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EXECUTIVE SUMMARY

Certain groups are calling for serious
using three reports produced by the Federal Trade Commission, thealattadeny of
Sciencs and the National &search Council to justify their call for overhailhe study
begins by providing background mateidad analyzinghesereportsthat supporters of
patentoverhaulhave cited tqustify their efforts. They are

e The Feder al T r &A@ regom, To MAiormoseilnaovabicn: The
Proper Balance of Competition and Patent Law and Policy

e The National Academy of Sciers§NAS) Committee on Intellectual Property
Rights in the Knowledg8ased EconomyA Patent Sysim for the 2% Century

e The National Research Council Commit(ddRC) on Intellectual Property Rights
in Genomic and Protein Research and Innovai&aping the Benefits of
Genomic and Protemic Research: Intellectual Property Rights, Innovation, and
Public Health (hereafter called NRC).

By examining and critiquing the reporthetstudy determindhat:

e The recommendations that the reports makédased more on conjecture,
anecdote, and individual publicized cases, ratherdpanempirical evidace

e The primary empirical evidence offered in the reports demonstrates that patents
arenothampering innovation and successful commercialization.

The study finds that thers evidence in the three reports that the current system is
working well. Speifically, the primary empiricagvidenceoffered bythe FTC, MS and
NRC reports aréwo surveysconcerninghe biotechnology industry, which has been
perceived to be the industry most likely to suffer from anemtimongthat is, over
patenting leadingp less innovation) However, loth surveys demonstratihat an anti
commons is being avoided in the indust®oreover,theevidencepresented in the
reportsindicatesthatto theextentindustry participants are experienciad | epatend i
thicket® or otherissues associated with poor quality patents, they are finding solutions or
ways around these problemisurther,the concerns raised by the NAS report regarding
increasing patent litigation due to patent quality issues are undermined by ttieafeat
the time of the repothe litigation ratevasjust over 1 percent

The study then discuss#seerecent ourtdecisions TheMadeydecision blurred the
boundaries between universities and their missions and indiBitydespite the worry
voicedby the reports discussed above, the only evidence that the consequéviads\of
might contribute to an aniommons through increased litigation activities is an informal
poll showing that some universities have received more notification letters wafning
infringement. Further, due to theBaydecisionthere is now less certainty as to whether
injunctive relief will be granté when patents are infringed his shoulceffectively ease

the concerns of some of the FTC panelists that findings of infriageoo often lead to
automatianjunctive relief. Finally, the KSRdecision has, in essence, agreed with one of

overh



the major recommendations for patent reform made by the FTC, the NAS, and the NRC
- the obviousessstandard should be strengthened.

The stidy concludes thahere isa lack ofevidence that justifiesverhauing the patent
systemin a way that could potentially disrupt the incentives of industries that rely on
patents to innovatelndeedthe surveys mentioned abosggest that there is hasis to
believe that the proliferation of patents is hindering reseadvtdreover, the courts,
particularly the Supreme Court, have taken the lead in initiating reforms to the patent
system and the industries that are affected by it.



CAN PATENT REFORM LEGISLATION BE JUSTIFIED?
INTRODUCTION /PATENT REFORM LEGISLATION

ThePatent Reform Act of 2007(S.1145H.R.190§ was introduced in April 2007 and

includedmajor patenbverhaulmeasuredf enacted, this legislatiomayhavea

significant impact on the U.atent systemAmong the ontroversialprovisiors are

limitation of damages to the economic value of the improvemsuciated with the

patenfr ef or m of the doct r jtheenpasifiondfnewequi t abl e co
requirements on patent applicards; the initiation of posgrant opposition

proceedings.

The patent system supplies many industhesncentivesneededo innovate So before
newmeasuresreadoptedit is importanthat theras compelling empirical evidence
justifying the need for ferm. In this report, we examine the empirical basis upon which
the proposedegislativeoverhaulis based. For reasons set out below, we conclude that
the empiricabdatawhich isbeing usedo justify the needior overhauleitherhas serious
methodologial limitations oris nonrexistent. Furthermore, and ironically, the limited
studieswhich do existat least in the biotechnology industhgve not foundhat the

patent system imposesriousmpedimens to innovation anduccessful
commercialization.As it standsit cannot be saidvith any degree of certaintthat there

is or is not a problem with patent quality, patent thickets, litigation abusasy ather
potentialimpediments to innovatioand successful commercializatiowe are simply
lacking methodologically sound empirical evidertbat could justifymaking major
changes to the currepatentsystem

This report begins by providing background material on the three major reports upon
which overhaulproponents have reliedWe then examia the empirical studies relied
upon by the reports to make their recommendations and comment upon the eflidity
this data. Finally, we look at recgntlicial decisions which may have completely
changed the landscape and bring into question whethemited datawhich do «ist,
arestill applicable The effect of these recent decisions hat been adequdyeevaluated
or assessedlhus,we recommenadtherempiricalstudiesare needed to inform public
policy as to whether pateaverhaulis necessary

! patent Reform Aicof 2007 (H.R. 1908 and S.1145). Passed by the House on 9/7/2007. Among the Acts
major provisions are:
e Firstto-file rights;
Provisions to facilitate filing a patent application without inventor cooperation;
Limitation of damages to the economic valdeh® improvement;
Limitations on when damages may be trebled for willfulness;
Postgrant opposition proceedings;
Venue limitations;
Authority to the PTO to create additional regulations.


http://thomas.loc.gov/cgi-bin/query/z?c110:S.1145:
http://thomas.loc.gov/cgi-bin/query/z?c110:H.R.1908:

BACKGROUND

The Constitutionallymandated purpose of the U.S. patent system is to stimulate and
promote the advancement of science and the useful agisibyg patentees the time
limited right to exclude others from tlauthorized making, use, or salkthe patented
invention.Patentgepresent an exchange with society. In returrifidte exclusionary
rights, the invention is disclosed for future inventorsise

But issues associated with patent reform have ignited the imagination of the public
academics, and Congress. The public is regularly told that the patent system is dead or
broken?i t i s i n t h &itshppartsghe pradiferatiéintof paténtsvhich o

reduces innovatiofijt results in high costsvhich are passed on to theeatual

consumer etc. There is a huge body of academic literature on the subject of patent
reform, and members of Congress are propodiragngs that would have a dramatic

effect on the patent environméntBut what legitimizes calls for patent refaPnwhat

data exists to show that reform is necessary?

