COMMENT
UNIVERSITY OFROCHESTER CORP. v. G.D. SEARLE & CO., INC.:
HOW TO LOSE MILLIONS IN PATENT ROYALTIES
ABSTRACT
In the modem knowledge-driven economy patents are deployed as
negotiable instruments in business deals between business entities. The
Patent Office grants a patent in lieu of the inventor disclosing the invention,
in compliance with the Patent Act such that it enables a person of ordinary
skill in the art to practice the invention. The disclosure serves as a notice
to the general public as to the boundaries of the invention. An ill-defined
patent invention may not adequately serve a proper notice to the general
public as to what technology is "off-limits" and what is available for
practice. This can lead to confusion amongst entities interested in practicing technologies related to the invention and an unnecessary investment of
capital.
The present comment discusses University of Rochester's patent
infringement lawsuit seeking an injunction against G.D. Searle from manufacturing and selling Celebrex®, the arthritis pain-relief drug. Celebrex®
had a worldwide sale of approximately $ 3 billion in 2002. The university
officials had estimated that the patent could generate billions of dollars in
royalties over its life span. Defendants countered that the patent in question was invalid for lack of (i) "written description requirement" and (ii)
"enablement requirement" of the Patent Statute.
The district court granted a summary judgment in favor of G.D.
Searle holding the patent invalid under the "written description requirement" and "enablement requirement." In an indirect manner, the ruling, not
so much because of its legal stance as its implications, has the potential to
strangulate and dissuade a small-time inventor from inventing in favor of
a big pharmaceutical corporation, which is contrary to the policy rationale
behind the constitutional mandate for patents.
The University plans to appeal the ruling to the Federal Appeals
Circuit. The patentee has a stronger argument on the enablement issue and
may prevail at the Federal Circuit level. In order for the patent to remain
enforceable, however, the entire set of statutory requirements need to be
satisfied. Therefore, whether the patentee prevails on the exclusive issue
of enablement would be a moot point in light of the weakness of argument
in the written description requirement.
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I. INTRODUCTION

In the modem knowledge-driven economy, more often than not,
patents in the form of legal packets are deployed as negotiable instruments
in business deals between individuals, corporations, and other business
entities. As defensive legal mechanisms, patents can preclude a competitor
from entering a market. Offensively, they can curtail the market-share of
a competitor's product. In other words, "[patents] are the legal mechanisms
with which an inventor, risk capitalist or corporation can protect the investment in time, money, effort, and other resources expended in order to create
a new contribution to technology."'
The total number of patents issued by the United States Patent and
Trademark Office (USPTO) has increased by about sixty-two percent in the
past seven years.2 The number of patents issued to U.S. Corporations has
increased by sixty-seven percent.3 This underscores the importance of
patents as the legal instrument for protecting intellectual assets of modem
corporations.
By a patent grant the USPTO gives an inventor or an assignee a
collection of "property" rights for a specific period of time in which he can
preclude those persons or legal entities, within the jurisdiction of the U.S.
Government, from making, using, offering for sale, or selling the patented
invention.4 These "property" rights, however, are in exchange for the
inventor disclosing the invention, in compliance with the Section 112
requirements of the Patent Act,5 such that it enables a person of ordinary
skill in the pertinent art to practice the invention. The disclosure serves as
notice to the general public as to the boundaries of the invention that must
not be violated by either practicing said invention or part of it, until the
patent term expires.
An ill-defined patent disclosure may not adequately serve a proper
notice to the general public as to what technology is "off-limits" and what
is available for practice. This can lead to confusion amongst entities
interested in practicing the invention or technologies related to the
invention. Additionally, this confusion can sometimes lead to a significant

'IRVING KAYTON, PATENT PRACTICE 1.1 (Irving Kayton & Karyl S. Kayton eds., Patent
Resources Inst. Inc. 7th ed. 2001).
2
TAF SPEC. REP., U.S. Pat. & Trademark Off., availableat http://www.uspto.gov/webl

offices/ac/ido/oeip/taf/apat.pdf (Apr. 2002).
3
1d.
435 U.S.C. § 102 (2000).
535 U.S.C. § 112 (2000).
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investment of capital by the competitors, and in all likelihood wasteful
litigation.
The present comment relates to the U.S. Patent No. 6,048,850 (the
"850 patent"), titled "Method of Inhibiting Prostaglandin Synthesis in a
Human Host," granted to the University of Rochester on April 11, 2000 by
the USPTO. 6 The University filed a patent infringement lawsuit in the
Western District of New York seeking, inter alia, an injunction against
G.D. Searle & Co., Inc., from manufacturing and selling a certain class of
drugs, most notable being Celebrex®, the arthritis pain-relief drug.'
Defendants filed a motion for summary judgment arguing that the patent in
question was invalid for lack of the (1) "written description requirement"
and (2) "enablement requirement," both of which are mandated under
Section 112 of the Patent Act for a valid patent.'
The defendants, namely G.D. Searle & Co., Inc., Pfizer, Inc.,
Monsanto Co., and Pharmacia Corp. (collectively addressed as G.D.
Searle), are involved in the manufacture and sale of a class of antiinflammatory and pain reliever drugs, most notable of the drugs being
Celebrex®.9
G.D. Searle introduced Celebrex® in 1999 to a first-year sale of
approximately $1.5 billion.'0 Celebrex® was dubbed as "super-aspirin" for
its pain relieving and anti-inflammatory drug capabilities." In 2002, its
worldwide sale was approximately $3 billion, which is the highest among
Currently, Celebrex®, and
all block-buster drugs available today.'
Vioxx® have a combined sale of approximately $5 billion. 3 In its first
year, health practitioners in the United States wrote about 17.5 million
Celebrex® prescriptions mainly for arthritic pain-relief in patients. 4
University of Rochester officials had estimated that the '850 patent
could generate billions of dollars in royalties over its life span (a patent life
6

U.S. Patent No. 6,048,850 (issued Apr. 11, 2000) (Cox- I enzyme).
See Univ. of Rochester v. G.D. Searle & Co., Inc., No. 00-CV-6161L, 2003 U.S. Dist.
LEXIS 3030 (W.D.N.Y. Mar. 5, 2003) (describing the claim).
8
Id. at *7-*8.
7

9
1d. Andrew Pollack, Battling Searle, University Gets BroadPatentforNew Painkiller,
N.Y. TIMEs (Apr. 12, 2000), at http://www.cif. rochester.edu/-craig/cox2patent.html.
"0 Pollack, supra note 9.
111d.
12Joe Richter & Deborah Stem, Pfizer Buys Pharmaciafor $60 Billion: SurpriseMerger
Would Create World's Largest Drug Firm, DErROrT NEWS (July 15, 2002), at http://www.
detnews.con/2002/business/0207/15/business-537755.htm.
3
Kathleen M. Williams, New DraconianRestrictions on U.S. PatentScope: FESTO,
PALMER&DODGE, LLP, at http://www.palmerdodge.com/ dspSingleArticle.cfm?ArticlelD=352
(last visited Feb. 9, 2004).

