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THE UNIVERSITY OF ROCHESTER V. PFIZER, , U. ,/,?/

The University of Rochester is the owner of U.S Patent Number 6,048,850 (the ‘850
—patent), which claims niethods of treating pain, inflamimation and other diseases in humans by
selectively inhibiting an enzyme known as Cox-2 over a different enzyme, Cox-~1. The ‘850
patent describes the inventors’ discovery of Cox-2, and their discovery that Cox-2 is linked to
inﬂammation The patent sets forth experiments showing that Cox-2 is inhibited by traditional

I SUMMARY

~ different degrees. . The.*850._patent shows that. traditional NSAIDs also. mhlblt Cox~1;and- that o
is this inhibition of Cox-1 that leads to NSAIDs’ side effects, like ulcers and bleeding. Finally,
the ‘850 patent discloses tests that permit scientists to identify compounds that selectwely inhibit
Cox-2 —i.e,, inhibit Cox-2 much more than Cox-1.

In April of 2000, the University filed a lawsuit against Pfizer for infringement of the ‘850
patent; Pfizer manufactures selective Cox-2 inhibitors such as Celebrex®. On F ebruary 13,
2004, a panel of the United States Court of Appeals for the Federal Circuit ruled that the ‘850
patent is invalid for failure to meet the judicially-created “written description” requirement, /
Ignoring the sworn declarations of two eXperts it the field opining that the claimed method of
treatment was sufficiently described to skilled scientists (the persons for whom patents are ”
‘written), the panel held that because the ‘850 patent does not disclose the precise chemical l %
formula of a compgu_nd useful in the claimed method the patent is invalid, _

On July 2, 2004, a'sharply divided Federal Circuit denied Rochester’s petition for .
rehearing by the full court. The denial prompted 40 pages of opinions from the judges, mcludmg
strong dissents. The dissénters, citing a schism in the Federal Circuit regarding the existence of,
and standard for comphance with, the written description requirement, urged resolution by the
full Federal Circuit or the United States Supreme Court. The University is now appealing to the
United States Supreme Court.

if a.llowéd to stand, the Rochester demsmn wﬂl constltute a fundamental shift in patent ( I i '

]gyodnpts evmceratmg ing the pro __Erotectmns for the former and mstltutmg a per se preference for the -
latter. The Federal Circuit decision—-which is not limifed to biotechnology, but is of general
application--puts the determination of patent worthiness in the hands of judges and disregards the
“viewpoint of skilled scientists, placing a multitude of university patents at risk.

II. THE ROCHESTER DECISION WILL HAVE A NEGATIVE IMPACT ON
UNIVERSITIES, RESEARCH INSTITUTIONS, INNOVATION, AND
ECONOMIC GROWTH

A, U.S. Policy Supports Basic Research And Patent Protection In Order To
Encourage Innovation And Technology Transfer

The rise of the American research university is without question 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
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aftermath of World War II. Following the war, increased federal funding of research

accompanied the creation of federal agencies dedicated to the support of science and technology,

notably the National Science Foundation (“NSF”), the National Institutes of Health (“NIH") and

the Department of Energy’s Office of Science (the successor agency to the U.S, Atomic Energy

Commission). The mission of these federal agencies has since evolved to focus on supporting .
 rescarch requiring a long timeline 1o cormmercialization,

The extraordinary success of this government-university partnership in stimulating and
sustaining basic research enabled U.S. corporations to focus their in-house research on applied

Ré&D with good prospects for near-term commercialization... This has benefited.companies—--

..economically, but the.arrangement can only-advance-long-term-U-S-economic objectives-if-

umversmes and corporations forge their own commercmhzatlon partnersh1p

—— S e

~ The Bayh-Dole Act of 1980 was designed to foster such a partnership, and thereby
stimulate U.S. innovation and bring new technologies to the public. It was recognized that .
innovative breakthroughs were frequently the product of federally-funded university research;
although universities were well-suited to accomplish such basic research, private industry was
best-suited to commercialize these new technologies. The goal of the Bayh-Dole Act was to
effectuate the transfer of ploneermg breakthroughs resultlng from basic research to mdustxy,

\ which would commercialize tﬁechnology and bring new products o market.

The Bayh-Dole Act uses the patent system to achieve these goals.- Under the Act
~ 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 exclusively license those patents to the private sector. The Act thus provides
incentives to universities to patent and market their inventions, and incentives to industry (via
exclusive rights to new technology) to invest in and commercialize early-stage technology.

The Bayh-Dole Act has sparked an unparalleled blossoming of innovation and economic
growth. In 1980 there were only 25 universities engaged in technology transfer; there are now
more than 200. Today, universities file thousands of patent applications and are awarded
thousands of patents each year. Respondents to the annual survey carried out by the Association
of University Technology Managers (“AUTM”) reported that in 1999 alone, nearly 4,000

-university licensing agreements were executed. In 2000 that number increased to 4,300, aridin =~

2002 it exceeded 4,600. Since the passage of the Act, over 2,200 new companies and start-ups

- have been formed around federally-funded scientific inventions, and some 260,000 jobs have
been created. Furthermore, between 1998 and 2002, over 2,000 new products resulting from
academic research were made available to the public. Technology transfer activities are
estimated to contribute about $40 billion annually to the U.S. economy.

B. The Rochester Decision Changes the Standard For The Patentability
of Innovation

The Rochester decision marks a fundamental shift in the types of innovation that the law
recognizes as patentable, and has far-reaching implications for the continued vitality of the Bayh-
Dole paradigm. Previously, patentable inventions included those innovations that inventors had
not put into practice, but had described ifl a way that permitfed skilled scientists to make g
Wﬂ. Rochester makes clear that, at least in the chemical arts (and

e e

et
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peWﬁWn be patented, it must actually be made or practiced by _

the inventors —,

Prior to Rochester, it was understood that a court assessing the adequacy of an S
invention’s description must do so from the view point of skilled scientists in the field to which _
~ the invention pertains: This is - and should be- a very factual examination of the invention, the
art, and the understanding anﬁa—ﬁguage of skilled scientists. Here, the University described its
_ methods of treatment in the Tanguage of biochemists and molecular biologists -- the University " -
described a novel drug target, its link to inflammation, demonstrated how to inhibit the target,
and provided materials and instructions for identifving useful compounds. The University.

provided a groundbreaking blueprint. that has been used again and again by.the pharmaceutical .-

irfdustry. But instead of exammimig the-Hniversity*stisciosure in Ight of what someone skilled

/in the medical field would learn from it, the court ruled that the patent was facially invalid,

because it failed to include the precise formula of a compound useful in the claimed methods. %

T et e e e SR e T Ty Tt S o -
practice the University's invention, and, more critically, ignored expert testimony that said such -

formulas were not needed. Tn effect, the court said that it was not enough for university . .

scientists to discover a novel enzyme, describe its contribution to health and disease, teach the '
benefits to patients of drugs that would selectively inhibit this enzyme, and teach how to makea - :
new generation of such drugs. Inst court ruled as a matter of law that university ﬁ R

scientists must now develop and commercialize the drugs themselves.

The net result of the Rochester decision is a rule of patentability that undermines the
policy foundations of the Bayh-Dole Act. The Bayh-Dole model uses the patent system to ‘
effectuate the transfer of early-stage technology to the public. The Rochester decision, however, - -
eliminates the ability of universities and research institutions to obtain patents on early-stage
technology founded upon basic research. This in turn eliminates the primary jncentive for
industry to invest in and undertake commercial development of basic inventions — the prospect of
exclusive rights to the technology. Absent industry investment in new technologies resulting
from university research, the Bayh-Dole paradigm breaks down.

C. The Rochester Decision Forces Universities To Engage In Costly,
Inappropriate Commercial Development ,

The Rochester decision holds that in order to obtain a patent, universities must engage in
commercial development far beyond that contemplated by Bayh-Dole. For example, biologists -
and doctors will continue to create essential, life saving inventions, and will desctibe those
inventions in a way that permits scientists in industry to make and practice their inventions, The
Rochester decision, however, denies such biologists and doctors patents — even though they may |
identify the cornerstone of their discipline -- until they undertake a drug discovery program. :
Under the Bayh-Dole paradigm, such an effort is within the province of private industry, whic
can most efficiently commercialize inventions. Requiring university laboratories to engage in -
such commercial development results in a break-down of the Bayh-Dole paradigm and frustrates
. the policies behind it.

Even if a university is able to secure a patent to early-stage technology founded on basic
search, licensing the patent will prove difficult as those in industry who would normaily seek a
license will have little confidence that the patent would survive a validity challenge. Moreover,
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following Rochester, industry giants will be emboldened to force universities to engage in costly
court battles to defend the validity of patents founded upon basic research.

Whether (1) universities elect not to engage in commercial development, or (2) industry
refuses to take a license to patents founded on basic research, universities will be deprived of a
royalty stream stemming from basic inventions, a revenue stream upon which universities rely to
fund additional research into new technologies.

D, The Rochester Decision Weakens the Tripartite Partnership Among the
Federal Government, Universities, and Industry

- While Bayh-Dole has proven successful at ﬁjeling technology transfer and reinforcing the
tripartite partnership among the government, universities, and industry, this productive
partnership and the Act itself is now being undermined by the increased cost of patenting
university-owned intellectual property and the expense of defending the validity of these patents
once they are issued.

Morcover,sthe Rochester decision impliedly favors the commercial partner over
universities which engage in fundamental research. In so doing, the Rochester decision thus
disrupts the balanced relationship between government, universities and industry, because it
undercuts the interaction between public and private research which allows the public to receive - -
the benefits of innovative science sooner.

But there is another danger as well. The rise of rescarch universities has made advanced
_technical education in the U.S. the worldwide option of choice in science disciplines. The
outcome has been beneficial both to the U.S.; where many of these very talented scientists have
emigrated after earning their degrees, and to the nations from which these students originated,
since those who returned home jump-started national technical industries. However, the net
result is win-win only if the U.S. continues to maintain the vitality of the government-university-
industry partnership that has helped create the world’s largest economy. Ill-considered _
decisions, such as the one reached in Rochester, have grave implications for American research.
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Reres, Barbara A.

From: Drew Days [drew.days@yale.edu]

Sent:  Monday, August 23, 2004 11:17 AM

To: Bayh, Birch _

Subject: Fwd: Summary of UR and Bayh Dole_v1.DOC

Dear Senator Bayh
oy e Very TucH our: Lelepnone“conversatron Tast“week about the University of Rochester "

case; THARK Y61l véry mitich Tor taking my call.”As T mentioned to you then, the University is

preparing to file a petition for certiorari at the end of September seeking Supreme Court review of * -

the Federal Circuit's recent unfavorable ruling. I think that an amicus brief from you ( and Senator

Dole, if possible) urging the Court to grant review, in light of the impact of the Circuit Court's

decision on the research regime established by the Bayh -Dole Act, would be of great assistance to

my client, the University, and to the Court. Such a brief would not necessarily have to take a

position on the merits--although that would be most welcome-- but could merely help us convince

the Supreme Court that the case is "cert-worthy." Such a brief would have to be filed toward the

end of October. 1 have included, as promised, an attachment to this message that should give you a

general sense of what the litigation is about and of the potential consequences of its resolution for

Bayh-Dole: T also promised to pr0v1de you with information about what pharmaceuti¢al or other

business concetns are involved in this controversy. Pfizer is the named defendant but Monsanto

and Pharmacia were involved with the development of Celebrex, the drug at the heart of this

dispute, Both of these companies have merged into Pfizer, except that Monsanto still has a separate

agriculture company. I hope that this material is helpful to you in considering my request Please

feel free, however, to contact me should you desire additional information.

Sincerely,

Drew S. Days, III

Of Counsel

Morrison & Foerster LLP

{ 3 _a

2:3

1 8/23/2004




LEXSEE 2004 U.S. APP. LEXIS 13784

UNIVERSITY OF ROCHESTER, Plaintiff-Appellant, v. G.D. SEARLE & CO., INC.,
MONSANTO COMPANY, PHARMACIA CORPORATION, and PFIZER INC., _
: Defendants-Appellees.

-93-1304-

UNITED STATES COURT OF APPEALS FOR THE FEDERAL CIRCUIT

375 F.3d 1303; 2004 U.S. App. LEXIS 13784; 71 U.S.P.0.2D (BNA) 1545 =

July 2, 2004, Decided

PRIOR HISTORY: [**1] Appealed from: United

States District Court for the Western District of New York.

Judge David G. Larimer. Univ. of Rochester v. G.D.
Searle & Co., 358 F.3d 916, 2004 U.S. App. LEXIS 2438
(Fed. Cir.,, 2004)

DISPOSITION: Petition for rehearing and rehearing, en
banc, denied.

COUNSEL: Gerald P. Dodson, Merrison & Foerster,
LLP, of Palo Alto, California, filed a petition for
rehearing for plaintiff-appellant. With him on the petition
were Emily A. Evans, Brica D. Wilson and Erik J. Olson,

Gerald Sobel, Kaye Scholer LLP, of New York, New
York, filed an opposition to the petition for

. defendants-appellees. With him on the opposition wete |

Richard G. Greco, Sylvia M. Becker and Daniel L.
Reisner. Of counsel on the opposition was Robert L.
Baechtold, Fitzpatrick, Cella, Harper & Scinto, of New
York, New York.

Daniel J. Furniss, Townsend and Townsend and Crew
LLP, of Palo Alto, California, filed an. amici curiae brief
for The Regents of the University of California, et al.
With him on the brief were Susan M. Spaeth and Madison
C. Jellins.

JUDGES: NEWMAN, Circuit Judge, dissents in a
separate opinion. RADER, Circuit Judge, with whom
GAJARSA and LINN, Circuit Judges, join, dissents in a
separate opinion. LINN, Circuit Judge, with whom
RADER and GAJARSA, Circuit Judges, join, dissents in
a separate opinion. LOURIE, Circuit Judge, concurs in a

_ separate opinion. [**2] DYK; Circuit Judge, concurs in a

separate opinion.

OPINION:

[*1303] ON PETITION FOR REHEARING EN-

BANC
ORDER
A vpetition for rehearing en banc was filed by the

Appellant, and a response thereto was invited by the court:

and filed by the Appellees nl .

nl The Regents of the University of |

California, et al. filed an amici curiae brief.