There arehiree reports from prestigious instituticdhat supporters of pategystem

overhaulhave cited tqustify theire f f or t s . They are the Feder al
report,To Promote Innovatin: The Proper Balance of Competition and Patent Law and

Policy, (hereafter called FTCY;the National Academy of Sciersfe Commi tt ee on
Intellectual Property Rights in the KnowledBased EconomyA Patent System for the

21% Century (hereafter calletNAS); ® and the National Research Council Committee on

Intellectual Property Rights in Genomic and Protein Research and InnoRiaping

the Benefits of Genomic and Proteic Research: Intellectual Property Rights,

Innovation, and Public Healflthereafer calledNRC). °

The three reports have different go&lgt common to the three repoaieconcerns
associated withraant-commons or patent thicket and @émsociatedssues andpotential
problems associated with pgmaitent qualityAn antrcommas (an expression coined by

2 Bill McDermontt, The Patent System is Brokemst.gazetteom, July 27, 2007 Available
http://www.postgazette.com/pg/07208/8047199.stm
3 william M. Bulkeley, Aggressive Patent Litigants Pose Growing Threat to Big Busikéal St. J., Sept.
14, 2005, at Al.
* Adam B. Jeffe And Josh Lerner. Innovation AndDiscontents: How Our Broken Patent System Is
Endangering Innovation And Progress, And What To Do Abo®ritceton University Press, Princeton
N.J.(2004)at 2

M. Heller and R.S. Eisenbergan Patents Deter Innovation? The Anticommons in Biomkdica
Research.280 Sciencg(1998): 698701.
® Supra note 1.
" Federal Trade Commissiofip Promote Innovation: The Proper Balance of Competition and Patent Law
and Policy,(FTC 2003) online ahttp://www.ftc.gov/0s/2003/10/innovationrpt.pdf
8 Committee on Intellectual Property Rights in the KnowleBgsed EconomyA Patent System for the
21% Century (National Academy of Sciens@004) online at http://lab.nap.edu/rap
cgi/discover.cgi?term=2420patent%20system&restric=NAP
° National Research Council. Committee on Intellectual Property Rights in Genomic and Protein Research and
Innovation.Reaping the Benefits of Genomic and Proteomic Research: Intellectual Property Rights, Innovation, and

Pubic Health (Washington D.C. National Academies Press 2006) online at
http://fermat.nap.edu/catalog/11487.html?onpi_newsdoc11172005



http://www.ftc.gov/os/2003/10/innovationrpt.pdf
http://fermat.nap.edu/catalog/11487.html?onpi_newsdoc11172005

Heller and Eisenberg) raises the concern as to whether or not the multitude of patents that

have been granted actually inhibits rather than facilitates the transfer of techfiology.
antr-commonsoccurs whemultiple owners hal the right to exclude each other from a

scarce resource, so that no one holds an effective right of entry, aneugeddrthe

resource results. An example may be the problem of royalty stacking, where an inventor

must obtain multiple licenses to commiatize a productCarl Shapiro has discussed

similar concerns using the term Apatent thic
depend on the agreement of multiple parties can be held up by any one of them, making
commercialization difficult?

Moreover, it has been theorizéd™ that litigation and the risk of litigation adversely

affect the ability tannovate anadommercializePatent litigation and strategies followed

by firms to protect them from the risk of litigati¢e.g.,defensive patentingybenlarging

a firmbés portfolio of p artfoeegoingotheraiseivalubbleu e nce s
research because thie risk oflitigation'®) generate costs which may divert resources

away from innovative activities enaymake subsequent commerciation no longer

feasible or more costly than it need be

Questionable patents or patents of poor quality are those patents which have been granted
that might be deemed invalid if challenged either by litigation or reexamination because
they fail to met the statutory requirements of novelty, fafsviousness, or utility, or
because they contain claims that amelear, not enabled across their full scope, or suffer
from an insufficient technical descriptiofiFor instance, a claimight be wordedo as

to make its boundaries indefinjfgerhapsallowing the patentee to stretch the

terminology to cover a large number of technologies, including everaasang
technologies that the inventor could not have envisioned at the time of disclasure.
otherwords, a questionable patent is a patentrtieat havebeen improperly granted by
thePatent and Trademark OfficE$PTQ and that, more likely than not, would be
declared invalid upon legal review by a court.

The isse of questionable patents impos#ssts on firms that can be seen as unnecessary
or illegitimate. For instance, even though a questionable patent would likely be found
invalid if challenged, it may be that a firm prefers to pay a licensinthégas lower than

Y Supra note 5 at 698.

Y.

12C. ShapiroNavigating the Patent Thicket: Cross Licenses, Patent Pools, and Standard.Setfing
Jeffe, J. Lerner and S. Stern, eds. Innovation Policy and the Ecoribtasch 2001). Available at SSRN:
http://ssrn.corfabstract=273550

13JR. Allison, M.A. Lemley, KA. Moore, RD. Trunkey.Valuable PatentsGeorgetown LJ, 435477

(20049.

1 G. Parchomovsky R.P. Wagnéatent PortfoliosUniversity of Pennsylvania Law Review 154 U. Pa
L.Rev. 1 (Nov 2005).

15 Atif 1. A zher Anti-trust Regulators and the Biopharmaceutical Industry: Compulsory Licensing Schemes
l gnoring Gene The2SdpyP®atl e RB8320@Neeaden. L

16 Christopher M. HolmarBiotechnology's Prescription for Patent Refoinl. MarshalRev Intell Prop L
317, 319 (Spring 2006).

17 Jeffrey D.Sullivanand DavidLoretto. Symbol Technologies v. Lemelson: Prosecution Laches, and the
Unmet Challenge of Junking "Junk Paten&§"J Pat & Trademark Off Soc'y 748, 757 (Septen2oed).
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the riskadjusted cost dftigation.'® It may be that the firnchoosego design around a
patent, or a firm may decide that it is in its interestdase the allegedly infringing
activity altogether’? The issuance of questionable patengs/result in higher costs in
the processfdnnovation and successful commercialization.

The focus of the three reports issues associated with an acwimmons or patent thicket
and poor quality patenteeans that some of the recommendations they made for patent
reform are similar But more inportantly,despite evidence to the contraeach report
concludedhatthere are serious and systemic problems with the patent sy§tem,this
conclusioncomingfrom prestigiousorganizationss used byhose who wish to overhaul
the patentsystemto justify overhaulingthe patentsystem Below we discuss the reports.

THREE REPORTS

To Promote Innovation: The Proper Balance of Competition and Patent Law and
Policy

TheFederalTradeCommissionand the Department of Justjawver the course of 2002
interviewedmore tharB00representativeand academioahich are referredo as

fipanelistd from the biotechnology industry, the pharmaceutical industry, the computer
hardware industry, (including semiconductors) and the software and internet indurstries
an effort to understand whether or not the patent systedithe framework of laws and
regulation governing competitippromote innovatio? Thesepanelistsncluded

business representatives from large and small firms and the independent inventor
community; leading patent and antitrisganizations; leading antitrust and patent
practitioners; and leading scholarseitonomics and antitrust and patent fa@iven the
differences between the industries, for instaircé)e way innovation occurs, thests
associated with innovatioentry coststhe length of timeneeded to bring a product to

market it is not surprising that panelists disagreed as to whether or not the patent system
was relevant to or was accommodating their indusiwygsromoting imovationand

successful commercializatiorfFor instance, representatives from both the

pharmaceutical and biotechnology industries agreed that the patent system was essential
to create incentives for innovation. Representatives from the computer haihvestey

and the software and internet industries were less certain that the patent system promoted
or provided incentives fannovation. For instance, one panelist in the software and

internet industries said, Ahtidsonystayytted t o t he
tt|

current patent system has relati¥ely |i

Panelists also disagreed with the nature and degree to which the patent system might be
hindering innovatiorspecifically in regard to the issues of @anttcommons or patent

18 David G. Barker.Troll or no Troll? PolicingPatentUsagewith an Open PosBrant ReviewDuke L. &
Tech. Rev. 9, 10. (2005)

9 Ted Apple.The Coming US Patent Oppositj@8(2) Nat Biotechnology., 245, 245 (2005).

2 Sypra note 7 at 3.

2d at 34.

% supra not& Chapter 3 at 49.
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thicket and the issue of questionable or poor quality pat&iessummarizéhe FTC
findings from the four industries below in regard to whether or not aftamtmons or
patent thicketis emergingn each industryas well agarelistdconcerns about poor
quality patents.