"4Pollack, supra note 9.
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span is approximately seventeen years); that "would make it the most
lucrative patent ever held by a university."' 5 Judge David G. Larimer of the
district court, however, granted summary judgment in favor of G.D. Searle,
the defendants, and held the '850 patent invalid under the federal patent law
standards of the "written description requirement" and the "enablement
requirement," codified in Section 112, first paragraph. 6 The University of
Rochester plans to appeal the ruling to the U.S. Court of Appeals for the
Federal Circuit.

7

This comment investigates the district court's opinion on the merits
of the case. This case has the potential to substantially impact research at
universities, biotech start-up companies, small inventors, and other such
resource-limited entities in comparison with bigger corporations involved
in comprehensive drug discovery research programs. The latter aspect,
however, is beyond the scope of this comment. The comment discusses
only the substantive legal issues relevant to the present case-the "written
description requirement," and the "enablement requirement" of Section 112
of the Patent Act.
II. BACKGROUND
The constitutional basis that mandates Congress to promote progress
of "Science" and "useful Arts" is found in Article I, Section 8, Clause 8, of
the United States Constitution: "The Congress shall have Power [t]o
promote the Progress of Science and useful Arts, by securing for limited
Times to Authors and Inventors the exclusive Right to their respective
Writings and Discoveries."8
Congress has implemented this constitutional mandate by providing
legislation governing the various aspects and dynamics of inventions in the
Patent Act.' 9 Patent law aims at providing incentive for developing new
technology to an inventor. The legislation also provides the general public
with notice of the invention, more specifically notice of the metes and
bounds of the invention 20

151d.
6

Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at 54; 35 U.S.C. § 112 (2000).

7

Steve Seidenberg, TreatmentPatentType Disallowed:A University Loses a Fight over
Two Big Painkillers,THE NAT'LLAWJ., BusINEss, at http://www.nlj.com/031703bizlede.shtm.

' 8U.S. CONST. art. I, § 8, Cl. 8.
9
See generally 35 U.S.C. §§ 1-376 (2000).
20
See Matthew J. Conigliaro et al., Foreseeability in Patent Law, 16 BERKELEY TECH.
L.J. 1045, 1046 (2001).
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The first paragraph of Section 112 of the Patent Act states that:
[t]he specification [of a patent document] shall contain [I] a
written description for the invention, and [a written description] of the manner and process of making and using it, in
such full, clear, concise, and exact terms [II] as to enable any
person skilled in the art to which it pertains, or [art] with
which it is most nearly connected, to make and use the same,
and [HII] shall set forth the best mode contemplated by the
inventor of carrying out his invention. 2'
A patent specification comprises of two parts: first, the descriptive
portion of the specification, describing the general and preferred
embodiments of the invention and second, the claims, defining the scope
or the outside limit of the invention.2" Section 112 requires that a patent
application "describe" the invention, as defined in the "claims" portion of
the specification, in sufficient detail.23
Accordingly, as authorized by Section 112 and other judicial
precedents, a patent specification should provide a written description, an
enablement, and the best mode of practice for the invention. 24 As pointed
out by the Court of Appeals for the Federal Circuit in Standard Oil v.
American CyanamidCo., "[t]he descriptive part of the specification aids in
ascertaining the scope and the meaning of the claims inasmuch as the words
The specification is thus
of the claims must be based upon the description.
25
claims.
the
constructing
for
basis
the primary
The following discussion focuses on the written description and the
enablement requirements. The best mode is not discussed because it is not
applicable to the present case.
A. The Written Description Requirement
The written description requirement of a patent specification serves,
inter alia, three purposes: (1) it ascertains that the presumptive patent
holder is in possession of the invention as claimed by him or her at the time
of filing the patent application with the United States Patent and Trademark

2135 U.S.C. § 112 (2000).
22

1d.

23

Engel Indus., Inc., v. Lockformer Co., 946 F.2d 1528, 1531 (Fed. Cir. 1991).
Standard Oil Co. v. American Cyanamid Co., 774 F.2d 448, 452 (Fed. Cir. 1988).
25
1d.
24
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Office, 6 thereby "guard[ing] against the inventor's overreaching by
insisting that he recount his invention in such detail that his future claims
can be determined to be encompassed within his original creation" ;21 (2) it
provides necessary guidance and understanding to a person of ordinary skill
in the art for practicing the claimed invention;2 8 and (3) it "[e]nsures that
subject matter presented in the form of a claim[,] subsequent to the filing
date of the application[,] was sufficiently disclosed at the time of filing so
that the prima facie date of invention can fairly be held to be the filing date
of the application. "29
As stated by the Federal Circuit in Vas-Cath, Inc. v. Mahurkarand
In re Gosteli,3" the written description requirement mandates that the
specification, as filed, must describe every element of the claimed invention
in sufficient detail such that it clearly allows a person of ordinary skill in
the art to recognize that the inventor was in possession of the invention
actually claimed.3
"[T]he test for sufficiency of support in a [patent] application is
whether the disclosure of the application relied upon, 'reasonably conveys
to the [skilled] artisan that the inventor had possession at [the] time of the
claimed subject matter. '32 The written description requirement is a
question of fact, and depends on the particular case being considered.33
The written description requirement becomes a contentious issue in
such situations when an invention is defined by a description of the function of the invention, or the desired result of the invention.' Generally
speaking, a chemical or a biological substance requires a precise definition,
depiction of structure, a formulation, or a chemical name, and "not a mere
wish or plan for obtaining the claimed chemical invention. '35 The Federal
Circuit Court in Fiers v. Revel stated that "claiming all DNA's [sic] that
achieve a result without defining what means will do so is not in
261n re Wright, 866 F.2d 422, 424 (Fed. Cir. 1989).
27

Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555, 1561 (Fed. Cir. 1991) (citing Rengo Co.
v. Molins Mach. Co., 657 F.2d 535, 551 (3d Cir.), cert. denied, 454 U.S. 1055 (1981)).
28
In re Wertheim, 541 F.2d 257, 262 (C.C.P.A. 1976).
29
Vas-Cath, Inc., 935 F.2d at 1561 (citing In re Smith & Hubin, 481 F.2d 910 (C.C.P.A.