This matter was teferred first as 2 petition for
rehearing to the merits panel that heard this appeal.
Thereafter, the petition for rehearing en banc, response,
and the amici curiae brief were referred to the circuit
judges who are authorized to request a poll whether to
rehear the appeal en banc. A poll was requested, taken,
and failed.

Upon consideration thereof,

IT IS ORDERED THAT: _
[¥1304] (1} The petition for rehearing is denied.
(2) The petition for rehearing en banc is denied.

NEWMAN, Cireuit Judge, dissents in a scparate
opinion.

LOURIE, Circuit Judge, concurs in a separate
opinion.
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RADER, Circuit Judge, with whom GAJARSA and
LINN, Circuit Judges, join, dissents in [¥*3] a separate
opinion.

LINN, Circuit Judge, with--whom RADER -and -

GAJARSA, Circuit Judges, join, dissents in a separate
opinion.

DYXK, Circuit Judge, concurs in a separate opinion.

The %ndate of the court will issue on July 9, 2004,

claims that were broadened in scope during reexamination
in violation of [*1306] 35 US.C. § 305, which is
analogous to section 132).

The separate written description requirement- poges-—-—--—--- -— -

no conflict with the role of the claims. It is well
established that the specification teaches an invention,

- whereas the claims define the right to exclude. SRI Bty - - o
Matsushita Elec. Corp. of Am., 775 F.2d 1107, 1121 n.14
(Fed. Cir. 1985). While claims must be supported by the

written description, the latter contains much material that ~—~—

July 2, 2004
Date

CONCURBY: LOURIE; DYK

CONCUR: LOURIE, Circuit Judge, concurring.

T concur in the decision of the court not to rehear this
case en banc, just as previously the court also declined to
hear a written description case en banc. See Enzo Biochem,
Inc. v. Gen-Probe, Inc., 323 F.3d 956, 970-75 (Fed. Cir.
2002). That is because this case was properly decided
based on one of the grounds relied on by the district court
in invalidating the Rochester patent, see Umiv. of
Rochester v. G.D. Searle & Co., 358 F.3d 916 (Fed. Cir.
2004), the analysis of which will not be repeated here.

Contrary to the assertions of the appellant, certain
" amici, and some of the dissenters, there is and always has
been a separate written description requirement in the
patent law. The requirement to describe one's invention is
basic to the patent law, and every patent draftsman knows
-that he or she must describe [**4] a client's invention
independently of the need to enable one skilled in the
relevant art to make and use the invention. The
specification then must also describe how to make and use
the invention (i.e., enable it), but that is a different task.

The requirements of the statute cannot be swept away
by claiming that it relates only to priority issues or that the
prohibition on introduction of new matter takes care of the
need for a written description. The statute does not
contain a lirpitation that it pertains only to priority issues.
Moreover, the prohibition on introduction of new matter
{35 US.C. § 132) is not a substitute for the written
description tequirement. Section 282 of the Patent Act
lists as a defense to an infringement action invalidity
arising from a failure to comply with a requirement of
section 112 of the Act, which includes written description.
In contrast, the new matter provision, section /32, appears
in a provision entitled "Notice of rejection;
reexamination." Failure to comply with that section is not
expressly listed in the statute as an invalidity defense to
infringement, although we have held that the unsupported
claims are invalid. [**5] See, e.g., Quantum Corp. v.
Rodime, PLC, 65 F.3d 1577 (Fed. Cir. 1995) (invalidating

is not in the claims. The written description contains an
elucidation of various aspects of an invention as well as
material that is necessary for enablement. Moreover, the
wrilten description often contains material that an

applicant intended to claim that has been rejected in.

examination. Thus, the written description and the claims
do not duplicate each other.

The fact, if it is a fact, that wriften description has
only been relied upon in recent years as a ground of
invalidity does not remove that requirement from the

_ statute. [*%6] Legal holdings arise when they do because

litigants raise them and courts have to decide them.
Contrary to what has been asserted, the interpretation of
the statute as containing a separate written description
requirement did not originate with Lilly. See Vas-Cath Inc.

v. Mahurkar, 935 F.2d 1555 (Fed. Cir. 1991);:lh:re -
Ruschig, 54 CC.P.A. 1551, 379 F.2d 990 (CCPA 1967). 1t

has always been there. And if a particular scope of claim

. has not been sustained by the courts for failure to comply

with the written description requirement, it is because the
applicant did not describe, and presumably did not invent,
the subject matter of the scope sought.

Moreover, it is not correct, as has been asserted, that
our decisions, particularly Regents of the Univ. of Cal. v.
Eli Lilly & Co., 119 F.3d 1559 (Fed. Cir. 1997), have

created a "heighteried" written description requirement foir =

biotechnology inventions. We have applied the written
description requirement to cases that are not in the fields
of chemistry or biotechnology. See, e.g., In re Curiis, 354
F.3d 1347 (Fed. Cir. 2004) (dental floss); Tronzo v.
Biomet, Inc., 156 F.3d 1154 (Fed Cir. 1998) [**7]
(artificial hip sockets); Genwry Gallery, Inc. v. Berkline
Corp., 134 F.3d 1473 (Fed. Cir. 1998) (sectional sofas);
Lockwood v. Am. Airlines, Inc., 107 F.3d 1563 (Fed Cir,
1997} (automated sales terminals); Vas-Cath (double
lumen catheters). The statuie is the same for all types of
inventions, although it may be applied differently, based
on the technology and what is known by one of ordinary
skill in the art at the time an invention was made. Indeed,
Rochester's claimed invenlion af issue in the present case
is not biotechnological. Although the inventors apparently
contemplated that the tools of biotechnology would be
used to determine whether a given drug is a COX-2
inhibitor insofar as the specification of the '850 patent



Page 3

375 F.3d 1303, *; 2004 U.S. App. LEXIS 13784, **;
71 U.S.P.Q.2D (BNA) 1545

describes how to make cell lines that express one or the
other of COX-1 and COX-2, that method is claimed in
another patent. The claims of this patent are all directed to
pharmaceutical methods for selectively inhibiting a
natural process in the hurnan body. That is not what one
commonty refers to as biotechnology.

Ithas been noted that genes can be described by their - -
informational funcnon not just by structure or physical

and that 2 lesser written

DYK, Circuit [**10] Judge, concurring in the court's
decision not to hear the case en banc.

In my view the question of whether 35 US.C. § 1712

contains a written description requirement (separate frong. - - —eri-

the enablement requirement) does not merit en banc
review. For the reasons set forth in the panel opinion and
in Judge Lourie's opinion-concurring in-the denial of en
banc review, 1 think it is clear that the statute contains
such a requirement - applicable both in the context of

than is required for other

priority and validity disputes. In this particular case the

tYPes of inventions. Maybe so. Technology progresses,

and what one skilled in the art would read from a
particular disclosure may change. The PTO has now
provided guidelines that help to guide applicants in
preparing their patent applications.

It is obviously correct that genes convey information
(e.g., to make other nucleic [*1307] acids or to encode
particular proteins). That fact does not serve to deny the
existence of a written description requirement in the law.
It only goes to whether, under the facts of a particular case,
the written description requirement has been met. A
fact-finder may have to decide whether claiming a
material solely by its information-conveying character
results in a "single means claim" purporting to claim
everything that works, a dubicus fulfillment of the
requirement to "distinctly claim the subject matter” of the
invention. 35 USC § 112, In any event, it is
fact-intensive. But, once again, these matters go to
whether the written description requlrement has been met,
not whether it exists.

As for the proposition that an original [**9] claim is
part of the writtenn description, that is clear. See In re
Gardner, 475 F.2d 1389, 1391 (CCPA 1973). However,
the issue may still remain in a given case, especially with
regard to generic claims, whether an original claim

" conveys that one has possession of and thus has ihvented

species sufficient to constitute the genus. Thus, the fact
that a statement of an Invention is in an original claim
‘does not necessarily end all inquiry as to the satisfaction
of the writien description requirement. See Enzo, 3Z3
F.3d ar 968-69 ("Regardless whether the claim appears in
the original specification and is thus supported by the
specification as of the filing date, § 172, P 1 is not
necessavity met. . . . If a purported description of an
invention does not meet the requirements of the statute,
the fact that it appears as an original clain or in the
specification does not save it. A claim does not become
more descriptive by its repetition, or its longevity.").

Inosom, T concur in the decision of the court not to
rehear this case en banc. Our precedent is clear and
consistent and necessilates no revision of written
description law.

failure to satisfy that requirement was not even a close
case. The appellant simply did not invent, much less
describe, what was claimed.

My vote to deny en banc review, however, should not
be taken as an ehdorsement of our existing written
description jurisprudence. In my view we have yet to
articulate satisfactory standards that can be applied to all
technologies. Future panel opinions may provide the
necessary clarity. If not, there may be 2 time when en banc
consideration of the proper written description standards

will be appropriate. But this is neither the right time, nor .

the right case, in which to consider those difficuit [¥*11]
questions.

DISSENTBY: NEWMAN Linn ; RADER.: -

DISSENT: NEWMAN, Circuit Judge, dissenting from
the denial of rehearing en banc.

I respectfully dissent from the court's decision not to
resolve en banc the Tburgeoning conflict in
pronouncements of this court concerning the written
description and enablement requirements of the Patent
Act. This question has been promoted from simple
semantics into a fundamental conflict conceming patent

.. scope and the support needed to claim biological products. ..

The appropriate forum is now the en banc tribunal, not
continuing debate in panel opinions applying divergent
law.

I fully share Judge Lourie's understanding of the faw.
The continuing attack on well-established and hevetofore
uschallenged decisions such as  Fas-Cath lne. v
Mahurkar, 935 F.2d 1555, 1363 (Fed. Cir. 1991) ("we -
hereby reaffirm, that 35 I75.C. § 712 first paragraph |
requires a 'wrilten descriplion of the invention' which is
separate and distinct from the epablement requirement”)
and earlicr cases such as In re Ruschiy, 34 C.CP.A. 1551,
379 F.2d4 990 (CCPA 1967) (written description i3 one of
three distinct requivements under 35 US.C § [/2) [**12]
is not only unwarranted, but 15 disruptive of the stebiivy
with which this court 1s charged. If precedent has becoms
obsolete or inapplicable, we should resolve the maiterasa
court and again speak with one voice.
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The new biology has indeed raised new and
important questions, with implications for policy as well
as law. However, the answer is not the simplistic one

_espoused by seme commentators; it is simply incorrect to

say that there is not now and never has been a "written
description" requirement in the patent law. It has always
been necessary to disclose and describe what is patented.
Tt has never been the law that one can claim what is not
made known and set forth in the patent.

‘We have in many instances recognized that
when frontier legal problems are presented,
periods of "percolation" in, and diverse
_opinions from, state and federal appellate

courts may yield a better informed and T T

more enduring final proncuncement by

Arizona v. Evans, 514 US. 1, 24 n.1, 131 L. Ed. 2d 34,

B Wy Wl { a¥ o Uk WOLL ' M i 3 1

Various,past.decisions have been offered to support

the exotic proposition that it is not necessary for the
inventor to describe the patented invention, but that
enablement alone suffices under the statute. These cases
concern. traditional issues of generic disclosures and
specific examples, and questions of support and
predictability for scientific concepts and their
embodiments: Such traditional law was applied in Regents
of the University of California v. Eli Lilly & Co., 119 F.3d
1559 (Fed. Cir. 1997), [¥*13] a case that is misdescribed
i this debate, for Lilly does not depart from precedent in
its holding that the written description requirement canbe
fulfilled by "a precise definition, such as by structure,
formula, chemical name, or physical properties." Id. at
1565, quoting Fiers v. Revel, 984 F.2d 1164, 1171 (Fed.
Cir. 1993).

f the nature of the subject matter is not amenable to
precise description, some alternative mode of disclosure is
required, such as deposit in a public depository. Enzo
Biochem, Inc. v. Gen-Probe, Inc., 323 F.3d 956 (Fed. Cir.
2002). However, the public purpose of patents is seriously
disserved by eliminating the description requirement
entirely. Federal Circuit law  [*13053}] of written
description has become encumbered with inconsistent
pronouncements, leading me to remark that "claims to an
invention that is not described in the specification are an

-anachronism.”. Housey Pharms., Inc. v. Astrazeneca UK

Ltd., 366 F.3d 1348, 1357 (Fed. Cir, 2004) (Newman, T.,
dissenting). If the majority of this court is nonetheless
sympathetic to that position, there should be careful
consideration of the implications [**14] of precedent, for
the law is that "Section /2 yequires that the application
describe, enable, and set forth the best mode of carying
out the invention." Festo Corp. v. Shoketsu Kinzoku
Kogyo Kabushiki Co., 535 U5, 722, 724, 152 L. Ed. 2d
D44, 7225 Co d831 (200.2).

The issue of whether patent law contains a scpm'c;-‘:c
written description requirement has percolated through
varions panels of this court, on a variety of facts. The
i s of opinton among the judges of the Tedord
e, i microcosm, the "percolation” that scin
fes nhd would be lost by a n'monal court at the circuit loy
Percolation is the great justifier of conflict among the
regional circuits. In the words of the Supreme Court:

~gnough;-itis'ripe-for en'banc resolution:-

1.1 o,
W 0f S s Wil 77 P e o P4 [ sy S S0 \iuuauvu . 0.1= 5 ol p@rkuWu 8

LINN, Circuit Judge, with whom RADER and [*¥15]
GAJARSA, Circuit Judges, join, dissenting from the
court's decision not to hear the case en banc.

The panel opinion in this case perpetuaies the
confusion our precedent in Lilly and Enzo has engendered
in establishing ™written description” as a scparate
requirement of 35 U/.S.C. § 112, paragraph 1, on which a
patent may be held invalid. That precedent should be
overturned, Accordingly, T respectfully dissent fmm the
court's decision not to hear this case en banc.

Section 112 of Title 35 of the United States Code
requires a written description of the invention, but.the
measure of the sufficiency of that written description in

meeting the conditions of patentability in paragraph:l.of -

that statute depends solely on whether it enables”any
person skilled in the art to which the invention pertains to
make and use the claimed invention and sefs forth thebest
mode of carrying out the invention. The question
presented by 35 U.S.C. § 112, paragraph 1, is not, "Does
the written description disclose what the invention is?"
The question is, "Does the written description describe the
invention recited in the claims--themselves part of [**16]
the specification--in terms that are sufficient to enable one

and practice the best mode  contemplated by the
inventor?" That is the mandate of the statute and is all our
precedent demanded prior to Regenfs of the University of
California v. EIL Lilly & Co., 119 F.3d 1559 (Fed. Cir.
1997).