The Pharmaceutical Industry

Panelists from the pharmaceutical induslid/not seem concerned about the possibility
of a patent thicket or antiommons occurring in the industr@ne panelist noted that
patent thickets inthe pharmaceutical industaye generally ngiroblematicbecause
pharmaceutical products are based on a low number of patents.

The issue of questionable patents segto be of concern to panelists ieference to
incrementally modifiedirugsOn e panel i st argued Aéthat t
guestionable patentghich createa gridlock of patent litigation in the district court

system and ther eb? Indwpor of this fatemertheiFEC ent r y . o

of fered it sStfiudeyie cihc fDuwmg t hat over ti me
products, brand nhame companies are suing for infringement on more patents and those
suits take longer on avera®e than suits

It should be noted thahé Generic Drug Studyas initiated tanvestigatewhether or not

two provisions of The Hatelvaxman Amendments to the Federal Food, Drug, and
Cosmetic Actwere being abused. These two provisions governed generic drug approval
prior to patent expiration (the 180 day exclusivand the 3@nonth stay provisions).

Since that timghoweverthe Food and Drug Administratiohas changed its rule to

prevent brand name companies from obtaining additional 30 monttf Staierefore,

the datacontairedin the Generic Drug Studyay ro longer beelevant

The Biotechnology Industry

Some but not al] panelistdbelieve that the biotechnology industry can be threatened by
apatent thicket oantrcommong especially in regard to researchtodisA r es ear c h
tool is a technology thas used by pharmaceutical and biotechnology companies to find,
refine, or otherwise design and identify a potential product or properties of a potential
drug pfoduct. o

2 |d at.5.

21d at 9.

% Federal Trace Commission, Generic Drug Study: Prior to Patent Expiration (2002) at
www.ftc.gov/0s/2002/07/genericdrugstudy/pdf

% |d at 4748 andsupra note 7 Chapter 3 at 9.

2" see Applications for FDA Approval to Market a New Drug; Patent Listing Requirements and
Application of 36Month Stays on Approval of abbreviated New Drug Applications Certifying That a
Patent Claiming a Drug is Invalid or WNot be Infringed, 68 Fed Reg. 36,675. (2003).

% Supra note 7 Chapter 3 at 18.
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But, the FTC report also contains the findingd/¢élsh et af® which other panelist
echoedhereafter called thifirst Walsh studg). The first Walsh studjoundthat

industry participants use a number of mechanisms to avoid the risk of @o@mions

or patenthicket®® Mechanisms include relying on a research exemption, obtaining
license or inventing around patentdloreover the authors suggest that n&lPTO
guidelinesgoverning utility(in January 2001, the USPTO adopted new utility guidelines

to clarify patentability standardsr emerging technologies, such as geslated

technologies, where uses for new materials that have not been fully characterized are not
readily apparenf* *? active intervention from the &lionallnstitutes oHealth(NIH)

(the NIH has a number of initiatis@imed at promoting greater access toasse
tools)**and overall shif %toward resdarehtmlpatentsalsd at t i t u
have lessened the risk of a patent thicket or@rimons. Moreoversecited in the
FTCreport,the first Walsh studglsoobserves thé very high technologial

opportunities in the biotechnology industry, which enables firms to redirect their research
efforts to areas less encumbered by patent claims to avoid possible infringement

i s s &°dlse firdt Walsh studwarned, however, that the Federal Circuit cAézdey v.
DukeUniversity®” which emphasized the narrow scope of the research exemption
available to universitiesnight make these findings inapplicabf€he case is discussed
below.)

In response to concerns voiced about nyysiacking hindering inna@tion or making the

final product more expensivealh it need be, one panelist saic
6fairly sensitived -dtoadhkieng mipdr catodwmst od o mno
Alf the | icensor éi s aangtokiltme pppdud, les e a r oy al

licensor] is not going to make any money. Amubst of the players in this field are
sophisticated enoigh to understand that.od

29 John P. Walsh, Ashish Arora & Wesley CohEffects of Research Tool Patents and Licensing on
Biomedical Innovation, in Patents in the Knowled®gesed Econom@Wesley M. Cdien & Stephen Merrill
eds).285340 (2003) Available at http://books.nap.edu/book/0309086361/html/285.htm1#pagetop

%0 Supra note 7 Chapter 3 at-28.

31 United States Patent and Trademark Office Utility Examination Guidelines, 66 Fed. Reg 1092 (2001)
32 3. Baton, Intellectual Property RightReforming the Patent SysteStience 287:1933934 (2000).

33 Seehttp://ott.od.nih.gov/policy/policies_and_guidelines.hfarlNIH policy on resarch tools

34 Walsh et al report that their respondents are particularly concerned about wittihesity of

California v. Eli Lilly & Co.in which California tried to argue that its patent on insulin which was based on
it work on rats meantthatLilyvea i nf ri ngi ng bec au sbasedbioengimeeredr ed Li |l |l yoés
insulin production process. The CAFC ruled that the claim was not valid because California did not
possess the claimed invention at the time of filing.

% lan M. Cockburn, Samuel Kortum, St&tern Are All Patent Examiners Equal? Examiners, Patent
Characteristics and Litigation OutcomesPatents in the Knowledg@ased Economy 19 (Wesley M.
Cohen & Stephen Merrill eds.) 488 2003) Available at
http://books.nap.edu/book/0309086361/html/285.htm1#pagdetepich Cockburn et. al. find that the
CAFC went from upholding the plaintiff in about 60 percent of cases to finding for the plaintiff in only
about 40% of cases recent years.

% Supra note 7 Chapter 3 at 25.

3" Madey v. DukéJniversity,307 F. 3d 1351, 1362(Fed Cir. 20083st denied123 S. Ct. 2639 (2003)

3 Supra note 7 Chapter 3 at 25.
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Industry panelists voiced concerns about poor papeslity hindering innovatiorbut

there vas disagreement about whether or not patent quality was any different in other

fields. One panelist noted that biotechnology patents may be of higher quality because of

At he concentration of the Patent Oldihi ce on g
the last ten year %8

The Computer Hardware Industries, includi@gmiConductors

Panelists had different views on the patent system and the incentives it supplies to
innovate depending on the type of company they represented. They viewed itmmpet
and trade secrecy as drivers of innovation for integrated design and manufacturing firms
butfor specialized design firmpanelists emphasized patents as important for
innovation?°

In regard to a patent thicket or antio mmo n s, i n oistedispufed theh e panel
existence oflenselyo ver | appi ng patent rights “T(A the col
patent thicket might emergediffering industry participants hold overlapping patent

rights because it might be difficult to distinguish who owvisatwhich may hinder

innovation and successful commercializat)omhree reasons for@otentialpatent

thicket were identified and discussed. The first is the nature of innovation in these

industries which is cumulativ@he second is the rise of deve patentingand the

third is the ease of obtaining patents fromWsPTQ

The technology associated with the computer hardware industries is complex, rapidly

changing, and characterized by incremental innovation. Thus, overlapping patents occur.
Moreover, as pointed out by Bronwyn Hall and Rosemarie Ziedonis in a study on the

domestic semiconductor indusfireferenced by the FTC reppstrengthening patent

rights in the United St aamengcapitplintensieedismipat ent
which we believe isin entirely expected result of strengthening intellectual property

rights.Firms engaged in defensive patenting to avoid their reseactiproduct
developmenbeingfiheld upo by eitherlitigation or a preliminary injunctiorwhich

could cost a firm millions of dollay¥ to ensure favorable terms when licensing

agreements were needead to reduce the risk of being found guilty of infringenfént.

