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Patent Regulation in North-South and South-South Tade Agreements
Salam Alshareef
Abstract

The article provides a comparative examinationaiépt provisions in both North-South and
South-South Preferential Trade Agreements (PTAsas$esses whether the flexibilities of
World Trade Organization Agreement on trade-relaasgect Intellectual Property Rights
(TRIPS), are getting eliminated, preserved or @i#id in the studied PTAs. The article studies
the PTAs of both the United States and EuropearorJnvith developing countries as
examples of North-South agreements, and the PTAstf China and India with developing
countries as examples of South-South agreemenesPTAs of US show systematic efforts
to eliminate TRIPS flexibilities. EU chapters on #dgage partner countries to accede or
comply with WIPO treaties in its earlier versiomgd converge toward US approach in its
latest versions. By contrast, China PTAs affirm cdtment under TRIPS and emphasis some
of its flexibilities. Patent related issues areeatisrom India’s PTAS.

Keywords: Patent, TRIPS flexibilities, Preferential Trade Agments, TRIPS plus.

1- Introduction

Industrial development is a long-term process o€uawlation of diversified
technological capabilities (Stiglitz et al, 2008kcess to knowledge and the accumulation of
diversified technological capabilities are essermsgpects of industrialization process (Cimoli
et al, 2014). In fact, what separates developewh fieveloping countries today is as much a
gap in knowledge as a gap in resources. An essasf@ct of “catching up” by developing
countries is the emulation of technological leadRminert, 2009) and the rapid accumulation
of the knowledge and capabilities needed in ordaustain processes of technical learning.

However this accumulation is influenced by broagyaiof policies and the existence
of supporting institutions, including those govegihe modes though which individuals and
organizations can claim the legal rights to thelwsigze exploitation of their knowledge. To
put another way, technological capacities accunuulat influenced by the governance of

intellectual property rights (IPRgEimoli et al, 2014).

1 Cimoli, Dosi and Stiglitz, (2009) noted that thgmlicies historically happened to involve, tdfeliént degrees
and according to specific local conditions, theldi@ing elements consistent with the ingredients hese

previously identified in industrialization processdi) state ownership; (ii) selective credit altion; (iii)

favorable tax treatment to selective industries) (iestrictions on foreign investment; (v) local noext

requirements; (vi) special IPR regimes; (vii) goveaent procurement; and (viii) promotion of largentstic

firms.



Tight IPR regimes hinder the activities of reversagineering and imitative
experimentation which are typically at the coretlué development process, Consequently
they hinder the development of local technologicapabilities in general and absorptive
capabilitiesn particular (Dosi and Stiglitz, 2014).

One of the well documented historical fact, it e taxity or the absence of IPR in
nearly all instances of successful industrializatexperience to the extent that the emulation
of the technological leaders can be identified as of the few constants across those
experience (Reinert, 2009, Cimoli et al, 2014).

A major change was the incorporation of (IPR) ie thternational trade domain,
culminating in the adoption of WTO agreement ondéraelated Intellectual Property Rights
(TRIPs). TRIPS agreement represents a historicpétiment, in relative and absolute terms,

to policies aiming at the structural transformatidrieveloping economies.

However, even if IPR homogenization reduces theep#or policy maneuver, it did
not end the “implementation game” at the natiormalel (Deere, 2009). Within the new
international framework, there remains room for rdoes to push for some strategic
intellectual property management. TRIPs agreemeovtigies some flexibilities, although
scant, that may be further exploited and adaptedsistently with industrial policy
framework. However, legal feasibility and awarenalsthe existence of these flexibilities are

not sufficient for countries to take advantagehai for two reasons.

Moreover, those flexibilities are getting elimindtey some trade agreements that
incorporate IPR standards which are even highar thase agreed under TRIPS agreement
(TRIPsPIus).

The paper providede jure comparative examination of patent provisions uridenth-
South and South-South Preferential Trade Agreen{@tas). More precisely, it investigates
the state of the so-called “TRIPS flexibilities” dar the PTA, whether eliminated, kept or
affirmed.