1973)).
30872 F.2d 1008 (Fed. Cir. 1989).
3
Vas-Cath, Inc., 935 F.2d at 1563; In re Gosteli, 872 F.2d at 1012.
32
Ralston Purina Co. v. Far-Mar Co., 772 F.2d 1570, 1575 (Fed. Cir. 1985) (quoting In

re Kaslow, 707 F.2d 1366, 1375 (Fed. Cir. 1983)).
33

Vas-Cath, Inc., 935 F.2d at 1562 (citing In re Wertheim, 541 F.2d at 261; In re Smith,
458 F.2d 1389,1395 (C.C.P.A. 1972)).
3See generally Regents of the Univ. of Cal. v. Eli Lilly Co., 119 F.3d 1559 (Fed. Cir.
1997) (discussing patent '525).
35
Eli Lilly, 119 F.3d at 1566 (citing Fiers v. Revel, 984 F.2d 1164, 1171 (Fed. Cir. 1993)).
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requirement; it is an attempt to preempt the
compliance with the description
36
arrived.
has
it
future before
The Federal Circuit Court addressed the issue of sufficiency of
functional description of a substance in Enzo Biochem, Inc. v. Gen-Probe,
Inc.37 The court held that all functional descriptions of chemical or
biological substances do not automatically fail the written description test
of Section 112; however, providing a functional description exclusive of
other information is not a sufficient condition to overcome the written
description barrier.3"
In Enzo Biochem, the Federal Circuit Court applied the standard for
written description set forth by the USPTO: the written description
requirement, in cases where functional characteristics are used to describe
the invention, is satisfied when a correlation is provided between the
functional characteristic and the structure.3 9 "A description of what a
'
material does, rather than what it is, usually does not suffice."
B. The Enablement Requirement
Although "the ultimate legal conclusion of enablement rests on
4
factual underpinnings," enablement is a question of law. ' "[T]o 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
experimentation. " '42 The enablement calculus is comprised of (1) information provided by the specification for making and using the invention in
combination with (2) the knowledge of a person of ordinary skill in the
art.4 3 "The scope of the claims must bear a reasonable correlation to the

36

Fiers, 984 F.2d at 1171.
See generally Enzo Biochem, Inc. v. Gen-Probe, Inc., 296 F.3d 1316 (Fed. Cir. 2002)
(discussing patent '659).
3
id. at 1324.
39
"Written Description"Requirement, 66 Fed. Reg. 1099, 1106 (Jan. 5, 2001).
37

4°Enzo Biochem, 296 F.3d at 1329 (citing Eli Lilly, 119 F.3d at 1568).
41Union Pac. Res. Co. v. Chesapeake Energy Co., 236 F.3d 684, 690 (Fed. Cir. 2001).
42
1n re Wright, 999 F.2d 1557, 1561 (Fed. Cir. 1993) (quoting In re Vaeck, 947 F.2d 488,
495 (Fed. Cir. 1991)).
43Nat'l Recovery Tech. Inc. v. Magnetic Separation Sys., Inc., 166 F.3d 1190, 1195-96
(Fed. Cir. 1999). The Federal Circuit Court explained the term "undue experimentation" as
follows:

The enablement requirement of § 112 demands that the patent specification
enable "those skilled in the art to make and use the full scope of the claimed
invention without 'undue experimentation."' The enablement requirement
ensures that the public knowledge is enriched by the patent specification to a
degree at least commensurate with the scope of the claims. The scope of the
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scope of enablement provided by the specification to persons of ordinary
skill in the art..'"
The phrase "undue experimentation" was further defined by the
Federal Circuit Court in In re Wands,45 and In re Angstadt.4 The Angstadt
court emphasized that "[tihe key word is 'undue,' not 'experimentation.""'
The Wands court stated that experimentation such as "routine screening"
did not instantaneously violate the enablement requirement of Section
112.48 The test of enablement employs a standard of reasonableness in light
49
of the invention and the current state of the art.
"Undue experimentation" is determined by considering several
factors applied to the patent specification in question which were first
delineated in In. [ex parte] re Forman" and were later adapted by the
Federal Circuit Court in Wands.5 All the Forman-Wands factors need not
be considered in determining enablement vel non.52 These factors serve an
illustrative purpose only and their presence is not mandated to prove or
disprove enablement." The final determination is made in light of the facts
of the given Case. The factors 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 art, (7) the predictability or unpredictability of the art, and
(8) the breadth of the claims.54

claims must be less than or equal to the scope of the enablement. The scope of
enablement, in turn, is that which is disclosed in the specification plus the scope
of what would be known to one of ordinary skill in the art without undue

experimentation.
Id. (citation omitted).
441d.

at 1196 (quoting In re Fisher, 427 F.2d 833, 839 (C.C.P.A. 1970)).

45858 F.2d 731, 737 (Fed. Cir. 1988).

46537 F.2d 498 (C.C.P.A. 1976).

47

1d. at 504.