Another problem thatroubledthe panabktsand thatcouldcontribute toa patent thiket

or anttcommons igherise of thefiNon-Practicing Entitie® Non-practicing entities are
organizations that can employ a hoigd strategy without fear of retaliation because
although they can patent or buy patents they do not engage in makingngy pedtiucts
associated with their pateritsProfessor Ziedonis observed that one third of the lawsuits

39 Supra note 7 Chapter 3 at 21.

0 Supra note 7 Chapter 3 at 30.

“! Supra nte 7 Chapter 3 at 34.

“2Bronwyn H. Hall and Rosemarie H. Ziedori$ie Patent Paradox Revisited: An Empirical Study of
Patenting in the US Semiconductor Indus®AND Journal of Economics, (32)1 A28 (Spring 2001)
“3Supra note 7 Chapter 3 at 38.

4 Supia note 7 Chapter 3 at 35.

“5 Supra note 7 Chapter 3 at 38.



filed by a group of 136 companies involved patents not invented by the coffipany.
(Because this remark seemed tsemiconduciorcat e t he
industry we researched the basisharremark. The remark stems from a report on

patent litigation in the sertionductor industdf in which Professor Ziedonis compared

the characteristics of fAmanufeamwlvedmi ngo f i r ms
litigation from January 1, 1973 through June 30, 280.Manuf act uri ngo f i r ms
those firms that design and manufacture their prodactsd fidesi gno f i r ms ar

which specialize in chip design but contrath third parties tananufaturetheir

products *° In 30 percent of identified cases, legal title to a litigated patent had been

reassigned from the original inventor or assignee to one of the litigating parties

typically to the plaintiff in an infringement suit. Ziedonis notest these patents are

acquiredas for instance through the acquisition of one company by another or bought

from outside inventors. She offers no evidence on the possibility of trolls in the semi

conductor industry except to obseriieT h e r e a | pament Msa is infangemanp

suits brought by speci al I Nendmbdog mteiegven | i censi
in the report.)

Although all panelists agreed that the existence of overlapping patentamgbis

industry participantsould and did prsent problems associated with a patent thicket
panelists also agreed that cHisgnsing, patent pools, and the licensing requirements of
standard setting organizations have helped to mitigate the potential harm to innovation
caused by patent thickets.

The Software and Internet Industries

Perhapsthe most divergent views on the role of patents in promoting innovation were
offered in this industryas panelists repealgdnentionedhat competition was the main
catalystof innovation andhat other aailable protections were availatitethe industry
namely, copyrights and open source softwatewever, panelists were divided on the
merits of applying two intellectual property regimes to an industry.

Innovation in the software andternetindustries is incrementafi Al t hough s ome
panelists stated that software and business method patents foster innovation, many

disagreed, asserting that such patents are often questionable and are actually stifling

innovation by increasing entry barriers and cregtirggr vasi ve “tSomeert ai nty. 0
panelists felt that software patents should not be issued at all. Others felt that patents

should not be granted for more than five years. Another panelist pointed aihteat

“8 Supra note 7 Chapter 3 at 39.

*"Rosemarie Ham ZiedoniBatent Litigation in the U.S. Semiconductor Indusfyesley M. Cohen &
Stephen Merrill eds).18R12 (2003) Available at
http://books.napau/book/0309086361/html/285.htm1#pagetop

*®1d at 182.

*1d at 183.

1d at 185.

*1 Supra note 7 Chapter 3 at 43.

2 Supra note 7 Chapter 3 at 44.
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the industry innovates incrementalénd echnological change is rapid, enfm®dud
life cycles sometimes pass before a patent is isstied.

A number of panelists agreatioutthe existence of a patent thicket in the software
industry>* Panelists noted that a product could contain dgenet hundredsof

patents covering individual components of a product. Moreover, the increase of
patenting in the industry has accelerated defensive patenting which in turn contributes to
a patent thicketDefensive patenting is occurring in the industiythe same reasons it

is occurring in other industries, namely, to maintain détente with rivals, to obtain

portfolio cross licenses, and to raise a patent infringement counter claim alouoid

sue for infringement?

Panelists seemed uncertain as t@tkr or not open source software could serve as an
antidote to the antommons they perceive in the industry. Open source software is
software that is distributed with its source code so that users may mogifpg.

scholars have pointed gtihere @ae advantages and disadvantages to using open source
software. Onone hand, the proprietary nature of software may generate income. On the
other hand, open source software may have cost advanfages.

To summarize, panelists across industries disaig@out the nature and degree to which
the patent system might be hindering innovatiod successful commercialization
specificallywith regard to the issues of an aotimmons or patent thickahd
guestionabler poor quality patents. Moreovers the evidece indicatesin the
biotechnology industrgnd the computer hardware industyitesthe degre® which
industry participantare experiencingatent thickets anfhcing issues associated with
poor quality patentgheyare finding solutions awvays arond these problems.

Similarly, other industries are finding solutions or at least potential solutions to these
problems.

A Patent System for the 2Century

Il n 2004, the NAS rel eas eAdPatentSystenefgrthe on t he
Centu yvehich undertook to critique the patent system agj@ieven desirable criter?4.

%3 Supra note 7 Chapter 3 at 45.
> Supra note 7 Chapter 3 at 52.
1d.

*6 Supra note 7 Chapter 3 at 47
" Supra na¢ 7 Chapter 3 at 48.

These seven criteria are:

1. The patent system should accommodate new technologies

2. The patent system should reward only those inventions that meet the statutory tests of novelty and
utility, that would not at the time they were madeobeious to people skilled in the respective
technologies, and that are adequately described.

3. The patent system should serve its second function of disseminating technical information.

4. Administrative and judicial decisions entailed in the patent systemidshe timely, and the costs
associated with them should be reasonable and proportionate.
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Two criteria were directly concerned with issues associatedpaitin quality patents and
anantrcommonsor patent thicketThey are:

e The patent system should rewardyaimose inventions that meet the statutory
tests of novelty and utility, that would not at the time they were made be obvious
to people skilled in the respective technologies, and that are adequately described,
and

e Access to patented technologies is int@ot in research and in the development
of cumulative technologies where one advance builds upon one or several
previous advances.

The report recognized that, at least theoreticatiifolars agrelkow important itis for

the patent system @ppropriatef reward inventors? But, it also noted other scholarly
arguments that purport to show how doubts about the validity of paireniikely to
encourage more litigation, raising the transaction costs of the system and discouraging
investment? It pointedto other scholars who suggest that questionable patents may
cause investment in research to decline or be aban§bridae NAS reporbffers

examples of sompoor quality patents such as a patent for cutting or styling hair using
scissors or combs in bottands’” These concerns are similar to the concerns raised in the
FTC report

In regard to the USPTO which has come under sharp attack in recent years for issuing
poor quality patentshe NASnotesfié the claim that quality has deteriorated in a broad

andsyst ematic way has n“bNevetiheless itl@mspifiéa al |y t e
nontrivial number of errors in judgment are inevitable in a system whose output by 3,000
individual examiners ® s 167,000 patents annu

The report points to three seemly direct measures of qualityrheyare 1) the ratio of
invalid to valid patent determinations in infringement laws@jghe error rate in

USPTO quality assurance reviews of allowed patent applicatonis3) the rate of claim
cancellation or amemdent or outright patent revocation inrggamination proceedings in
the USPTC® Studies using these measures give mixed resithssome studies
suggesting that validity is being upheld more than invalidity and other studies indicating

5. Access to patented technologies is important in research and in the development of cumulative
technologies where one advance builds upon one or several previousesdvan

6. Greater integration of or reciprocity among the three major patent systems would reduce public
and private transaction costs.