As example of North-South PTAs the study coverg@aments of United State and
10 European Union, signed with developing countrigs example of South-South PTAs
agreement, the study covers 5 Chinese agreemeait8 &mdian with developing countries.
The aim behind the choice of these countries sveduate if there are significant differences
between the conduct of emerging economies andamanetries in their economic agreements

with developing countries.



The articles would examine the level to which th® &hd the EU’'S PTAs limit the
possibility to design patent regulation at the ozl level, in a manner that favors the
upgrading of national technological capabilitiefhough the elimination of “TRIPS
flexibilities”. In addition it aims to investiga@ny convergence in US and EU’s approaches to
patent over time.

In addition, it examines the extent to which thenéke and Indian’s PTAs preserve
or affirm “TRIPS flexibilities”. Moreover, it asssss if there is any convergence in south
approaches to patent, through the example of Chiaed India. In addition empirical results
would permit to estimate whether emerging econontieeugh the example of China and
India, are promoting new institutions in interna@b patent regulations through their PTAs.

Results shows, in accordance to previous studieat US’s PTAs eliminate
systematically TRIPS Flexibilities. EU’'s PTAs halileen changing through time. While it
tended to eliminate some flexibility in earlier P Ahrough the engagement to adhere to
WIPOQO's treaties, the latest agreements join theapy@oach, eliminating more flexibility.

China’s PTAs range from the absence of the mera tamtellectual property” and
“patent” in some PTAs, to the inclusion of chapiarlPR in others. Whenever such chapters
are included, all TRIPS flexibilities are maintaineMoreover, flexibilities were confirmed
through their recurrent reference to Doha declamatindia’s PTAs introduce no regulations
related to patent, and more generally to IPRs.

The article is structured as follows. Next sectipresents, briefly, the TRIPS
flexibility and TRIPS plus concepts, which would hbmsed to formulate an analytical
framework that permits to analyze, comparativelptept provisions in studied PTAs.
Sections 4, 5, 6 attempt to deduce Patent appresach&S, EU and China respectively.

Section 7 concludes.

2- TRIPs Plus commitments in PTAs

TRIPS has placed significant constraints on coestriautonomy in intellectual
property matters. However, as a consensual outaornas left room for variation across
countries, labeled under the term “flexibilitiesThis term designates the various legal
doctrines and mechanisms that help to mitigatestfexts deriving from the exclusive rights
conferred to patentee. The flexibilities are detifeom (1) an explicit exception to private
right of patent owner, (3) ambiguities in the tekat allow for different modalities of
implementation, (4) some provisions indicate thgecizes to be met rather than the specific
ways in which they may be achieved. The TRIPS [fidities may be useful for different
objectives, ranging from local production to theportation of protected products at the

lowest possible price (Correa, 2014). The degreehich such flexibilities are incorporated



into national laws determine the room availabladopt measures to upgrade technological
capacities of the local economy.

However, while developing countries have the righéxercise the flexibilities under
the TRIPS Agreement, in reality it remains difficidr many of them to make effective use of
them because ofinter alia, lack of infrastructural and technical expertised dack of
manufacture capacities. If IPR are enforced wheoelyctive and technological capabilities
are weak and industrial policies are absent, c@stiave no bargaining power, and little
capacity to recur to TRIPS flexibilities. At thensa time, if these policy spaces remain
unexplored and no active industrial policies arieaively implemented, the adoption of
stronger IPR regimes will make the process of @eaif capabilities even more difficult.

