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Daniel |. Gervais*®

Introduction
Much has been said, and much more will be, about TRIPS “Hexibilities,”

which one might loosely define as space available to policymakers
making decisions about TRIPS implementation, including in par-
ticular exceptions and limitations on righes and/or remedies.! A lisc
of such flexibilities typically includes not only patentability criteria
and subject matter exclusions (e:g., morality-related exclusions or spe-
cific subject mareer, such as methods of medical trearment), bu also
compulsory licenses, government use exceptions, exhaustidn of rights,
research exemptions, and a regularory review (“Bolar”) regime.?

Not surprisingly, the demanders who pushed for TRIPS—mostly
pharmaceutical companies with significant support from entertainment
and software companies—realized that there may be more there than
meers the eye.? In response, they have been pushing in bilateral and other

* Professor of Law and Director, Vanderbile Incellectual Propercy Program,
Vanderbile Law School.

1. The TRIPS Agrcement is the Agreement on Trade-Related Aspects of Intel-
lecrual Property Rights, Apr. 15, 1994, Marrakesh Agreement Establishing the
World Trade Organization, Annex 1C, 33 LL.M. 81 (1994). On flexibilities gener-
ally, see CAROLYN DEERE, THE IMPLEMENTATION GAME (2009), and on phar-
maceuticalsin pardicular, see UNAIDS, Using TRIPS Flexibilities to Improve dccess
to HIV Treatment (2011}, available at hutp:/ /wwwunaids.org/en/media/unaids/
contentassets/documents/ policy/2011/JC2049_PolicyBricf_TRIPS_cn.pdf.

2. See World Incellectual Prop. Org. (WIPO), Patent Related Flexibilities in
the Multilateral Legal Framework and Their Legislative Implementation at the

National and Regional Levels, WIPQ Doc. CDIP/5/4 (Mar. 1, 2010). See TRIPS
Agreement, supra note 1, arts. 6, 27, 30,31, 442,

3. See Robert Weissman, A Long, Strange TRIPS: The Pharmaceutical Industry
Drive to Harmonize Global Intellectual Property Rules, and the Remaining WTO




_ Kordic, The Role of Avypical Acts in EU External Trade and Intellectual Properzy Policy, 21 Eur

S. T is also used chree more times in Section IL. See akso infra note 8.
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trade agreements for “TRIPS-plus” standards that amount to efforts to cabin such
flexibilities.*

TRIPS fexibilities stem from three major sources: (1) undefined terms in ¢y
Agreement, (2) specified limitations or exceptions (or tests therefor such ag
three-step test), and (3) language that imposes a formal requirement only, such 4
the famous “authorities shall have the anthority” phrase used sixteen times in th
enforcement part of TRIPS.?

The last area of Hexibility {adopting facially compliant legislation bur witk
limired application in practice) is possible because the non-violation clause in the:
GATT does not apply to TRIPS disputes, reinforced by the recent interpretarior
of enforcement provisions by a WTO dispute-settlement panel in United States
v. China and, a contrario, the Appellate Body's firse TRIPS ruling in United States
v Indsa Essentially, most WTO members have been able to avoid WTO sanction,
by complying with TRIPS as a formal matter, absent evidence that the applicationo
the paper-compliant rule is clearly subpar. B

Legal Alternatives Avaslable to Third Warld Countries, 17 U. Pa. J. INT'L ECON. L. 1069, 109
(1996).

4. On the European Commission, see Henning Grosse Ruse-Khan, Thomas Jaeger & Rober

J- Int°L L. 901, 925 (2010). On the United States, see Sisule E Musungu & Cecilia Oh, Th
Use of Flexibilities in TRIPS by Developing Countries; Can They Promote Access to Medicines
(2005), abailable at’ hitp:/ /wowsvhoint/intellectuzlpropercy/studies/TRIPSFLEXI pdf;
at 8; see also Carlos M. Correa, Implications of Bilateral Free Trade Agreements on Access
Medicines 399-404 (2006), avaslable at hup://wwwwho.int/bulletin/volumes/84/5/399
pdf; Thomas A. Faunce & Kathy Shats, Bilateral Trade Agreements as Drivers of Nationa
and Transnational Benefit from Health Technology Policy: Implications of Recent US Deals fo
Australian Negotiations with China and India, 62 AUusTL. ] INT'L AFF, 196-213 (2008). The:
are also using friendly governments to restrict the actual use of available flexibilicies.

6. China—Measures Affecting the Protection and Enforcement of Intellectual Property Righes;
WTO Doc. WT/DS362/R (Jan. 26, 2009); India—Patent Protection for Pharmaceutical
and Agricultural Chemical Products, WTO Doc. WT/DS50/AB/R (Dec. 19, 1997). In the:
US~China case, it can fairly be said that the panel required thar, in the copyright portion
of the case, the Chinese stature be facially TRIPS-compliant, but was more fenient in the’
application of the phrase “the authorities shall have the aurhority.” This was interprered asan
obligation to have the authority, not to exercisc it. In the India case, the Appeliate Body did
not consider de facto compliance via administrative measures sufficient and similarly required -
the presence of compliant staturory language. For comments, sce DaN1EL J. GERVALS, THE
TRIPS AGREEMENT: DRAFTING HISTORY AND ANALYSIS 168-72 (3d ed. 2008); Jayasheee.
Watal, US~China Intellectual Property Dispute: A Comment on the Interpretation of the TRIPS
Enforcement Provision, 13 ]. WoRLD INTELL. PROP. 605 (2010).

7. See id. In the US—China case, the wEw.n_ noted that the United States had failed to provide
evidence that behavior exempted from criminal sancrions due to thresholds in Chinese law was
“ona commercial scale,” as the expression is used in TRIPS Arricle 61.
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Entire books have already been written on the second area of flexibility
{limitations and exceprions), and two reports by WTO dispute-sertlement panels
have now interpreted the three-step test (which, in various incarnations, limits
exceptions and limitations to copyrigh, design, and patenc rights in TRIPS).?
That is a relevant debate and it must continue. The extent to which it is informed
by non-WTO norms is an area of particular interest, as the process to determine
proper normative interfaces is still in development?

However, exceptions and limitations in TRIPS are made possible by, not
imposed on members. Pur differently, exceptions and limitations may be consid-
ered unregulared policy space at the international level." To a large extent, the
geometry of exceptions and limirations (hereinafter referred to as “E&Ls") in 2
WTO member depends not on TRIPS per se, which offers policy space buc lirtle
normative guidance, but rather on domestic policymaking, academic and other
studies of the role and optimal scope of exceptions, and of course bilateral or
plurilateral negotiations aimed at cabining recourse to E&Ls. From that perspec-
tive, the TRIPS Agreement acts more as a filter for acceptable domestic measures
than as a policy guide.

The first of the three areas mentioned above (namely the role of undefined
terms) is, however, the main focus of this chapter. It is also perhaps the least
explored of the three,

The matter is complex due to a web of semantic accommodations, sometimes
masking unesolved issues. For example, TRIPS negotiators used the fictiqn of syn-
onymy to declare that WTO members somehow saw eye-to-eye on rerminology,

8. See; g, EDSON B2as RODRIGUES JR,, THE GENERAL ExCEPTION CLAUSES OF THE
TRIPS AGREEMENT: PROMOTING SUSTAINABLE DEVELOPMENT (2012); MarTIN
SENFTLEBEN, COPYRIGHT, LIMITATIONS AND THE THREE-STEP TEST: AN ANALYSIS
OF THE THREE-STEP TEST IN INTERNATIONAL aND EC CorYRIGHT Law (2006); M.
Ficsor, How Much of What: The “Three-Step Test” and Its Application in Two Recent WTO
Dispute-Settlement Cases, 192 REVUE INTERNATIONALE DU DroIT D’AUTEUR [RIDA] 111
(2002); Daniel J. Gervais, Towards a New Core International Copyright Norm: The Reverse
Three-Step Test,9 MarRQ, INTELL. PrOP. L. REV. 1 (2005).

9. See GRAEME B, DINwoODIE & RoCHELLE C. DREYFUSS, A NEOFEDERALIST VISION OF
TRIPS: THE RESILIENCE OF THE INTERNATIONAL INTELLECTUAL PROPERTY REGIME (2012).

10. Because the Berne Convention contains ane mandatory cxception (Article 10.1), and
because the substantive provisions of thar Convention were incorporated into TRIPS (Arricle
9.1), it is arguable that onc cxception is mandatory for WTO members, subject to how one
interprers TRIPS Aurricle 1.1.

11. See P. BERNT HUuGENHOLTZ & RUTH L. OxEDIJI, CONCEIVING AN INTERNATIONAL
INSTRUMENT ON LIMITATIONS AND EXCEPTIONS TO COPYRIGHT: FINAL REPORT
(2008), available at heep:/ fwwrecivienl/publications/hugenholtz/limitations_exceptions_
copyright.pdf; Danicl J. Gervais, Making Copyright Whole: A Principled Approach to Copyright
Exceptipns and Limitations, 5 U, O1TawA L. & TecH. J. 1 (2008), zvatlable at hrep://ssmm.
com/abstract=1825342.




544 « PARTV:TRIPSCOMPLIANCE, PATENT ENFORCEMENT & REMED]|Eg

such as when TRIPS states in a footnote that the Norch American and rest of the
world patentability crieria “may be deemed to besynonymous” (non-obviousness
and utility versus inventive step and industrial applicability).!* This follows in the
footsteps of other arranged marriages, such as the idea that copyright in common
law jurisdictions going back to the 1710 Starute of Anne is somehow the same ag
authors’ rights in the rest-of-the-world."? In other cases, dispute-settlement pan-
els have turned to the Vienna Convention and the Oxford Dictionary to elucidate
the “plain meaning” of undefined terms.! This has worked, to some degree, such
as when everyday terms such as “commercial” or “normal” are used. It may not
work as well when technical intellectual property terminology must be defined. .

