti-inflammatory steroid” and “an
antibiotic penicillin.”

Furthermore, to the extent that the Enzo court held
that a functional description can meet the written-
description requirement, it did so in accordance with PTO
guidelines stating that the requirement can be met by
disclosing “sufficiently detailed, relevant identifying
characteristics,” including “functional characteristics when
coupled with a known or disclosed correlation between
function and structure . ...” No such correlation has been
disclosed here.

Consistent with that standard, the central holding of
Enzo was that with respect to “biological materials,” id. at
1325, (a term which presumably encompasses more than
simply genetic material), “reference in the specification to
a deposit in a public depository, which makes its contents
accessible to the public when it is not otherwise available
in written form, constitutes an adequate description of the
deposited material sufficient to comply with the written
description requirement of § 112, { 1.” Id. In other words,
it is not necessary to give a precise chemical formula or
description of a chemical structure when persons of ordi-
nary skill in the art can ascertain what substance is being

®* 1 also note that the ‘850 patent itself purports to encompass
nucleic acid; it states that among the compounds that might be
identified through the claimed assay are “nucleic acid encoding PGHS-2
and homologues, analogues, and deletions thereof . ... ” ‘850 Patent,
col. 27, lines 31-35.
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described by resort to the public depository where a
specimen of that substance is kept. In the case at bar,
however, no such deposit has been made.

Plaintiff has cited several cases decided by the Fed-
eral Circuit and its predecessor, the Court of Customs and
Patent Appeals, for the proposition that various types of
descriptions, which do not necessarily include precise
chemical formulas, can suffice to meet the written-
description requirement with respect to chemical com-
pounds. In finding that the ‘850 patent is deficient in that
regard, however, I do not hold that it is a sine qua non that
the patent set forth the exact chemical structure of the
compounds in question. It is only necessary that the
patent set forth enough detail to allow a person of ordinary
skill in the art to understand what is claimed and to
recognize that the inventor invented what is claimed. This
the ‘850 patent fails to do.

The cases cited by plaintiff are not to the contrary.
Union Oil Co. v. Atlantic Richfield Co., 208 F.3d 989 (Fed.
Cir. 2000), cert. denied, 531 U.S. 1183, 121 S.Ct. 1167, 148
L.Ed.2d 1025 (2001), for example, involved a patent
claiming automotive gasoline compositions that reduced
tailpipe emissions. Although “the claims d[id] not describe
each gasoline product in terms of molecular structures or
lists of ingredients,” but rather “specif[ied] the chemical
properties of the gasolines,” this description “reflect[ed]
the way oil refiners formulate gasoline,” so that “the
claims which define[d] the invention in terms of various
characteristics also inform[ed] those of skill in the art of
the composition of the claimed gasoline fuels.” Id. at 992.

Union Oil and the other cases relied upon by plaintiff,
such as In re Herschler, 591 F.2d 693 (C.C.P.A.1979), and
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In re Edwards, 568 F.2d 1349 (C.C.P.A.1978), indicate, as
this Court has recognized, that it is not always necessary
to set forth exact chemical formulas to satisfy § 112, 1,
but they do not hold that a functional description of a
chemical compound is necessarily sufficient. Rather, these
cases simply reflect the fact that “[clompliance with the
written description requirement is essentially a fact-based
inquiry that will ‘necessarily vary depending on the nature
of the invention claimed.”” Enzo, 296 F.3d at 1324 (quoting
Vas-Cath, 935 F.2d at 1563). In all of those cases, however,
the description was found to contain enough information
to lead a person skilled in the art to the claimed compound.
See Herschler, 591 F.2d at 701 (finding that “the array of
information supplied by appellant in the great-grandparent
application [would] teach one having ordinary skill in this
art that one of the class of steroids will operate in the
claimed process”); Edwards, 568 F.2d at 1352, 1354 (appli-
cation which described claimed compound by the process of
making it contained adequate description, since “[i]t [wals
undisputed that the ... reactions [set forth in the applica-
tion] will inherently produce, as the predominant compo-
nent, the claimed compound”; the “application, taken as a
whole, reasonably leads persons skilled in the art . .. to the
claimed compound”). The ‘850 patent is completely lacking
in that respect.