It could be useful to emphasis that the very teffaxibilities” is relative. Some
flexibilities are considered as such only when cared, on the one hand, to the orthodox
interpretations of TRIPS provisions; and on theeothand, when compared to TRIPS plus
provisions included in some bilateral trade agra@sie

TRIPS-plus is a concept which refers to the adoptd multilateral, plurilateral,
regional and/or national intellectual property sul@nd practices which have the effect of
reducing the ability of developing countries toteat the public interest. It covers both those
activities aimed at increasing the level of pratactfor right holders beyond that which is
given in the TRIPS Agreement and those measure®daiat reducing the scope or
effectiveness of limitations on rights and excemigDutfiel and Musungu2003). TRIPS
plus includes any new standards that would limatdbility of these countries to:

* promote technological innovation and to facibtathe transfer and dissemination of
technology;

* take necessary measures to protect public healthtion and to promote the public interest
in sectors of vital importance to their socio-eacmmand technological development; or,

» take appropriate measures to prevent the abusatafectual property rights by right

holders or the resort by right holders to practiedsch affect the international transfer of
technology.

Based on both the abundant literature on TRIPShiléies (e.g. Mercurio, 2006;
Shadlen, 2005; Matthias Lamping et al, 2014) amdaithor observations in studied PTAs,
Table (1) present an analytical aiming at identifyil RIPSplus commitments in the studied
PTAs. The framework would permit the comparisornstefdied PTAs to each other and to
TRIPS commitments. It provides an overall view &IPS plus commitments as observed in

the Studied 33 PTAs (Listed in table 2 in anner)addition, it reports reference to Doha
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Declaration and the Convention Biological Diversityhich could be considered TRIPS
minus. India PTAs have no reference to IPR issues or pategrefore it is not included in the
table.

Table(1)

Patent X X X X X X X
Law
Treaty

UPOV X X X X X X X X X X
1991

Conventi
onon
Biologica
| diversity
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Industrial x
applicabil

ity
definition

Plant X X X X X X X X X

X X X X X

X X X X X X

Indirect X X X X X X
restriction

3- US’s Patent Approach in PTAs

US’s PTAs seems to be consistent over time withe ltariation from agreement to
another. It increases patent protection level chesspect of TRIPS flexibilities, with respect
to all product and with respect to specific produe. Agrochemical and pharmaceutics. In
addition US engage other parties to adhere, comamit comply with World intellectual
Property Organization (WIPQO) treaties. Paper disesiSTRIP$lus commitment included in
WIPO treaties on section on EU approach.

3.1- Patenting scope



US PTAs broaden the patentability scope by remothiegambiguity that exists under
TRIPS and exporting the more liberal interpretation

A - It defines “novelty” in a more expansive wayh&ve goods can pass the novelty
test and be granted a patent if the knowledge leas lisclosed within the year prior to
application, During this period the inventor may search fomafining or test the market for
his/her invention before initiating the costly armmplicated steps to patent the invention. In

most countries, any disclosure annuls the novéilayacteristic of an invention.

B - They mandate that patents be available for mg®s of known products. The effect
of this provision is to allow a first registrant @ new chemical product (especially
pharmaceutical) to obtain protection even in theecaf old and well known products,

extending the patent term.

C - US own definition of Industrial applicabilitthat emphasis the “usefulness”, was
adopted3. An invention only needs to be operabtecapable of satisfying some function of
benefit to humanity. Thus, certain developments doanot lead to an industrial product may
be patented. The U.S. rule permits the patentallitpurely experimental inventions that
cannot be made or used in an industry, or thatalgproduce a so-called technical effect, as
illustrated by granting patent, for example, to meels of doing business (UNCTAD-ICTSD,
2005).

D - They Permit the patentability of excluded sebjenatter under TRIPS, that's
plants and/or animal3he strongest agreement in this regard is US-Maroatich explicitly
mandates the provision of patent protection fog kbrms. Where plant patenting is not
required, it introduce obligation to “undertake e#lasonable efforts to make such patent
protection available”. In the absence of plant pateat the very least, a UPOV 1991 system
should be granted (this point will be discussethesection on EU approach).