7. There should be a level field, with intellectual property rights holders who are similarly situated
enjoying the same benefitvhile be subjected to the same obligations

%9 Supra note 8 at 46.
60

Id.
.
2 Supra note 8 at 47
% Supra note 8 at 48.
% Supra note 8 at 48.
5 d.
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the revers&® andthe error rate of the USPTO is currently on a downward trend at around

4 percenf’ But, as pointed out by the report there are serious deficiencies with each
measure. There are selection bias effects associated with litigghbomstance, parties

will rationally avoid futile litigation over patents that are very strong, patently invalid, or
commercially worthless. Generally, only patents in the middle, those whose validity can
be rationally disputed with a reasonable expectation of success, volibe i

litigation. More importantly howeverthe numbers of patents associated with any of

these procedures is very smallt the time of the reporthe litigation ratevasjust over

1 percentonly23 percent of a year OUSPTOandeent s ar e
examined patents represent ab@@tpercent of the totalumber of patent®

But, despite the lack of evidence showing a systematic decrease in the quality of patents
issuedi and some evidence showing that the quality of patents hasatioieddut is

actually improvingthe NAS believes that the USPTO is issuing more poor quality
patents.The NAScitesfour reasonso justify this belief First, the NASpoints to studies
which show that that the number of examiners per 1000 applicédidosvn about 20

percent over the past few yeBrandthe NAS noteshe complexity of patents is

increasing® In regard to the productivity of examiners, the N&Bortsthat, at the time

of writing, even though examiners have access to scientific ahdital databases

capable of automated search for pridr automated filing and processing of applicasion

is only now being implemente&econd, the NAS believes that the patent approval rate is
significantly higher in the United States relative to oihdustrialized countrie§ even

though the available studies show differing rates of patent approval. For instance,
Quillen and Webster estimate that the approval rate is between 85 percent and 97 percent,
while Clarkoés anal ytslosarto@sperseit(TheeUSRTOpr ov a |
reported that in 200i#s approval rate was 54% More recent studies put the approval

rate atabout67%)’* The NAS admitshat the inability to follow individual applications

and application families from original filg to final disposition of all members may mean
that arriving on a precise approval rate may be elusivaird, although the USPTO has
implemented changes in policy regarding the treatment of geffemid business

method patent§ partly in response to iticisms associated with the quality of patents it

®d.

®7d.

% Supra note 8 at 49.

%9 Supra note 8 at 51.

1.

" Supra note 8 at 52.

2 Supra note 8 &3.

3 http://lwww.uspto.gov/web/offices/com/speeches’@htm

" Mark Lemley and Bhaven N. Sampktthe Patent Office a Rubber Stamp®andford Public Law and

Legal Theory Working Paper Series. July 2007 available at
http://papers.ssrn.com/sol3/papefm?abstract_id=999098#PaperDownload

> Supra note 8 at 54.

®In 2001 the USPTO introduced new utility guidelines declaring that the claimed invention must be
Aspecific, substantial, and credible. 0 See supra
"The fiBusiness Megadowass Piantemadumed iiani2000. The
improved technical training of Class 705 examiners, 2) revised examination guidelines, 3) mandatory
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issues, the NASlaims to bainable to assess the impact of these chafigesurth, the
NAS believes that there may have been some dilution in the application of the non
obvious standard as a result of dadecisions and their incorporation in the examination
guidance comifedi n t h e MNhBURIGT Paient Examining Procedufe

Specifically, the NAS believes that the guidance for determining obvioyssesst forth
in the three c ammsilogoicanedta csonceptual cofif@Gion
depending on how it is applieThe U.S. Court of Appeals for the Federal Circuit has
supplemented this guidance wittefi t e a -cUggestigmo t i v at i test dhis( T S M)
testwas designed to eliminakéndsight bias in the determination abviousness. Critics
argue that applying thESM test effectively lowers the bar that Congress set for
patentability when it codified the pexisting law of norobviousness because the Patent
Office and litigants esstially have to prove that an invention is notodavious, as
opposed to proving that it is obviouBit, therecentK SR International Co. v. Teleflex
Inc. et al. decisionas discussed belowg expected to significantly lower the burden for
patent exminers and litigants to establish the obviousness of a claimed invention.

The NAS specifically states, ANeither USPTO
patent approval rates, nor changes in the treatment of genomic and business method
inventionsand the norobviousness standard are, separately, conclusive evidence that

patent quality is too low or declining. However, taken together they lead the committee

to conclude that there are reasons to be con
of the substantive patent standards, particularlymdnvi ousness, and the US
application of the standards in examinati on

With regard to questions of accgas anticommons or patent thickat)e NAS noted

that there was only one arediotechnolgy research and development, primarily whe

applied to human healthwhere it was repeatedly suggested that there might be a

significant problem of access to patented technol¥gin order to understand whether

or not access to research tools was bpmegented by an excess of patettie NAS

commissioned Walsh et. #lto undertake the survey discussed abdiféis is the first

Walsh study, which was usétthe FTC report.And, as we discussed abqtbe first

Walsh studyfound thathere did not ppear to be an artiommons or patent thicket but

ratheri ndustry actors wer e fnypotdntiahagptcdinmonsok i ng s ol
patent thicket

Concerns were also expressed about universit
diagnostic tets involing patented technologies. The NAS discussed the findings of

search of specified sources of pri olicatiamstoensued 4) a ney
compliance with the search guidelines and the appropriateness of allowed claims. See supra note 8 at 56.

8 Supra note 8 at 56

¥ Supra note 8 at 59

8 Graham v. John Deere GaCalmar, Inc. v. Cook Chemical G883 U.S. 1(1966); anidnited States v.

Adams 383 U.S. 39 (1960)

8 Supra note 8 at 71.

8 Supra note 8 at 25
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Merz, Cho and their colleagifé®sn the impact on clinical laboratories of royalty rates on
patented tests, infringement clainasd refusal to license some tests atlsliérz et al

found that 25 percent of laboratory physicians reported abandoning a clinical test because
of patents and royalty rates ranging from 9 percent for polymerase chain reaction to 75
percent for the human chorionic gonadotropin patent. However, as the NAS
acknowedgesclinical laboratories charge their patients or their insythrsearning

revenue that distinguishes the provision of clinical services frorcanmmercial

research. Moreover, no evidence was found indicating that patients lacked access to
thesetests>*

Similar to the FTC report discussed above,NIAS reportdoes not offeempirical

evidence supporting assertgthat a patent thicket is inhibiting innovation and

successful commercialization or that patent quality is decreaBidged as tle NAS

points outat the time of the reporth¢ litigation ratevasjust over 1 percenbnly 2-3
percent of a year 0s p ataadréesamiaed patente vi ewed
represent abowt3 percent of the total number of paténtBurther, he firg Walsh

report which the NAS commissioned does not support these assertions. Mdfreover,

NAS reportoffers conflictingevidence concerning patent approval rates, and a disbelief
that the USPTO could be correct about its allowance #tes does not austitutesolid
empirical evidence.