Plaintiff also argues that the requirements for written
descriptions of claims to chemical compounds are irrele-
vant to this case because the ‘850 patent does not claim a
compound, but a method of treatment by targeting PGHS-
2 activity over PGHS-1 activity. Virtually any compound
claim could be transformed into a method claim, however,
simply by means of wording the claim in terms of a
method of using the compound. With respect to the issue
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before the Court, then, this is little more than a semantic
distinction without a difference. The claimed method
depends upon finding a compound that selectively inhibits
PGHS-2 activity. Without such a compound, it is impossi-
ble to practice the claimed method of treatment. It means
little to “invent” a method if one does not have possession
of a substance that is essential to practicing that method.
Without that substance, the claimed invention is more
theoretical than real; it is, as defendants argue, akin to
“inventing” a cure for cancer by utilizing a substance that
attacks and destroys cancer cells while leaving healthy
cells alone. Without possession of such a substance, such a
“cure” is illusory, and there is no meaningful possession of
the method.

I recognize that the inventors and the research teams
of which they were a part did apparently make some
significant discoveries in this field. They realized, in light
of the discovery of PGHS-2, that it would be quite benefi-
cial if one could find a compound that would specifically
target the activity of PGHS-2, but not that of PGHS-1.

What the inventors did not do, however, is succeed in
taking the last, critical step of actually isolating such a
compound, or at least of developing a process through
which one skilled in the art would be directly led to such a
compound. Absent that step, their discoveries, valuable
though they might have been, did not blossom into a full-
fledged, complete invention. Scientific discoveries, and
theories based on those discoveries, frequently lay the
groundwork for later inventions, but that does not make
the discoverer the inventor as well.

In reaching this conclusion, the Court has also re-
viewed the declarations of plaintiff’s two experts, Drs.
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Edward Dennis, who holds a Ph.D. in Chemistry, and John
McGiff, M.D., a pharmacology professor at New York
Medical College in Valhalla, New York. They both opine
that the first application in the series of applications
leading to issuance of the ‘850 patent (“the ‘780 applica-
tion”) “reasonably conveys to the ordinary skilled team of
workers that the University [of Rochester] inventors were
in possession of the inventions claimed in the ‘850 patent
as of September 22, 1992,” i.e. the date the application was
filed. McGiff. Decl. { 10; Dennis Decl. ] 32.°

Dennis and McGiff agree that “[t]he ‘850 patent does
not contain claims to any compounds, but rather claims
their use in this novel method of treatment.” Dennis Decl.
1 12; McGiff Decl. { 5. They state that “it would not be
necessary for one of ordinary skill in the art to know the
structure of a compound before screening it to determine
whether it was suitable for use in the claimed method.”
According to them, “one of ordinary skill in the art would
expect that compounds suitable for use in the claimed
methods could be identified using known non-steroid anti-
inflammatory compounds as a starting point in the screen-
ing process.” Dennis Decl. { 13; McGiff Decl. { 6.

What this amounts to, though, is once again simply
trial and error. Knowing the “starting point” is not enough;
that is little more than a research plan. The patent de-
scribes how to test compounds to determine whether they
work, but it does not set forth any procedure that will
necessarily lead to discovery of such a compound, nor does

* Dennis and McGiff agree that “one” of ordinary skill in the art to
which the ‘850 patent pertains is a team of scientists, with skills in
medicinal chemistry, molecular biology, biochemistry, and pharmacol-
ogy. Dennis Decl.q 15; McGiff Decl.| 7.
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it even identify any particular class of compounds that
contains at least one suitable member. Cf. Herschler, 591
F.2d at 701 (finding that “the array of information sup-
plied by appellant ... [would] teach one having ordinary
skill in this art that one of the class of steroids will operate
in the claimed process”) (emphasis added); Edwards, 568
F.2d at 1354 (description of process for making claimed
compound was adequate, since described process “will
inherently produce . . . the claimed compound”).’