3.2- Disclosure requirements and data exclusivity

2 CAFTA-DR Art15.9.7, Chile Art 17.9.7, Colombia tAt6.9.7, Panama Art 15.9.7, Peru 16.9.7, Morocdo A
15.9.8, Oman 15.8.7; Bahrain Art 14.8.8,

3 US PTA with Panama Art 15.9.11, Peru Art 16.9.1ad 15.8.11, Morocco Art 16.9.11, Colombia Art
16.9.11 and CAFTA-DR Art 15.9.11.



Disclosure provisions wording is more consistenthwidS law than the original
provision of the TRIPS AgreeménMorin, 2004), introducing a ceiling to the disslme
requirement. For instance, the expressions “to laelemand used” and “without undue
experimentation” are directly imported from US ldwdeed, this provision appears to forbid
countries from asking for more than “informatiorattallows the invention to be made and
used” in order to accept a disclosure as suffigjeciear and complete. Experimentation is
permitted under TRIPS. Here again US PTAs, limhits fflexibility when specifying that
“undue experimentation” are not permitted. Howeveloesn't define criteria about what do

constitute “undue” experimentation.

Those provisions limit the ability to require thesadosure of the origin of genetic
resources used in the development of biotechnabgigentions, which is a demand of many
developing countries rich with genetics resouré@sally, disclosure provisions in US PTAs
eliminate the facultative requirements under TRi®8emand the best mode of carrying out

the invention.

US PTAS, prevent the later applicant and the national aritth from disclosing or
relying on the clinical studies and data providedtiee original applicant when seeking to
register the generic version of the drug or agtizel chemical product for a given period of
time following the first registration (5 years fétharmaceutical and 10 years chemical
agriculture product). US PTAs include provislowhich apply the same period of data
exclusivity from the approval date in another coymtven if the manufacturer has not sought
to register the drug in that particular countryu$ha generic manufacturer wishing to market
and distribute a generic whilst the period of datalusivity is in force must conduct its own
clinical trials and other data and submit its firgh to the national authority. The end result of
data exclusivity in third country being that theuntry does not have access to that particular

drug or agriculture chemical product until the eé&pon of the data exclusivity period.

In addition, certains PTAs eliminate the Article.33equirement in TRIPS which
protects data only in cases where the pharmaceéuticquestion utilizes ‘new chemical

4 US PTAs with CAFTA-DR Art 15.9.9 Panama Art 15,9%%ru Art 15.9.9, Oman Art 15.8.10, Morocco Art
15.9.10, Colombia Art 16.9.9 and Bahrain 14.8.10.

®Bahrain Art 14.9.1, Oman Art 15.9.1, CAFTA-DR Ar5.10.1, Colombia Art 16.10.1, Morocco Art 15.10.1,
Perul6.10.1 Panama Art 15.10.1 @&fdle Art 17.10.1

® These provisions are found in FTAs between thedd8 CAFTA-DR (Art. 15(10)(1)(b)), Morocco (Art.
15(10)(2)), Bahrain (Art. 14(9)(1)(b)). Data exdlity for product registered in another territoryaram,
15(10)(1)(b), Peru, Article 16(10)(1)(b), Colomi#dicle 16.10.1.
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entities’ and where the generation of data involeessiderable effoft The provision
requires data protection with respect to any nevdipet. The latter is loosely defined as ‘one
that does not contain a chemical entity that hasipusly been approved by the Par§tch
protection may be sought irrespective of whether efifiort was spent in the generating the
data (Mercurio, 2006).

It is worth noting that data exclusivity, under BSAs, operates independently of the
patent status: drugs that are unpatented, becausatent was obtained in the first place, can
receive protection from generic competition for mimum of five years (Shadlen, 2005).

Concerning pharmaceutical products, US PTAs lirshk tiata protection to the patent
term, generic manufacturers may not obtain margedpproval at any time during the patent

period, and even in preparation to enter the margeh patent expify

Several US PTASintroduce provisions which prevent national dragulatory authorities
from registering a generic version of a drug tlsatumder patent in the country without the
consent of the patent holder. This provision regmes a significant shift from traditional
operating standards, where the market approval dfug, that is the regulatory approval
granted to a product which proves its safety aridaaly, has not been linked to a drug’s
patent status. Thus, the patent status of a dreguéeer had bearing on whether a drug is of

sufficient quality, safety and efficacy to be maddein a particular nation or region.