Reaping the Benefits of Genomic and Proteomic Research

The report published by the National Research CogR&IC) was more limited in scope
than the two early reports discussed in that it only focused on the tretigspatenting

of genomic and protein related inventions. It did, however, express similar coasern
those discussed aboss to the effects of patenting on innovation and successful
commercialization To address these issues to the widest extentipessgithin the
constraint of limited resources, the NRC consulted the existing research literature and
received testimony from scholars in the field. In addition, it engaged in three original
research efforts:

1. asearch for issued patents and publishéghpapplications in selected
biotechnology categories;

2. asmall survey of university licensing of selected categories of patents;

3. asurvey of biomedical research scientists to ascertain their experience with
intellectual property and its effects on reseafc

We discussthe NRCs f i ndi ngs bel ow.

8J. Merz, F.D.G. Kriss, D.D.G. Leonard, and M.K. CBiagnostic Testing Fails the Test -%/9 7
Nature 415 (Feb 2002). See also supra note 8 at 73.
84
Id.
8 Supra note 8ta49.
8 Supra note 9 at 100
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A Search for Issued Patents and PublisRatent Applicationn Selected Biotechnology
Categories

NRC staff consulted with USPTO supervising examiners to develop search algorithms

for each category identifiedlhe identified categories are: gene and gene regulation,
haplotype/SNPs, gene expression profiling, protein structure, pyoteiein interactions,
modified animals, software, algorithms, databases, EGF pathway, ®Btiway, NF

kB pathway. These sedres were run on the patent claims field to obtain the number of

U.S. patents and assignees, assignee countries, inventor countries, applications years, and
ultimate assignees over the period from January 1, 1995 to February 1, 2005. Similar
searches wenmin on theextensiveggenomic and genetiathbasenaintained by

Georgetown University Staff with support from the National Institutes of H&aftte

results corresponded very closely but not exa€tly.

Researchs found thathe numbers of issued patedeclined in most categories

beginning in 2002001 The only case that this was not apparent is with protein

structureswhere the numbers were low to begin with. The NRC asked whether or not a

decline in patenting was expected to continue. They ribtggublic funding was not

declining, nor was research productivity and that it was unlikely that the economic

environment played a role, at least not initially, because patents that issued after 2000

derived from applicatiosfiled two or more years eiar.** The NRC acknowledgkthat

while hard to assesgreater conservatism on the part of USPTO is almost certainly a

factor in the declind So it seems, that in spite of the claimed inability of the NAS to

assess the I mpact celfnesthatédeirichfldmerafiosinwiithi | i ty gui
the claimed utility of an invent%(these must be
guidelines werenentionedaboveg might be having an effeoin the numbers of patents

issued and the quality of issued pasen

A Small Survey of University Licensing of Selected Categories of Patents

Obtaining information on licensing is not easy as firms and universities consider licenses

and licensing terms proprietary information that they voluntarily disclose veryigelgct

and only when it is to their advantage. Neverthelib&NRC references a survey done

at the beginning of 2003 on 30 US academic institutions owning 75 or more of the DNA

based patenf§ Nineteen institutions provided data on licensing frequencgitfout

2,700 patentsl n sum, the survey found that Aintervi
broadly consistent with the NIH guidelines issued in 1998 and with the Guidelines for

Licensing of Genomic Inventions, which were in draft form and publishecbfoment

at the time the survey was conducted and the results analyzed. FRurthersity

87 Supra note 9 at 107.

8 We have used this database in our research and are uncomfortable with its maintenance.

8 Supra note 9 at 110.

9.

1 Supra note 9 at 64.

%2 pressman et.aPatenting and Licensing Practices for DNA Ba$tatents at US Academic Institutions
24 Nature Biotechnology 339 (2006).
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technology transfer offices reported considering the NIH guidelines de facto regulations
binding on grantee institutiors:

The NRC also conducted its own snmaltvey. It obtained the cooperation of the five
universities assignees with the most patents (in all but one case) related to the three
molecular pathways (identified above) to supply detdhe licensing of these inventions.
The NRC reports results weesimilar to the survey discussed abovkat is, broadly
consistent with the NIH guideliné.

A Survey of Biomedical Research Scientists to Ascertain Their Experience with
Intellectual Property and its Effects on Research

To collect more extensive (bstill preliminary data}’ on the whether or not patents
contribute to the problems associated with an-emmmons the NRC arranged with

Walsh and colleagues to untike a more extensive surveyitithe one described above.
This study is referred to alse second Walsh studé.sample of 1,124 persons included
among othergncludedinvestigators in universities, government laboratories, and other
nonprofit institutions; 563 industry scientists; and 299 researchers working on one of the
signaling protais. Industry researchers were egampled to ensure they made up one

third of the total. And to ensure that the survey respondents contained sufficient numbers
of individuals who workn the fields of biomedical sciences of high commercial interest
(because of their association with normal atideaseassociatedellular processes) a
specially selected sample of approximately 100 researchers working on each of the three
molecular pathways (EGF, CTLA4 and-kB) was also include®f The unadjusted
responseate was 33%"’

The findings of the second Walsh study are similar to the first Walsh stitaly.

instance, drawing from the respondehh o s e whose research goal s wi
Abasic researcho or Aot her 0 ndentsovorkingbrftreer ent i at
three molecular pathways) yielded a sample of 274 persons. In this sample, Walsh found

that the top five reasorfier project abandonment, were, in order of frequefiagk of

fundingd (62%), ficonflict with other prioritieé (60%), Aajudgment that the project was

not fe%giblé (46%), finot scientifically importan40%)0 andfinot that interesting

(35%):

Technology access issu@ssues associated with a patent thicket or poor quality patents)
were cited much less frequently asason for project abandonment across all types of
scientists and researchers. For instance, in the sample aboragsonable terms for
obtaining research inpuisvas cited by 10% of survey respondents ditwb many

% Supra note 9 at 11011.
% Supra note 9 at 119.
% Supra note 9 at 119

% Supra note 9 at 120.
7d.

% Supra note 9 at 12824.
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patents covering needed research isgpwas cited by only 3% of survey respondeass
reasondor project abandonmenit.

Overall,that is across all types of respondetits, number of projects abandoned or

delayed as a result of technological access difficulties is extremely smalihas is

number of occasions in which investigators revise their protocols to avoid intellectual
property issues or pay high costs to obtain'8hé=or instance, no academic respondent
abandoned work ase@nsequence @ther delay or inability to receive peission®* Of

those seeking permission from a patent owner (24 out of 32 academic respondents) only
one encountered a demand for licensing fees, in the range $1$0%

But eventhough this repomroduced no evidence of a patent thicket or that relsewsc

were beinguinreasonablghallenged by questionable patgenbhe NRCechoes the

concerns voiced by both the FTC report and the NAS report in regardMatieycase.

(The concerns beingpatMadeymight cause academic researchers and industry
participants to become more proactive in asserting their intellectual property rights, thus
allowing a patent thicket or antbommons to emerge.)

THE RECOMMENDATIONS OF THE REPORTS

The three reports we have discussed above were written from different peespantiv

with differing goals. But common themes emerge. All three reports were concerned with
issues associated with the possibility of an-aathmons emerging and ensuring patent
guality and so avoiding uncertainty, potential litigation, and other @wssecy costs
associated with poor quality patents.