Tellingly, then, what plaintiff’s experts’ do not say is
that one of skill in the art would, from reading the patent,
understand what compound or compounds — which, as the
patent makes clear, are necessary to practice the claimed
method — would be suitable, nor would one know how to
find such a compound except through trial and error,
which hardly suggests conception of a complete invention.
Plaintiff’s experts opine that a person of ordinary skill in
the art would understand from reading the ‘850 patent
what method is claimed, but it is clear from reading the
patent that one critical aspect of that method — a com-
pound that selectively inhibits PGHS-2 activity — was
hypothetical, for it is clear that the inventors had neither
possession nor knowledge of such a compound.

At one level, certainly, the claimed method is easy
enough to understand. One simply administers a “com-
pound” that inhibits the activity of PGHS-2 but not that of
PGHS-1. Section 112, { 1, however, requires the patentee

" 1 recognize that Edwards involved a claim to a compound,
whereas the ‘850 patent claims a method. The point is that the process
described in the ‘850 patent will not “inherently produce” or lead to
performance of the claimed method, since the method cannot be
performed without a suitable compound.
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to “show that an invention is complete by disclosure of
sufficiently detailed, relevant identifying characteristics
which provide evidence that applicant was in possession of
the claimed invention ....” Guidelines, 66 F.R. at 1106
(emphasis added); see also New Railhead Mfg., L.L.C. v.
Vermeer Mfg. Co., 298 F.3d 1290, 1295 (Fed. Cir. 2002)
(“the disclosure must show [that the inventor] had in-
vented each feature that is included as a claim limitation”)
(emphasis added). Even if the inventors were reasonably
certain that the necessary compound existed and could
eventually be found, there is no showing in the patent that
they knew that to be a fact. In short, without possession,
or at least knowledge, of such a compound, or of a method
certain to yield such a compound, the inventors could not
have possessed the claimed invention, i.e., a method of
treatment using the compound. See Vas-Cath, 935 F.2d
1555, 1563-64 (“the applicant must ... convey with rea-
sonable clarity to those skilled in the art that, as of the
filing date sought, he or she was in possession of the
invention”); see also New Railhead Mfg., 298 F.3d at 1295
(“the [written description] requirement is not satisfied if
one of ordinary skill in the art must first make the pat-
ented invention before he can ascertain the claimed
features of that invention”).

In effect, then, the ‘850 patent claims a method that
cannot be practiced until one discovers a compound that
was not in the possession of, or known to, the inventors
themselves. Putting the claimed method into practice
awaited someone actually discovering a necessary compo-
nent of the invention. In some ways, this is reminiscent of
the search for the so-called “philosopher’s stone,” eagerly
sought after by medieval alchemists, which supposedly
would transmute lead into gold. While the Court does not
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mean to suggest that the inventors’ significant work in
this field is on a par with alchemy, the fact remains that
without the compound called for in the patent, the inven-
tors could no more be said to have possessed the complete
invention claimed by the ‘850 patent than the alchemists
possessed a method of turning base metals into gold.®

The Federal Circuit in Fiers made the following
observation about “[t]he difficulty that would arise if we
were to hold that a conception occurs when one has only
the idea of a compound, defining it by its hoped-for func-
tion”:

would-be inventors would file patent applications
before they had made their inventions and before
they could describe them. That is not consistent
with the statute or the policy behind the statute,
which is to promote disclosure of inventions, not
of research plans. While one does not need to
have carried out one’s invention before filing a
patent application, one does need to be able to
describe that invention with particularity.

Fiers, 984 F.2d at 1169. That concern is well illustrated by
the case at bar.