Reading into paragraph 1 of section 112 an
independent written description requirement, divorced
from enablement, sets up an inevitable clash between tha
claims and the written description as the focus of the
scope of coverage. This is ill-advised. Surely there s no
prnciple more frwly establizhod o patent law than the
primacy of the claims in estublishing the bounds of the

el s ‘.,.,_- . v . Y W1
;_;g__,izt IR I £ ! (R (__F_'l.;: .lT

Su; g0
Top Hepla tCo. ;_J U505
8/ S Cr 309, JQO’ Dee. Comar'r Pa :
claims made wn the patent ace the sole measure of tie

grant."y; McClain v. Ortmayer, 141 U.S. 419, 424, 35 L.
Ed. 800, 12 8. Ct. 76, 1891 Dec. Comm'r Pat. 532 (1891)

_..of skill in the art to make and use the claimed invention . L
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("The rights of the plaintiff depend upon the claim in his
patent, according to its proper construction.™ (quoting
Masury v. Anderson, 11 Blatchf. 162, 16 F. Cas. 1087,
1088, F. Cas. No. 9270 (C.C.S.D.N.Y. 1873})); [**17}

72, 1886 Dec. Comm'r Pat. 494 (1886} ("The claim is a

makjng the patentee define precisely what his invention
s and it is unjust to the public, as well as an evasion of

T A

=thedawsto-construeitimarmanner-different-from-the-plain
“import-ofitsterms:"Yy-Burnsve-Meyery L 00-UrSx6 7ty G725

~ Whitev. Dunbar, 119 U.S. 47, 52, 30 L. Ed. 303, 78. Ct.

_ statutory requirement, prescribed for the very purpose of

Construing section 112 to contain a separate written
description requirement beyond enablement and best
mode creates confusion as to where the public and the
courts should look to determine the scope of the patentee's
right fo exclude. Under the panel's analysis, a court looks
to the written description to determine the parameters of
the patentee's invention--under guidelines yet to be

. articulated--and then determines if the claims, as properly

construed, exceed those parameters. See Univ. of
Rochester-vGeD=bearte-&=Co:-358-F:3d-916,-922-23

25 L. Ed 738 (1879 ("The terms of the claim in
letters-patent . . . define[] what the office, after a full

examination of previous inventions and the state of the art,

determines the applicant is entitled to."); Merrill v.
Yeomans, 94 U.S. 568, 570, 24 L. Ed. 235, 1877 Dec.
Comm'r Pat. 279 (1876) ("This distinct and formal claim
is, therefore, of primary importance, in the effort to
ascertain precisely what it is that is patented."); Johnson
& Johnston Assocs. Inc. v. R.E. Serv. Co., 285 F.3d 1046,
1032 (Fed. Cir. 2002) (en banc) ("Consistent with its
scope definition and notice functions, the claim
requirement presupposes that a patent applicant defines
his invention in the claims, not in the specification. After
all, the claims, not the specification, provide the measure
of the [**18] patentee's right to exclude."); SRI Int' v.

Matsushita Elec. Corp. of Am., 775 F.2d 1107, 1121 n.14.

(Fed. Cir. 1985} ("Specifications teach. Claims claim.™).
The statute itself makes clear that Congress intended the
claims to define the scope of coverage. 35 US.C. § 112 P
2 (2000), ("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.").

The primary role of the written description is to
support the claims, assuring that persons skilled in the art
‘can make and use the claimed invemtion. Jd. P ("The
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 1s most nearly connected, to make and use
the same."); see aiso Kennecott Corp. v. Kyocera Int',
Inc., 835 F.2d 1419, 1421 (Fed. Cir. 1987} ("The pmpose
of the Duritten] description requirement .. is o date wha
is necded to fulfil the enablement criteria. [“"J_,j " Cf,
Dt re ;’} irkar, 330 F.2d 388, 304 (CCPA 1977) (Windery,

J., cissenting) ("The attempt to create histonical and
current st’ntutmy support for a ‘scparate description
e wis sohh 2 judicial (o
Lm.m,m\cuy} response W chemical cases 1o
mpclhn‘rs were arguing that those skilled in the art might’
make and use a ciaimed invention, is mistaken.™).

[

cent, which

Wil

§

(Fed:-Gir: 2004) ("While-it-4g- true that-this-court-and-itgre
predecessor have repeatedly held that claimed subject
matter 'need not be described in haec verba' in the
specification to satisfy the written description requirement
it is also [**20] true that the requirement must still be met
in some way $0 as to 'describe the claimed invention so
that one skilled in the art can recognize what is claimed.™
(citations omitted)). There is simply no reason to interpret
section 112 to require applicants for patent to set forth the
metes and bounds of the claimed invention in two separate
places in the application. That is the exclusive function of"
the claims.

td

The burden of Lilly and Enzo has fallen on the

biotech industry disproportionately, but, as this decision
makes clear, the new-found written description
requirement will affect all fields of emerging technology.
Uniy. of Rochester, 358 F.3d ar 925 (rejecting a limitation.
of the Lilly written description docirine to genetic
inventions on the ground that "the statute applies to-all
types of inventions"). When patent attorneys set out:to
write patent applications, they do so for an educated
audience--those skilled in the art--and attempt to describe
the invention in a way that enables those of ordinary skill .
to make and use the invention as claimed. Before the
decision in Lilly, the practicing bar had accepted and
found workable the notion elucidated [*%21] . in our

precedent that § 112 requires 2 written deSCI‘iption" e et s i
“suflicient to enable one of ordinary skill in the art to make

and use the cluimed invention--i.c., cnablement. Lilly
changed the landscape and set in motion the debate the
pauel opmion in this case porpetuales.

As I commented In my dissent from the court's
decision not to hear the Enzo case en banc, "Some have
praised Lillv for mamtaming the integrity of patent
disciosures and for curbing pawent tiiings for inventions
that have not vet been made bnt are just nascent ideas.
Others have been sharply critical of Liliy." £izo Biochen,
Ine. v Gen-Probe Inc, 323 F.3d 936, 989 (Fed Cir
2002) (Luwm, 1, dissenting). That debate continues io
leave wneeriain Bow iventions ar
Umted States Patent and ]lﬂthindll\ Office umﬂ.;:zrgcg 1S
responsibilities, and how business is conducted in
emerging fields of law. These wicertainties will remain
unless resolved by this court en banc or by the Supreme

ot C b the
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Court. The issue is important, is ripe for consideration,
and deserves to be clarified, one way or the other. For
these reasons, I respectfully dissent from the court's
refusal to consider [¥*22] this case en banc.

RADER, Circuit Judge, dissenting from the court's
-decision not to hear the case en banc, with whom. Circuit
Judges GAJARSA and LINN, join.

By a narrow margin, nl this court has declined to take

more is necessary for compliance with the -
description requirement.™)

[+24]
Confusion in This New Validity Doctrine

A recent case illustrates well the - confusion

" engendered by this néw doctrine. In Enzo Biochem, Inc. v. .

(Glen Probe, Inc., 323 F.3d 936 (Fed. Cir. 2002), this court

-struggled—over=the~scope-of-the-written-description

“this case en banc. Thus; this court avoids the-opportunity

to clarify and correct its confusing jurisprudence on the
new written description invalidity doctrine.

nl Circuit Judges Newman, Rader, Bryson,
Gajarsa, and Linn voted in favor of en banc
reconsideration. Chief Judge Mayer and Circuit
Judges Michel, Lourie, Clevenger, Schall, Dyk,
and Prost voted against en banc reconsideration.

In 1997, this court for the first time applied the
written description language of 35 USC. § 112, Plasa
general disclosure requirement in place of enablement,
rather than in #s traditional role as a doctrine to prevent
applicants from adding new inventions to an oldexr
disclosure: Regents of the Univ. of Cal. v. Eli Lilly & Co.,
119 F.3d 1559 (Fed. Cir. 1997). [**23] In simple terms,
contrary to-logic and the statute itself, Eli Lilly requires
one part of the specification (the written description) to
provide "adegquate support” for another part of the
specification (the claims). n2 [*1308] Neither ELi Lilty
nor this case has explained either the legal basis for this
new validity requirement or the standard for "adequate
support.” Because this new judge-made doctrine has
created enormous confusion which this court declines to
resolve, I respectiully dissent.

n2 This new validity requirement conflicts
with binding precedent because the CCPA made
clear that original claims are part of the original
disclosure of an invention and thus have no

"description” problems. /n re Koller, 613 F.2d 819,

823 (CCPA 1980) ("Original claims constilute

their own description."); fir e Smith, 481 F.2d 910,

14 (CCPA 1973) ("Where the claim is an original
clabm, the underlying concept of insuring
disclosure as of the filing date is safistied, and the
description lcquucmem has likewise been held to
b suiisfled.™y, fu re (r(.‘.'(/m.! 473 F.E(’ 7252,

Wias an original ciaim, n iiself coustimtm a
description in the original disclosure . . . . Nothing

;nvahdn“y doctrine-first -created-in-1997. Eli. Lﬂly, d19-
F.3d ar 1539. In its original Enzo opinion, 285 F.3d 1013
(Fed. Cir. 2002), this court mvalidated claims fo
polypeptides that detect the gonorrhea bacteria. The-
inventor of these DNA probes specifically disclosed them
and deposited three polypeptides at the American Type

Culture Collection. Even for claims limited in scope to the

deposited material, this court invalidated the patent for
insufficient disclosure of the invention. [d. at /022
{concluding that "a deposit is not a substitute for a written
description of the claithed invention” (quotation omitted)).
This decision correctly applied the 1997 Eli Lilly doctrine

which requires a nucleotide-by-nucleotide recitation of

the structure of a biotechnological invention. Eli Lilly,
119 F.3d at 1567. Accordingly, the mere deposit of
material [**25] did not satisfy that reading of 35.L2.5.C. §
112, P 1. Enzo, 285 F.3d at 1022.

That Enzo opinion caused an immediate firestorm, See,
e.g., Brief of Amicus Curiae United States at 1,7 Enzo
Biochem, Inc. v. Gen Probe, Inc., 323 F.3d 956 (Fed. Cir.
2002). Within a few months, this court vacated its original
opinion and reversed the result. See Enzo Biochem, Inc. v.
Gen Probe, Inc., 323 F.3d 956 (Fed. Cir. 2002). This
flip-flop shows the problem. The Director of the
Intellectual Property program at the George Washington
Umver51ty Law School stated it concisely: "Since the first
panel opinion faithfully followed Eli Lilly, and the result

is obviously wrong, the Eli Lilly description doctrine is
itself misguided.” Martin J. Adelman, IEEL Lilly Is Good
Law, Didn't the Withdrawn Pana! Opinien in Tnzo
Piochem [lave it Right?, at 2 (2002) (unpublished paper
prepared for the 11th Annual Conference on Infernational
Tateltectual Property Law and Policy at Fordham
University, Anril 24225, 2003),

Following issuance, withdrawal, and reissuance of
Enzo, this court engaged i fenethy debate over the ["""2(‘_'{;'
new disclosure validity docwine. Enze Biochem, 323 F 5
at 971-73 (L purie, 1., concurring i decision to not he'lr
the case cn bane), fd af 975 (Newman, J., concurving); &l
wi Y73-70 {0k I concurring); i mf 976-87 {Faide
dissenting) a3, il at /‘(5’7 89 (Linp, I, dissenting), That

debate commued in this court's qubsbqueut cuszEs. ‘\e( e
Moba B.V. v. Diamond Automation, inc., 323 F3d 1306

1323 (Fed. Cir. 2003) [*1309] (Rader, J., concurring)
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- {explaining that juries face the "cumbersome task" of

deciding that "the patent's disclosure can enable a skilled

artisan to make and practice the entire invention, but still

__not inform that same artisan that the inventor was in
possession of the invention").

n3 This opinion will not repeat the points

made earlier about the legal sufficiency of the Eli

N4 An appendix to this opinion summarizes
this academic commentary.

B

In sum, by any measure, the Eli Lilly doctrine has

engendered confusion. After all, Eli Lilly created a new

'validity doctrine under 35 U.S.C. § 112, P I separate from ..
enablement and yet described it as "analogous to

enablement." 719 F.3d at 1569. Unfortunately, this court

EittydoctrinerSomeofthosepomtsincluderFirster=

has—passed " up another—opportunity o~ resolve the

the-statutory-language-and-legal precedents-make
enablement the only substantive test (other than
best mode) in the first paragraph of § 1712, Enzo
Biochem, 323 F.3d at 977. Second, this court's
predecessor first separated written description
from enablement in 1967, but only to police
priority. Id. Third, this court and its predecessor
consistently limited the written description
requirement to priority cases, expressly equating
the proscription on new matter with written
description. Id. at 977-79. Lastly, the vague and
ill-defined written description requirement
threatens to supplant the well-established

enablement requirement, which
disproportionately affects biotech inventions. Id.
at 981- 83.

[**27]

Indeed a brief survey of the literature on this topic, an
astounding amount in a few short years, shows 31 articles
criticizing the Eli Lilly doctrine, 7 articles defending the
doctrine, and 16 neutrally commenting on the state of this
evolving case law. nd In its brief requesting en banc
reconsideration in Enzo Biochem, the United States
issued a call for clarity, which this court has yet to
address:

Although this Court has addressed the
"written description” requirement of
section 112 on a number of occastons, its
decistons have not faken a clear and
umiform position regarding the purpose
and meaning of the requirement. . . . A
review of the plain text of secfion 112, and
the case law of this Court, reveals at Ieast
three differeni possible tests for an
adequate "written description.™ . . . En
> considerafion of  the  wrilten
description provision is appropriate so that
the court can provide inventors, the public,
and the USPTO with an authoritaiive
iterpretation of the provision.

Brief of Amicus Curiae United States at 4-3, 9.

confusion.
Supreme Court's Role in the Eli Lilly Doctrine

In an effort to supply some coherent basis for its new
validity doctrine, this court in Rochester refers to an 1822
Supreme Court case that discusses the written description
langnage of the Patent Act. Umiv. of Rochester v. G.D.
Searle & Co., Inc., 358 F.3d 916, 924 (Fed. Cir. 2004).
An examination of Rochester's references to the Supreme
Court in their proper historical context impeaches, rather
than supports, the modern written description validity
doctrine.