As a result, if a patent holder believes a generanufacturer is infringing its patent, it
traditionally has the responsibility to enforce itghts. In practice, this entails the patent
holder bringing suit against the alleged infringeran effort to prevent further sales of the
infringing product and recover damages. This pre@as be lengthy and costly, but ensures
the validity of a patent before enforcing the rgyasserted by the plaintiff. In addition, IPRs
have always been recognized as ‘private rights’liPBRexplicitly supports this position) and
it seems logical that the owner of private rightsidd be responsible for their enforcement.
The newly delegated role of the regulatory autlyoais an ‘enforcer’ of a private right is

therefore a significant benefit to the rights holde

" See Panama Art.15.10.4.a, Peru Art.16.10.8AFTA-DR Art.15.10.1.c, Morocco Art.15.10.1, andBain
Art.14.9.1.c, Peru Art.16.10.1.c, Colombia Art.1&1.c, Oman Art.15.9.1.c and Panama Art.15.10.1.c.

8 These rules are embodied in the PTAs with CAFTA-®R 15.10.2, Colombia Art.15.10.4.a, Morocco Art.
15.10.4, Bahrain Arts. 14.9.4.a Oman 15.9.4.a.

 See Arts 19.5.3 of CAFTA-DR; 17.9.4 of US—Chile; 15.906 US—Morocco; and 14.8.5 of US—Bahrain,
Panama 15.10.4, Colombia 16.9.5, Peru 16.9.5, Arhah5.
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In addition, this linkage plays ade facto patent, ensuring a minimum period of
monopoly for pharmaceutical companies, preventioigpetition, and in some instances, it
may even prohibit a generic manufacturer from segkegistration in a country. A period of
data exclusivity could be detrimental to countiigsing advantage of a compulsory license.
The Data exclusivity and the linkage between makgproval and patent statute could
effectively render the compulsory license meanisglé it cannot make effective use of the
license without repeating time-consuming and casi$ys to obtain marketing approval of its
drug (Mercurio, 2006).

3.3- Patent term extensions Patent revocation andght exhaustion

US PTAs extend patent protection term by engagthgrgparties to ‘compensate’ any
‘unreasonable’ delay in examining an applicatiom fegistration, through extending the
patent term in the same amount of time as the asmeable’ delay (often stated as a period
extending beyond five years from the date of thadior three years after a request for an

extensiom)’.

Moreover, US PTAs restricts the ability to revokpatent to be “ only on grounds that
would have justified a refusal to grant the pataatMoreover, pre-grant patent oppositions

were forbidden,

Some PTA¥, call Article 5.A.3 of Paris Convention as conaiitifor the revocation,
where forfeiture shouldn’t be provided except isecavhere compulsory license would not
compensate the claimed abuse. In addition, thelanirevents any proceeding before two
years from the granting of compulsory license. Thine space for refusal of patent is
narrowed, and the function of compulsory licenseaanterbalanced to become a vehicle to

protect patent holder right.

Some the US PTAs prohibit parallel importafibrHowever, a number of US PTAs
with developing countries, including Chile, Jordaand CAFTA-DR, are silent on the
exhaustion of patent rights. However, the artiahkihg market approval to patent status

contains obligation stating that party couldn’t expa patented product for reason other than

1 For example, Article 15(9)(6) of the CAFTA-DR, Baim 14.8.6.a, Chile 17.9.6, Colombia Art.16.9.6.b,
Panama Art.15.9.6.b, Peru 16.9.6.b, Jordan 23.apd&¢0, Oman Art.15.8.6.a Art.15.9.7.