48

1n re Wands, 858 F.2d at 736-37; 35 U.S.C. § 112 (2000).
Ansul Co. v. Uniroyal, Inc., 448 F.2d 872, 879 (2d Cir. 1971).
'02 3 0 U.S.P.Q. (BNA) 546 (Bd. Pat. App. & Int. 1986).
49

5

in re Wands, 858 F.2d at 737.
Inc., 927 F.2d at 1213.
Enzo Biochem, Inc., v. Calgene, Inc., 188 F.3d 1362, 1371 (Fed. Cir. 1999) (citing
Amgen, Inc. v. Chugai Pharm. Co., 927 F.2d 1200, 1213 (Fed. Cir. 1991)).
52
Amgen,
53

'In

re Wands, 858 F.2d at 737.
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Ill. ANALYSIS

Responding to the summary judgment motions filed by G.D. Searle
on grounds of lack of written description and non-enablement, the District
Court of the Western District of New York used the above framework of
law for evaluating the validity of the '850 patent.
A. The Factualand ProceduralHistory
Plaintiff, the University of Rochester holds U.S. Patent 6,048,850,
"Method of Inhibiting Prostaglandin Synthesis in a Human Host," (the '850
patent) issued on April 11, 2000. Defendants G.D. Searle & Co., Inc.,
Pfizer, Inc., Monsanto Co., and Pharmacia Corp. (G.D. Searle) manufacture and sell a pain reliever drug called Celebrex®."
The non-steroidal anti-inflammatory drugs (NSAIDs) commonly
available in the market, such as ibuprofen, acetaminophen, aspirin, etc.,
block the activity of two enzymes in a human host, the prostaglandin H
synthase-1 (Cox-1 enzyme) and prostaglandin H synthase-2 (Cox-2
enzyme).56 Cox-2 enzyme produces inflammation and pain-related
response in the human body, while Cox-1 enzyme protects the gastrointestinal lining from irritation.57
When a human host takes a dosage of an NSAID, both the Cox-2 and
the Cox-1 enzymes are inhibited.58 When the activity of Cox-2 enzyme is
inhibited, as desired, it stops the human body from producing an inflammatory and pain-related response to such a stimuli.59 When the activity of
Cox- 1 enzyme is inhibited, however, it produces a medically undesirable
side-effect of irritation of the gastrointestinal lining.'
In the early 1990s, scientists at the University of Rochester
discovered that Cox- 1 and Cox-2 enzymes existed with separate functions.6
The scientists hypothesized that if a method was invented that would
selectively inhibit only the Cox-2 enzyme while leaving Cox- I enzyme
activity intact, it would relieve patients from the pain and inflammatory

55

See Univ. of Rochester v. G.D. Searle & Co., Inc., No. 00-CV-6161L, 2003 U.S. Dist.
(W.D.N.Y. Mar. 5, 2003).
LEXIS 3030
56
1d. at *4-*6.
57

1d. at *5; U.S. Patent No. 6,048,850 (issued Apr. 11, 2000).
Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *5-*6.
59
1d. at *6.
601d.
58

61

1d"
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response without
producing the gastrointestinal side effects associated with
62
NSAIDs.
using
Following this hypothesis, the scientists at the University developed
an assay (a screening test), which would determine whether a given
chemical compound could "hybridize" the Cox-2 enzyme by favorably
hindering its activity without affecting the activity of Cox-1 enzyme.63 The
USPTO granted a method patent capturing the process of this invention to
scientists David Young, et al., which was assigned to the University
of
Rochester."
In the action filed in the United States District Court for the Western
District of New York against G.D. Searle for an alleged patent infringement, the University of Rochester maintained that G.D. Searle's manufacture and sale of the drug Celebrex® in North America constituted an
infringement of its biochemical process patented in the '850 patent. 6' The
University of Rochester sought injunctive relief enjoining the manufacture
and sale activity of G.D. Searle and damages from the alleged infringement
of the '850 patent.66
In response, G.D. Searle filed a motion for summary judgment under
Federal Rules of Civil Procedure 56(c) contending that the '850 patent was
invalid on the grounds that it did not comply with the written description
and enablement requirements as mandated by Section 112 of the Patent
Act. 67 The University of Rochester filed a cross motion for summary
judgment seeking an order that the '850 patent was not invalid on the
grounds alleged by G.D. Searle.68
B. Decision of the United States DistrictCourt
for the Western Districtof New York
Judge David Larimer of the district court granted summary judgment
in favor of Defendants G.D. Searle holding that the '850 patent failed to
comply with the (1) Written Description Requirement and (2) Enablement
Requirement of Section 112, first paragraph.69 The court opined that "[t]he
inventor must be able to describe the item to be patented with such clarity

62

Univ. of Rochester, 2003 U.S. Dist, LEXIS 3030, at *6.
1d. at *7.

63

6U.S. Patent No. 6,048,850 (issued Apr. 11, 2000).
6
MUniv. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *7.
66Id.
67

1d. at *7-*8.
681d. at *8.
69Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *53-*54.
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that the reader is assured that the inventor actually has possession and
knowledge 70of the unique composition that makes it worthy of patent
protection."
1. Patent's Failure of the Written Description Requirement
The district court resolved the issue of "whether a written description
of a claimed method of treatment is adequate where a compound that is
necessary to practice that method is described only in terms of its function
and where the only means provided for finding such a compound is
essentially a trial-and-error process." 7 Judge Larimer ruled that the '850
patent did not describe a single chemical compound that would selectively
72
block the Cox-2 enzyme activity in a human host. The judge stated that
[t]he 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 indicates that one should run tests on a wide spectrum
of compounds in the hope that at least one of them will
work.73
As the court stated, the patent specification described a screening
method that would constitute screening "compounds, including peptides,
polynucleotides, and small organic molecules, to identify those that inhibit
the.., activity of [Cox-2]." 74 It failed, however, to identify with specificity
which of these compounds would selectively suppress the Cox-2 enzyme
activity.7" Further, the specification disclosed that once such a compound
was found, it could be used as a drug for selective treatment of inflamma77
tion and pain.76 The patent did not identify a single drug to that effect.
Although a section in the patent specification was dedicated to
"compounds identified in the screens," it only listed classes of compounds,
some of which would perform the function of selective inhibition of the

'Old. at *3.
"Id. at *12.
72
1d. at *21.
73
Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *20-*21.
••
741d.
7'1d. at *21. See also U.S. Patent No. 6,048,850 (issued Apr. 11, 2000).
76
Univ. ofRochester, 2003 U.S. Dist. LEXIS 3030, at *22.
77