In 1793, the Patent Act, 1 Stat. 318, required -an
inventor to describe the scope of the invention in the body
of the specification; the Act did not require any claims.

Instead the Act required the inventor to provide."a written:.
description of his invention, and of the manner of [**29] .

using, or process of compounding the same, in such full,
clear, and exact terms, as to distingnish the same from atl
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 388, 592 (CCPA
1977) (ellipses in original). Without citing this statutory
language, Rochester recounts the Supreme Court's
explanation that this provision contained two
requirernents:

The specification, then, has two
objects: one is to malke known the manner
of comstructing the machine (if the
invention is of a maching) so as to enable
artizans to make and use it, and thus to
give the public the full benefit of the
discovery after the expiration of the
putent. . . . The oter objuct of the
specification s, to put the public in
possession of what the party claims as his
cwl Imvendion, so as to ascortain if he
claim anything that is In comumon use, or is

already known, and to guacd against

dice or ayjuwry fom the use of an
[¥1318) iavention which ihe party may
otherwise innocently suppose not to be
patented.
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Evans v. Eaton, 20 U.S. 356, 433-34, 5 L. Ed. 472 (1822).
For obvious [**30] reasons, Rochester undertakes no
further explanation of the Supreme Court's language. In
simple terms, the Supreme Court could not have meant
that the written description portion of the specification
must provide adequate support for the claims as this

court's law presently requires. Patents did not even

contain claims in 1822.

In fact, even the Supreme Court's allusion to “two

[**32}
The Rochester reference to ‘the 1822 Supreme Court

language does, however, reveal some insights into the-

reasons that the Bl Lilly doctrine engenders confusion.
As the 1822 Supreme Court reference explains, the

- original statute required a written description to warn "an.
innocent purchaser or other person using a machine, of his

infringement.”" Evans, 20 U.S. at 434. In other words, the

statute mcorporated a ertten description requirement to — -

dliferent ‘meaning under careful legal analys1s The
Supreme Court clearly linked its "other object" of the
specification disclosure to the portion of the statute
requiring the inventor "to distinguish the same from all
things before known." FEvans, 20 US. at 430.
Significantly, that langnage no longer appears in 35 U.5.C.
§ 112. Later in 1870, the Patent Act first articulated the
requirement that applicants define their exclusive right in
a distinctly drafted claim. Act of July 8, 1870, Ch. 230, 16
Stat. 198. Only one logical conclusion flows from this
history. When the Patent Act assigned the notice function
to claims rather than the written description, enablement
became the sole 35 U.S.C. § 112 P 1, [**31] standard for
adequate disclosure of an invention. n5 See Enzo Biochem,
323 F.3d at 977. This observation about the meaning of
35 US.C § 112, P! has been axiomatic patent law for

decades. In a decision of the Court of Customs and Patent

Appeals that is binding on this court, Judge Rich
interpreted 35 US.C. § 112, P I to have only two
requirements - not enablement and the Eli Lilly written
description doctrine, but enablement and best mode! Jn re
Gay, 50 C.C.P.A. 725, 309 F.2d 769, 772, 1962 Dec.
Comm'r Pat. 737 (CCPA 1962). In sum, the El Lilly
written description doctrine has no basis in this court's

legal precedent. Thus, Rochester cannot explain the.

missing 1793 statutory language, the advent of the claim
requirement that replaced the 1822 description docirine,
the inapplicability of the Evans quote to a new 1997
invalidity doctrine, or the apparent conflict with binding
CCPA interpretations of 35 US.C. § 112, P .

n5 Indeed the United States nofes that the
current statute requires "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 [the nvention].” 33
USC § 112, P I (emphasis added). As the
United States noted, " A straightforward reading of
the text of section 112 suggests that the test for an

adequate written deacription is whether wprovides
encugh writtcn information for others o make and
use the invention." Bricf of Anmncus Curiae United
States at 5, Enzo Biochem, Inc. v. Gen Probe, Inc.,
323 F.3d 936 (Fed. Cir. 2002).

"define the scope of the mvention for infringement and for

distinguishing the invention from prior art. Eli Lilly and
its progeny convert that original infringement doctrine
into a new challenge to validity. Suddenly, all the

difficulty and imprecision of defining an invention in

legal language, see Festo Corp. v. Shoketsu Kinzoku

Kogvo Kabushili Co., 335 U.S. 722, 731, 152 L. Fd. 2d

944, 122 8. Ct. 1831 (2002), becomes a validity doctrine.

In sum, a careful legal analysis of the language and .

history of 35 US.C. § 112, P 1 [*1311] shows that the

Eli Lilly doctrine has no basis in the written description

language of the original Patent Act. Moreover, as this
court's binding CCPA precedent shows, [**33] . the
statutory language of 35 US.C. § 112, P ] has not
changed in any way that justifies "discovery” of a vast
new validity doctrine over two hundred years after: the
1793 Act. To the contrary, the changes in the statutory
language of § 112, P I since 1793 impeach the reasoning
of Rochester and Eli Lilly.

Rochester also refers to the Supreme Court's Listing of
patent requirements in Festo. Rochester, 358 F.3d at 921
{quoting Festo, 335 U.S. at 736). In the first place, the
Festo listing is just that, a passing reference to some of the
requirements of the Patent Act. The passing reference, for
instance, does not even mention some binding

** requirements, e.g., subject matter eligibility and claim

definiteness. In fact, in another post-Eli Lilly listing of
Patent  Act requirements, the Supreme  Court
acknowledged only enablement as the disclosure quid pro
quo of the statute: "In addition [to novelty, utility, and
nonobviousness], to obtain a utility patent, a breeder nust
describe the plamt with sufficient specificity to enable
others to 'make and use’ the invention after the patent term
expires," JEM. Ag Supply, Inc. v. Pioneer Hi-Bred Int'],
Inc., 534 U.S 124, 142, 151 L. Ed. 2d 508, 122.5. C1. 393
(2007). =341 A carelid analysis of the Supreme Court's
passing recitifions of pafent requivements docs nof
support the Eli Lilly doctrine.

Rochester’s nvocztion of the Festo listine of 2
"disciosure" requuement, however, betrays a roliling
mcompleteness 1 1s reasoning. The Supreme Court is

entirely correct to acknowledge the requiremcnt of full
"disclosure" at the time of invention that prevents
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updating the patent document with later inventions.
Beginning in 1967, this court and its predecessor applied
the written description language to achieve this vital

__purpose of the Patent Act - tying disclosure to the time of

invention. In re Ruschig, 54 C.C.P.A4. 1551, 379 F.2d 990
(CCPA 1967); Vas-Cath Inc. v. Mahurkar, 935 F.2d 1555

(Fed. Cir. 1991). In the words of Judge Rich, the first -

Jjudge to use the description requirement to police priority,
"The function of the description requirement is to ensure

Comm'r Pat. 486 (CCPA 1962). The reason Sus
and Moore do not appear on the "written
description" landscape is because subsequent case

law made it clear that, outside the priority context,......o...cc. i

the substantive test for compliance with the first
paragraph of § /12 is enablement. In re
Borkowski, 57 C.C.P.A. 946, 422 F.2d 904, 909
(CCPA 1970). Indeed, Rochester seems to do a
disservice to the CCPA's own acknowledgement

Tretnat ure mve'ntm' Had posse‘ssl‘on'"a'S”o“t'the“tﬂmg“‘da“te“dt'th?:

claimed by him." In re Wertheim, 541 F.2d 257, 262
{CCPA 1976) (emphasis added). In fact, every application
[¥#35] of the written description doctrine before Eli Lilly
in 1997 applied the written description doctrine for this
important purpose and only for this important purpose,

Enzo, 323 F3d at 984-87 (listing every written
description case in the CCPA and Federal Circuit). Thus,
the Festo listing does not endorse the Eli Lilly innovation,
but properly invokes the necessity of tying disclosure to
the time of invention. In its atterpt to support the 1997
doctrine, however, Rochester invokes Vas-Cath and other
Federal Circuit decisions without noting the proper
context of those decisions.

In sum, the Supreme Court offers no comfort to the
Eli Lilly doctrine. Rather, in proper historical and legal
context, the Supreme Court’s allusions to the description
requirement impeach both Rochester and Eli Lilly. n6

n6 Moreover, the pre-1967 CCPA cases
mentioned in Rochester also shed little light on the
modern written description requirement. For
instance, Jepson does not evince suppert for El
Lilly. Rather, Jepson, which does not expressly
mention written description at all, decided an

interference - a priority dispute - between an

application with an earlier filing date and an
issued patent with a later filing date. The CCTA
held that becavse the earlier application did not
support the clauns that were copied from the Tarer
paient, the patent was entitled to priority. Jepson v.
Coleman, 50 C.CP.A. 1051, 314 F.2d 533, 1963
Dec. Comm'r Par 304 (CCPA 1963). Thus,
Jepson, if at all relevant to written description, was
a priority case in the traditional mode of written
description jurisprudence, The CCPA decided the
Moo case  on obviousness  grounds;  the
description commentary in that case is dicta. frz re
ffnme 33 C.CPA 1083, 155 F.2d 379, 381,

co. Comn'i Pat. 421 (COPA JO0) o
hut the cloms were "properly rejected on thphol
a;'t") lh(, CCPA decided the Sus casc under
paragraph 2 of § /12, not paragraph 1. In re Sus,
49 C.C.P.A. 1301, 306 F.2d 494, 496, 1962 Dec,

that-—Judge —Rach——1haugirated e~

written-

In re Rasmussen, 650 F.2d 1212, 1214 (CCPA
1981).

[**36]

[¥1312] The Hypothetical Policy Analysis

Rochester refers to a situation where a patent can
enable an invention that is not described by the
specification. In the words of the opinion, "such can occur

when enablement of a closely related invention A that is-

both described and enabled would similarly enable an
invention B if B were described." Rochester, 358 F.3d at
921 {emphasis original). This hypothetical seems to
suggest that the 1997 doctrinal creation closes a major gap
in patent law. To the contrary, this court only created the
Eli Lilly requirement in 1997; the patent system liad -’
succeeded quite well for over two hundred years without
it. Moreover no other patent system in the world has-the -
Eli Lilly requirement to this day. The world's patent
systems work quite well without it.

The hypothetical actually facilitates a policy analysis
that explains the reasons that the new 1997 requirement is -
both superfluous and dangerous. In the first place, the

hypothetical rarcly, if ever, happens. No actual case =

presents the hypothetical. In both Eli Lilly and Rochester,
for instance, the invention A (rat insulin in Eli Lilly; an |
assay for Cox 1 [**37] and 2 in Rochester) was enabled
and described, but the invention B (Imm'm insulin in Eli
Lilly; a Cox 2 inhibitor in Rochester) was nolwmbled.

In understandable terms, the hypothetical says that an
inventor Invents the radio, but his invention solves a
problem that enables those of ordmary skill in the art to
know how to make and use both a radio and a TV. His
patent disclosure only describes a radio but he claims
broadly an "electrical receiver.” 'Thus, his claims seent to
encompass the TV which his speciication docs not
describe but would enable if it were described. In that
context. the reason the hvpotheiical does not oceur
becomes obvious. 1 every mary shiil inthe an
knows from the disclosure how to make and usze the TV,
the excephionally talented inventor will also. To avoid any
risk of losing the TV invention, the mventor will fully

ge Ol ord

desetipiion Téqiiirenent to police pronity m 1967,
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disclose it and claim it, probably in a separate application.
For this very practical reason, no case has ever presented
the hypothetical. Inventors know when they have made an
invention and realize that they must properly disclose it or
risk losing it entirely. ' '

Carrying the genuinely "hypothetical” hypothetical
[**38] forward, however, what happens if the radio
inventor for some unfathomable reason does not prasp
that he has enabled a TV and later asserts the radio patent

apainst-a - T V- Ihaker 7 In- sinple - terms; 4 €ourt- woll

name, or physical properties." 119 F.3d at 1566 (quoting
Fiersv. Revel, 984 F.2d 1164, 1171 (Fed. Cir. 1993)). In
sum, Eli Lilly asserts a new free-standing validity
requitement. Based on the absence of a

nucleotide-by-nucleotide recitation in the specification of

the human insulin ¢cDNA, the court determined that the
applicant had not adequately described the invention.
Thus, the failure to actually sequence the nucleotides
prevents an applicant from claiming a new and useful

properly interpret the claim as limited 1o the Tadio. The"
TV maker would not infringe a claim that covers only the
radio. On the other hand, the Eli Lilly doctrine would
instead invalidate the radio patent. Is that the best resuli?
After all, the inventor did invent the radio. [*1313]

TV?

The facts of Eli Lilly itself illustrate the real problems
in this area of patent interpretation and enforcement. In
simple terms, the inventor in that case invented and
disclosed rat insulin but not human insulin. In fact, at the
dawn of the biotechnological age in 1977, the inventor

-could not make human insulin, Biotechnology was in its

infancy; it would have taken months, if not years, of
experimentation to make human insulin. Nonetheless the
inventor claimed the rat insulin invention broadly and
later asserted it against human ingulin. In this setting, U.S.
patent law (and world patent law in general) has two
complementary ways to [¥*39] prevent any injustice -
enablement and ftraditional (not Eli Lilly) written
description (enforcing the actual time of invention). If the
inventor has not enabled human insulin in the
specification, the inventor has not enabled the full scope
of the claim. By the way, as noted earlier, if the rat insulin
inventor had invented human insulin as well, he surely
would have disclosed it. In other words, a lack of
disclosure is a dead give-away for enablement problems.
Alternatively, or likely in conjunction, the traditional
written description requirement as applied by this court
and its predecessor beginning in 1967 will prohibit any
addition of new matter to the patent document o "update”
the claims to cover human insulin. See, e.g., Chiron Corp.
v. Genentech, Inc., 363 F.3d 1247 (Fed. Cir. 2(104).

In sum, our patent law (and the world's patent law)

has worked well for 200 years because the law already
:

possesses ample remedies for the Rochester hypoiheiion
which, a8 o proctical mnetter, nover ocowps,
Lilly nor Rochester explains the legal policy thut supports
the new doctrine.