In this chapter, I rackle the lack of definitions of two of the three vwﬁnsﬁvEQA
criterion enunciated in TRIPS Article 27, namely non-obviousness and utiliry
and their deemed synonyros, inventive step and industrial applicability.’® For a
varjety of reasons, including space, 1 will leave aside novelty bur it is clear that
(1) discrepancies exist as to how it is defined, and (2) there are major policy
impacts that result from adopting a particular definition.!® To mention but one
example, in the original patent legislation of India, the geographic scope of the

12. See TRIPS Agreement, stipra note 1, art. 27.1 n.S.

13. The copyright system is a successor to, and helped eransidon from, the Stationers Company |
monopoly. Its economic focus is thus unsurprising. By contrast, the anthors’ rights system was
born from Hegelian and other sources that tended to emphasize the author’s importance

philosophical and cultural tetms.

14, For example, in Section 110(5) of the US Copyright Act, WTO Doc. WT/DSIG0/R
{June 15, 2000), the pane] referred to the Oxford Dictionary in 996.108 and 6.109 and ro the
Vicnna Convention in several instances (e.g., 19 6.37 and 643).

15. Readers in the Unired Srates might argue that there are four, not three, and add enable-
menc. See 35 US.C. § 112 (2012), Howcyer, TRIPS Article 27.1 only provides thar “patents
shall be available for any inventions, whether products or processes, in all fields of technology,
provided chat they arc new, involve an inventive step and are capable of industrial m@@:nmﬁcn T
A footnote adds that, “For the purposcs of this Article, the terms ‘inventive step’ and ‘capa-
ble of industrial application’ may be deemed by a Member to be synonymous with the terms
‘non-obvious’ and ‘useful’ respectively” Enablement is addressed in Article 29, which m_n.via.nm .
in pare that “Members shall require that an applicant for a patenc shall disclase theinvention il
2 manner sufficiendy clear and complere for the invention to be carried out by a person skilled
in the art.” See TRIPS Agreement, supra note 1, arts. 27.1,29. )
16. For example, the United States only considers sale or use in the United States as 2 bas
to parentabilicy. See 35 US.C. §§ 102(a)~(b). On palicy impacts, see, c.g. Sean B. Seymore;
Rethinking Novelty in Patent Law, 60 Duxe L.]. 919, 946-48 (2011):

The invention landscape changed around che time of World Was IL when key vwn.&.n.
throughs in ancibiotic, vitamin, and hormone seseasch spawned the “therapeutic
revolution” and led to the discovery of many first-generation “wonder drugs” During
this period, pharmaceutical companies quickly switched from a manufacruring to 2

sesearch-based model and secured patents that allowed them to dominate sectors of
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novelty inquiry was confined to the United Kingdom and India,'” rather than to
use or publication anywhere i the world.

The backdrop for my analysis is the realization, now also well documented,
that TRIPS was initially implemented in many developing countries as a set of
standard legislative implants—typically in the form of model laws.!® The initial
focus was compliance with TRIPS and avoidance of disputes. After the AIDS/
malaria debacle, which led to the adoption of the only (still unratified) amendment
to TRIPS (Article 3145)", and owing in part to the emergence of more and
better economic data and analyses on the role and impact of stronger intellectual
property protection in developing countries, several developing countries are
now re-implementing TRIPS with a view to fostering domestic innovation and
development nd to reducing the welfare costs of stronger standards.® I refer to
this process as calibration.

The calibration process takes the form of a complex set of policy equations
that include a focus on the country’s comparative advantages (e.g., solid film or
software industry basis; Ayurvedic medicine knowledge in India; or the availabil-
ity of governmental resources and a large cadre of highly educated researchers as
in China), but also on training for key officials, setting up nongovernmental or
private—public organizations and partnerships, educational rools, venture capital
{private or public), and intellectual- property-specific measures such as patent
pooling and making resources available for local inventors.? In shorr, intellectual

o

specific therapeuric markets. This, in turn, quickly forced the Pacent Office and the
courts to wrestle with fields key to drug research, like organic chemistry. [...] This shoe-
horning led to nonsensical outcomes and a disconnect between the judicial bench and
the laboratory bench. {....] Pechaps the most important unresolved issue is whether and
under what circumstances the appearance of a chemical name or structure in the prior
art anticipates a subscquent inventor’s claim for the compound.

I will also leave aside here the important issue of morality, which, in my mind goes to sub-
ject matter eligibility. For a discussion, see Margo A. Bagley, Patent First, Ask Questions
Later: Morality and Biotechnology in Patent Law, 45 Wit & Maxry L. Rev. 469 (2003),

17. Peter Drahos, The Jewel in the Crown: Indias Parent Office and Parent-Based Innovation,

in INTELLECTUAL PROPERTY PoLrcy Rerory 80-81 (Christopher Arup & William van
Caenegem eds., 2009).

18. See Daniel J. Gervais, Of Clusters and Assumptions: Innovation as Part of a Full TRIPS
Implementation, 77 ForpHAM L. REV. 2353 (2009).

19. The purpose of which is to broaden the scope of patent compulsory licensing for pharma-
ceutical produces needed by least-developed countries.

20. See Gervais, supra note 18

21. See Ed Levy, Emily Marden, Ben Warren, David Hartell & Isaac Filaté, Patent Pools and
Genomics: Navigating a Course to Open Science?, 16 BU.J. Scr. & Tecn. L. 75, 87-88 (2010).
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property policy has become part of a much broader picture, possibly ww the form
of an enhanced industrial policy itself ensconced in developmental objectives,

From this perspective, re-implementing TRIPS means setting priorities and
implementing those priorities within the Aexibilities of TRIPS.* This, in turn,
requires a determination of the exact scope of available flexibilities, nmnT of which
may be portrayed as a decision point for policymakers. It is an almost impossible
task at a theoretical level to consider all flexibilities in one fell swoop. In this
chaprer, I thus limit my mu&ﬁm to the way in which TRIPS patentability criteria
were implemented and are applied ip practice in two major emerging nations,
China and India, with different buc equipollent technological proficiency®
This partial look hopefully can serve as an illustration of the use of other similar
TRIPS flexibilities.

Getting multilateral deals on substantive patent rules and definitions, espe-
cially at WIPO and WTO, may have become irredeemably difficult. Countries
such as China and India, but also Argentina, Brazil, Souch Africa, Thailand,
and many others, have become more assertive. It is obvious that their relative
clout measured in wade terms has grown exponentially® The work at WIPO
on substantive patent harmonization is a testament to the level of difficulry®
Additionally, major developing countries now have the same level of sophisticated

intellectual property knowledge as more industrialized nations, thus %nmnmanm ,

the ignorance narrative co which the TRIPS “deal” has been partially ateributed 6
Because multilateral efforts to agree on higher hard law standards (e.g., via _

2 TRIPS amendment) seem bound to fail, some countries now resort to other

methods. As already mentioned, bilateral trade deals are emerging, in some cases
establishing incompatible rules, possibly as a strategy to influence multilateral
outcomes? In other cases, countries can produce and try to export soft law.

22. See Gervais, supra note 18,
23. See Shamnad Basheer & Annalisa Primi, The WIPO Development Agenda: Factoring in the
“Technologically Proficient” Developing Countries 112-13 (2009), available at htrp:/ /ssen.com/
abstract=1289288.

jcal Patent Bargains: The Brazilian Experience, 18 CARDOZO
WMHHMQW MMM%WM%W%W&MM&%MW»WNW&F \mam&w to Medicines, BRICS MWS,%“&. and Collective
Action, 34 Aa. JL. & MED. 345, 355-58 (2008).

25. Indeed this WIPO agenda irem has esseatially becn on hold since 2006. See WIPO, Draft

Substantive Patent Law Treaty, available at heip:/ fsewwwipo.int/ patent-law/en/harmoniza- -

tion.brm (last visired Sept. 3, 2013).

26. See PX. Yu, TRIPS and Its Discontents, 10 MarQ, INTELL. PROP. L. REV. 369, 375-76

(2006).

27. See Gregory C. Shaffer & Mark A. Pollack, Hard os. Soft Law: Alternatives, Complements,
and Antagonists in Inzernational Governance, 94 MK, L. REY. 706 (2010).
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A salient example is the use of patenr examination guidelines issued by major patent
offices trying to influence the meaning of patentability criteria.®® One might argne
¢har developing countries will increasingly look to other, more advanced developing
nations when considering which ser of rules to adopt or follow. As we will see below,
China is an increasingly active player ar that game.

Lec us start, then, by considering, in Section I, the non-obviousness/inventive
step requirement. In Section 1L, I turn vo utility/indastrial applicability. In Section
1L I considerlessons that one might draw from the analysis of both topics. Wherever
possible, existing reports by WTO dispute-settlement panels and the Appellate
Body will be included in the analysis.

[. Non-Obviousness/Inventive Step

This patentability criterion matters a great deal. In fact, non-obviousness/inventive
step has been referred to as the “ultimate condition of patentability™ and as “one
of the most critical aspects of a patent regime, as it determines the level of techni-
cal contribution required to obtain a parent and the corresponding limitation on
competition.™ It is, or could be, the filter that separates inventions worthy of patent
protection (which one might be tempred to describe as essential “consideration” if
patents are Jooked at from a contracrarian perspective) from the normal, incremen-
ral advances in technology chat would likely happen anyway* A glut of “unworthy”

A

28. A number of examples are given in the following sections of this chaprer,

29. G.S. RicH, NONOBVIOUSNESS: THE ULTIMATE CONDITION OF PATENTABILITY
1:201-213 (John E. Witherspoon ed., 1980).

30. Carlos Correa, Guidelines for the Examination of Pharmaceutical Patents 4 (Int'l Crr. for
Trade and Sustainable Dev. Working Paper, Jan. 2007), available at htip://icrsd.org/down-
loads/2008/06/cortea_patentability20guidelines.pdf.