1d.
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Cox-2 enzyme.78 The inventors did not identify a single compound that a
"person of ordinary skill in the art" could use to practice the invention
for
developing an anti-inflammatory drug from it.79 Similarly, the patent
claims did not provide sufficient specificity for guiding the hypothetical
person skilled in the art to practice the invention.80
The district court also drew a parallel between the description of the
compound in the '850 patent and the example given by the Federal Circuit
Court in Enzo Biochem wherein a compound was described by its
function.8' The functional description, as in Enzo Biochem, did not satisfy
the written description requirement as it "fails to distinguish any
[compound] from others having the same activity or function."82
The Federal Circuit Court in Eli Lilly stated that in non-genetic
materials such as chemical materials, even generic formulae are sufficiently
descriptive for the scope of the claim.83 "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."84 In contrast, the court stated
that genetic materials require more description to pass the "written
description" test of Section 112.85
The classes of compounds claimed in the '850 patent, Judge Larimer
stated, did not have any of the specificity mandated by the Eli Lilly Court.8 6
Further, citing the Federal Circuit Court opinion in Wilder, the district court
suggested that under the Section 112 requirement, accurate prediction and
description of the results of an invention but nothing more, were not

"8d.; see also U.S. Patent No. 6,048,850 (issued Apr. I1, 2000).
Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *22-*23.
80
1d.
79

8

'Enzo Biochem Inc. v. Gen-Probe, Inc., 296 F.3d 1316, 1324 (Fed. Cir. 2002).
Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *23.
83
See Regents of the Univ. of California v. Eli Lilly & Co., 119 F.3d 1559 (Fed.
Cir.
82

1997).
'Id. at 1568. The court stated 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 cannot, as one can do with a fully described genus, visualize or
recognize the identity of the members of the genus.
Id.
85

Id. at 1568-69.
"Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *25.
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sufficient; the invention itself had to be described.87 The Wilder court
intended this reasoning to apply to all materials, genetic, chemical, or
otherwise.8
The University of Rochester also argued that the Enzo Biochem court
held the Section 112 writing requirement satisfied if " 'sufficiently detailed,
relevant identifying characteristics,"' including "'functional characteristics
when coupled with a known or disclosed correlation between function and
structure"' were disclosed.8 9 The '850 patent, however, did not demonstrate
any such correlation. Plaintiff cited several Federal Circuit precedents
where the court held the written description requirement was satisfied even
in the absence of precise chemical formulas of the compositions claimed. 90
The district court reasoned that the '850 patent was deficient because even
if precise chemical formula or structure were not mandatory to comply with
the statutory requirement, "[a] patent [should] 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. 9
The University of Rochester cited several court precedents where
precise chemical formula or structural identification were not required to
satisfy the written description requirement of Section 112. The district
court recognized this interpretation of the requirement with a qualification
from Vas-Cath that "'compliance with the written description requirement
is essentially a fact-based inquiry that will necessarily vary depending on
the nature of the invention claimed. "'92 None of the examples cited by the
plaintiff violated the "person of ordinary skill" test outlined above. 93

87

Id. at *26 (citing In re Wilder, 736 F.2d 1516 (Fed. Cir. 1984)).

8

31d.

89

1d. at *27 (quoting Enzo Biochem Inc., 296 F.3d at 1324).
9°Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *29-*30 (discussing Union Oil Co.
v. Atlantic Richfield Co., 208 F.3d 989 (Fed. Cir. 2000), as cited by the plaintiff). The district
court stated that the Federal District Court in that case held that:
[a]lthough "the claims did not describe each gasoline product in terms of

molecular structures to lists of ingredients," but rather "specified the chemical
properties of the gasolines," this description reflected the way oil refiners
formulate gasoline," so that "the claims which defined the invention in terms of
various characteristics also informed those of skill in the art of the composition
of claimed gasoline fuels."
Id. at *29 (quoting Union Oil Co., 208 F.3d at 992). Other cases that the plaintiff relied upon are
In re Herschler, 591 F.2d 693 (C.C.P.A. 1979), and In re Edwards, 568 F.2d 1349 (C.C.P.A.
1978).
9
Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *28-*29.
92
Id. at *30 (quoting Enzo, 296 F.3d at 1324) (quoting Vas-Cath, Inc. v. Mahurkar, 935
F.2d 1555, 1563 (Fed. Cir. 1991) (internal quotation omitted)).
93

1d. at *30.
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Plaintiff also cited Edwardsas an example of where a compound was
described and identified by the process of making the compound.,94 The
district court ruled that such a description was not a violation of the written
description requirement because the process, when followed, would
reasonably lead a person skilled in the art to the precise compound desired.
Such conditions did not exist in practicing the '850 patent because
one skilled in the art would not be led to a compound that could suitably be
converted to a drug necessary to inhibit the Cox-2 enzyme activity which
would in turn mitigate the symptoms of inflammation in the human body,
which was the primary claim in the '850 patent.95
The University also argued that the '850 patent disclosed a method,
not a compound, and therefore, a written description requirement for a
chemical compound is irrelevant as applied to the patent.96 The district
court dismissed this argument:
The claimed method depends upon finding a compound that
selectively inhibits [Cox-2] activity. Without such a
compound, it is impossible 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 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.97
The court recognized that the discovery by the researchers of
University of Rochester is a significant breakthrough in the field of
prostaglandin H synthase enzymes (Cox- I and Cox-2 enzymes).98 Their
subsequent construction of the hypothesis that a selective inhibition of the
Cox-2 enzyme would prove beneficial to patients with inflammation related
problems without creating gastrointestinal side effects was a valuable
addition to the science of prostaglandin H synthase enzymes. 99

941d. at *30-*31 (citing In re Edwards, 568 F.2d at 1352).

95Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *32.
96Id. at *31.
97
1d. at *31-32 (footnote omitted).
98

1d.

"Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *32.
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Finally the court distinguished between a discoverer and an inventor
as related to a patentable invention."t A discoverer does not necessarily
become an inventor on a patent, a ground-breaking research discovery
notwithstanding; written description is one of the several elements of the
bridge that transitions a discovery into a patentable invention.
2. '850 Patent's Failure of Enablement Requirement
The district court further held that the '850 patent was invalid for
failing to provide an enabling disclosure.' 0 ' Specifically, a person of
ordinary skill in the pertinent art would require "undue experimentation"
without any certainty of success to practice the invention in light of the
Forman-Wands factors. 2
The '850 patent required a trial-and-error approach. The court ruled
that although a trial-and-error approach would not per se invalidate a patent
for non-enablement, "'patent protection is granted in return for an enabling
disclosure of an invention, not for vague intimations of general ideas that
out the mere germ of an idea does
may or may not be workable. Tossing
03
not constitute enabling disclosure."
Judge Larimer further opined that a mere presence of experimentation did not invalidate a patent, however, "'reasonable detail must be
provided in order to enable members of the public to understand and carry
out the invention."'"°4
The '850 patent did not provide such "reasonable details." It
provided a screening method that would quantify the inhibition of the Cox2 enzyme relative to the Cox-I enzyme for a given compound; however, the

"°Id.The court stated that:
What the inventors did not do , however, is succeed in taking the last, critical
step of actually isolating such a compound, or at least 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.
Id. (footnote omitted).
...
1d. at *43.
1021d.
03
" Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *44 (citing Genentech, Inc. v.
Novo Nordisk A/S, 108 F.3d 1361, 1366 (Fed. Cir. 1997) (quoting Brenner v. Manson, 383 U.S.
519, 536 (1966))
"°Id.(quoting Genentech, 108 F.3d at 1366).
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patent did not provide a reasonable list of compounds that would enable a
person skilled in art to initiate the screening procedure.' 05
The patent claimed several extremely broad classes of compounds
that one could use.'06 Once a compound with selective Cox-2 inhibitory
characteristic was identified, the patent provided details for properly
channeling such compound in the form of a drug, for example, routes of
administration to a host, determining an effective dose, and methods of
making pharmaceutically relevant compositions. 7
According to Judge Larimer, the '850 patent precisely failed to
provide a "necessary link" between the screening method and the drug
usage steps. 108 Revealing the "necessary link" required "undue experimentation. "'0 Plaintiff argued that the "necessary link" would be apparent to one
skilled in the pertinent art. Dr. Suto, an expert for the University of
Rochester testified that a person of ordinary skill in the pertinent art, at the
time of filing of the patent application, through guidance provided by the
'850 patent would have arrived at the conclusion that he should initiate the
screening procedure with an existing NSAID."° The ability of the variants
of the lead compound (an NSAID) to selectively block Cox-2 enzyme
would then be compared to the lead compound."' A researcher (the
hypothetical ordinary person skilled in the pertinent art) could then, from
standard procedures, correlate the structural changes to the lead compound
2
and the manifested Cox-2 inhibitory activity."

05

1d. at *46.

'06U.S. Patent No. 6,048,850 (Issued Apr. 11, 2000).
1071d.

08°Univ.

of Rochester, 2003 U.S. Dist. LEXIS 3030, at *46. The court explained that the

'850 patent described the two methods of "screening" and "evaluating" the implications of various
compounds on the inhibitory activity of the Cox- 1 and the Cox-2 enzymes. A causal link between
the two steps was missing; the patent provided little guidance to that effect. Implicitly, this meant
additional experimentation-more than likely, undue experimentation.
091d.
"°ld. at *47.
11ld.
112Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *47. Dr. Suto's suggestion was
to rely on the skilled artisan, inter alia,to perform the following tasks: (1) identify the starting
point of the compound, (2) identify the probable variants to the lead compound, (3) characterize
the lead compound and the variants in terms of their property to affect Cox-2 activity, (4)
characterize the lead compound and the variants in terms of their chemical structure, (5) correlate
the structure of the compound to the properties, (6) devise the drug dosage, (7) conduct human

trials, and (8) administer the drug. Although some of the steps could legitimately be considered
within the capabilities of the hypothetical skilled artisan, the integrated steps would constitute
"undue experimentation" and would fall into the category of a research plan rather than a method
to cure arthritic pain and inflammation. Id.
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Judge Larimer reasoned that the '850 patent left too many details at
the disposal of the hypothetical person skilled in the pertinent art. 113 While
it is an accepted fact that "a patent need not disclose that which is already
well known in the art in order to be enabling, '" it is precisely this type of
cursory treatment to details that the Federal Circuit Court cautioned against
in Genentech, Inc.:
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 specification to fail to meet the enablement requirement. 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.1 15
Judge Larimer determined the issue of "undue experimentation," on
part of G.D. Searle before they could discover selective inhibitors of the
Cox-2 enzyme, in light of Dr. Suto's expert testimony. In a span of eight
months, G.D. Searle had identified several selective Cox-2 inhibitors after
screening more than 600 compounds. 116 This, according to the district
court, constituted "considerable work and research" on part of someone
skilled in the art to practice the patent as disclosed." 7
Judge Larimer also considered this as insufficient degree of guidance
for one skilled in the art to practice the patent. These factors, when taken
in totality, the district court ruled, constituted "undue experimentation"
under the Forman-Wands test." 8
IV. EVALUATION
The district court invalidated the University of Rochester's '850
patent because it violated the statutory requirements of (1) written

113id.

"4 1d. at *49 (citing Hybritech, Inc. v. Monoclonal Antibodies, Inc., 802 F.2d 1367, 1385
(Fed. Cir. 1986)).
...
Id.at *49 (quoting Genentech, Inc., 108 F.3d at 1366).
6
" Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *51.
".Id at *52.
"8See id. at *51 -*52; see also Amgen, Inc., 927 F.2d at 1213.
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description and (2) enablement. Specifically, it did not identify a single
compound that a person ordinarily skilled in the pertinent art could use to
practice the invention, despite the patent providing a method for selectively
inhibiting Cox-2 enzyme. Secondly, the patent failed to provide an
enabling disclosure, in that "undue experimentation" was required to
practice the invention.
A. Written DescriptionRequirement
The district court was clearly justified in invalidating the '850 patent
for failing to satisfy the written description requirement. Although the
inventors at the University of Rochester provided a list of several classes
of compounds that could be used for screening and identification purpose,
they did not identify or use even a single compound to demonstrate the
invention." 9 The patent revealed a process for curing inflammation and
pain without providing the name of a single drug composition (or its
precursor) that would accomplish the task. 20
As Judge Larimer pointed out, "[T]he '850patent claim[ed] a method
that [could not] be practiced until one discover[ed] 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 component of the invention."121
The patent suffered an uncommon problem: usually, a "composition
of matter" patent precedes a "process patent," except here, the inventors
had already "invented" a process which would work if they had the
composition. Although one need not be as critical as the district court in
pointing out the absurdity of patenting a method for cure before an actual
drug was
discovered, the improbability of the invention on its face stands
2
2

out. 1

Second, the claimed classes from which a compound could be
selected were presented in the specifications encompassing an extremely

"* 9U.S. Patent 6,048,850 (Issued Apr. 11, 2000).