Thie Troctical Protioms

By its terms, the Eli Lilly doctine [*#480] stated: "An
adequate written description of a DNA . . . ‘requires a
precise definition, such as by structure, formula, chemical

Should he lose everything because he did not disclose the

claiming  ‘and  disclesing  inventions.  Many
biotechnological inventions predate Eli Lilly. Before the
1997 change, no inventor could have foreseen that the
Federal Circuit- would make a new disclosure rule.
Without any way to redraft’ issued patents to
accommodate the new rule, many patents in the field of
biotechnology face serous and unavoidable validity
challenges simply because the patent drafter may not have
included the lengthy nucleotide sequences. After all, the
sequences are [¥*41] often routinely available (albeit at
some cost) to those of ordinary skill in this art.

The Eli Lilly doctrine also seerns to impose some
illogical requirements on patent drafters today. Must-a
software patent disclose every potential coding variation
that performs a claimed [*1314] function? Must a
biotechnological invention list every amino acid variation
for a particular protein or protein function - a fask
conceivably as impractical as the software disclosure
requirement? Must a university or small biotech company
expend scarce resources to produce every potential
nucleotide sequence that exhibits their inventive
functions? Perhaps more important for overall patent
policy, nmst inventors spend their valuable time and
resources fleshing out all the obvious variants of their last
invention instead of pursning their next significant

advance in the useful arts? Again Eli Lilly and Rochester =

apnear to have given little thought to these unintended
consequences.

This eourt, henvover, 33 vot even the only judiciy
institution  that must deal with the unintended
consequences of the 1997 doctrine. Under this new
disclosure test, every case whaie the wrilien description
does not specifically [**42] disclose some leature of the
claimed invention witl cive rise to a validity challenge.
Thus, triod courts will have o cmpanel Juries to nguiie
whothor ane of glall 2y st hoes kgown that the

iventor "possessed” the full iuventon. Ina sense, the £l
Lilly doctrine converts this court's confusing case loaw
about the role of the specification in delining i
Inveniion mto a validity question. Thus, trial cow
woll mast strurele to dizeern the standard For su

disclosure of an mvention.

" TRi§REW 1997 1lile Chaiiges the established Tiles B ——
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Rochester emphagizes that this new disclosure
‘doctrine is different from enablement. Rochesfer, 358
F.3d at 921. Thus, a trial court, as in this case, must first
ask its jury whether the specification provides sufficient

“information to enable oiie of ‘ordiniary skill in the art to
make and use the invention. Then the trial court must ask
the. jury again to.look at the same specification for

" information that an ifiventor of exiraordinary skill

"possessed" the invention. Under this court's faw, a patent
disclosure.could n:‘\r:\m:@nﬂv enable.one.ofordinary.skillto

give separate instructions and entertain separate witnesses
on these inseparable patent rules to ensure adequate
disclosure. Viewed in the practical terms of trial

procedure and jury understanding, this 1997 doctrine .

unnecessarily - complicates and -~ prolongs
enforcement. In sum, Rochester does not resolve any of
the confusion or provide a sound legal basis for the Eli
Lilly doctrine. For these reasons, this court should have
reviewed this case en banc.

--make-and practice the.entire invention, but. still not inform. 22

that same artisan that the invenmtor [*¥43]

A EINEILA i i I

was in

possession of the invention. Morecover, the trial court must

Defending Eli Lilly Written Description

Citation

Paula K. Davis, Questioning the
Requirement for Written
Descriptiomn:

Enzo Biochem v. Gen-Probe and
Overly

Broad Patent Caseg, 37 Ind. L. Rev.

467,
500 (2004)

Quotation

By strictly requiring written description .

of the invention, the public is
guaranteed that the inventor wasg in
possession of the invention when the
patent application was filed. In effect,
the written description defines the scope

of the invention- the metes and
bounds that will be given exclusivity.

F. Scott Kieff, The Case for
Registering

Elem T |

Potents and the Law and Bconomican

of
Present Patent-Obtaining Rules,
45 B.C. L. Rev. 55, 89 ({2003}

The U.S. Court of Zppeals for ths

- Y U 1 4 1 EON S s I S ol S P
IR L IDTULY D BONONG DER i i [

written description reguirement to put the
public on clear neotice of what will
infringe and what will not makes sense
because the patentee, as the drafter,
is the least-cost avoider of such
ambiguities. This legal development was
controversial to be sure; yet it marks an
important weapon in the system's

arsenal for fighting social cost.
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Cynthia M. Lambert, Note: Gentry Although there may be negative effects
Gallery and the Written resulting from a stricter written

-Requirement,..... description standard, o -
7 B.U. J. Sci. & Tech. L. 109, 139 including narrowed
(2001)

patent scope and a potential tragedy of the
anticommons,

the stricter standard is the better choice
in terms of fairness to the public
because it prevents inventors from

overreaching.
Daniel P. Chisholm, Note: The bbgent this heightened interpretation,
Effect
of the USPTO's Written Description broadly construed claims would allow
Guidelines on Gene Patent applicants to obtain exclusive
Applications,
35 Suffolk U. L. Rev. 543, 570 rights to products in which they do not
(2001)
: : actually possess. Granting such broad.:
claims
would stifle the very purpose of the
United States patent system:
preserving incentives for continuzd
innovations.
Margaret Sampson, Comment: The The uss of a heightened written

Evolution
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of the Enablement and Written
Description Requirements Under
35 U.5.C. 112 in the Area of
Biotechnology,

15 Berkeley Tech. L.J. 1233, 1273
(2000} ‘

description requirement by the Federal
Circuit to define and limit the scope of
claimed inventions preserves

incentives for continued innovatiom.

Page 13

Mark J. Stewart, Note: The Written Through application of the written

Description Requirement of

35 7.8.c. 112(1): The Standard

After Regents of the University

of California v. Eli Lilly'& Co.,
32 Ind. L. Rev. 537, 563 (19399}

description requirement, courts can
distinguish between claims to
technologles that are too broad

or basic to justify patent protection,
and those dealing with other types of

technologies that are more predictable
and may justify broader protection.

Emanuel Vacchiano, Comment: It's a

Wonderful Genome: The
Written-Description
Requirement Protects the Human
Ganome
from Overly-Broad Patents,

32 J.Marshall L. Rev. 805, 832
{1999}

Fortunately, the CAFC narrowly
- construes . . e . . -
patent rights based on disclosures

of DNA sequences, and as a result,

will likely invalidate patent claias
based on EST disclosures that

contain a broad scope of protection
encompassing a gene or even an entire
protein-coding segment of a cDNA.
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[**44)
Criticizing Eli Lilly Written Descriptien

“Citation : T UQuotation - :

Stephen J. Burdick, Note: Moba v. Moba illustrates the problems

Diamond o . T o
putomation, Inc.: Quesgtioning the associated with the separate written

Separate Written Description description requirement. The

Reqgqulrement S
18..Berkeley. Tech....fedud 33 rmdsl. judge-made doctrine does not '

(2004)

contribute any additiomnal value to the
other patentability requirements.

Its effects are redundant with the
enablement and new matter requirements of
patent law. Additionally, the written.
description requirement creates
confusion and discourages patenting and
innovation. The Federal Circuit

should dispose of the separate written
description requirement entirely.

Martin J. Adelman, 3-2 Patent Law [T]he original panel copinion in , Enzo

Perspectives § 2.9 (2004) Biochem is correct if we assume that Eli
Lilly is sound law since Eli Lilly holds
that the failure to actually _
detail the sequence of nuclectides of a-- -
polypeptide prevents an applicant
from claiming it. Obviously merely
depositing a polypeptide does not
disclose its sequence without a
sequencing cperation. Thus a disclosure
that
effectively puts the polypeptide in
possession of the public by wvirtus of
providing a set of directions for
obtaining it should not be treated
differently than an inventor who puts the
polypeptide -in a depository
without sequencing it. Since this is a it
result that is difficult do
defend, proves that the Eli Lilly
doctrine is itself misguided. It ig thus
time to formally overrule it along with
In re Deuel another case that holds




375 F.3d 1303, *; 2004 U.S. App. LEXIS 13784, **;
71 U.S.P.Q.2D (BNA) 1545

that the act of sequencing is the key to
patentability.

Page 15

Harold C. Wegner, The Digclosure The first problem here is the
Requirements of the 1952 Patent Act: judicial activism from several panel
Looking Back and a New Statute for opinions that created a "written

the Next Fifty Years, description" requirement apart from the
37 Akron L. Rev. 243, 244 (2004) original "new matter" proscription.

Jennifer L. Davis, Comment: The Test The court has not issued clear and

of Primary Cloning: A New Approach to consistent standards. In fact, the

the

Written Description Requirement in court itself appears confused over the

Biotechnological Patents, proper standards by which to judge the

20 Santa Clara Computer & High Tech. adequacy of a written description

L.J. 469, 487-88 ({(2004) as reflected by the recent decisicn in
Enzo I
-followed by a reversal upon rehearing in
Enzo IT.

Martin J. Adelman, If El1i Lilly Is [Slince the first pansl opinion [in

Enzo]
Good Law, Didn't the Withdrawn Panel faithfully followed El1i Lilly, and the
Opinion in Enzo Biochem Have It result reached is obviously wrong, the
Eli

Right?, at 2 (2003) (unpublished Lilly description doctrine is itself
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paper

prepared for the 11lth Annual
_Conference

cn Internaticnal Intellectual

property Law and Policy at Fordham

University, April 24-25, 2003).

misguided.
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Duane M. Linstrom, Spontaneous
Mutation:

A Sudden Change in the Evolution
of the Written Description
Requirement
as It Applies to .Genetic Patents,
40 San Diego L. Rev. 847, 970 (2003)

In sum, the latest Enzo decision has

gshifted the direction of the development
of the written description

requirement for DNA patents, but it has -

also left us with even more
uncertainty in the law than before the::
ruling.

-Jennifer Gordon, Ph:D., Preparing
and Prosecuting a Patent That
Holds Up in Litigation, .

766 PLIL/Pat 873, 907-08 (2003)

~Until the dissenters can persuade the

Court to review the Lilly written
description rule en banc, the Faderal
Circuit can continue to apply the Lilly
standard to invalidate any patent,
regardless of whether priority is an
issue, where the written description
does not show possession of the
invention at the time of filing.
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Rachel Krevans and Cathleen Ellis, The Federal Circuit doctrine that makes

Preparing for Biotech Patent
. Litigatiom,
760 PLI/Pat 529, 555-56 (2003)

enablement a separate requirement

from the written 'desd'i‘iptib'n requirem“ent e

contradicts the plain language of the

‘statute..

John C. Stolpa, Case Comment:
Toward Aligning the Law with Biclogy?
The Federal Circuit's About Face in
Enzo
Biochem, Inc. v. Gen-Probe, Inc.,

4 Minn. Intell. Prop. Rev. 3389, 366
(2003)

The Federal Circuit should take the next
available opportunity to overrule
the Eli Lilly decision through an

en banc hearing and return enablement as-

the sole substantive disclosure

requirement of 35 U.S5.C. 112, paragraph-

1. The heightened written

description standard applied to
biotechneology inventions after Eli Lilly
ignores fundamental biological

principles and focuses too mich attention.

on the structure of a DNA or protein. In
addition, the standard is

inflexible to technological changes and
requires constant updating that

leads to uncertainty over patent
validity. Finally, the heightened

- requirement  fails to wmeet the

constitutional purpose behlnd.the'patent
laws by discouraging full disclosure of
biological inventions. Simply
returning to the enablement disclosure
standard that was in effect prior to
Eli Lilly would solve the bulk of these
problems.
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Laurence H. Pretty, Patent Patent The term "written description" the

Litigation § 1:3.3, Defenses Against appears grammatically as the subject

Validity, 1-44 (2003} for the verb "enable" in enabklement
section _

Tof 35 U.5.C.§ 112. However, the
written-description requirement has been
judicially construed to have a separate
and additional purpose.

Stephen R. Albainy-Jenei and Karlyn While Rochester is om appéal to the
A. Schnapp, Barly-Stage Companies U.S. Court of Appeals for the
Face New Challenges Rochester Case Federal Circuit, 1t is likely that

Limited the Patentability Of ' such reach-through claims will remain
Reach-Through Claims, 12/8/03 severely restricted,

Nat'l L.J. 83, col. 1, 83, col. 1+ possibly hurting the value of

{2003) :

intellectual property for many early- -
stage biotechnology companies.* % *
In addition, the overall cost in legal
fees for drafting and prosgecuting
more carefully crafted, fully detailed
biotechnology applications will only -
increase for complex inventions. While
big pharmaceutical companies will
have the money to spend in such endeavors,
it will be the universities and
the small biotech start-ups that will
most certainly be affected since these -
have the of institutions historically do
not resourcesg, both financial and
in personnel, to overcome this new set
obstacles in trying to obtain patent

: protection for their scientific
contributions
in an ever-changing landscape.
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Dan L. Burk and Mark A. Lemley, In biotechnology, however, the of
Policy Levers in Patent Law, doctrine has been applied as a sort
8% Va. L. Rev. 1575, 1652-54 (2003) "super-enaklement" requirement, forcing

biotech patentees to list particular gene
sequences. in order to obtain a
patent covering those sequences. The
written description doctrine as
currently applied is a macro policy lever.
The Federal Circuit has applied
the doctrine to bilotechnology cases in a

way -that-would bBe-in&shiceivable 1H

“other industries "#ich a8 software . “HhRa
effect is to narrow the scope of
biotechnology patents--or at least DNA
patents --rather dramatically.

Warren D. Woessner, "Do-Over!" - The It is time for the court to deliver
Federal Circuit Takes a Second Look Lilly and Enzo (I) to the doctrinal
at Enzo v. Gen-Probe, gcrap heap where holdings like Durden and
85 J. Pat. & Trademark Off. Soc'y 275, Druey ended up, and let the
285 (2003) .
evolution of biotechnology patent law
continue in a productive direction.

Robert L. Harmon, Must a Patent In the meantime, however, we are 13

Describe an Accused Infringement?, confrontad with a welter of caonfuzad

85 J. Pat. & Trademark OFf. Soc'y 153, and confusing precedent that not

154

(2003) only defies restatement, but renders
analysis

and synthesis distinctly unmanageable.
The only approach the author has found to
making some senge of the situation to ask
what the motivation of the Federal Circuit
is in its efforts to restrict this once
well-recognized tenet of patent law.
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Sven J.R. Bostyn, Written the Real The third way is to limit the where
Description After Enzo Biochem: Can application of the written description
Requirement Step Forward Please?, reguirement to cases priority issues are
85 J. Pat. & Trademark Off. Soc'y 131, inveolved, and limiting it to these
151 (2003} . issues, leaving the bulk of the disclosure
evaluation to the
enablement regquirement, the key feature of
the quid pro quo of
the patent system. In the author's view,
that ought to be
the optimal solution, leading to a
coherent and stable patent system,
both for patent applicants and for patent
offices and courts. In this
light, it would have been a good
opportunity
to hear the Enzo case en banc.