31.See WiLL1AM ROBINSON, THE Law OF PATENTS FOR USEFUL INVENTIONS § 22 (1890);
Jeanifer Nock & Sreckar Gadde, Raising the Bar for Nonobviousness: An Empirical Study of
Federal Cireuit Case Law Following KSR, 20 Fep. Cir. BJ. 369, 373-74 (2011):

The requirements for patentabilicy are designed ro make parent protection available only
to beneficial inventions that would nor otherwise have been devised or disclosed. ... The
noncbviousness requirement cnsurcs that a parcnted invention represents a substantial
technical contribution to society.... A low standard for parenrability harms the public
because granting monopoly rights for obvious inventions “withdraws what already is
known into the field of [the patent] monopoly and diminishes the resources available

to skillful men”

I has also been snggested thar:
[the] nonobvicusness requirement serves another very important purpose where, as
is realistically ncarly always the case, the social value of research projects substantially

exceeds their privare value. When chis is the case, the socially preferable level of inven-
tion exceeds the privately optimal choice even when patents are available at both levels.
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patents may, in fact, slow innovarion, thereby reducing a nation’s overall copy
petiveness.? As a more practical marter, this criterion will directly affect whether
patents are granted on genes (simply for discovering that a given gene may have 4
role to play in susceptibility to a particular disease) or on combinations or Preexisting
objects® :
Based on a desire to maintain incentives to discover genes, the US Courr of
Appeals for the Federal Circuit has “force[d] the square peg of the obviousness anal.
ysis of chemical compounds inco the round hole of the obviousness analysis of claims
to genetic wa@ngnnm.ex Tt may be, in fact, that non-obviousness is not one concep
bus rather many diffecent things depending on the type of invention.* One thing i§

The nonobviousness threshold may be used as a “stick” ro induce researchers £o pursue
more difficult, socially preferred research projects.

Zmnrm&u.gnﬁoﬂmnKmnrnabaw.mﬂwnmrﬁm'w&wxwQnQBaax&hmn\?.\mge&& ﬁ._.
Nonobviousness, 112 LEwrs 8 Crark L. REv. 547, 549 (2008). ;

32.85e¢ ADAM B. JATFE & JosH LERNER, INNOVATION AND IT5 DiSCONTENTS: HOow Ouw:
BROKEN PATENT SYsTEM IS ENDANGERING INNOVATION AND PROGRESS (2004); NaT
ResearRcH COUNCIL OF THE NAT'L ACaDS., A PATENT SYSTEM FOR THE 218T CENTUR
1-2 (Stephen A. Merrill, Richard C. Levin & Mark B. Myers eds, 2004); Joshua D. Sarnof,
Bilcare, KSR, Presumptions of Validity, Preliminary Relief, and Obviousness in Patent Law, 25
Carpozo ARTs & EnT. LJ. 995, 1051 (2008); Fep. Trapz Comm™s (FTC), To PROMOTE
INNOVATION: THE PROPER BALANCE OF COMPETITION AND PATENT Law aND Poricy,
(2003), availzble ar htep:/ fwwwfic.gov/0s/2003/10/innovationrpt.pdf.

33, The former issue was recendy addressed by the US Supreme Court in Ass for Mofecular
Pathology v. Myriad Genetics, Inc.,133 8. Cr. 2107 (2013), and the latrer was dealt with in KSR
Int Co. v. Teleflex: Inc., 550 US. 398 (2007).

34. Mark Polyakov & Eugenc Goryunov, (NonjObviousness of Clatms to Geneti
Sequences: Finding the Middle Ground, 26 Sawrs Crara CoMPUTER & HicH Teck. L] 1
{2009--10). The authors explain: s

By way of background, the CAFC devised a special test for chemical compounds, under
which a prima facie case of obviousness requires “scruccural similarity berween claimed
and prior art subject marter... where the prior art gives reason or motivation to make
the claimed compositions” Once the prima facie case is established, an examiner must
show some motivation to modify the prior art compound, Usually, chis prong does
not present  high burden since the motivarion may be found in the knowledge thac
strucrurally similar compounds often display similar properties....[Tlhis framework is
ill-snited for generic sequences because it does not consider the special nature of genes.
A PHOSITA artempting to determine the DNA sequence of a provein does nor gener-
ally start his search by looking ac structarally similar DNA sequences. Instead, he starts
by determining the amino acid sequence of the protein. Once the amino acid sequence
has been decermined, s PHOSITA can design and use nucleoride probes to uncover the
protein’s DNA sequence. It is irrelevant to the analysis whether the prior arc disclosesa
structurally similar CONA molecule.

Id.ac21-22.

35. See Gregory Mandel, The Non-Obuious Problem: How the Indeterminate Nonobviousness

Standard Prodsces Excessive Patent Grants, 42 U.C. Davis L Rev. 57, 111-12 (2008):
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certain: there is no shortage of critiques of the Federal Circuit’s approach, and other
countries might want to take a fresh look at their own approach instead of copying
the US one (whatever it might be as of this writing).¢

By contrast, the European Patent Convention provides that” an invention
“shall be considered as involving an inventive step if, having regard to the state of
the art, it is not obvious to a person skilled in the are” Thus in the EPO context the
synonymy established by TRIPS berween inventive step and non-obvionsness
seems defensible. Sdill, the term “inventive” arguably points beyond nonobvious-
ness, especially in the case of discoveries. Finding and isolating a DNA sequence
requires much work but it is (arguably ac least) not “inventive® However, in an
effort to harmonize with Japanese and US practice, 2 Directive was adopted by
the Buropean Union (and implemented by the EPO) to make isolated or artifi-
cially produced narural substances patentable.””

Inventive step has also been used in Europe as a reason to exclude computer
programs “as such” from patentability.® In addition, it has also been used in a
famous case to exclude from patentability a claimed invention where a large g

Some inventions may be non-obvious in their conception, though once conceived may .
be easy to achieve. Post-It notes provide an example... Other inventions are obvious
to conceive, bur identifying operative means for carrying them out is non-obvious. An
HIV vaccine is an example.... A third nonobviousness category concerns inventions .
where potential operative means are obvious, but the feld is uncertain enough thar o
actually seducing the invention te practice is non-obvious. This could occur where cer-
tain operative means appear obvious, but do not actually work... For exarmple, other
inventors developed incandescent light bulbs before Edison, but their fllaments burned
out quickly, rendering the light bulbs impractical.

36.In a paper propesing subscantial reforms, Professor Barton noted that non-obviousness has
been “greatly weakened” in the Unired States in recent years and failed “the common-sense ] !
test,’ adding thar “[i}f these patents are non-obvious to the person of reasonable skill in thearr, 2
thar person simply isnt very bright” John Barton, Non-Obviousness, 43 IDEA 475, 477, 482 3

(2003). The patentability of unmodified buc isolated gene sequences obviously raises subject
matter questions as well. i

37. Convention on the Grane of European Pacents of 5 October 1973, as revised by the Act
revising Article 63 EPC of 17 December 1991 and the Act revising the EPC of 29 Navember
2000, Article 56 [hereinafter European Patent Convention or EPC] (cmphasis added). Db

38, This s reminiscenc of the debate on capyright applying to swear of the brow works, which,
though non-creative, required a significant investment of time and/or effort. The EPC, suprz
note 37, specifically excludes discoveries (Axticle 52(2)). See Gerard Porcer, The Drafting History
of the Eurgpean Biotechnology Directive, in EmBRYONIC STEM CELL PATENTS: EUROPEAN
Law & ErH1cs 1, 8-9 (Aurora Plomer & Paul Torremans eds., 2009,

39. See id.; Directive 98/44/EC of the Buropean Parliamenc and of the Council of 6 July 1998
on the Legal Protecrion of Biotwcchnological Inventions, [1998] O] L213/13.

40, See Peer Stone, Copyright Protection of Computer Programs in Europe, in Law, Computer
Science and Artificial Intelligence 14647 (1998).
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number of people were all working toward one goal and the means of »nEas.bm :

the goal. Getring there first was not necessarily a sign of an inventive step.#
Let us now consider how the criterion is applied i China and India.

A. China

* China has tried to craft a patencability policy with particular atrention to phar-

maceuricals, Although desiring to provide access to products by consumers, it

“also wanted to develop both a “Western-style” biotechnology industry and an *

industry based on rradicional medicinal knowledge.® That is not an easy task,
“Invéntiveness” the Chinese application of the TRIPS “non-obviousness/
inventive step” criterion,® is defined as meaning that “compared with the technol-
ogy existing before the filing dare of the application, the invention has prominent
and substantive distinguishing features and represents a marked improvement, or

the utility model possesses substancive distinguishing fearures and represents an -

improvement” As with the non-cbviousness requirement in the United States,
the purpose of the inventiveness requirement is to “distinguish major innova-
tions worthy of government-granted monopolies from ordinary and pedestrian
advances that are not.”® The Chinese Patent Examination Guidelines provide that
the question arises only after a determination of novelty has Wanb made#

In examining the substantive features of a patent application, an examiner
inquires “whether or not there exists such a fechnical motivation in the prior
art as to apply the said distinguishing features to the closest prior art in solv-
ing che existing technical problem (that is, the technical problem actually solved
by the invention), where such motivation would prompr a person skilled in the

41. Genentech Incs Patent, :moﬁ RPC 147.

42. See C. Grace, Update on China and India and Access to Medicines, Dep for Int’l Dew.
{Nov. 2005); Xuan Li & Weiwei Li, Inadequacy of Patent Regime on Traditional g&ﬁ:m\
Knowledge: A Diagnosis of 13-Year Traditional Medicinal Knowledge Patent Experience in
China, 10 ], WorLD INT. PrOP. 125 (2007).

43. Louis S. Sorell, 4 Comparative Analysis of Selected Aspects of Patent Law in China and the
United States, 11 Pac. Riv L. & Por'y J. 319, 326 (2002).

44, Patent Law of the People’s Republic of China, as revised by Decision Regarding the Revision
of Patent Law of the People’s Republic of China, art, 22, promulgared by the Standing Comm.
Nar'l People’s Cong.. Aug. 25, 2000 [hercinafter China Parent Act), available 2z herp://wwrw.
sipo.gov.cn.