® A patent for the philosopher’s stone was actually issued during
the reign of Edward III. “The invention we now regard as a supersti-
tion, but the application was referred by the King to a commission,
which reported favorably upon it, and the patent issued apparently
upon what we now regard as sound doctrine, that the invention was
new and useful.” McKeever v. United States, 14 Ct.Cl. 396 (1878). It is
not apparent whether the patentee claimed actually to possess the
stone, or whether he simply described it in terms of its function, in the
hope that he would be entitled to royalties should it ever be discovered.
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III. Enablement Requirement
A. General Standards

Section 112 provides that “[t]he specification shall
contain a written description of the invention, and of the
manner and process of making and using it, in such full,
clear, concise, and exact terms as to enable any person
skilled in the art to which it pertains, or with which it is
most nearly connected, to make and use the same ....”
This requirement “demands that the patent specification
enable ‘those skilled in the art to make and use the full
scope of the claimed invention without undue experimen-
tation.”” National Recovery Technologies, Inc. v. Magnetic
Separation Sys., Inc., 166 F.3d 1190, 1195 (Fed. Cir. 1999)
(quoting Genentech, Inc. v. Novo Nordisk A/S, 108 F.3d
1361, 1365 (Fed. Cir.), cert. denied, 522 U.S. 963, 118 S.Ct.
397, 139 L.Ed.2d 310 (1997)) (internal quote omitted).

Whether a patent complies with the enablement
requirement is a question of law, Union Pacific Resources
Co. v. Chesapeake Energy Corp., 236 F.3d 684, 690 (Fed.
Cir. 2001); Moleculon Research Corp. v. CBS, Inc., 793 F.2d
1261, 1268 (Fed. Cir. 1986), cert. denied, 479 U.S. 1030,
107 S.Ct. 875, 93 L.Ed.2d 829 (1987), although “the
ultimate legal conclusion of enablement rests on factual
underpinnings.” Union Pacific Resources, 236 F.3d at 690.
Enablement is determined as of the effective filing date of
the patent, Plant Genetic Systems, N.V. v. DeKalb Genetics
Corp., 315 F.3d 1335, 1339 (Fed. Cir. 2003) (citing In re
Hogan, 559 F.2d 595, 604 (C.C.P.A.1977)). As with the
written-description requirement, the burden of showing
invalidity due to nonenablement is on the party asserting
the defense. See, e.g., Morton, Int’l, Inc. v. Cardinal Chem.
Co., 5 F.3d 1464, 1470 (Fed. Cir. 1993).
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Particularly disputed here is whether the ‘850 patent
requires “undue experimentation” before the claimed
invention can be practiced by those skilled in the art. “To
be enabling, the specification of the patent must teach
those skilled in the art how to make and use the full scope
of the claimed invention without ‘undue experimenta-
tion.”” Genentech, 108 F.3d at 1365 (quoting In re Wright,
999 F.2d 1557, 1561 (Fed. Cir. 1993)). Explaining what is
meant by “undue experimentation,” the Federal Circuit
has stated that

[t]he test [for undue experimentation] is not
merely quantitative, since a considerable amount
of experimentation is permissible, if it is merely
routine, or if the specification in question provides
a reasonable amount of guidance with respect to
the direction in which the experimentation should
proceed to enable the determination of how to
practice a desired embodiment of the claimed in-
vention.

PPG Indus., Inc. v. Guardian Indus. Corp., 75 F.3d 1558,
1564 (Fed. Cir. 1996) (quotation and citation omitted); see
also In re Wands, 858 F.2d 731, 736-40 (Fed. Cir. 1988)
(“The key word is ‘undue,’ not ‘experimentation’”) (quoting
In re Angstadt, 537 F.2d 498, 504 (C.C.P.A.1976)).

The factors that may be considered in determining
whether a disclosure would require undue experimenta-
tion include

(1) the quantity of experimentation necessary, (2)
the amount of direction or guidance presented,
(3) the presence or absence of working examples,
(4) the nature of the invention, (5) the state of
the prior art, (6) the relative skill of those in the
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art, (7) the predictability or unpredictability of
the art, and (8) the breadth of the claims.