David Kelly, Comment: The Federal The Federal Circuit's decision in Lilly,
Circuit Transforms the Written however, has fashioned the description
Description Requirement into a regquirement into a barrier to scientific
Biotech-Specific Hurdle to Obtaining progress in the field of bhiotechnclogy.
Patent Protecticn for Bictechnology This hzightened standavrd, anpli=d
Patents, 13 Alb. L.J. Sci. & Tech. exclusively to bictechnology
249, .
270 (z2oo2) patents, patents, will liksly »avs an
adverse
effect on the progress of bictechnological
innovations. Rather than awarding patent
protection to the discoverers of new and
useful genes, Lilly rewards those who
first
sequence the gene accurately. The result
will
be patent protection to those whe can
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sequence
DNA the fastesgt, not to those who invested
their life's work locating the gene.

Eli A. Loots, The 2001 USPTO Written Some conflict between patent is the

Guidelines and Gene Claims, prosecution and patent litigation
17 Berkeley Tech. L.J. 117, 134 inevitable. However, the current
(zo002) : :

conflict has been recognized as a widening
gulf between the norwms of

scientific community and those of the
legal system.

Limin Zheng, Purdue Pharma L.P. v. The court's continuing use of an is

Faulding Inc., 17 Berkeley Tech. L.J. inconsistent and often overly-

95,

103 (2002) stringent written description requirement
.. leaves inventors, . o
especially those in the pharmaceutical
industry, with little incentive
to disclose, and likely to discourage
inventors
from seszking patent protection.

Jeffie A. Kopczynski, Note: A New Era Recent Federal Circuit patent cases
for 1122 Exploring Recent have held bicotechnology inventicns
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Developments

in the Written Description
Requirement

ag Applied to Biotechnology
Ifiehtions, SR

16 Harv. J. Law & Tech. 229, 230
‘(zo0z2) e

to a higher written description
standard than inventions in other

areas, such as the mechanical

arts..... This perception of

unpredictability has caused the Federal
Circuit to apply a heightened written

degcription reguirement to

- biotechnology patents. This paper argues

that the written descriptiom
requirement for patents should not be
applied

differently to inventions in different
disciplines.

Shraddha A. Upadhyava, The
Postmodern

Written Degcription Requirement: An
Analysis of the Application of the
Heightened Written Description
Requirement to Original Claiums,

4 Minn. Intell. Prop. Rev. 65, 120-21
(2002)

The postmodern trilogy unjustifiably

departs from precedent in order

to meet the increasing intellectual
difficulties of biotechnology patents.
The sophisticated obviousness functiocn
gimply not bar biotechnology

patents, but a simple written description
requirement will. This .
anomaly is troublesome. The written
description requirement cannot

and should not serve any function cther
than to guarantee that

subsecuently filed claims are entitled to
the benefit of the

original application.
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S8heila R. Arriola, Biotechnology .The problem created by the Federal
Patents After Festo: Rethinking The Circuit could be remedied by
Heightened Enablement and Written overruling the prior biotechnology
Description Requirements, ‘enablement and written description
11 Fed. Circuit B.J. 919, 951 (2002} case law that heightened these
requirements on the basis of the
" state of technology at the time of
those decisions. The USPTO could
then relax the enablement and written
descrlptlon requlrements w1th respect to

“proteing arnd thelr analogs Not only would

this shift the determination of patent
scope from judges back to the USPTO's
biotechnology examiners, but it would
foxce

patentees to protect their inventions
proactively through continuations and
CIPs,

rather than reactively through the
doctrine

of equivalents. On balance, the long-term
costs of this proposed approach are far
less

than those that Festo and the helghtened
enablement and written descrlptlon
requirements

will have on patent protection, and
ultimately, on the biotechnology industry. -
as we know it.

Robert A. Hodges, Note: Black Box The Federal Circuit's imposition of

Biotech Inventions: When a "Mere a heightened standard for the written-

Wigh Or Plan" Should Be Comnsidered description of DNA inventions in Eli

an Adequate Description of the Lilly increases the gap between the
written

Invention, description requirement for bioctech..

17 Ga. 8t. U.L,. Rev. 831, 860 (2001) inventions and the realities of how
' such. inventions are produced.

Alison E. Cantor, Using the Written If courts are strengthening the written

Description and Enablement description and enablement
Reguirements
t2 Limit Biotechnology Patanrts, requirzaments in ovdar to limit
' bictechnoclogy
14 Harv. J. Law & Tech. 267, 313 patents, this fact raises concesrans
(z000)
about creating sgspecial standaxds for
particular
areas of technology. If it is the courts
that
impose these standards, pioneering
gscientists

in a new field will be unable to determine,
when applying for patents, to what
standard

their patents will eventually be held when
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Mark D. Janig, On Courts Herding

Cats: Contending with the "Written
Description” Requirement (and Other
Unruly Patent Disclosure Doctrines),
2 Wash. U. J.L. & Pol'y 55, 107 {2000)

they are litigated.

Ag a first step, the Federal Circuit might
simply admit that the written description
requirement is redundant of enablement.
This would at least allow for a more
forthright exploration of the question
whether redundancy in patent disclosure
requirement remains tolerable. The
Federal

Citquitwqéuldwrﬁaghﬁthgmgguglus;§51

Salima Merani, Hyatt v. Boone,
14 Berkeley Tech. L.J. 137, 146
{1999)

perhaps,

that the written description reguirement
simply

provides a fail-safe mechanism that judges
(or examinersg) may use in their discretion
in hard cases.

Admittedly, the Federal Circuit has used
different expressions in describing a

sufficient written descrlptlon. Judge

- Newman,

'Zhibin Ren,” Note: Confusing

SRR ¥ S

- B Tmar 1T+ o Mo T nobe g,
"::Onl“’.", Right Bezult LS owricoaen

Description Reguirement and Rege

f the University Of California v.
Eli Lilly & Company,
1999 Wis, L. Rev. 1297, 1324 (1333}

Arti K. Rai, Intellectual

Propsriy Rights in Bictechnology:
2ddressing New Technology,

34 Wake Forest L. Rev. 827, 835 {1999)

however, "[did] not view these various
expressions ag setting divergent
standards

for compliance with [section] 112." She
emphasized that, in all cases, the purpose
of

the written description regquirement wasto
ensure that the inventor had possession:
of the claimed invention at the time of the
application filing date. Analysis of
historical

and policy rationale of section 112
supports )
Judge Newman's view of the written
description - :

requirement.

In Lilly, the Federal Circuit deviated
fxrom

the wall-astablished traditionn?

q

written description standard and adopted
an ad hoc approach to conduct a Wfltten
description aﬁalYSlS for DNA claimsa.

approach aliows tho court oo ugs whata,

is handy to justify the result it wants to
reach.

In essence, the Lilly court used the

written
description regquiremsnt 28 a type of
elavated enablement reguiresment. &An
ordinary

enablement chalienge to the University
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of California's claim was not raised (and,
if

raised, probably would have failed)
because

"it would have been relatively easy for a

person

of ordinary skill in the art to use the rat
_insulin ¢DNA that Lilly had already

sequenced

—to-lfigh out! the human_chNA. from.a..cDNA

library

Janice M. Mueller, The Evolving

Application of the Written
Description Requirement to

Biotechnological Inventions,

The Lilly decision may profoundly limit
the
gcope of protection available for new gene
inventions; . Lilly aptly illustrates
the
increaged widening of the gulf between the

13 Berkeley Tech. L.J. 615, 615-16 norms of the business and scientific

{1998)

Michael Delmas Plimier, Genentech,

communities and the U.5. patent system, as
users of the latter come to understand that
the patent system no longer refilects the
realities of scientific contribution.

The written description requirement only

Inc. v. Novo Nordisk & University of allows very narrow patents, so narrow

California v. Eli Lilly and Co.,

13 Berkeley Tech. L.J. 149, 161
(1938}

and easily dodged as to be almost
worthless.

Harris A. Pitlick, The Mutation on The recent decision in Regents of the:

the Degcription Requirement Gene,

80 J. Pat., & Trademark Off. Soc'y 209,

209-10 (1998}

Kevin S. Rhoades, The Section 1i2
"Dagcription Requirement!

“hmeanttan Proyy o

74 J. Pat. & Tradsmark Soc'yv 8893,
869-70 {1992)

IO TR

University of California v. E1i Lilly:
and Co., on top of Fiers v. Revel,
decided only a few years before, are such
extreme departures from conventional
description requirement jurigprudence
that the need for new thinking

about the ilssue is now even more
manifegt. One problem may be nomenclature.
Asg ’
demonstrated later in the text, the term
"description requirement” is a misnomer.

reguirament in Section 112, first

paragraph, that the specification contain
an

enabling disclosure of how to maks and
use the invention. In brief, the language
and histery of the statute

gupport no such separate regulvemsnt,
which

fulfills no functicn or purpese not
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already

served by the traditional enabling
disclosure

standard.

C[reas)
. Neutrally Lommenting..on.. Ell LLilly Written Description,
Robert Greene Sterne et al., The It is clear that the written description
Written Description Requlrement, regquirement applies to all technologies
37 Akron L. Rev. 231, 241 (2004} covered by patent applications and is not
limited to the unpredictable or "complex"
arts. The impact of this principle is that
the cost and difficulty of drafting
patent
applications in any art has risen
significantly in recent years to
adequately
protect all variations and permutatlons
of :
the invention.
Sean R. Passino et al., Written To avoid a § 112, first paragraph
" rejection
Description Traps For Antibody under the holding of Noelle, an
Claims, :
86 J. Pat. & Trademark Off. Soc'y 317, applicant for a U.S. ‘patent may want
318-19 {(2004) to disclose a fully characterized

antigen if the applicant wants

written description support for a claim
to an antibody defined by its binding
affinity

to the antigen. Broader antibody coverage
may

be obtained by demonstrating the claimed
antibody's ability to recognize isoforms.
of the

antigen from one or more different
gpecies or

by mapping the epitope recognized by the
antibody.Furthermore, Noelle has
implications

than § 112, £

: may be used against the
o

infringers alleging invalidity, and
parties of
a contested case. Under 35 U.8.C. § 102,

ey e o e b - B -7 oy e e e . k.
palenc crinted pUHd__\_ aticn will nct

anticipate a claim unless it "describeg"
the ¢laimed inventicon. If the couris take
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the

position that a patent or prlnted
publication _
fails to describe an embodiment for the, 
purposes of § 112, first paragraph, then

it is

difficult to believe that the same patent

or printed publication describes the same
embodiment for the purposes of § 102.. .

CTear Ty, thig area oftherTawrtyeroTrings: i

Robert M. Schulman, A Review of In the written description area, 2003
Significant 2003 Federal Circuit represented the first year in
Decisions Affecting Chemical, which the court signaled a reversal
Pharmaceutical, and Biotech of the trend it established in 1997,
Inventions,
i6 No. 3 J. Proprietary Rts. 1, 1 requiring provision of
(2004)

specific sequenceg for applicants

claiming

biological molecules. The Federal
Circuit is _ _

not quite ready to reverse its "written- !
description-plus" reguirement for : i

biotech %

inventions. i
Lewis R. Clayton, Inadeguate Though the Rochester inventors made, as

the ' :
Descriptions, 4/5/04 Nat'l L.J. district court noted, "significant .
12, col. 1, 12, col. 1+ (2004) discoveries in this field," _ i

they did not take "the last critical’
step" of isolating the necessary
compound, or "developing & process
‘through :

which one skilled in the art would be
directly led" to it. Absent a reversal en
'banc,

those efforts will not be compenaatEd
under

the patent laws.

Chandra CGarry, Enzo Biochem, Tne. The Federal Circuit in Enzo decided for

the
v. Gen-Probe, Inc., first time that the written description

15 RBerkelev Tech., L.J. 185, 2G° regniremant may be satisfizd by s

biological depesit. Rt first glaace, it
appears

that Enzo lowers the written descri
standard applied by the court in L
as
deposit seem
Wwritten des
guch
lowering of the written descripticn

I (ﬂ
o

n =asy way to satiasfy the

—~ - - 4= et
o Lol }_ij‘M#L\.LH\_LL'- ~ITY

L

S|
Il
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gtandard,
however, is by and large illusory. The
decision

Page 28

in Enzo will likely be strictly limited

to

its facts. If not limited to its facts,
Sedas Bt botivent e _ 2

court’'s redefined written description is
not
sufficiently explained by the court so aa

to

Jeffery M. Duncan et al.,

Practitioners Be Wary: The Dangers
of Functional Descriptions in

"Biotech Inventions,

15 No. 10 Andrews Ent. Indus. Litig.

Rep. 21 (2003)

provide an eagily workable standard for
future decisions.

In the last gix years, several patents to
biotech inventions that were otherwige

valid have been struck down because the

description of the invention, ofter by =

functional terms, was found wanting.
One difficulty for biotech patent
practitioners

is that there are no bright line rules

prescribing what is or is not an adequate

After Determining That a Seller of a
Egg Processing Machine May Have

Induced

Infringement of Patent Claiming a

Method Directed High-Speed Egg -

Processing, the Federal Circuit

Address

the Written Description Requirement

and the Lilly Case Again,
13 Fed. Circuit B.J. 179%, 182

1

(2003)

Andrea G. Relster, EBEnablement &

T B P s Tl ae =
Written Description: Friend or Fo=

Litigation?,

766 PLI/Pat 383, 405-5, 40% (=

written degcription. Instead, as the U.g:

Court of Appeals for the Federal Circuit
has

repeatedly stated, the satisfaction of
the .

written description requirement is a-
fact-

specific inquiry, decided on a
case-by-case basis.

This case [Mobal highlights the state
of flux at the Federal Circuit '

concerning the written description

- requirement. -
Fnzo/Gen-Probe exsnplifiss the
difficul
in annunciating thz Faderal Clrow

cing thiz
standard for written descripticn, a
dispute within thes court ovear the 2
of the written description requirsm
and how

it relates to the enablement regquirement.
* k k

It remains to be seen whether the

Lilly/Enzo/Gen-Probe requirements for
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Janet E. Reed et al., Written

.relating

written

description will survive, and supplant
the :
cases that have dealt with writften
description in the context of disputes

to priority.