45. Some International Aspects of Patent Protection § 2A.06, 2004 WL 3804734

46, See Li & Li, supra note 42, at 136; see also Cheng Wenting & Zhang Feifel, Third Revision
of Chind's Patens Law: Patent Examinarion Guidelines: 4 Comparative Analysis ng\&&
2010), IPR2 (Dec. 2010), available at herp://www.ipr2.org/storage/Patent_Examination_
Guidclines_comparative_2006_and_2010845.pdf,
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art, when confronted with the technical problem, to improve the closest prior
art and thus reach the claimed invention. If there exists such a rechnical motiva-
tion in the prior are, the invention is obvious and chus fails to have prominent
substantive features (emphasis added).”¥ In assessing “notable progress,” an exam-
iner inquires “whether or not the invention produces advantageons technical
effects {(emphasis added)”* In addition co prior art, examiners may also take into
account secondary indicia of inventiveness, including “providing a solution to a
long-felt problem, overcoming technical prejudice, unexpected results, and com-
mercial success™ Put differently, if the invention can be arrived at by a simple
excrapolation in a straightforward way from the known art, it does not involve an
inventive step.’® Although “prominent substantive features” and “notable prog-
ress” carry equal weight in the examination process, the judiciary’s assessment of
inventiveness tends to place more emphasis on “prominent substantive features”
than “notable progress.”*!

The Examination Guidelines provide three sets of factors beyond the general
assessment criteria explained above. First, they differentiate among inventions
opening up a whole new field, invention by combination, invention by selection,
invention by diversion, invention of a new use of a known product, and invention
by changing elements (changing relations berween elements, replacing elements,
or omitting elements).®® On inventions by combinartion, one might wonder
whether the Guidelines got it better than the US Supreme Court in KSR.3 The
Guidelines provide that if a claimed invention “is merely an aggregatign or
justaposition of certain known products or processes, each functioning in its rou-
tine way, and the overall technical effect is just the sum of the technical effects of
each part without any functional interaction berween the combined technical fea-
tures, that is, the claimed invention is just 2 mere aggregarion of features, then the
invention by combination does not involve an inventive step” but if the “combined
technical fearures functionally support each other and produce a new technical

- effect, or in orher words, if the technical effect after combination is greater than

47.STPO GUIDELINES FOR EXAMINATIONY 3.2 (2010), available at hrep: / fvrwwgechengip.
com/informarion/content2010_en.htm. The Guidelines provide several illustrarions of tech-
nical motivation.

48.1d.

49. Deming Liu, Now the Woif Has Indeed Come! Perspecrive on the Patent Protection of
Biotechnology Inventions in China, 53 AM. J. Comp. L. 207, 232~33 (2003).

50. SIPO GUIDELINES, supra note 47 1 4.3.

51, Latest Developments in Trial of Patent Cases Before the Beijing Higher People’s Court in
2009, China Patenrs & Trademacks (2009) [hereinafter Latest Developments in Patent Trial].

52.SIPO GUIDELINES, supra note 47 1§ 4.1-4.6.3.
53. KSR Int’l Co. v. Teleflex Inc., 550 U.S. 398 (2007).
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the sum of the technical effects of the individual features, then such combinatiop,
has prominent substantive features and represeats notable progress, and thus the
invention involves an inventive step?

The Guidelines list other factors to be considered in the examination of inyeq.
tive step, namely: solving a long-felr but unsolved technical problem, overcoming
a technical prejudice, producing unexpected technical effect, and achieving com.
mercial success. When any of these secondary factors are present, the examiner i
instructed not to make a “rash determination” of the absence of an inventive step.%s .
Finally, the Guidelines instruct examiners—in a way that US experts may not find
alrogether surprising—to “note” the following points in the examination of the
inventive-step crirerion: maunnNE avoid nonamﬂmmm how an invention is accom-
plished even if by accident; avoid ex post facto analysis and che influence of sub-
jectivity: do not overemphasize any unexpected rechnical effect; and finally, direce -
the analysis to the technical solutions as defined in the claims but considering the -
technical solution as a whole, rather than the individual rechnical features.®

SIPQ assesses inventiveness differently for invention patents and urility modef
patents: whereas inventiveness for inventions requires “prominent substantive fea-
tures” and “notable progress” over the state of the art at the filing date, wtility model |
patents require only “substantive fearures” and “progress”” In facr, urility models
are not examined as to substance, so “a large number of inventions-creations that
are not inventive enongh” are filed as utility model patent applications.*® Judges
have more discretion with utility model patents in determining the scope of prior
art to reference.

With respect to chemical inventions (including genes), if the claimed invention
has asimilar structure to any known compound, then in order to show inventiveness,
it must be shown that the claimed invention has an “unexpected use or effect.”®
With respect to computer software, the Examination Guidelines require that

54. STPO GUIDELINES, supra note 47, § 4.2. The USPTO also uses this rationale based on
KSR, 550 US. ar 398.

55.STPO GUIDELINES, supre notc 47, 7 5.
6. Id. 9 6-6.4. This is also similar to the US approach.

57. Raymond M. Gabticl, The Patent Revolution: Proposed Reforms in Chinese Intellectual -
Property Law, Policy, and Practice Are the Latest Step o Bolster Patent Protection. in China, 9
ASIAN-Pac, L. & Por’y J. 323, 334 (2008).

58. Meng Fanxin, Application of Equivalent Docerine in Utility Model Patent Infringement
Lawsuit, 2006 Camva PATeNTS & TRADEMARKS 15.

59. Li Yonghong, How to Define the Height of Inventiveness of Utility Model?, 2008 CHiNa
PATENTS & TRADEMARKS 26-28.

60. See id.; see also Liv Xugiang, On #he Inventiveness of Compound Structurally Similar to
Koown Compounds, 1997 Crnva PATENTS & TRADEMARKS 32-33 {discussing how SIPO
assesses inventiveness of homologues, isomers, and analogues).
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a computer-related invention “is intended to solve a technical problem, uses
a rechnical means and is capable of producing a rechnical result” to meer the
inventiveness requirement.® This is similar to the European approach to evalu-
ating non-obviousness of sofrware inventions, though “technical contribution” is
better defined in the EPQ jurisprudence.

The case of Schneider v. PRB and Chint is an example of how the judiciary eval-
uares the inventiveness of a claimed invention. In that matter, the Beijing Higher
People’s Court concluded that in derermining inventiveness of pacents in the field
of electricity, account should be taken not only of the connection of the circuit,
but also the working state of the circuit. Differences in technical conception and
technical solution resulting from a different working state generally produced an
effect different from the prior art. The court determined that one skilled in theare
would know that the value tested at one point in one of the references cited was
the induction electric signal resulting from the change in the magnetic conductiv-
ity of the electromagnetic coil, after custing off the supply of field curcent through
the electromagneric coil; and cthe tested value at another point was the change
in the voltage ar the artificial median point of the electric line output end at the
disconnection of the conracts. By contrast, the patent in suit tested the field cur-
rent going chrough the electromagnetic coil. This difference showed that the two
technical solutions were in a different working state. In other words, the patent in
suit, which was directed at resolving the technical problem of testing the dissipa-
tion loss of the switch, did so in a way quire different from the cired refergnce 1
and afforded a technical solurion of different technical conceprion. It achieved a
technical effect better than the prior art, and hence the Beijing Higher Peoples
Court concluded it possessed inventiveness.

Chind’s inventive-step standard has been described as higher than the cor-
responding US and EPO standards.® For example, compared with the EPO
approach, in China the problem, solution, nd ¢fféct are interpreted in combi-
nation. ® By contrast, the EPO, has adopted a problem-and-solution approach
that focuses on the nearest prior art concerning the problem solved, identifies
the solution disclosed in the application, considers whether the solution fits the

61. Li Yonghong, Patent Protection for Software from the Perspective of EC Proposal for a
Directive, 2003 CriNa PATENTS & TRADEMARKS 26-30,

62.Id.

63. Latest Developments in Patent Trial, supra note S1; see Beijing Higher People’s Court’s
Administrative Judgment No, Gaoxingzhongzi 225/2009; Beijing No.1 Intermediate Peaple’s
Court’s Administrative Judgment No. Yizhongxingchuzi 1156/2008.

64, See Li & Li, supra note 42, at 136.

65. See id. ar 137, X.D. ZHANG, SUBSTANTIAL CONDITION OF PATENTABILITY {2002).
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problem identified in the prior art, and then decides whether a person skilled in

the art would find it obvious.®

B. india

The Indian Patents {Amendment} Act of 2005 made significant changes to the :

Indian Patent Act of 1970, including the introduction of product patents in
the pharmaceutical field but also an exclusion in Section 3(d) of patents for “the
mere discovery of a new form of a known substance which does not result in-

the enhancement of the known efficacy of that substance”¥ This followed 4"

debate over what should be patentable in India, and took place against a back-
drop of significant concerns about healthcare costs and other public health.
ramifications.% The government is trying to balance the emerging rescarch-based

industry in biotechnology and those using traditional (e.g., Ayurvedic) principles -
to develop new treatments, while providing access to antiretroviral and other |

patented drugs to the public® For example, India was not obligared to extend
patents to pharmaceuticals undl 2005, buc the requirement that so-called “mailbox”
applications should receive “exclusive marketing rights” was implemented by
providing up to five years (or until the issuance or rejection of the patent application)
a limited right to exclusively market the drug or medicine in question.™
The 2005 amendment to the Patents Act defines an “inventive”

“ fearure of an invention that involves technical advance as compared to the

step to mean

66, See AmanNDA WARREN-JONES, PATENTING RDNA: HUMAN AND ANDMAL

BIOTECHNOLOGY IN THE UNITED K1NGDOM AND BUROPE (2001). A factor not taken into -

consideration is the amount of effort expended to reach the solution if the work to achieve

the solution was otherwise straightforward, See Unilever, EPO Technical Board of Appeal, T

939/92 (O] EPO 1996, 309).

67. See India Parents Act, No. 39 of 1970, as amended by Patents (Amendment) Act, No, 15
of 2003, IND1A CobE (2005) [hereinafrer India Patent Act). In 1999, the Indian Parliament

passed the Patents (Amendment) Act of 1999, made retroactive to January 1, 1995, to coruply .

with the WTO decision that required a statutory provision for the mailbox/exclusive marker-
ing rights provided for in TRIPS Article 70.9. For a more complere history, see Peter Drahos,
supra note 17, ac 81-84; Shamnad Basheer, India’s Tryst with TRIPS: The Patents (dAmendmens)
Act 2005, 1 INDI1AN ]. L. & TecH, 22 (2005).

68. See Grace, supra note 42.

69. See Padmashree Gehl Sampach, Judia’s Product Patent Protection Regime: Less or More of
“Pills for the Poor”?, 9 ]. WoRLD InNT. PrOP. 694, 703-10 (2006).