Wands, 858 F.2d at 737. “[A]ll of the [Wands] factors need
not be reviewed when determining whether a disclosure is
enabling.” Enzo Biochem, Inc. v. Calgene, Inc. (“Calgene”),
188 F.3d 1362, 1371 (Fed. Cir. 1999); see Amgen, Inc. v.
Chugai Pharm. Co., Ltd., 927 F.2d 1200, 1213 (Fed. Cir.)
(noting that these factors “are illustrative, not mandatory.
What is relevant depends on the facts”), cert. denied, 502
U.S. 856, 112 S.Ct. 169, 116 L.Ed.2d 132 (1991).

B. Enablement Requirement as Applied to
the ‘850 Patent

Although determination of the issue of enablement
can rest upon “factual underpinnings,” Union Pacific
Resources, 236 F.3d at 690, I find that there are no factual
issues here, and that this issue may properly be determined
on summary judgment.” As with the written-description

° Tt is unclear whether plaintiff contends that there are any issues
of material fact here. At page 6 of its memorandum of law on enable-
ment, plaintiff itself argues that it need not demonstrate the existence
of any issues of fact here because, in plaintiff's view, defendants have
not adduced any evidence of nonenablement (an assertion with which I
disagree, as explained below). That memorandum and plaintiff’s other
submissions also concentrate on trying to show why the ‘850 patent is
enabling, rather than on showing that there are facts in dispute.

In the conclusion of its brief, however, plaintiff states that although
it has “amply demonstrated that the enablement requirement is
satisfied here,” and though defendants “have adduced no evidence
supporting a finding of nonenablement,” plaintiff “has assumed, for
purposes of this Opposition only, that Defendants will contend that
there is a genuine issue regarding all the facts recited” in plaintiff’s
Rule 56 statement. Therefore, plaintiff states, even if the Court finds
that defendants have met their initial burden under Rule 56, “the

(Continued on following page)
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requirement, I also conclude that the ‘850 patent does not
comply with the enablement requirement of § 112. To
practice the invention claimed in the patent, a person of
ordinary skill in the art would have to engage in undue
experimentation, with no assurance of success.

As already stated, the ‘850 patent essentially calls for
the use of trial and error to attempt to find a compound
that will selectively inhibit PGHS-2 activity in a human
host, which is the method claimed by the patent. The fact
that it does so does not per se mean that the patent fails to
meet the enablement requirement. See W.L. Gore &
Associates, Inc. v. Garlock, Inc., 721 F.2d 1540, 1557 (Fed.
Cir. 1983) (district court erred in invalidating patents for
indefiniteness because of its view that some “trial and
error” would be needed, since “[t]here was no evidence and
the [district] court made no finding that undue experimen-
tation was required” to practice the invention), cert.
denied, 469 U.S. 851, 105 S.Ct. 172, 83 L.Ed.2d 107 (1984).

It must be remembered, however, that “[platent
protection is granted in return for an enabling disclosure
of an invention, not for vague intimations of general ideas

motion should be denied because there are many genuine issues of
material fact.”

As stated, it is difficult to tell from this whether plaintiff is
asserting that there are issues of fact here or not. Even if the parties do
dispute any facts, however, those facts are not material. For one thing,
many of the “disputes” referenced in plaintiff's Rule 56 statement
amount to little more than matters of semantics, e.g., the meaning of
“non-steroidal,” or the parties’ characterizations of, or arguments from,
undisputed facts, e.g. whether the ‘850 patent “identifies” or “describes”
suitable compounds. In addition, none of the facts or assertions set
forth in plaintiff's Rule 56 statement would alter my conclusions of law
set forth in this Decision and Order, even if I were to draw every
reasonable inference relating to those facts in plaintiff’s favor.
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that may or may not be workable. Tossing out the mere
germ of an idea does not constitute enabling disclosure.”
Genentech, 108 F.3d at 1366 (quoting Brenner v. Manson,
383 U.S. 519, 536, 86 S.Ct. 1033, 16 L.Ed.2d 69 (1966)
(stating, in context of the utility requirement, that “a
patent is not a hunting license. It is not a reward for the
search, but compensation for its successful conclusion™)).
Thus, while the need for some experimentation is by no
means necessarily fatal, “reasonable detail must be pro-
vided in order to enable members of the public to under-
stand and carry out the invention.” Id.