Despite no evidenceh¢ FTC report conclesthat poor quality patents are being issued
and urges a number of reforms to address the potential problems. These reforms that are
aimed directly at imprang the issuance of quality patents include:

1. Enact legislation to create a new administrative procedure to allovgaogt
review and opposition to patents;
2. Enact legislation to specify that challenges to the validity of a patent are to be

determinedased on a fApreponderance of eviden
issuedpatentis valid;

3. Tighten certain legal standards to evaluate whether a patent is obvious;

4. Provide adequate funding for the USRTO

5. Modify certain USPTO rules and implement portions ofth8 P T O8's 2 1
Century Strategic Plaf?

Pd
100 o,
Supra Note 9 at 123.

18



Similarly, despite evidendhat shows that there is no antmmongsthe NAS proposes
addressing the issues of an asdmmons and patent quality through:

1. Reinvigorating the noobvious standard

2. Creating a procedurfer third parties to challenge patents for a limited time
after their issance

3. Providng more resources for the USP¥®

The NRC report, although concerned only with genomics and proteomics, contains a
recommendation that nesbviousness should not be basm the absence of structurally
similar molecules and instead should be evaluated:

Aby considering whether the prior art indi
have been motivated to make the invention with a reasonable expectation of success
at the time the®invention was made. 0

In addition, the NRC also encouraged universities to be:

Aefamiliar with the USPTO utility guidelin
hypothetical proteins, random single nucleotide polymorphisms and hapayme

proteins that have only research, as opposed to therapeutic, diagnostic, or preventive,
funct®ons. o

Although thisanalysisfocuses on issues associated with an@mimons or patent

thicket and poor quality patents, it should be noted that séithe cecommendations of
the reports have found their way into proposed legislation. For instance, both the FTC
and the NAS reports recommend creating a-gostt opposition proceedirandboth the
FTC and NAS reports favor limitations on when damageg lmarebled for willfulness

PATENT REFORM : LACK OF EMPIRICAL JUSTIFICATION

A problem that has not been adequately addressed is that tteeaadrhaul thepatent
systemto date is based more on conjecture, anecdote, and individual publicized cases,
rather tharuponreality. This may be particularly the case when it comes to patents in the
biotechnology industry such as those involving genes. Caufield and colleagues point out
that in biotechnology areas such as gene patenting, where ethicalahegdonomic
concerns proliferate, the timing of major policy documents illustrates that policy has
largely been driven by social unease, preliminary,datd literature on adverse practical
ramifications, as well as several highly publicized patent protectatroversied®’

194 sypra note 8 at 883.

1% Sypra note 9 at 142.

1% Sypra note 9 at 144.

107 7. Caulfield, R.M. CookDeegan, F.S. Kieff, J.P. WaldBvidence and Anecdotes: Analysis of Human
Gene Patenting Controversie®d Nature Biotehnology 10941094 (2006).
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Theprimaryempiricalstudiesoffered bythe FTC, NRC, and NAS reporése the first
and second Walsh studidiscussed abowehich investigated the biotechnology
industry which has been perceived to be the industry most likely to dtdfaran anti
commons. Althoughoth studies report subjective findings based on interviews and
surveys both studies concluded that an asgmmons is being avoided in the indystr
We note that qualitative studies such as this are often used in @iukdter understand a
perceived problem or to gain a new perspecti¥elhus, qualitative methods are
appropriate in situations where one might need to first identify the variables that could
later be quantitatively studiedNone of thereportsrelied upm to justifyoverhaulare
based on objective, empirical datdher than th&l R C éosnmissioned study limited to
DNA patents which found issued patents declining in this arkad, it should be noted

t hat t he ent i rirefacalqg@abtave stiedpor t was

As discussed abovéd firstWalshstudy involved interviews of a small sample

of intellectual property attorneys, business managers and scientists, with 24 from the
pharmaceutical industry, representing 10 firms, 18 from biotech, represghtiimms,

13 fromsix universities and 15 other§Vhile the smallinumber of individuals
interviewedmeans that it is impossible to determine if the results are representative of the
national experiengeéhe studyfoundno evidence that the proliferatiaf patents was

causing an anitommonsn the biotechnology industry®

While the secondValshstudy suffers from a modest response rate, again putting into
guestion whether the existing research truly represents the national expehence
second studgupportghe findings of the first stugyamelythat there is no evidence that
the proliferation of patents was causing an-aathmons in the biotechnology industry.

These studies, whilemited in that the datarenot combined with objective datdo rot
indicate that there is an amtbmmons in the biotechnology industry, and therefore, they
do not justify support for the proposed pateygtem overhaulHowever, given the
methodological issues associated with the studies and the lack of any olgegtivieal
data, it is impossible to categorically state what is or is not occurring with absolute
certainty. Further there is another probler@ourt cases recently decided have now
changed the landscapggnificantly. The impact of such decisionsdvat been studied

or wasstudied too soon after the decissaa draw certain conclusions.

RECENT COURT CASES THAT MAY ALTER PATENT ENVIORNMENT
Madey v. Duke University

John Madey was employed by Duke University to direct a lab using equipment
developed frm his two patents related to free electron laser technolegijowing

198 A Strauss, & J. Corbin, Basics of Qualitative Research: Grounded Theory Procedures and
TechniquesNewbury Park, CA: Sage Publications, Inc. (1990).

199 In addition, methods describing the study period, questions poseantpdéirg method to select
respondents, or rate of those agreeing to be interviewed are not provided in the publication describing the
results which makes it difficult to assess the validity of the findings.
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internal disagreements, Duke removed him as a director but continued to use his patents.

Madey sued claiming patent infringemefithe lower court dismissed his claim based on

the cormon law experimental use doctrine. (The experimental use exemption was

articulated in 1813 by Judge Story.Whittemore v. Cuttedudge Story used the term

Aphil osophical o instead of "scientific" to d
patentinf i ngement . The essential component of th
skilled in such "useful arts" are free to use the knowledge imparted by a patent disclosure

for amusement, to satisfy idle curiosity or for strictly philosophical inqdtfy®n

appeal, the U.S. Court of Appeals for the Federal Circuit reversed and remahdde

U.S. Supreme Court in 2002 denied Duke's petition seeking review of the Federal

Circuit's decision in the University's case with John Mat{8y.

The Federal Circuit Court heethat the experimental use exemption does not apply to
research that furthers universitiesd fibusine
and enlightening students and faculty, holding that "so long as the act is in furtherance of

the alleged infiger's legitimate business and is not solely for amusement, to satisfy idle

curiosity or for strictly philosophical inquiry, the act does not qualify for the very narrow

and strictly limited experimental use defen§€ Moreover, the profit or neprofit status

of the user is not relevaft!

TheMadeycourt did not provide any examples of the types of uses that would qualify for

the experimental use defense (those acts performed solely for amusement, to satisfy idle

curiosity or for strictly philosophical indry). It did, however, delineate the boundaries

of the defense by examining what uses would not qualify for the experimental use

defense. The court found that the experimental use exception should not insulate

commercial research from claims of pateffitingement. This applied to Duke who as

Judge Gajarsa noted, was fAénot shy in pursui
from which it derives a'™ot insubstantial re

Moreover, the Court reasoned that the experimental use exemptionumiginly
advance Duke6s Thexsurt nsedsadroad defintioneofsbusmess
interest:

[M]ajor research universities, such as Duke, often sanction and fund research
projects with arguably no commercial application whatsoeMewever these

projects unmistakably further the institu
including educating and enlightening students and faculty participating in these
projectsé. (which) serve to increase the s

resarch grants, students and facufty.