1 Morocco Art.15.9.5, Bahrain 14.8.4, Oman 15.8.4jl€€17.9.4, CAFTA-DR Art.15.9.4, Peru Art.16.9.4,
Panama Art.15.9.4, Colombia 16.9.4.

2|n the case of US PTAs with Morocco, Oman, Bahrain

13 with Panama, CAFTA-DR, Peru, Colombia

14Us-Morocco (Article 15(9)(4))
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for marketing approval requirements. Practicaltys provision prohibit partner to be a source

of parallel importation for their countries who araet member of PTAs with US.
3.4-Complsury licensing restrictions

The restrictions placed on compulsory licensinguigh PTAs exist at two levels.
First, PTAs indirectly restrict compulsory licengiras a result of the data exclusivity
provisions and the linking of market approval tdepa status (Mercurio, 2006). Second,
direct restrictions limit the grounds on which cangory licenses can be issued. Unlike
TRIPS, these provisions are drawn in the negatiecanfine the use of compulsory licences
to specified cases, such as remedying an anti-citnapepractice, public non-commercial
contexts, national emergencies and other casest@nge urgency, and the failure to meet

working requirements.
4- EU’s Patent Approach in PTAs

Patent provisions in EU PTA have changed over. 8dréier versions commit parties
to the implementation of TRIPS and to “the highiesérnational standards of protection”,
with commitments to adhere to WIPO treaties (wHeté is already member). As will be
discussed below, those agreements contain TRIPRSpgshvisions. In addition, where those
agreements do not contain dispute settlement meshatheir inclusion in PTAs makes them
enforceable.

However, in the first phase of EU agreements, duERIPS NT and MFN provisions,
the EU was able to free-ride on the highest int@wnal standards set by the US in earlier
PTAs with the same countries (Watal, 2014). Acawgdio TRIPS article 4, any PTA
provision on IP matters that enters into forceratie TRIPS Agreement and that consists of
an “advantage, favour, privilege or immunity” shb# “immediately and unconditionally”
accorded to the nationals of all other Members.

EU re-examined it strategy in PTA agreement conogriP, which was manifested
by launching the EU’S&trategy to enforce Intellectual Property Rights in third countries of
2004, in which one of the suggested actions wdsetosit the approach to the IPR chapters
of bilateral agreements, including the clarificatiand strengthening of the enforcement
clauses”. The EU apply this as part of its Globatdpe Strategy, which provides that “[i]n

negotiating PTAs, the IPR clauses should as fapassible offer identical levels of IPR

15 Such provisions appear in US PTA with Jordan A20.
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protection to that existing in the EU while takimgo account the level of development of the
countries concerned” (EC, 2011, p21).

The section proceeds as follow, firstly it analy3€&dPS plus engagement in WIPO
treaties that parties have to accede or comply witthe EU (and US) agreements. Then it
turns to analyze elements found in the second gé&oer
4.1- International agreements

All generation of European approach to IP inclubdkgation or promotion to accede and
apply agreements that was not included in TRIPSs&hagreements are the International
Union for the Protection of New Varieties of Pla(tfPOV) 1991, The Budapest Treaty on
the International Recognition of the Deposit of Miarganisms, Patent Cooperation Treaty
(PCT) and Patent Law Treaty (PLT). The impact afsthtreaties on the international law is
the same as that of any other TRIPS-plus provisiansl for He (2010) in this way the
“TRIPS Agreement is amended, even though the amentlie not applicable to all WTO
Members”.

There are three types of commitment: the acceswion treaty within a certain
deadline, the endeavour to accede to a treaty amghlance with a treaty.

Before discussing TRIPS plus provisions of thosattes, it should be noted that most of
studied EU PTAS have no reference to Doha deotardtiPTA with Andean community
states that in interpreting and implementing tlghts and obligations under the PTAs “the

Parties shall ensure consistency with this Dedtawat

4.1.1- UPOV 1991"

The TRIPs Agreement leaves to each country’s discrevhether to protect new plant
varieties by means of patent or by effectuegeneris system or by any combination thereof.
Thus, developing countries are not obliged to mtevior the protection of plant varieties
under patents nor to comply with UPOV provisiomstéad, they may prefer to develop their
own sui generis system of protection.