70. Patents Act, 1970, § 24B. The extra transitional period (until January 2005) is contained
in TRIPS Article 65.4. The mailbox system is provided in Article 70.9, On those provisions,
sce GERVAIS, supra note 6, at 54546, On the Indian application, see Brook K. Baker, Indizs
2005 Patent Act: Death by Pasent of Universal Access to Second and Future: Generation ARVS?,
Grosar AIDSLiNX {Sept./Oct. 2005), available at hrp://lists.essential.org/pipermail/
ip-health/2005-September/008301.heml.
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existing knowledge or having economic significance or both and that makes the
invention not obvious to a person skilled in the arc”™ This “non-obviousness-
plus” standard, a departure from India’s former precedents, has been criticized as
being a “ ‘vague and arbitrary’ definition that fails to ‘reflect the distilled stock of
knowledge’ on what nonobviousness means.”” The “technical advance” criterion,
for example, “invites qualitative comparisons with the prior art but is devoid of
any requirement that such comparisons be made from the perspective of a person
of ordinary skill in the art at the time of application filing.”” As for the “economic
significance” requirement, it is unclear whether this is analogous to the US “com-
mercial success” secondary consideration or simply redundant with the utility
requirement.™

Section 3(d) of the Patents Act as amended, which excludes “derivatives of
a known substance” from patentability unless the claimed invention “differ(s]
significantly in properties with regard to efficacy; seems to be aimed at “prevent-
ing frivolous patents thar are only trivial modifications of existing inventions.””
This provision was the subject of the recent Novartis litigation. The Patent Office
refused to grant Novartis a patent for Gleevec (imatinib mesylate).”® The Patent
Office reasoned that “because imatinib mesylate was a salt form of the free base
imatinib, and Novartis claimed all pharmaceutical salt forms of imatinib” in ear-
lier patentsin the United States and elsewhere, the Indian patent therefore {acked
novelty and inventiveness.” Further, the Patent Office held thar, although the
Novartis invention “had a 30% increase in bioavailability (the percentage of the
drug absorbed into the bloodstream) as compared with imatinib” this was insuf-
ficient to meet the “enhanced efficacy” requirement of Section 3(d).” Finally, the
Patent Oflice noted that the discovery of imatinib mesylate was obvious because
“once the free base was disclosed in the 1993 Patent, it would have been ‘obvious

71, GERVAIS, supra note 6, at 545-46.
72.1d

73. Id; see also Vijay Yalamanchili, Stare of India’s TRIPS-Compliant Patent Regime, 26
Brorech. L. ReP. 211, 217 (2007) {“The Indian MPP suggests using the following question
during examinarion: “Would a non-inventive mind have thought of the alleged inventdon?™).

74. Mucller, supra note 22. Since many parent applications are filed well before the invention
has achieved any commercial success, “strict imposition of the new ‘cconomic significance’ lan-
guage is likely to prejudice independent inventors and small business entiries.” Id.

75.Linda L. Lee, Trials and TRIPS-Ulations: Indian Patent Law and Novartis Ag v. Union of
India, 23 BerkELEY TECH. L.J. 281, 294-95 (2008).

76.1d.
77.1d.
78.1d.
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for a person skilled in the art to prepare corresponding pharmaceutically acceprable

»n79 ”

sales, :
Novartis, which had obtained from the Madras High Court an interim orde
for Exclusive Markering Rights while its patent application was under examination,
filed rwo writ pecidions after the rejection: an appeal to the rejection order and 3
challenge to the validity of Section 3(d) on the grounds of incompatibility with -
India's obligation under TRIPS. * Novartis aiso contended thar the patentability
standards were arbitrary and in violation of the Equal Protection provisions of the
Indian Constitution.® In response, the government argued that examiners had .
used scientific tools to make 2 determinarion on efficacy and, in any event, thar
there were higher forums to appeal an examiner’s decision.®
The Madras Court ruled that Section 3(d) was constitutional, noting that
“ambiguity was intended by the Parliament in order to avoid fixing a specific
formula to be applied in all situations.... The Court noted that the legislative |
body, who were not technical experts, intended to provide the Patent Controller
with 2 high degree of discretion to deal with both present and future technologies
on a case-by-case basis.”® On the compatibility with TRIPS, the Court declared
that it had no jurisdiction to entertain a challenge based on TRIPS, a view wich
which two noted commentators took exception.®
On the substance of the patent dispute, the Court referred the matter to the
Intellecrual Property Appellate Board (IPAB). On June 6, 2009, the IPAB of
Chennai rejected the lawsuit against the decision of the Patent Office. The IPAB
ruled that Novarriss patent application covering Gleevec was not patentable undex
the Pacents Act, noting that Section 3(d) is a heightened inventive-step standard.

79. Johanna Sheche, Jndian Patent Law: Walking the Line?, 29 Nw. J. INT'L L. & BUs. 577,
536 (2009).
80. See Shamnad Basheer & T. Prashant Reddy, The ‘Bfficacy” of Indian Patent Law: Ironing out
the Creases in Section 3(4), 5 SCRIPTED 232, 237 (2008), availzble at heep:/ Jwrwwlaw.edac,
uk/ahre/script-ed/vol5-2/basheer.asp.

81, CONSTITUTION OF INDIA, art. 14, auailable at rﬂu“\\Sgis&»no&n.En.mb\nomé.&\ :
welcome.html {fast visired Sepr. 3, 2013)

82. Sec Susan Fyan, Pharmaceutical Patent Protection and Section 3(D): A Comparative Look at
India and the U.S. (2010), 15 V4.].L. & TeCH 198.

83. Id. The argument that parent offices should have miore power to adapt the patentabilicy
criteria to cvolving innovation practices and technological developments is supported by 2
pumber of commentators. See Dan L. BURK & MaRrk A. LeMLEY, THE PATENT CRISIS AND
How THE CourTs CaN SOLVE It 95-109 (2009); Michael J. Burstein, Rules for Patents. 52
Wit & Mary L. Rev. 1747 (2011).

4. See Shamnad Basheer & Prashant Reddy, “Ducking” TRIPS in India: A Saga ?S.N&xh
Novartis and the Legality of Section 3(4), 20 NAT'L Law SCH. OF IND1A REV. (2008), available
ar htep://sstn.com/abstrace=1329201.
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The IPAB also held that the efficacy referred to in Section 3(d) was cherapeuric
efficacy. Novartis's product may possess improved bioavailability, thermodynamic
stability, improved flow properties, and lower hygroscopicity, but according to
IPAB chis did not amount to an increase in “therapeutic efficacy”®

As a consequence, “Section 3(d) as applied to date appears to exclude from
patentability new sale forms as well as new polymorphic forms of previously
known substances. Exclusion of such new forms seems to be without regard to
any improvement in properties such as bicavailabiliry or physical or chemical sta-
biliry of the drug”® However, the requirement of enhanced efficacy means that
although some cvergreening is not possible, patents for drug versions with even
incremental efficacy should be available.¥

Interestingly, recent Federal Circuit opinions in the United States do not
seem to be radically different in result, if not reasoning. Pfizer’s patent for the
besylate salt of the drug amlodipine was invalidated after the Federal Circuit
determined thar a skilled artisan would have been motivated to combine prior
art references to achicve the claimed invention, and that it would have been obvi-
ous to one skilled in the art to try substitution of the besylate salt for the earlier
maleate salt form that had created issues of sticky tablets.®

Then, in Schering Corp. v. Geneva Pharms, Inc., the Federal Circuit invalidated
a patent for an active merabolite of the allergy drug loratadine (Claritin), on the
grounds that “a limitation or the entire invention is inherent and in the public
domain if it is the ‘natural resule flowing from’ the explicit disclosure of the prior
art”® According to one commentator, “it is conceivable that the concept of antic-
ipation through inhetency could be applied to new salt and polymorphic forms
as well.”

With respect to genetic inventions, “chere is unlikely to be an inventive
step in identifying from within a sequenced genome any new gene, even those
without known homologues,” for ic is “obvious to trawl the genome for previ-
ously unidentified genes, and any skilled worker would have some expectation of

85. 74, ar 134-33.
86. Fyan, supra note §2.

87. See SAMNAD BASHEER, LIMITING THE SCOPE OF PHARMACEUTICAL PATENTS
AND Micro-OrGaNtsMs: A TRIPS Comparteinrry Review (2005). On the norion of
evergreening, see inff note 121. The Indian Supreme Court affirmed that Gleevec is not pac-
cntable in India. Novartis AG v. Union of India, Nos. 2706~16 (S.C. Apr. 1, 2013) (India)
available at htep:/ /judis.nic.in/supremecourt/imgs1.aspx2filename=40212.

88, Pfizer, Inc. v. Aporex, Inc,, 480 F. 3d 1348, 1361-68 (Fed. Cir. 2007).
89. Schering Corp. v. Geneva Pharms, Inc., 339 E3d 1373, 1379-80 (Fed. Cir. 2003).
90. Fyan, supra note 82.

v
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success™ In Genentech, the court noted that a genetic invention was obvious if
“‘the marerials in question were lying in the road and ready for a rescarch worker to
use’” even if the skilled man faced a number of obstacles in proceeding to his goal.
However, if overcoming these obstacles required “*a spark of imagination... beyond
the imaginadion properly attriburable to him as a man skilled in the art’ then there
may be some element of inventive step”™

1. Utility/Industrial Applicability

Thomas Jefferson is said to have devised the utility requirement in the 1793 Patent
Act of the United Staces A high threshold of utility might be defined, based on
the plain meaning of the words, as requiring evidence thac the claimed invention
accomplishes a socially desirable goal. Industrial applicability scems a stricter notion.
The evidence required here mighe be that the invention can in fact be used in at Jeast
one “industry” Due in part to a perception that the Patent Office is ill-equipped to
gauge actual utility of an invention, the cursent US standard is extremely low: basi-
cally an invention is useful if it "does something™™ Yet, as the US Supreme Court
noted in the famous case of Brerner v. Manson, “[ T The basic quid pro quo contem-
plated by che Constitution and the Congress for grantinga patent monopoly is the
benefit derived by the public from an invention with substantial utilicy™

In Burope, the industrial applicability criterion is applied liberally and “indus-
try” in that context is basically any economic activity.”® In keeping with TRIPS,

91. COMPTROLLER GEN. OF PaTENTS DEsIGNs & TRADEMARKS, REPORT OF qmm
TecuNICAL EXPERT GROUP ON PATENT Law Issuss (2006), available at hrcp://ipindia.
nicin/ipe/ mmnnﬁ\nﬂ&w&wﬁlnonﬁmnnnlaowo;moﬁ .