1201d.
12 1

Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *37.
1221d. at *37-*38. The district court criticized the University's approach in pursuing the
patent:
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 [metal] into gold.... [Tihe inventors 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.
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broad scope." 3 The '850 patent claimed the proverbial haystack when the
actual invention was merely the needle that would allow one skilled in the
art to practice the invention.
Third, the patent failed to establish a "necessary link" between
functional characteristics and a corresponding structure that would uniquely
identify a compound or a substance, as is commonly done in "product-byprocess" claims. "Product-by-process" claims describe a composition of
matter in terms of the process of making such a product. 12 4 "Product-byprocess" claims are generally employed in patent specifications when it is
not possible to describe the subject matter of the claims in terms of
structure or properties. 25 They are, however, sometimes employed in a
patent application defining the subject matter in terms of its structure, along
with those describing the composition in terms of process steps, so as to
claim the scope of the invention in a more comprehensive manner.
The claims of the '850 patent provided neither a structure nor a
correlation between the functional characteristics and a corresponding
structure. With that level of description, the invention was nothing more
than an elaborate research plan, albeit with good intentions and purposes.
Finally, the patent specification suffered from an over-reliance on the
knowledge of the hypothetical person of ordinary skill in the pertinent art.
As Judge Larimer stated, "IT]he disclosure must show [that the inventor]
had invented eachfeature that is included as a claim limitation."26 "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."'2
In essence, the '850 patent specification took a scientific discovery
and divided it up into several elements. The elements include identification
of a broad class of compound, identification of a Cox-2 inhibiting
compound, screening of the compound, screening of variants of the
compound, converting the compound into drug formulations, administering
23

U.S. Patent 6,048,850 (Issued Apr. 11, 2000). The patent claimed that an operable
compound could be found from compounds "includ[ing] but not limited to nucleic acid encoding
[Cox-2] and homologues, analogues, and deletions thereof, as well as antisense, ribozyme, triple
helix, antibody, and polypeptide molecules and small inorganic molecules." Id. Each of these
classes of compounds could include thousands of compounds. The whole process of identification
of a proper precursor compound for screening purposes would then be delegated to the
"hypothetical skilled artisan."
24
1 IRVING KAYTON, PATENT PRACTICE 3.37 (Irving Kayton & Karyl S. Kayton eds., Patent
Resources Inst. Inc. 7th ed. 2001).
1

'251d.

at 3.37-3.39.

' 26Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *36 (quoting New Railhead Mfg.,
L.L.C. v. Vermeer Mfg. Co., 298 F.3d 1290, 1295 (Fed. Cir. 2002)).
127Id.
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the drug to the patients, etc.' 28 For each of these elements, they provided
little more than a basic reasoning as to why the theory may work; their
strongest support for each element, more or less, was derived from the
contention that a "hypothetical skilled artisan" would be able to accomplish
each of these elemental tasks.
If one divides a research plan or a theory into a number of
sufficiently small elements, surely each could be performed by a "skilled
artisan." That constitutes, however, only a scientific theory or a discovery;
the bridge to a patentable invention has not yet been crossed.
B. Enablement Requirement
With the '850 patent being invalidated on grounds of lack of written
description, it would be a moot point whether it was invalidated on any
other grounds, such as non-enablement, lack of best mode of practicing the
invention, or indefiniteness of claims.'2 9 The district court, however,
granted summary judgment for the defendants G.D. Searle for invalidation
of plaintiff's patent for non-enablement. 3 0
It is well established that written description and enablement are
separate requirements with a potential to fail independently of each other. 13'
Although the district court found the '850 patent deficient, both in terms of
written description and enablement, the court may have erred in finding in
noncompliance with the enablement requirement of Section 112, first
paragraph. The court asserted that a trial-and-error approach did not per se
invalidate a patent.'3 2 But, at the33same time, the disclosure should be more
than a mere "germ" of an idea.'
The '850 patent did require a trial-and-error process before a
compound which could selectively inhibit the Cox-2 enzyme could be
identified. But it was most certainly more than a "germ" of an idea. The
problem with the '850 patent was that it followed an atypical path of
invention; a typical invention claims a composition of matter (a product)
and subsequently claims a process for making the product, followed by a
28

1

U.S. Patent 6,048,850 (Issued Apr. 11, 2000).

12935 U.S.C. § 112, para. 2 (2000) reads: "The specification shall conclude with one or

more claims particularly pointing out and distinctly claiming the subject matter which the
applicant regards as his invention." Id. (emphasis added).
0
13 Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *54.
131Enzo Biochem, Inc. v. Gen-Probe Inc., 285 F.3d 1013, 1018 (Fed. Cir. 2002) (citing
Vas-Cath v. Mahurkar, 935 F.2d 1555, 1563 (Fed. Cir. 1991)).
32
1 Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *44 (referencing W.L. Gore &
Assocs., Inc. v. Garlock, Inc., 721 F.2d 1540, 1557 (Fed. Cir. 1983)).
33

1 1d.
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process for using the product. In the '850 patent, the three acts occurred
simultaneously, in that, the process of screening would structurally identify
the product (Cox-2 inhibiting compound), would produce the compound,
and as outlined in the patent specifications, it could be used for selectively
treating inflammation and pain without the side effects of gastrointestinal
disorders.
As pointed out in National Recovery Technology, Inc. v. Magnetic
SeparationSystems, Inc., the scope-of-enablement calculus comprises of
(1) the information provided in the specification and (2) the knowledge of
a person of ordinary skill in the pertinent art.34 In a rapidly changing
scientific field such as biotechnology, the latter part of the enablement
calculus grows exponentially and as more discoveries are made, quanta of
knowledge move unidirectionally from what would have been necessary in
the body of the specification (Part I) to the domain considered knowledge
of the skilled artisan (Part U). The test, however, remains whether the
cumulative body of information can enable the claimed invention.
Although the Federal Circuit Court in Genentech,Inc. has cautioned
leaving
out too many minor details, this caution is limited to the
from
extent that "undue experimentation" does not become necessary to enable
the disclosure. In Johns Hopkins University v. CellPro, Inc., the Federal
Circuit negated the over-emphasis on the quantity of experimentation
required and opined that considerable amount of routine experimentation
35
was permissible.1
In the present case, a clear roadmap for experimentation was
provided. As testified by several experts, one skilled in the art would know
the starting materials for experimentation (regular NSAIDs) and would be
able to quickly practice the steps of the invention to identify the selective
Cox-2 enzyme inhibitors.
In fact, workers at G.D. Searle were able to screen 600 compounds
in a span of eight months and were able to identify several usable