HOwhittemore v. Cutter, 29 F. Cas. 1120 1121 (D.QVass 1813)
' Madey v. Duke University, 307 F.3d 1351 (Fed. Cir. 2002).
12 Cert. denied 123 S. Ct. 2639 (2003)

13307 F. 3d. at 1362

114 |d

115307 F. 3d. at 367 atn.7.

116307 F. 3d. at 1362
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TheFTC, NAS and NCR reports as well as YWalsh reportgjuestion whether the
absence of an observed anto mmons i s associated with
about theMadeydecision.The speculation ithatasmore researchers and their
institutions become more knowledgeable about the decision, they, as well as private
industry, may become more proactive in protecting their intellectual property rights,
allowing an anticommons to emergelhe NAS stateghat:

An informal poll of research institutions reported to a September 30, 2002,
meeting organized by the Association of American Universities, American

resea.l

Association of Medical Colleges, Council on Government Relations, and National

Association of State UniversiBeand Land Grant Colleges revealed that a number

of institutions were receiving more notification letters with respect to patent

infringement in the aftermath of the decision. The organizations have arranged

with the American Association for the Advancarhef Science to continue to
monitor universitie%6 experience in

We are, however, unaware of any folleyg on the part of these organizations

But it should be noted thaist as before th®ladeydecisionwhenpeopleposited that the
possillity of anti-commonswvasoccurring with no empirical evidende, the aftermath
of theMadeydecisionpeople are once again positing that an-eathmonsnayoccur
with no empirical evidence.

eBay Inc. v MercExchange, LLC

In eBay Inc. v MercExchange, 1*'%a patent owner alleged patent infringement for a

t his

method of conducting internet sales. The lower court found the patent had been infringed

but denied permanent injunctive relief. The U.S. Court of Appeals reversed, finding the

District Court abusgits discretion by denying the permanent injunction, applying its
general rule of granting injunctions against patent infringement except in exceptional

circumstances. On appeal to the U.S. Supreme Court, the Court found that the District

Court was incorrect iits categorical denial of injunctive relief and likewise the Court of

Appeals erred in categorically granting such relief. Accordingly, the Court remanded the

case ordering that the traditional fefactor framework that governs the award of
injunctive rdief be applied. This foupronged test requires a plaintiff to demonstrate

that 1) it has suffered irreparable injury; 2) remedies available at law are not adequate to
compensate for the damage incurred; 3) Upon balancing hardships between plaintiff and
defendant, a remedy in equity such as injunctive relief is warranted, and 4) that the public

interest would not be disserved by granting injunctive relief.

This ruling ismostproblematicfor patentees who do not themselves practice their
inventions and wihhave in the past relied dhe high likelihood of amjunction
following a finding ofinfringement

17 Sypra note &t 76
18 Epay Inc., et al., Petitioners v. MerEaige, L.L.C 547 U.S. (2006) Kennedy J. concurring
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KSR International Co. v. Teleflex Inc. et al.

In 2002, Teleflex filed suit against KSR International for patent infringement of its

electronic floor pdals. KSR argued that the pedals were nothing more than a

combination of existing technologies and were therefore obvious and unenforcCEadle.

District Court found for KSR, holding that the patent was obvious. The Court of Appeals

reversed, holdingtha 1 f t he ATeachi ng(JSMptesgfgge st i on, Mot
obviousness were appropriated applied, the patent would have been found te be non
obvious. Applying this test means a patent i
nature, or knowledge of a®n with ordinary skill in the art indicate motivation or

suggestion to combinéhe prior art teachingsThe Supreme Court reversed, holding that

the patent was invalid because it was obvious to a person of ordinary skill in the field to

combine the esting technologiedinding that KSR provided convincing evidence that

combining the existing technologies was well within the grasp of a person of ordinary

skill in the field and the benefit of doing so was obvitidswhile acknowledging that

the TSM tesprovides helpful insight in that a patent existing of combined elements is

not obvous merely by proving that each element was indepelyderdwn as prior art,

the Court, counseled against confining the obviousness analysis to a formal conception of
Atcehai ng, suggestiThas,theSmpemarGourtiefeetitely mised the

bar for obviousnesand new guidance to the USPTO examiners can be exgétted.

CONCLUSION

As demonstrated abovéere isa lackof evidencehat justifiesoverhaulingthe patent
systemin a way that could potentially disrupt the incentives of industries that rely on
patents to innovatelndeed, the Walsh studies suggest that there is no basis to believe
that the proliferation of patents is hindering reseaidbreover, he courts, particularly
the Supreme Court, have taken the lead in initiating reforms to the patent system and the
industries that are affected iy TheMadeydecision blurred the boundaries between
universities and their missions and industry. ,Betpite the worry voicedby the reports
discussed above, the only evidence we have that the consequelicepmight
contribute to an antommons througincreaseditigation activities is an informal poll
showing that some universities have received motiication letters warning of
infringement.

In botheBay andKSR the Supreme Court has increased uncertaintye business
environmentAs toeBay, there is now less certainty as to whether injunctive relief will
be granted when patents are infedg And while this might weaken patent rights it
shouldeffectivelyhaveeased the concerns of some of the FTC panelists, particularly
those in the computer hardware and seamductor industries, whareconcernedhat
findings of infringement could rekun automatianjunctive relief. And the KSR

decision hasin essenceagreed withone of the major recommendations for patent reform

19K SR International Co. v. Teleflex Inc. etl@7 S. Ct. 1727, 2007.
120 USPTO,Draft KSR Training Guidelines Under OMB Review
http://usasearch.gov/search?affiliate=uspto.gov&v%3Aproject=firstgov&query=KSR
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made by the FT(the NAS,andtheNRC -- that the obvious standard should be
strengthened.

We dondt Kk njodeiallr-enacted gaterd reformgll play out. Theoretical
arguments can be mada both sides of the anstiommons angatent quality debate.
Most observers of the patent system welcome and acknowledge the need for patent
reform in some areasuch aensiring the USPTO has the resources it needs to ensure
patent quality Butoverhauling the patent system in a wiagtwould weaken patent
rightsis controversiabnd should be carefully assessed and balanced wigiotastial
untowardimpact suclchangesnay have on various industry sectors, particularly those
whose primary assets are patents, not manufactured products. In thesesguotbcant
changegshatintroduce uncertaintgnd weaken patent rightsay reduce investment in
these industriesvhichin turn may adversely impact innovation angtcessful
commercialization.

There is no doubt that the explosion of innovation whas$résulted in large numbers of
patents being issued has strained the patent sy&atnthe patent system supports and
protects innovation by providing the incentives for innovation, and legal mechanisms
protect intellectual property rightdVe have seen that asovation cycles have
occurred, the system has shown itself to be resilient anda@edcting. For instancas
mentioned by the reportdiscussed abovéie USPTO has revised its guidelines in
response to criticisms and will be implementing new standards to accommodé&g&Rthe
ruling. And as mentioned by the reports, industry participants are finding swutio
problems associated with possible patent thickets and poor quality patents. Implementing
overhaulmeasures aimed at weakening patent rightsenforcement mechanisims
dangerous because innovation often depends on strong patenanigleisforcerant
mechanisms The danger to innovatiancreases wheaverhaulis implemented without
methodologicdy soundempirical data thadlso adequately takes into account the effect
of confounding variables su@s recentaurt decisions.
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