Such detail is lacking here. The patent does describe
how to conduct assays “for the screening of drug actions on
both” PGHS-1 and PGHS-2, ‘850 Patent, col. 24, lines 33-
34. The patent states that the claimed “invention ...
provides a method to evaluate the relative inhibitory
activity of a compound to selectively inhibit PGHS-2
versus PGHS-1 ... ,” and then goes on to describe the
assay procedure. ‘850 Patent, col. 24, lines 60-62.

The patent also describes what to do with “[alny of the
identified compounds” once they have been identified as
selective PGHS-2 inhibitors. ‘850 Patent, col. 27, line 39. It
discusses, for example, routes of administration to a host,
determining an effective dose, and methods of manufactur-
ing pharmaceutical compositions containing the com-
pound.”

' Defendants also assert that the ‘850 patent fails to enable the
claimed method of treating humans because it does not sufficiently
disclose specific dosages, formulations, or routes of administration.
Because I find the patent invalid on the grounds set forth here, I need
not reach that argument.
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By its own terms, then, the ‘850 patent describes
methods for “screening” and “evaluat[ing]” the effect of
various compounds on PGHS-1 and -2 activity. It also
describes some of the steps to be taken once a suitable
compound has been identified, in order to make it possible
to practice the claimed invention.

What the ‘850 patent does not do, however, is provide
the necessary link between those two steps: actually
finding a compound that works. It provides precious little
guidance in the way of selecting a particular compound, or
even of narrowing the range of candidates in order to find
a suitable compound without the need for undue experi-
mentation.

Plaintiff contends that it need not have provided
additional detail in this regard, because the procedures for
finding the sought-after compound were well known in the
art. One of plaintiff’s experts, Dr. Mark J. Suto, who holds
a Ph.D. in Medicinal Chemistry, states in his declaration
(Docket # 329) that it is his “considered opinion that, as of
September 1992, persons of ordinary skill in the relevant
art could have practiced the methods of claims 1-7 of the
‘850 patent without undue experimentation, based on the
disclosure of the September 1992 application and what
was well known in the art.” Suto Decl. { 14. Dr. Suto
states that in September 1992, the use of in vitro assays
for identifying usable compounds in medicinal research
was well known and commonplace. He states that “[ulsing
the disclosed in vitro assays [taught in the “780 applica-
tion] would have permitted rapid and routine assessment
of test compounds as potential selective Cox-2 inhibitors.”
Suto Decl. ] 24.
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According to Dr. Suto, “the ordinary skilled person in
September 1992 would have understood the [“780] applica-
tion to teach that screening for selective inhibitors using
the disclosed in vitro assays should commence with exist-
ing NSAIDs as a starting point.” Suto Decl. ] 25."" He
states that a medicinal chemist would have understood,
from the ‘780 application and his knowledge of the rele-
vant art, that one should prepare new compounds based
on an initial, NSAID “lead compound.” Suto Decl. { 27.
The Cox-2 selectivity of the new compounds, which would
essentially be variants of the lead compound, would then
be compared to that of the lead compound. A researcher
would then determine which structural changes to the
lead compound increased Cox-2 selectivity, using “routine”
methods. Suto Decl. { 28. The most promising compounds
would then have been “assessed in several of the many in
vivo animal models then in use for screening NSAIDs.”
Suto Dec. | 38.

Although Dr. Suto states that a person of ordinary
skill in the art would have understood much of this from
reading the “780 application, nowhere does he point to any
particular language in the application setting forth how to
select compounds that would be likely to be of use in
practicing the invention. Instead, he relies — as does
plaintiff — on this hypothetical person’s knowledge of the
art to supply this missing information.