92.14.

93, “Although the Patent Act was amended, revised or codified some 50 times berween 1790
and 1950, Congress steered clear of a statutory set of requirements other nmwb the bare nov-
¢lry and uriliry tests reformulated in Jefferson’s draft of the 1793 Patent Act.” Graham v. John
Deere Co., 383 US. 1, 10 (1966) (citing TriomAs JEFFERSON, V WRITINGS 47 (Paul
Lecicester Ford ed., 1895)): sez also JEFFREY H, MATSUURA, JEFFERSON VS. THE PATENT
TroLLS: A POPULIST VISION OF INTELLECTUAL PROPERTY RIcHTS 37-38, 41 (2008},

94. The US Manual of Patent Examining Procedure (MPEP) (last revised July 20 10) states &.awn
“[i]F the applicant has asserted that the claimed invention is usefidl .@.x any particular w&%&m
purpose (i.c., ic has a specific and substantial uiiliy’) and the assertion would be no:m&ﬂm_
credible by a person of ordinary skill in the arr, do not impose a rejection wmwnm on lack of udk
ity USPTO, MPEP, § 2107(I1)(B)(1) (8th ed., 2001, as amended) (cmphasis added), %&m
able at hiep:/ Ferwweaspro.gov/web/offices/pac/mpep/mpep-2100.pdf. Ir all seems to bos
down to 2 somewhat credible assertion by the applicant.

95,383 US. 519, 534-35 (1966).

96. In the words of Justice Hitchin of the English High Court: “All manufacturing, extract-
ing and processing activities of enterprises that were carried our continuously, independently
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alt that is required is pozential applicability” However, there are limits. First, the
exploiration of a patent on human biological materials mighe violate the morality
provision.” Second, inventions destined to be used in privare (e., 2 contraceprive
method) would not be “industrially” applicable. In the case of DNA sequences,
industrial applicability can have a significant impact. The English Coure of Appeals
recently noted thar “just describing the existence of a protein and its structure is not
enough. Nor is it enough to describe the funcrion ar a high level of generality—e.g.,
that the compound must have a significant function biologically and so it (orits anti-
bodies) may be usable to treat some sort of disease. You have to say what it is for wich

" more particulariry™ Interestingly, the court signaled that it was in a berter position

to make a derermination of induscrial applicabilicy, which in that case required a

" fact-intensive inquiry that a patenc office was ill-equipped to perform, mostly rely-

ing instead on the applicant’s assertions.!® The UK Supreme Court reversed, noting
that plausibility of a claimed use, or an “educated guess; could suffice, adding that
otherwise there might be a “chilling effect on investment in bioscience.” !

A. China

“Practical applicability,” deemed the equivalent of “utilicyy®* means thar the
invention “can be made or used and can produce effective resules.”™* This requires
that the invention be repeatable and not be contrary to established natural faw
and, noc unlike the US standard, not be negative or harmful.** An invgntion must

and for commercial gain” Eli Lifly and Company v Human Genome Sciences Inc. [2008)
EWHC 1903, conf. by [2010] EWCA Civ 33 (Eng. C.A.), revd, [2011] UKSC 51. Arricle
57 of the EPC, supra note 37, extends industry to “any kind of industry, including agricul-
wre” See also Aurora Plomet, Towards Systemasic Legal Conflict: Article 6(2)(c) of the EU
Directive on Biotechnological Inventions, in EMBRYONIC STEM CELL PATENTS: EUROPEAN
Law & ET:ICS 189 (Aurora Plomer & Paul Torremans eds., 2009); Chiron Corp. v. Murex
Diagnostics Led. [1996] R.P.C. 535, 607.

97. TRIPS Auticle 27.1 says “capable of industrial application.” TRIPS Agreement, supra note
1, art. 27.1; see also Plomer, supra note 96, at 190.

98. EPC, supra note 37, arc. 53(a); see abso Dircctive 98/44/EC of the European Parliament
and of the Council of 6 July 1998 on the Legal Protection of Biotechnological Inventions,
98/44/EC, art. € 8 pmbl. 37, 1998 O. (L 213), 13.

99. Human Genome Scis. v. Eli Lilly, [2008] EWHC 1903, § 64.
100. Id.

101, I4. 97 122, 145, 171.

102. Louis S. Sorell, Comparative Analysis of Selected Aspects of Patent Law in China and the
United States, 2002 Pac. RiM Law & Por’y J. 319, 326 (2002).

103. China Parent Act, supra note 44, art. 22.

104. See Gabricl, supra note S7; see also Yahong Li, fritation to Innovation in China: The
Role of Patents in Biotechnology and Pharmaceutical Industry 132 (2010); Zhang Xiaodu,
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generally meet the needs of society, which inventions that pollute the envirop,
ment, seriously waste energy or other resources, or injure human health would not

Here we see that even a standard expressed in the statute as a fairly high
threshold (evidence of positive effects or results) has apparently been watere
down to a not negarive standard by the Patent Re-examination Board (PRER). %
In the pharmaceutical field, human clinical trials are not required, as expecratio
of applicability to humans can be presumed from animal or other efficacy tests,!

Still, China’s practical applicability requirement seems broader than t
“industrial applicability” adopted by some other countries, allowing more inven
tions to qualify for pacent protection.'” For instance, in Europe, where “an inven
tion shall be considered as susceptible of industrial application if it can be mad
or used in any kind of industry, including agriculture] an invention that could b
manufactured, but not industrialized, would not pass the “industrial application’
test; however, such an invention would meet Chind’s utility requirement.’®® This
broader standard is reflective of the role of economic development policies in the
formation of Chinese parent law.'®

In the case of pharmaceuticals, the invention must “produce positive effects
which implies effects that are stable and repeatable. ! Traditional medicines tha
can only be made manually are not industrially applicable, nor are methods of

medjcal treatment, !t

B. India

An invention has “industrial applicability” in India if the product can be (1) made
{2) used in ac least one field of activity, and (3) reproduced with the same char
acteristics as many times as necessary.\? Usefulness depends not on whether the

Practical Applicability and Full Disclosure of Technical Solutions, 2002 CHNA PATENTS &
TRADEMARKS 23~28.

105. See Decision 2758, Junc 18,2002, international category AGINS7/14; Li,
ar 132-33.

106. Li, supra note 104, at 133.

107. Kong Qingjiang, The Political Economy of the Intellectual Property Nmmu.w«n.wxm&»
in China: Evidence from the Evolution of the Chinese Patent Regime, 21 PaC. MCGEORG
Grosar Bus. & Dev. L], 111, 121 (2008).

supra note 104

108. Xuglang, supra note &0.

109. Qingjiang, supra note 107.

110. See Li & Li, supra note 42, a1 142.
111. See id. ar 143.

112. Yalamanchili, supra note 73.
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invention will have commercial success, but whether the invention “had utility
at the date of filing and will actually have the effects the patentee professed”?

According to the Patent Office Manual, “industry” should be “understood
in its broad sense (as it is in the EPO), which includes any useful and practical,
as distinct from intellectual or aesthetic, activity. As such, it does not necessarily
imply the use of a machine os the manufacture of a product and covers such thing
as a process for dispersing fog or a process of converting energy from one form
to another”* " However, “vague and speculative indication of possible objectives
that might or might noc be achievable by carrying our further research with the
tool as described is not sufficient for fulfillment of the requirement of industrial
applicability” because “the purpose of granting a patent s not fo reserve an unex-
ploved field of research for an applicanc”!'® The reader of the patent should not
need to look for ways “to exploit it in industry by carrying out work in search for
some practical application.”!*¢

Alchough the exclusion applies to inventions that defy the laws of nature
(a typical example being 2 perpetual motion machine) or machines that cannot
perform the function described in the application, in India it also excludes from
the realm of parencability methods of treatment of the human or animal body by
surgery or therapy or of diagnosis practiced on the human or animal body and
parts/pieces of the human or animal body to be used in transplants.¥

India also excluded from patentability 2 number of potential inventions that
might have fallen on the sword of utility. Article 3 of the Patent Agr provides
inter alia that the following shall not be patentable:

* An invention that is frivolous or that claims anything obvious, contrary
to well-escablished natural laws. The notion of frivolity was interpreted as
applying to an application for making in one picce, an article previously
made in two or more pieces, noting thar “mere usefulness” was insafficienc.'®

113.14.

114. Euvrorean Parent Orrice (EPO), GUIDELINES FOR EXAMINATION IN THE
Evrorzan PaTENT OFFICE 5.1 (June 2012), available at hatp:/ [www.cpo.org/law-practice/
legal-texes/guidelines.heml.

115. Deciston of the Boards of Appeal of the European Patent Office, Case T0870/04,
9 64 (May 11, 2005), available at hetp://wwrwepo.org/law-practice/case-law-appeals/pdf/
040870eul.pdf,

116. 74,719 i

117, J4. 9 59. On inventions that cannot work as described and claimed, scc Eastoan Kodak
Co. v Am. Photo Booths Inc.,, BLO/457/02. Such applications mighe also fail on the disclo-

sure and enablement fronts.

118. Indian Vacuum Brake Co. Ltd. v. Laurd, AIR 1962, Cal 152.
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A perpetual motion machine alleged to be giving outpur without any inpye i
not patentable as it is contrary to nataral law.

* Aninvention che primary or intended use or commercial exploitation of
which could be contrary to public order or morality or which causes serious
prejudice to human, animal or plant life or health or to the environment; s ;!