In its most recent treatments of the first

~Descrlptlonw-A~Loo§éT”RéqﬁIrémEﬁt.

Away from the Heightened Standaxd
That It Set Out in the 1997
"Lilly' Case, 6/16/03 Nat'l

L.J. 81, col. l,.51, col.

1+ (2003)

TparagrapitotT IS U ST Y 2T e s 5
The Federal CiyCUit HAE BESH Edgiflg Court of Appeals for-the Federal-Circult

has edged away from the heightened

written

description reguirement for
biotechnology

patents articulated in Regents of the
Univ. of

Calif. v. E1i Lilly & Co., 119 F.3d 1559
(Fed.

Cir. 1997). This process has revealed
disgenting opinions among the Federal
Circuit

judges, which may only be resolved by en
banc

review of the written description
requirement

as 3 whole. As a result, the standarad . for
satisfying the written description
requirement remains elusive, leaving..
practitioners struggling to determine
the

level of written description that will be
deemed "adequate" to support
biotechnology

patent claims.

% % *

Though en banc review of the written
description reguirement seems timely,

the

disparate perspectives of the Federal
Circuit

judges make the outcome difficult to
predict.

Tt is uncertain whether a major overhaul
cf statutory interpretation is in the
WOrKs,

oy whethzr the current interprsiation
will

remain substantially intact. The patant
:

o
[Eu

and the biotechnology industry will no
doubt

eagerly await resolution of the current
ambiguity, accompanied, it is to be
hoped, by

pronouncement of a clear standard for
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Mary S. Consalvi, The Enablement
and Writtén Description
Regquirements,

written

description to be applied by the PTO
during

patent prosecution and by the courts in
patent litigation.

With this decision [Enzo Biochem] and the
decision in Amgen Inc. v. Hoeschst .

Page 30

266—PLE ,i '“a:t.ma\4-9»,»__37751,_“-‘7 81 {2003.)

2003).,.it.is. clear that written

Anne Y. Brody, Ph.D., Rochester v.
Qearle: Complying with the Written
Description and Enablement
Reguirements in Early-Stage

Drug Discovery,

22 Bictechnology L. L. Rep. 472, 474
(2003}

description is

still in a state of uncertainty and
ambiguity- ‘

* kK %

The law of enablement and written
description

under 35 U.S.C. § 112, first paragraph
is

constantly evolving and emerging. At the

_present time, there is still a lot of

uncertainty in the area.

"This case touches on many uncharted areas

of biotechnology patent law. With the
emerging fields of genomics and
proteomics,

. the law has to keep up with

biotechnoclogical

advances. In the University of
Rochester's :
pending appeal to the CAFC, the real:
issue for the written description
requirement )

may depend on where in the time line of
research and development a discovery
turns into

‘an invention. Is such a methed of.

treatment

¢laim valid only when a selected group of
compounds ls identified? Or are the
solutions '
(e.g., the drug compounds and their
screening methods) obvious once the
gource of

the problem is determined? The
determinative

factor in the enablement reguiremsnt may
ba

contingent on the definition of "undus
experimentation" in the field of drug
development. The amount of guidance and
what

is undue experimentation change as
technologies progress to standarxrdize
many




Page 31
375 F.3d 1303, *, 2004 U.S. App. LEXIS 13784, **;
71 U.S.P.Q.2D (BNA) 1545

laboratory techniques. For example, in
recent .
years, high-throughput screening
technologies '
" have reduced time and effort scientists -
expend to conduct numerous parallel
"experlments
simultaneously. Selectlng a startlng
material

and "teatangﬁawnnoi of 1ts_xar1ants for

screening.are..now..
procedures :
among the researchers in biotechnology.

Todd M. Cberdick, Section 112, In light of Centry Gallery and Johnsgon
Paragraph 6 - Meang Claim and Worldwide, a patent practitioner may be
Limitation to Specific Algorithm - tempted to omit a precise description :
Iz This a Stricter Standard Than of a preferred embodiment of the :
invention :
Gentry Gallery and Related for fear of making "crystal c¢lear" that ;
a i
Mechanical Cases?, _ narrow claim 1nterpretat10n was .
' S ' " intended. .
22 Pace L. Rev. 385, 330 (2002) i
f

Lisa A. Karczewgki, Comment: The Federal Circuilt's trilogy of landmark

Biotechnological Gene Patent biotech decisions in the past decade have I
made b

Applications The Implications of the an obvious mark with respect to the : i

USPTO Written Description future of obtaining patent protection ' |

Requirement %

Guidelines on the Biotechnology for genetically engineered products and {

Industry, the specificity required for satisfying N
the

31 McGeorge L. Rev. 1043, 1086 (2000) written description requirement.
Having incorpeorated the reasoning
from these decisions into the
methodology of its guldellnes, only time
will
tell whether the USPTO's efforts will

impede
the patent application process for the
biotechnology industry.

Scott A. Chambers, "Written

Desaviptbion” and Paten
- Under the US Patent and Tr S

Office Guidelines, IP Litigator 2, 3

{S=pt./Oct. 2000) in a mannzr that continues to protect the

intellectual property interests of their
clients. Moreover, the Federal Clrcuit's
clarification of the written description
requirement suggests that some broadly
drawn

patents may be vulnerable to attack for
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Cindy I. Liu, Gentry Gallery, Inc.

v. Berkline Céfﬁl,
14 Berkeley Tech. L.J. 123, 123
(1299}

P.Q2D (BNA) 1545

lack of written descriptiom.

In Gentry Gallery, Inc. v. Berklins

Corp., .

the Federal Circuit narrowed the scope of
patents through the written description
requirement of section 112 by announcing
an :

omitted element test.

Page 32

~LEiFence I Pretty;-The-Recline -and-

Fall

of Mechanical Genus Claim Scope Under
"Written Description" in the Sofa
Case,

80 J. Pat. & Trademark Off. Soc’'y 469,
479-80 (1998)

It-remaing.-to-be-seen-whether.Gentry. .. ..

Gallery will become a more
influential precedent than Utter v.

Hiraga in permitting attack upon a
genus claim in the predictable arts by

limiting patent protection to the species

disclesed. . . . It may also be

advisable to include a claim of extreme
breadth as the first filed original claim
even at the risk of presenting a claim

‘that

iz highly likely to be rejected, inh order
to negate any inference that "written
description” will bar any broader
claim later.

[**46]
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EMEMEER the technological malalse
tha: befe]l Americainiche lute 197087
Japan was susy snuffing out Pitisburgh's
s:eel mills, driving Deqoit off theroad,
e begiunlng its assaulton Siicon: Val-

ley. Only 2 decade iater, things were very

“ diffarent. Jupanese mdustry was ) e~
tieat An axhausted Sovia emshe theew
inthe toweLEurop & satup and gterted in-
vestng heavily in Amenca. Why the sud-
den revarsal of fortunes? Across America,
therehad been & llowering of inpavazon
unlike anrthlng seeq before,

Possih {'xhe miost inspirsd plece of Jeg-
islttion so be enacted in America ovar the
past half-centory wae the Bayn-Dole act
of 1940, Together with amandmentzin
1984 8nd augmenvasion in1986. this un-
locked all 1he Inventions and discoveries
thachsd heen made in Taboratories
thraughout the United Nates with the
help of taxpaysts money. Mare than
anrthlng. thivsingle policy measure
helped toreverse America's procipitous
sllde Into [ndystrial irrelavance,

Befora Bayh-Dale, the frufizof re
search supported by govemnmentagen:
cles had belonged mrictly tatiefedaral.
governmen. Noby dy could explait such
research without sediaus nepotiations
withthe federal agency converneds
Worse, campanies found it nigh impossi-
bieto acquire exclusive rights io a govern-
meanr-awned patene, And without tha,
few firms were willing coinvest milllons
more of thelr own meney Io tum araw
researchideninto & marketbly product.

Theresultway tnatinventions and dis-
toveries madein American universities,
weuehing hospials, national labatstories
and pon-profitinstitations satin wars-
houses guthenng dust, Of the 28.000 pat-
eniz that the American government
ownead In 1980, fewer thun 5% had been
hicensed to indusiry. Althouyh wxpaysrs
ware lootng the bill for 60% of all ack-
demice reyesrch, they wera getting hardly
anything in tetum.

The Bayh Duic ace did two bigthings
stastrohe, It ransorred ownesship ¢f an
trvenuonnr discovery from the poverne
mum agency 1hat hud heloed to pay for it
jo the academic institutiva thathad car-

" pwn. Sinre 1980, Amatican universig

. gentves for academic reseax

Th é:reft:;;s};h‘:t::x‘nleashed sured thatthe reseachiers tnvolvedgota

. . _ piece of theacrion.
Americaninnovationinthe = Ovemnightuniversitieyacross Amer-
1980s, and were emulated lca became hlolhuffis of innoza{;:;;n.m ene
. {repreaneurial professoretoo r

 widelyaround the world, are mﬂndons(urdzmduim_mﬁ_ﬂﬂi’eﬂ'

have wlnessed a jenfold increaye in the
patenis thay genemte, spun off more than
2,200 firms to explolt tesearchdone in
their Jabs, created 260,000 Jobs i the
process, wed pow gontribute £40 hillian
anriually to tha American aconomy. Hav.
Ing seen the raxubs, Amenca'strading
nershave bean quick 1o fallow suit.
04dd, then. that the Bayh-Dole act should

" now he under such atlack in America

Nofree junch R
There hasx)ways been 8 [ringe thar feltft

was ivnrnoral forihe goverpment 10 pri-

vatise the crown jewsls of academicre-

senrch. Why, they ask, shauldtaxpayers -

be charged for goods based oninventions

they have already paid for? o

That is aagily answered. Inventian, AR
7Q has stregsed before, s in many ways
the easy bit. A dollar's worth of acadernic
Invention or discovary reguires upwards
of $10,000 of private capinlwbring to -
markes. Far froim gefting a free lunch.
cornpanies that license {deas fromuni-
versities wind up paving over9o% of the -
Innovatdon's finul cost. - .

Then there i the Amer{can Bar Asgaci-
ation, which has lobdled hardroparthe -
government's “grarchein” nghts repested.
The gavernmenthaskept (thoughtarely, -
uzed) the right to withdfaw alicenca If a
company failsro ommerciallse an inven- -
Hon withm a reasonsbie petiod, This was
10 prevent campanies from licensing aca-
demic know-how merely 1o block rival
firme from dolagso. The iaw;m ague
that the govarnment cowld use its walk-in
rightata bully pharmaceurtical frms into
lowering the pricaof cermindrugs,

Whaiever the medis of thelr case, suf- -

 ficelt to say that the ssie purpose of the

Bayh-Dole legislatfon was to pravide in-
ersto a2~

plob their ideas. The culture of comped-

" Hveness created inthe process expleing

why Arnernca is, once 2gai0, preeminent
frttechmology. A gooze that lEys such
poldan eggs needs nurturing, profecng
and even clonfng, not phucking for the
pot, Readers who agree or disagres can
ghare thair owp views At WHW.EDR0-
i, comd{onimsig. &
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Robert] Samuelson

Progn081s Stalemate

Our health care system is a frustrating mix of roufine -

miracles and scandalous failures. The miracles abound;
Bill Clinton’s recent open-heart surgery was cutting-edge

.lign-Americans.lacked -health insurance,. and . medical ...
spending spiraled furiously upward. Since 2000 private
insurance premiums have increased 59 percent, reports
the Kaiser Pamily Foundation. Both George Bush and
John Kerry say they'll “fix” the health care systém, but

their campaign proposals suggest that neither is serious. .

“To be serious would require admitting that the basfc
problem does not lie with insurance companies, trial law-
yers, hospitals or any of the usual suspects. It lies with
public opinion. We Americans want the impossible. We

"want our health care system to provide everyone with
good care covered by comprehensive insurance, prevent:
insurance cormpanies or government bureaucrats from

-dictating our choice of doctors, hospitals or treatments,
and hold down costs. Well, we can have any two of these -

goals—but not all three, If everyone has coverage and
choice, costs will skyrocket. No one is empoweted to con-
trol them. But controlling costs involves limits on insur-
anee or choice.

Consider managed care as a case study It expanded in
the 1990s and, by limiting choice, restrained costs. From
1994 to 1998, per capita health care spending rose only 3
percent annually, “There were a lot of controls, You need-
ed permission for admission to hospitals or to get an
MRIL” says Paiul Ginsburg of the Center for Studying
Health System Change. Doctors and patients revolted
against restrictions that seemed wrong. Managed care
relaxed. Per capiia spending surged; increases were 10
. Sercent'in 2001, 9.5 percent in 2002 and 7.4 percent in

003.

‘Not wanting to offend voters, both Bush and Kerry ig-

nore conflicting goa.ls

;Kerry’s approach is fo throw money. If you spend '

enough you can insure many uninsured. He would ex-
pand Medicaid and the State Children’s Health Insurance
Program. Children of families with incomes less than
three times the poverty line, or about $56,000 for a family
of four, would become eligible. Kerry would provide tax

ctedits for small businesses that offered insurance, The . -

federal government would also subsidize the insurance of
big employers; his plan would pay 75 percent of cata-

strophic health spending for individuals over some limit,

beginning at $30,000 and rising annually.