" Dr. Suto states that as an alternative, an ordinary skilled
scientist employed by a pharmaceutical corporation would have
screened all compounds maintained in the corporate compound
“library.” Dr. Suto maintains that “[t]his approach ha[s] the potential
quickly to identify novel compounds inhibiting the target of interest.”
Suto Decl.q 30.
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While it is true that a patent need not disclose that
which is already well known in the art in order to be
enabling, see, e.g., Hybritech Inc. v. Monoclonal Antibodies,
Inc., 802 F.2d 1367, 1385 (Fed. Cir. 1986), cert. denied, 480
U.S. 947, 107 S.Ct. 1606, 94 L.Ed.2d 792 (1987), the
Federal Circuit has cautioned:

that general, oft-repeated statement is merely a
rule of supplementation, not a substitute for a
basic enabling disclosure. It means that the
omission of minor details does not cause a speci-
fication to fail to meet the enablement require-
ment. However, when there is no disclosure of
any specific starting material or of any of the
conditions under which a process can be carried
out, undue experimentation is required; there is
a failure to meet the enablement requirement
that cannot be rectified by asserting that all the
disclosure related to the process is within the
skill of the art.

Genentech, 108 F.3d at 1366.

Here, far more than “minor details” are missing.
Neither the patent nor the September 1992 application
identify any suitable compound, nor do they explain how
one can discover such a compound, except by testing
compounds that “include but are not limited to nucleic acid
encoding PGHS-2 and homologues, analogues, and dele-
tions thereof, as well as antisense, ribozyme, triple helix,
antibody, and polypeptide molecules and small inorganic
molecules.” ‘850 Patent, col. 27, lines 29-35. As the Federal
Circuit stated in Genentech, plaintiff cannot rectify this
glaring omission simply by asserting that the necessary
information would have been known to one of skill in the
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art.” 108 F.3d at 1366; see also Perreira v. Secretary of
Dep’t of H.H.S., 33 F.3d 1375, 1377 n. 6 (Fed. Cir. 1994)

? 1 have also considered the declarations of plaintiffs other
experts: Edward A. Dennis, who holds a Ph.D. in Chemistry; Christo-
pher J. Schofield, Ph.D., who is a lecturer in Organic Chemistry;
Heather M. Wallace, who holds a Ph.D. in Biochemistry; and Eugene
Segre, M.D., who has experience in clinical pharmacology and drug
development.

Neither Dr. Segre’s declaration (Docket # 325) nor Dr. Wallace’s
declaration (Docket # 327) addresses the issue of enablement with
respect to the identification of a suitable compound. Dr. Segre’s
declaration is primarily concerned with whether “pharmacologists and
clinicians, when provided by medicinal chemists with a COX-2 selective
non-steroidal anti-inflammatory agent,” would have been able to
determine an appropriate dosage and to actually use it and evaluate its
efficacy with human patients. Segre Decl. { 7 (emphasis added). Dr.
Wallace’s declaration mostly provides background information relating
to NSAIDs in general.

Drs. Dennis and Schofield both opine that the ‘780 application
would have enabled one of ordinary skill in the art to practice the
inventions claimed in the ‘850 patent without undue experimentation
as of September 1992. Dennis Decl. (Docket # 326) { 34; Schofield Decl.
(Docket # 334) (] 10, 29. The rest of their declarations, however, fail to
support that conclusion. Dr. Dennis’s declaration, for example, focuses
largely on how a person of ordinary skill in the art would understand
the use and function of the screening assay, rather than on actually
discovering a suitable compound. Likewise, Dr. Schofield offers
virtually no explanation of why he believes that the ‘780 application
would have enabled a skilled team of scientists in September 1992 to
practice the claimed invention without undue experimentation; his
assertion to that effect is wholly conclusory.