+ The mere discovery of a scientific principle or the formulation of an abstract
theory or discovery of any living thing or nonliving substances occurring
in nature; and, as already discussed, the mere discovery of a new form of
a2 known substance that does not result in the enhancement of the known
efficacy of that substance or the mere discovery of any new property or new.-
use for a known substance or of the mere use of a known process, machine, -
or apparatus unless such known process results in a new product or employs -
at least one new reactant, % It has become common practice in the pharma-
ceutical industry to repackage a molecule (active ingredient) with known
salts, metabolites etc., in some cases with [ittle if any demonstrated advantage,
to claim a new patent, one of the forms of “evergreening” (the prolongation. |
of rent from otherwise out-of-patent branded medications) that has been
criticized.””! Pharmacentical companies have argued that the cost of research:
requires protection beyond the twenty-year term on a new drug, much of
which is not used to commercialize the drug because of regulatory approval
processes.'?* This is an empirical matter that is beyond the scope of this chap-
tet, but one on which different countries, at different stages of development
and with different industrial setups and public health concerns, might exam-:

ine from dissimilar perspectives.

119. India Patent Act, supra note 67, are. 3b.
120. I4. arts. 3c~d.

121, “Evergreening” techniques writ large include getting laws enacted requiring generic man-
ufacturers to notify brand name comperitors of their intention to enter the market and requir-
ing government regulators not to give marketing approval for a generic medicine unless no
contrary parent claims can be established {the Canadian system); getting a patent covering the
capsule or gel of the drug, instead of its contenes; threat of litigation; introducing once-a-day
versions of a drug just before parent expiration to replace a three-times-a-day form or bring-
ing a single isomer version of a drug thar was previously marketed as a racemic isomer; asking
docrors to arrack generic products in academic journals; contracrual agreements in which the
generic manufacturer agrees not to encex the market in return for financial remuneration from
the brand name manufacturer; and last but not least using dara exclusivity forbidding generic
companics from using the original safecy and efficacy darta for a period of time. See Thomas
Faunce, Submission to the Department of Foreign Affairs and Trade Review of Export Policies
and Programs 53~54 (May 2, 2008) (Austl), available at worwdfar.govau/trade/export_
review/submissions_received/ The AnstralianNationalUniversityDrThomasFaunce.doc.

122, See Robert Chalmers, Buergreen or Deciduous? Australian Trends in Relation to the
“Evergreening” of Patents, 30 MeLs. U. L. Rev. 29, 32 (2006).
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« A substance obtained by a mere admixture resulting only in the aggregation of the
properties of the components thereof or a process for producing such substance;'®

» 'The mere arrangement or reartangement or duplication of known devices
each functioning independently of one another in a known way.1%

It seems fair to say that India has decided not to rely only, or even mainly, on par-
entability criteria to exclude from patentability marter thar it considers unpatentable.
The best example is Article 3(d) of the Patent Act, which has been described as “crude,
but constinutional”® It may be, however, that the definitional flexibiliry resulting
from the undefined nature of the three main patentability criteria in TRIPS Article
27 would be the hook to justify the compatibilicy of the measure with TRIPS, in
keeping with Article 1.1. Another option is to look ar Article 30 as an exception, but
Article 30 seems designed ro provide exceptions to patent rights, not subject marter.

11, Lessons

As an early expert on US parent law, Willard Phillips noted thar deciding what
kinds of subjects should be covered by patents is a very difficult task } Additionally,
patentability rules—like most rules—can rapidly become obsolete because by defi-
nition patent law will encounter subject matter not before seen.’?

Are general standards better than more specific ones? The debate about the
flexibility of patentability standards enunciared in TRIPS, namely inyentive step
and industrial applicability, which may be “deemed to be synonymous™ with
non-obviousness and utility, respectively, is linked to the debate about rules ver-
sus standards. Az the very least, echoes of that debate reverberate here, as well.18

Although the demands of global industries, especially pharmaceutical compa-
nies, to have as much uniformly high protection as possible, and to allow as many
forms of evergreening as possible, are understandable, a world in which patent
offices may be said to apply a strict patentability rule simply is not upon us.'”

123, India Pacent Act, supra note 67, art. 3e.

124. Id. are. 3f

125, Basheer & Reddy, supra note 80, ar 265.

126, WILLARD PRILLIPS, THE Law Of PATENTS FOR INVENTION 76 (1873).

127, See THOMAS WEBSTER, THE Law AND PrRACTICE Of LETTERS PATENT FOR
WyvENTIONS 9 (1841).

128. TRIPS Agreement, supra note 1, art, 27.1; see Ruth Okediji, Public Welfare and the Role of
the WTO: Reconsidering the TRIPS Agreement, 17 EMORY INT'L L. Rev. 819, 902-03 (2003).

129. See Dianne Nicol, Strong Patent Rights, Weak Standards and Innovation in Biomedicine,
in INTELLECTUAL PROPERTY Poricy REFORM 55-56 {Christopher Arup & William van
Caenegem eds., 2009).
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Parent offices, at least those that examine incoming applications, and the coures
that review their decisions, must retain a degree of flexibiliry.

Echoes of the “rules versus standards” debate can be heard in the demands of
TRIPS-plusadvocates to cabin any flexibility in refusizng patents for non-obviousness
(for example parents on new forms of known substances) or lack of utiliry (for
example because the application discloses no known wearmient, as in many genetic
sequence parents). One might say a rule is then superimposed on a standatd to limic
the field of application of that standard. This is problematic according to the tra-
ditional distinction because it is assumed to have a temporal component. A rule
does not differ from a standard simply because of the specificity of the command,
but also because it typically provides content ex ante, whereas a standard is used
to consider conduct ex post.'*

TRIPS demanders typically assert that patents are necessary to empower
market forces to creare incentives for innovation.’> However, this does not make
a case for a uniform standard across industries and technologies, because each
rmay have its own market scructure, thus requiring flexible standards.'* Moreover,
even if 2 good degree of predictability seems a priori desirable, one should dis-
tinguish the predictability of the notice function (e.g., the scope of the properry
rights claimed) from the applicarion of the patentability criteria.® Greater ex
ante predictability of the scope of a patent (essentially, rules concerning the con-
struction of claims) allows easier and more efficient private ordering, legal advice,
etc. However, strict patentability 7#/es may not take account of changes and
variations in a technological field and differences among technological fields.
Indeed, decisions abour patentable subject matrer are ofren informed by policy
judgments about the desirability of patents in a given area.'* Here, a standard
often may seem fairer because it allows the decision-maker to factor in relevant
circumstances, but it may also involve grearer transaction and evidentiary costs.

130. See Louis Kaplow, Rules versus Standards, An Economic dnalysis, 42 DUxE L. 557, 559
(1992).

131. Sec Jorr MoOYKR, THE Gyrs OF ATHENA: HisTORricaL ORIGINS OF THE
KnowLEDGE Economy 76 (2002).

132. See Burk & LEMLEY, supra note 83, at 95.

153. See Craig A. Naed, Legal Forms and the Common Law of Patenss, 90 BU L. Rev. 51, 80
{2010).

134. See id. at 99 (“[The judge, in the Hayekian sense, is more closely tethered to industry
customs and norms, and thisis more likely ro develop docerine that reflects the parties’ and the
relevant industry’s expecrations.”)

135. See John E Duffy, Rules and Standards on the Forefrorit of Patentability, 51 W, &

Mary L, REv. 609, 617 (2009~10) (discussing Justice Breyer's opinion in Lab. Corp. of Am.
Holdings v. Merabolite Labs., Inc., 548 U.S. 124 (20086)).

Patentability Criteria as TRIPS Flexibilities « 565

Leaders in some industries believe that grearer harmony in defining whar is pat-
entable will lead to more uniform global markets, reduced transaction costs, and
more possibilities for rent extraction from more countries. They mighe refure the
access to medicine concerns, for example, by stating that getting the parent is only a
first step, and that measures to allow access by poorer patients can be taken as a sec-
ond step, and that indeed taking tha step (e.g., providing low-cost or free drugs) will
be caster if patent rents are paid by more affluent padents in the developing world.

This cuts both ways however. First as to the method: India has shown that
it can use rules to remove the flexibility to grant a patent on, for example, new
forms of known substances.’® We see this in the ruling by the Madras High
Court, which noted the considerable degree of (necessary) discretion left to
examiners and the Patent Appeal Board. Second, on the normarive underpin-
ning, one might counter that granting a patent and then having to go through a
possible compulsory license exercise imposes transaction costs on the state and
causes delays. Empirically, those who take this position might point to the sharp
drop in new molecules in the approval pipeline in spite of their having the high-
est [evel of protection for the industry.*” That said, countries who take a position
viewed as unfavorable by the “TRIPS- plus” demanders should expect repeated
visits by European and US officials and possible threars of retaliatory action,
which in itself is a transaction cost worth pondering.

Indeed, the Indian decision concerning Novartiss Gleevec seems informed by
the belief that fewer patents should result in a stronger indigenous industry, par-
ticularly in the area of pharmaceuricals and chemicals.*® Article 3(d) of the Patents
Act, presented as requiring a higher threshold of inventiveness, is a policy imple-
mentation of that belief, as are provisions on compulsory licensing, the fairly wide
experimental use exception, and the parallel import provisions contained in
Indian Jaw.

The policy issue at the core of the debate on pharmaceutical parents is optimal,
cumulative innovation, which one may situate berween banal incremental innovation
and rare substantive departures from the prior art (“breakthronghs™).”” Although there
are occasional major brealshroughs in biopharmaceutical research as in other areas,
most parents are granted to follow-on innovators. Economises have been actively debar-
ing for several years the best way to allocate efficiency berween original and follow-on

136, India Patent Acr, supra note 67, are. 3d.

137. Acleast for antibacterial rescarch. See David J. Payne, Michael N. Gwynn, David J. Holmes
& David L. Pompliano, Drugs for Bad Bugs: Confronting the Challenges of Antibacterial
Discovery, 6 NarURE Revs. DrRuG Discovery 39 (2007).

138, See Shamnad Basheer, “Policy Style” Reasoning at the Indian Patent Office, 3 INTELL.
Pror. Q. 309 (2005).