If enacted, Kerty's plan would extend insurance to 27
miflion people, according to separate estimates by Ken-
neth Thorpe of Emory University and a team headed by
Joseph Antos of the American Enterprise Institute. The

" cost is unclear. Thorpe puts it at $653 billion from 2005

to 2014; the Antos group estimates $1.5 trillion from

2006 to 2015, Either way, Kerry’s plan is expensive, The
* fact that he would finance it by repealing Bush’s tax cuts

S u.wdecadesago—l?aﬂuresalsoaboundrlmzﬁﬁ?- ;45-mil-— House-says-its-plan-would-insure-“mote-than.11

w @4 s%.rr
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for those with- incomes over $200,000 doesn’t change
that.
Bush’s plan costs less—and does less. The White

mﬂ_linn.‘

and as many as 17.5 million” Ameticans, An

"~ figures 6.7 million and estimates the cost at $129 billion |

from 2006 to 2015. The president proposes tax breaks for
health savings accounts (HSAs). Tax-deductible contri-
butions to these accounts can be used for ordinary healih
expenses. People with HSAs are also required to have

'catastmphlc insurance coverage for medical emergen-

cies. The idea is to promote cost-consciousness for rou-
tine spending, while making insurance—ecovering only

-big bills—more affordable. Despite rhetorical boasts, nef-

ther plan would control health spendmg
Kerry claims to make health insurance inore afford-

able, Technically, this is true. But he merely shifts health

costs from private companies and workers to the federal

budget and taxpayers. Because health care spending is-

hard to control, this would make future budgets less man-

_ ageable. In 2003 health costs accounted for 23 percent of

federal spending, up from 7 percent in 1970. With cur-

" rent policy, that reaches 29 percent in 2014, projects the

Congressional Budget Office. Under Kerry, it would go

- higher.
Bush says his plan “wili help reduce the rising cost of
heaith care.” Just how is unclear. Even if HSAs unexpect- |-

edly exploded the resulting cost-consciousness would af-
fect only a small part of spending. About 10 percent of pa-

tients—the very sickest——account for 70 percent of

spending, says health economist Len Nichols. BSAs don't
touch these costs. Limiting malpractice- suits (a Bush
goal) wouldn't help much; savings might total two-tenths

~“of one percent of spending, estimates the Lewin Group. . |
‘What unites Bush and Kerry is an unwillingness to

challenge public opinion. People biame high health costs

on “waste” or excessive profits. These convenient expla-~ |~

nations are exaggerated. In 2003 the profits of health
maintenance organizations totaled $10.2 billion, reports
Weiss Ratings Inc. They represent a small percentage of
the $1.6 trillion spent for health care. The real causes of
higher spending are stubborn: We’re an aging society;
science creates new drugs, diagnostics and treatments;

people want the latest and best—at someone else’s ex-
. pense.

Our medical advances save lives and improve the qual—
ity of life. But some spending—perhaps a lot—is un-

_ needed. The practical problem, says Drew Aliman of the

Kaiser Family Foundation, is fo find ways of imposing
limits on individual patients."I'his is hard at best, but it
requires a political will that's missing. Bush aad Kerry
won't tell voters what they don’t want fo hear, even if un-
checked health spending puts pressure on wages, other
government programs or taxes. Regardless of who wins,

the progneosis is for more of the same.
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Yes, America Hasa ‘New Economy’: Tect

Meanwhile, Rand Corp's Critical Tech-
nologies Institute, surveying corporate ex-
ecutives, forecasts that over the next 20
years “molecular medicine” will lead to

Federal Reserve Chairman Alan
Greenspan gave unexpected support to
“New Economy” theorists in a speech at .
the Gerald R. Ford Foundation in Grand
Rapids 13 days ago. Information technol-
ogy, he said, “has begun to alter, funda-
mentally, the manner in which we do busi- .
ness and create economic value.” By en-
abling businesses to remove “large swaths
of unnecessary inventory,” real-time infor-

Global View
By George Mell_oa_ﬁ

treat diseases at the genetic level. Therapy
will be applied ai earlier stages of disease
and. will be adapted to individual patients.
‘These more precise treatments will further

" . advance life expectancies.

" “The same deeper understanding of ge-

7 neties that s poised to revolutionize health
care and its attendant industries also of-
fers the potential for more precisely breed-
ing plants and animals,” says the Rand
survey. “Depending on consumer accep-
tance, by the early part of the next cen-
tury, much of the world's produce may be
genetically enpineered in some way.”

] Materials technology is a wide-open
field, with possibitities for flexible glass
or ceramics and, most fascinating, the
marriage of biology and engineering to
produce combinations of organic and in-

mation is accelerating productivity growth
and raising living standards. This has con-
tributed to the “greatest prosperity the
world has ever witnessed.”

That is bullish talk for a man better
known for chiding Wall Street for its “irra-
tional exuberance,” long before the Dow
soared above 11,000, There can be little’
doubt, however, that there is a new, tech-
nology-based economy roaring toward the
year 2000 and that Americans are jts pri-
mary driving force. So it is fascinating to
contemplate what new technological mar-
vels we're likely to see in the.21st century.
Just as engaging is reflection on why it is
that the U.S. has hecome the fountainhead
of ereativity in science and engineering. A
lot of other nations would like to find the se-
eret and bottle it,

But first a Iock at some of the hot tech-
nologies, some gleaned from a bibliography
prepared by the Qrganization for Economic
Cooperation and Development in Paris.
OECD researchers expect further dramatic
advances in Information technology, with
desktop computers leading onward and up-
ward in memory and speed. Gene-replace-
ment therany could be widespread by 2025,
as the Human Genome Project unlocks fur-

ther mysteries of the human body.

assembling. Tiny sensors will someday

and regulate automobile engines, in hoth
cases saving enormous amounts of fuel.
Imaging technology is progressing to-
ward jdentifying tinier objects, advanc-

neering.

cells, -an advasﬁ‘c electrical battery.
“Overthe lnngerj terii, fuel cells, combined
with-super-strong, ultra-light polymers or
cepamics,,could provide {rue energy sav-
ings for the iransportation sector,” the
Rand study says.

The reason the U8, is leadmg the tech-
nological revolution is partly. its great
wealth, 1ts corporations, universities and
national Jaboratories are the world's lead-
ing spenders on research and develop-

powerful medications and therapies that

organic materials that are, in effect, self-.

-eliminate the need for highway toll booths

ing molecular medlcme and genetic engl-,

In transpor tatlon look for the “hyhnd.-._ ’
car” early in the 21st century, using fuel-

ment, with outlays double the nearest ri-

val, Japan. But there is a lot more to this
great burst of creativity than just the
mount of money spent. Far more impor-
ant is the environment that Americans
have created—or perhaps preserved isia
better description-—that fosters and re-
wards creative effort. :
The Bayh-Dole Act of 1980 allows recnpl-g
ents of government grants to retain title ;of
their inventions. Says a study on basic re-
search by the Committee for Economic De- |
velopment: “This law has stimulated m-‘
tense growth in university patenting and_a
subsequent technology transfer from basic
research institutions to industry. As a re-
sult, industry is increasingly involved in
collaboration with, and sponsorshlp of
university-based researchers.” For. exam—l

Genetics research will:
-revolutiomize health care.

_ple, the CED report notes that there are:
1,000 companies in Massachusetts with re-.
lationships with the Massachusetts Ins!j—"
tute of Technology. Their worldwide sales
are 353 billion. “Similar- developments
have taken place in California’s Silicon:
Valley and the Research Trlangle of’ North _
Carolina.” B

But many places eIsewhEIe inthe woxld
are lacking one or more of the magic ingre-!
dients that have made the U.8. the great
dynamo of the technological revolution. No
country, for example, can match Ame
ica’s vast network of colleges and universi- ||
ties, teaching hospitals and private-re- H
search institutions, not to mention the labs |
of its muitinational corporations. These
centers of research attraet aspiring sc1en~
tists and engineers from ail over the wmld L
and many find the intellectual climate so )
much to their liking that they settle perme
nently in the U.S.

U.S. national laboratories, though suf— :

A27.

nology

fering from the usual inefficiencies of tax-
supported institutions, nonetheless direct
grants to thousands of individuals who are -
pursuing promising lines of research. Apd-
the eage with which individuals can stayt -
businesses in the U.S., in sharp contrast to
Europe and Asia, means that good ideas.
spawn new firms, which often grow large
and provide shelter and stimulation for :
new g‘enerations bent on making their
marks:in research and development. :
But there is more to it than that, 'l‘he
11.8. would never have arrived at. thw
stage without the changes in the pub 1e-
policy environment that have transpires]
over the:last 20 years. Ronald Reagan set.
in motion a dereguiatory and tax refori:
process that has survived to this day. Ef
forts by the.Clintons to nationalize the
health industry, which surely would have E

stultified medical research, failed. So did

the effort of Vice President Al Gore to .
whip up “environmental” hysteria and
thus expand the regulatory burden, which .

is a particular curse for small start- Lin

‘firms, at a faster rate.

Another Rand study comparing the U
with the European Union, Japan, Chm:
and South Korea shows that the U.S. [eads
in providing a climate of openness to for-
eign trade and investment. This helps
make the U.S. economy highly competi- .
tive. Competition stimulates innovation.

That is reflected in Rand statistics show- | -

ing that American industry sharply ex
panded its employment of Ph.D. scientisis:~
and engmeels between the years 1973 and
1991, increasing s share, refative to othm
employers, to 36% from 24%.

There are lessons in all this. All this new -
science didn’t just happen. It had to be in- -
cubated. If the U.S. can preserve the enyi-:
ronment -thal batches inventions, it can’-
look forward with optimism tothe 21st cen-

tury. Present evidence suggests that the

21st may even outstrip the 20th as a cen’.
tury of suence e
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Risk analysis -

enture | capital  company
Investor; Growth Capital
AB (IGC) invests in small
private companies in the life
science and information technology sec-
tors. By controlling between 10 and 49
percent of the share capital in a com-
pany IGC can exert an influence — at
board level, for example ~ without tying
up more capital thah necessary.

“So far we've invested in around 25
life science companies,” sdys Staffan
Josephson. “Our ambition is to assume
an active role for five to seven years, and
that means contributing more than just
money. We have a fantastic network of
contacts. That’s an added strength we
can bring to the board.”

Professor of Orgamc Chemistry and
former research chief at Pharmacia in
Stockholm, Staffan Josephson is now
responsible for evaluatmg investment
potential and product ideas within life
science for IGC.

“I'm the first hurdle,” he says. “If I see
potential in a company, we carry out a
quick, superficial due diligence. If the
prospect still seems| appealing, we then
take a closer look, identifying co-finan-
ciers and engaging in a dialogue with
the company over a period of several
wecks ' '

Is this when the foms shi ﬁ‘s fo patent
issues?

". - Awainformati
NinaPersson, YanaBroborg and Maria Appe:

Developing new pharmaceutlcals takes time. Tha s w

it is important to prote

Wu—-e..

“Yes - thats When patents become the |
single most important factor. Experi-
ence has taught us that, without sound
patent protéction; there is rarely any-
thing of value. The cost of development,

in time and money, is so great you can’t

afford to have everything blow up in
your face at the end of an investment,
when you're selling the company or the
product. That’s why we employ consult-
ants to help us evaluate the companies’
patent strategies.”

“Development
costs are so high you
can'’t afford to have
everything blow up in
your face at the end
of an investment, when
youre selling the
company or the
product.”

What do you look at?
“We try to identify the need for get-
ting licences for patents in areas where a

products with various additional patents.

No.2. 2ocdf -
'more than just paten s

The venture capitalist. A person W|th cash, contacts ~ and the power to shape th
of a company But what does he look for When evaluatmg an investment opport n

uture

lty?

company’s work ovcrlaps that:gf o'thcrs.'
Seeing this early on ~ before the seller
realises why — dramatn:ally reduces
licensing costs, . :

“We also focus-en the. protection
afforded to the main pa further
developments and the scope f i

tional patents. The pha
industry has learned that,

suadmg genencs from target
market share.”

So the experiences of the phar:
cals industry affect your risk analyses?
“To some extent. We seldorJl follow
products all the way to ma;’kqt S0 we
have to know that the patent p otection
is strong enough to survive the beady
eyes of the pharmaceutical 1nd1 stry.”

Do you believe that stmtegic develof-

ment potential has become more impor-
tant? ' ;
“Yes. Life science is a young ma;ket but
we've already learned what to t)ok for.
In the late 90s we would goinjat a very
early stage. Now we look more glosely at
strateglc aspects, what the ﬁ_lture holds
in store, what else can be protected and
what kind of related potential|there is.
This kind of risk analysis cag not be
more important that what 1t ha:. already
become.” m -

a Fredlund, Christian Fauge, Hak:
nt.cont Internet:w
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THE OLYMPIC GAMES -
A MARKETING HISTORY

comp fniés buy photo rights: cne sets
up scé?e “for people to weigh them-

traditi n of sponsorship that continues
to this'd

vision broadcasts are seen by around
162,000 viewers.

1948 London. The BBC pays for the
television rights, but the cheque is
never cashed because of the BBC's
financial difficulties,

1964 Tokyo. The Olympia cigarette
company pays $1 million for rights, but
is later bannad.

1972 Munich. The first mascot, Waldi,
is ficensed for sale to the public.

1984 Los Angeles. Spansorship enters
a new era. 2.5 billion viewers watch the
Olyrnpic Garmnes on television.

2000 Sydney. $3 billion in marketing
revenue.

ore people are copying
products that are legally
protected by copyright,

l such as games and films,
etc., via thelinternet. '

Just ﬁ}ow widespread this copyright
piracy isjnc one can say for sure. But the
fact that80—90 percent of what is trans-
mitted yia broadband is copyrighted
material gprbvides some indication of the
extent of the problem.

So thai: is the industry doing to
thwart E'Q pirates? Few know more
about t ia_t jthan Henrik Pontén, a rep-
resentative :of the Swedish anti~piracy
organisation, Svenska Antipiratbyrin.

“The|‘methods we use would be
completely. ineffective if they became
known. (Generally you could say that we

run varigus, projects to disrupt file-shar-
ing prog rams. The weakness with these
programs is that nobody takes responsi-

bility for

extremety v
:this means in concrete terms s

2ir quality. That makes thern
v vulnerable to attack.”

What
something Henrik is reluctant to expand
on. What deters people from download-
ing files) however, is when they end up
downloa}aiﬁg the wrong things.

Uﬁdercover action against pirates

“There are lots of ways to do this.
One common method is ‘spoofing”. This
involves flooding the net with empty
files named after a popular film, a piece
of music or a game. If someone down-
loads a file ten times and gets the wrong
content every time, perhaps their enthu-

‘siasm for pirated copies will wane...”

* Another method is to track down
the people trading films and computer
games, obtain documentary proof of
their illegal activities, and then contact
them.

“In Sweden we send them a warning
letter and inform them of the law. In
Denmark people who have downloaded
files are sent an invoice, while in the
USA Iegal measures are taken.”

However, the real showdown has only
just begun.

“A few years from now, we will be
laughing at this discussion. Either
we will have won the war against the
pirates, or we will have lost — in which
case there won't be any .industry left
to defend. But I'm convinced that the
film and computer game industries will
invest the resources needed to tackle this
problem,” Henrik concludes. &

‘the most internat
all Havana cigars.