I therefore find that these declarations fail to support plaintiff’s
assertion that the ‘850 patent meets the enablement requirement. See
Phillips Petroleum Co. v. Huntsman Polymers Corp., 157 F.3d 866, 876
(Fed. Cir. 1998) (patentee failed, through the statements of its experts,
to raise a genuine issue of material fact precluding summary judgment,
since “the expert declarations [we]re wholly conclusory, devoid of facts
upon which the affiant[s’] conclusions, as experts, were reached”);
Gleason Works v. Oerlikon Geartec, AG, 141 F.Supp.2d 334, 341
(W.D.N.Y.2001) (“a party cannot defeat a well-founded motion for

(Continued on following page)



66a

(“An expert opinion is no better than the soundness of the
reasons supporting it”).

I also note that several of plaintiff’s experts state
that, based on their review of certain confidential docu-
ments obtained in discovery, as well as a statement of
Peter Isakson, an employee of Searle, which was submit-
ted in connection with an unrelated action in Great Brit-
ain (Docket # 333, Ex. 12), they believe that Searle used in
vitro assays that led to the discovery of selective PGHS-2
inhibitors. According to Dr. Suto, Searle’s effort to identify
such compounds began in August 1992. By May 1993,
Searle had screened more than 600 compounds in in vitro
assays, and had identified a number of selective PGHS-2
inhibitors.

The point, apparently, is to show that researchers at
Searle, using the methods taught, and information con-
tained, in the ‘780 application, were able to identify
selective PGHS-2 inhibitors.” The fact that it took Searle
about eight months to identify some PGHS-2 selective
inhibitors, after screening over 600 compounds, however,
does not show that the ‘780 application was enabling in
the absence of undue experimentation. While I recognize
that the test for undue experimentation is not “merely
quantitative,” PPG Indus., 75 F.3d at 1564, this neverthe-
less demonstrates that considerable work and research
was needed in order to turn the invention claimed by the
‘850 patent into reality, and the patent supplies very little

summary judgment simply by submitting an expert’s ‘naked opinions’”)
(quoting Weigel v. Target Stores, 122 F.3d 461, 469 (7th Cir.1997)).

' Plaintiff does not explain why, if Searle relied on information set
forth in the “780 application, Searle began looking for a PGHS-2
inhibitor in August 1992, a month before the ‘780 application was filed.
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guidance with respect to the direction in which the ex-
perimentation should proceed. See National Recovery
Technologies, 166 F.3d at 1198 (“The most that [the pat-
entee] can be credited with is promising the ideal result in
[the patent claims], even though the specification does not
completely deliver on this promise”).

In short, although the ‘850 patent describes an assay
for determining whether a given compound possesses
certain desired characteristics, and identifies some broad
categories of compounds that might work, these descrip-
tions, without more precise guidelines, amount to little
more than “a starting point, a direction for further re-
search.” Genentech, 108 F.3d at 1366. See also Calgene,
188 F.3d at 1374 (“the teachings set forth in the specifica-
tions provide no more than a ‘plan’ or ‘invitation’ for those
of skill in the art to experiment practicing [the claimed
invention]; they do not provide sufficient guidance or
specificity as to how to execute that plan”); National
Recovery Technologies, 166 F.3d at 1198 (stating that
patent-in-suit “recognizes a specific need . .. and suggests
a theoretical answer to that need. It provides a starting
point from which one of skill in the art can perform further
research in order to practice the claimed invention, but
this is not adequate to constitute enablement”). The ‘850
patent does not describe the claimed invention in terms
that will “enable any person skilled in the art ... to make
and use” the invention. At most, its description will enable
a person of ordinary skill in the art to attempt to discover
how to practice the claimed invention. That is not enough.
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CONCLUSION

Defendants’ motion for summary judgment of patent
invalidity for failure to meet the written-description
requirement of 35 U.S.C. § 112, {1 (Docket #170), and
defendants’ motion for summary judgment of patent
invalidity for non-enablement ((Docket # 255) are granted,
and the complaint is dismissed.

Plaintiff’s cross-motion for summary judgment that
the ‘850 patent is not invalid for failure to meet the writ-
ten-description requirement (Docket # 207) is denied.

IT IS SO ORDERED.