139. See Correa, supra note 30, at 4.
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inventors.* The risks at both ends of the policy spectrum—that is, extreme under- o
overprotection—include a lack of incentive for innovation and patent thickets wich.
anticommons effects (holdups), respectively** There are several options berweeq

those extremes, including the application of conspulsory licensing for dependent pag- -

ent use and the application of competition law measures in cases of patent abuse, 142

The binary nature of the debate is icself a significant par of the problem. As
with TRIPS, the first two phases of which (namely first, an attempt to get as high
alevel of protection as possible followed by an attempt to resist TRIPS and lower
protection) were both ill-advised as a single source for policy development. i
Calibration is required here as in so many other fields of regulatory endeavor, The
debate is not about getting as many proprietary rights to support privarely funded
{closed) innovation with high proprietary barriers versus making innovation avail-
able at the lowést cost. China, India, and other countries, including many ranked
as industrialized, should experiment with other forms of innovation and adape
patentability standards accordingly. Open innovation, sharing of information,
possibly allocating public funding among countries instead of competing as in the
closed model may indeed lead to much more promising developments while giv-
ing privare biopharmaceutical companies the leeway to continue to invent as they
see fit. This broader approach may work better for orphan, tropical, or low-market
diseases, as recognized by the World Health Organization.*

Parent pools and licensing will not solve all issues that open source innovators
might face. A private party may parent a basic innovative step and prevent the
exploitation of (more advanced) results funded by public and/or open source
innovarors. Although excesses in this sphere may be addressed in some cases by
(typically complex) competition law measures, the scope of potential abuses may
also be reduced by applying patenting standards and possibly exceptions to exchu-
sive rights informed by the need to allow basic scientific progress. '

140. Nicol, suprz note 129, at 69-70.

141. The evidence of anticommons effects exists but is reportedly counterbalanced by “prolific
licensing activity.” See id. ar 71; see also Rebeeca S, Eisenbeg, Genomic Patents and Product

Incentives, in Human DNA: Law anp Poricy 373-74 (Bartha M. Knoppers, C.M. LaBerge .

& Marie Hirde eds., 1997).
142. Se¢ UNAIDS, supra note 1.
143. See Gervais, supra note 18.

144. See WorLp HearTs Ore. (WHO), Tae PuBLic HEearTH, INNOVATION AND
INTELLECTUAL PROPERTY: GLOBAL STRATEGY AND PLAN OF ACTION (2009). Paragraphs
17 through 20 focus especially on essential medical rescarch and development (R & D) rel-
evant to diseases thar disproportionately affect developing countrics.

145. 8ee Margo A. Bagley, Academic Discourse and Proprietary Rights: Putting Patents in Their
Proper Place, 47 B.C. L. Rev. 217, 223-24 (2008); Rebecca S. Eisenberg, Proprierary Rights
and the Norms of Science in Biotechnology Research, 97 YaLe L]. 177, 182-84 (1987).
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Developing countries, in implemenring patentability standards as parc of 2
broader, systemic innovation strategy can and should avail themselves of oppor-
runities that more industrialized countries, ensconced in strict constraints of privare,
market-based innovation, are unable to exploit. Public health is, one might
suggest, about more than commerce but this is not my point.'6 Developing
countries may have Jower development costs for new drugs and can focus
on orphan and tropical diseases that have a smaller marker in industrialized
countries. Current research focuses heavily on diseases not because they are
serious or life-threatening bu, rather, becanse they affect a significant number of
potential buyers (patients). Some might see this as ideologically desirable or at
least inevitable. Orphan-disease subsidies meant to correct this imbalance are
not working well. ' This notion points clearly to an advantage for lower-cost
research environments, and the patent rents that those drugs could generate
even in small markets in industrialized countries should be proportionally
much more substantial if the drug was developed at 2 lower cost.

Beyond pharmaceuticals, the dara concerning the benefics of parents are
mixed in the aggregate. Bessen and Meurer report, for example, that “patents are
neither the only nor even the most important means of encouraging innovation.
On average, patents made a rather small contribution in this regard. Claims chat
the US patent system is responsible for current US rechnological leadership are
exaggerated.” ™ Still, 2 number of companies have benefited enormously from
patents, and some would not exist but for the patent system. Propagpents of
strong patent protection can usually point to jobs created, etc. as a result of cheir
patent-led growth, a good way to mollify policymakers, especially in hard eco-
nomic times. However, it behooves those policymalers to consider the impact on
their country’s economy as a whole in making forward-looking policy, as opposed
to anecdotal (but not necessarily insignificant, of course) examples in the rear-
view mirror. Developing countries in particular might look at studies specific to

146. Though it is often made in this context. See Jeffrey D. Shelley, Patent Pools for Orphan
Diseases, 18 ANNaLS HearTH L. ADVANCE DIRECTIVE 141, 149 (2009) (*[ T)he social and
economic benefis stemming from orphan discase rescarch and development, and global access
wo related drugs, ourweigh for-profit interests and is well worth the endeavor”).

147. See, eg, the Orphan Drug Act, 21 US.C.A. §§ 360aa—ce (2007); European Union
Regulation on Orphan Medicinal Products, Regulation (EC) No. 141/2000, OJ L18,
22/1/2000; Therapeutic Goods Regulations, 1997, Part 3B {Austl.). Most commentarors
agree that, although those measures were helpful, much more is needed. Suggestions include
more public research, patent pools, and biobanking. See Dan Phair, Orphan Drug Programs,
Public-Privase Partnerships and Currenr Efforts to Develop Treatments for Diseases Of Poverty,
4 J. Hearrs & BroMep. L. 193 (2008); Shelley, supra note 146; Brian Su, Developing
Biobanking Policy with an Oliver Twist: Addressing the Needs of Orphan and Neglected Diseases,
66 L. L. Rev. 771 (2006).

148. James BESSEN & MICHAEL J. MEURER, PATENT FATLURE 118 {2008).
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their situation in crafdng a patent policy most {ikely to develop cheir economy
and focal innovative potential s

India wants to leverage the fact that it has highly trained researchersbut anm :

lower costs than US and Furopean laboratories.™* Seen in chis light, there is o
reason not to support significant increases in the use of the patent system, “a rent
extraction machine, which, used correctly, allows domestic firms to dominate

>

foreign markets*** Yet winning the global innovation game by imposing lower

patentability standards is a risky endeavor, at least temporarily: more patents *
fikely will be granted to foreign applicants thus imposing additional rents and

licensing constraints on Indian researchers and users.!*!

If a country decides not to invest in substantive patent examination, it hasa
number of options. One is to grant all patents applied for, and let courts debate
their validity in case of infringement. Another is to have the applications exam-

ined by = foreign patent office. In chat latter scenario, a country would have the -
option of going to a major industrialized Office (e.g., EPO, JPO, USPTO) orto -

the office of a developing countries with kindred views on developmenc. In either
case, however, the matter of whether a patent is valid and infringed will appear
before courts sooner in later. Developing countries should be training judges and
members of the local bar, providing them with inrerpretive tools and at [east an
overview of the underlying policy issues. Courts should adopt rules allowing
themselves to appoint a neutral expert if necessary, as is the case in a number of
European systems.!*

A developing country might well decide to adope fairly high standards, so
as to exclude inventions that have no clear usefulness or that seem sach a small
incremental step that they could be considered “obvious.” Yet, the patent system
was not designed only for pioneer inventions, those major technological break-
throughs capable of transforming an industry or indeed establishing a new one;
the obviousness and utility criteria are more typically filters that apply to “close
calls” If the standard is too high, local inventors might be discouraged. Efforts in
China and India to develop indigenous standards should be welcomed by policy-
makers in the developing world as they are likely to broaden the palette of options
available to them in that regard. )

Patent policy might be used to exclude subject matter, such as “pure” software
or business methods for example. That may be made partially dependent on

149. See Drahos, supra note 17, ar 90-91.
150. /. at 91.

151. Drahos reports thar the 1250 in-house R & D institutions in India had collectively filed
only 743 applications, a much lower number than their counterparts in China. /.

152. Strict rules are also required o ensure che neutrality of the expere.
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industrial applicabilicy for example, but may also be excluded at the subject
matter level. Excluding sofrware is a good example of a risk worch calculating:
in many developing countries, access to computers and an abundance of bright
programmers may lead to a rapidly emerging industry, one that is much less
costly to establish than, say, 2 biotechnological research industry. ' To make
appropriate policy, one should consider the evidence of the impacr of parents
on the software industry. This should include consulting with, and providing
information to, students in engineering and compurer science schools and in
small and medium businesses. Still, obviousness and utility will apply directly
to genetic and many pharmaceutical reformulation patents, and those deci-
sions may have considerable welfare and trade impacts and should thus be
properly calibrated. More important perhaps, if a country wishes to develop
its innovation potential, much more than calibrated patentability scandards
are required. Inventors must understand the patent system and have access to
the necessary assistance to use it. In particular applicants who wish to obtain
protection in foreign markets ofien need venture-type funding to finance
a Patent Cooperation Treaty (PCT) process. At an even more fundamental
level, education systems must reflect the value of inventiveness and creativity
and provide the intellectnal roolkits to enable citizens to innovare effectively.
Patents can be barriers for many inventors because the threshold of inventive-
ness and especially novelty is usually judged in light of worldwide prior art.

This means that [ocal inventors must be global innovators. .

]

Conclusion

In this chaprer, I situated the “semantic” flexibilities following from the use
of undefined terms in the TRIPS Agreement in the broader context of other
forms of policy space available to WTO members in cheir effort to implement
TRIPS and calibrate such implementation to maximize innovation outcomes
while trying to minimize welfare and transition costs. I then considered two spe-
cific undefined terms, non-obviousness/inventive step and utilicy/industrial
applicability, and how those definitions may be implemented in national law
to embody domestic policies specific to a country’s priorities. Such national
design flexibilicy in applying these international standards may produce signifi-
cantly different outcomes and better align patent law to the innovation goals
with which it is often associated without compromising interests in making

public goods readily accessible. Definitional flexibility, as seen in India and

153. Sze Robert E. Thomas 8 Larry A. DiMatceo, Harmonizing the Internasional Law of
Business Method and Software Patents: Following Europe’s Lead, 16 Tex. INTELL. PrOP. L.
1,37 (2007).
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China, allows for policy experimentation in supporting research in new feg,
of scientific inquiry, providing adequare levels of incentives for those industrjes
that depend more heavily on parents and, ultimacely, in assuring chat che pat-
ent system produces net gains thac are meaningful in che specific context of each
OOH—UMH%..
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