l"Natl Recovery Tech. Inc. v. Magnetic Separation Sys., Inc., 166 F.3d 1190, 1196 (Fed.
Cir. 1999).
"'3 5Thomas L. Irving et al., Complying with 35 U.S.C. § 112 in 2 CHEMICALPATENT LAW
9-91, (Patent Resources Group® ed., 2d ed. 2002) (citing Johns Hopkins Univ. v. CellPro,
Inc.,152 F.3d 1342 (Fed. Cir. 1998)). The court in CellPro,Inc. stated:
The 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

invention.
Id. at 1360 (quoting PPG Indus., Inc. v. Guardian Indus. Corp., 75 F.3d 1558, 1564 (Fed. Cir.

1996)).
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compounds that could selectively inhibit the activity of the Cox-2
enzyme. 3 6 Clearly, it can be approximated that the workers could have
identified at least one or two compounds every month following the
procedure outlined in the patent. This can hardly be considered "undue
experimentation" in light of the Forman-Wands factors, specifically, quantity of experimenta-tion and guidance to the practitioner skilled in the art. 137
Further, it should be clarified that the theoretical basis of the patent (i.e.,
the discovery) was identified in the early nineties. G.D. Searle, however,
was able to make headway in identification of the useful compounds only
after following the plaintiffs patented procedure.138 For example, in Atlas
Powder Co. v. E. L duPontde Nemours & Co., DuPont had argued that
the patent disclosure lists numerous [ingredients] that could
form thousands of [useful compounds] but there is no
commensurate teaching as to what combination would work.
The disclosure, according to DuPont, is nothing more than "a
list of candidate ingredients" from which one skilled in the art
would have to select an experiment unduly to find an operable
139
[useful compound].
In rejecting Dupont's argument, the district court held that "it would
have been impossible for [the patentee] to list all operable [useful compounds] and exclude the inoperable ones."' 40 The district court resorted to
the hypothetical skilled artisan to select the ingredients to generate a useful
compound.
Applying this logic to the present case, it is clear that the operability
or the enablement of the present invention is in compliance with the
requirements of Section 112. Moreover, it would be impossible in this case
for the patentee to list all operable inventions. One would have to rely on
the knowledge of the skilled artisan to proceed forward with carrying out
the invention.

136Univ. of Rochester, 2003
137In re
138

U.S. Dist. LEXIS 3030, at *51.

Wands, 858 F.2d 731, 737 (Fed. Cir. 1988).
Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *5 1-*52.
139AtIas Powder Co. v. E.I. duPont de Nemours & Co., 750 F.2d 1569, 1576 (Fed. Cir.
1984).
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V. CONCLUSION
The district court granted G.D. Searle's motion for summary
judgment invalidating plaintiff University of Rochester's '850 patent. Judge
David G. Larimer agreed with the defendants'contention that the patent did
not comply with the written description requirement and the enablement
requirement of the first paragraph of Section 112. The cross motion for
summary judgment filed by the University of Rochester, seeking an order
that the '850 patent was not invalid on the grounds alleged by G.D. Searle,
was denied. 4' Judge Larimer did not consider the third condition, the best
mode requirement of Section 112, as it was not an issue in this case.
The University of Rochester has already announced its plans to file
42
an appeal with the Court of Appeals for the Federal Circuit.'
Although the core issues that were litigated are well-entrenched in
the body of patent law, statutory and precedential, the implications of the
decision as it stands are powerful. They are bound to negatively impact,
inventors such as universities engaged in basic research, biotechnology
start-up companies, individual inventors and other small inventors.
Inventors in these categories are generally resource-limited in terms of fully
demonstrating each and every aspect of their invention, especially when
such an invention is a drug for common use such as pain and inflammation
relief in humans. For example, clinical trials and subsequent FDA
approvals can be an expensive and a complex process.
In contrast, giant pharmaceutical corporations with research budgets
in billions of dollars are naturally well-equipped to handle such complex
and comprehensive drug testing programs. In an indirect manner, the ruling
has the potential to strangulate and dissuade small-time inventors from
inventing, favoring instead a big pharmaceutical corporation which is
contrary to the policy rationale behind the constitutional mandate.
On the strict issue of the patent law requirements being satisfied, it
is likely that even at the Federal Appeals Court level, G.D. Searle will
prevail, especially on the issue of written description requirements. The
cardinal mistake of scientists at the University of Rochester was their overreliance on the hypothetical person skilled in the pertinent art being able to
understand that the invention of an operable embodiment could be
discerned from the innumerable screening materials that the patent
purportedly described as valid classes.
Second, the patent neither disclosed nor claimed a single operable
compound that would work to block the Cox-2 enzyme. The claims and the
"4 1 Univ. of Rochester, 2003 U.S. Dist. LEXIS 3030, at *54.
"4 2Seidenberg, supra note 17.
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specification warranted a reading of a "product-by-process" claim,
however, none was forthcoming. The patent having been written with an
inherent dependence on the skilled artisan, at litigation in the court,
testimony of the experts and their believability by the adjudicator (Judge
Larimer in this case) became critical-and the University of Rochester was
the loser as a result.
On the issue of enablement, as previously discussed, the patentee has
a stronger argument and may prevail. In order for the patent to remain
enforceable, however, the entire set of statutory requirements of Section
112 need to be satisfied. Therefore, whether the patentee prevails on the
exclusive issue of enablement becomes a moot point in light of this
weakness of argument in the written description requirement.
In conclusion, it is fascinating that by virtue of its invention encased
in the '850 patent, the University of Rochester had an opportunity to collect
a sizable amount of money in royalty income, yet, failed to capitalize on the
opportunity. Although not easy to surmount, it is a lesson in patent law for
a fundamental research entity, or a small inventor, to comprehensively
satisfy the statutory requirements of the Patent Act-the rewards are worth
the effort.
Rakesh H. Mehta