The 1991 Act abandon the clear prohibition on deytotection in 1978 Acts(i
generis system and patent), so that a Contracting Pargpigar as the 1991 Act is concerned,
free to protect varieties, in addition to the graha breeder’s right, by the grant pate(is-
Saghir et al, 2006)

6 pTAs with CARIFURM use a shallow language, thdtécognize the importance” of the Doha Declaration
on the TRIPS”
I All EU studied PTAs include obligation to adheretBOV (1991).
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UPOV ‘91 requires a comprehensive coverage of planieties by the member states.
States that have been members of the Conventiom &dive year transition period to meet
this requirement. New members to the Union, howeses required (Article 3) to protect 15
genera or species on accession (5 for UPOV 1978)rantude all genera and species within

10 years (a minimum of 24 after 8 years).

Under the 1991 Act, the right of the breeder inpees of the production of
propagating material is not limited to “productifmw the purpose of commercial marketing”,
rather it is extended to all production. Thus, bexés authorization is needed in respect of the
propagating material of a protected variety, anydpction or reproduction (multiplication),
conditioning for the purpose of propagation, ofigrifor sale, selling or other marketing,
exporting, importing and stocking. As a generakydarmer would no longer be able to
freely save and re-sow propagating material froendrevious year’s harvest where this is the
common practice in developing countries. Howeverticke 15.2 provides an optional
exception which permits Contracting States to igstine breeder’s rights, within reasonable
limits and subject to the safeguarding of the legite interests of the breeder, in order to
permit farmers to use for propagating purposestheir holdings, the propagating material
from the previous year's harv&sthowever such exception is valid only for varietieisich
are essentially derived from the protected varietyere the protected variety is not itself an
essentially derived variety (EDV), and for vamstiwhich are not clearly distinguishable (El-
SAGHIR et al, 2006).

Article 14(5), which provides for the inclusion BDVs of protected varieties within
plant breeders’ rights, seeks to strengthen thbtgigf the breeder by bringing within
protection “essentially derived and certain otharieties” of the protected varieties. Under
this provision, the so-called “research exemptiandilable under UPOV 78, which allowed
breeders to freely use protected varieties foraresepurposes and for breeding new varieties,
was excluded (Dhar, 2002).

The duration of protection of breeders right unither 1991 Act for plant varieties was
extended to not less than twenty years from the dathe grant of the breedesr’s right (15
years in UPOV 1978), and for trees and vines thataun should not be less than twenty-five

years®.

18 Article 15.2.
19 Article 109.
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4.1.2- The Budapest Treaty on the International Remgnition of the Deposit of
Microorganisms

This treaty was signed in 1977 as a means of faiilg compliance with the
requirement of “disclosure” in the procedure fortadbing a patent. Normally, a written
description of the invention is required to obtaipatent. Since such a description is difficult
in cases where the invention involves a microorganithe Budapest Treaty allows the
deposit of microorganisms to be considered sufficidisclosure in these cases, and also
provides international authorities with which tlisposit may be mad&ivas-Eugui, Oliva,
2010).

As the term “microorganism” is interpreted broadgncompassing any biological
material whose deposit is necessary for purposelsofosure — particularly in the food and
pharmaceutical sectors — these rules can also tbepiated as tactics for facilitating and
promoting patents on plants and animals. Althougl Budapest Treaty do not affect
patentability criteria, it complement and faciléahe description of the invention. Procedures
for obtaining patents promote patent protection.

4.1.3- Patent cooperation treaty (PCT) and Patentaw Treaty (PLT)

The PCT provides patent owners with an easy and-effective mechanism to
globally file patent applications. While individuations still examine whether an application
meets national criteria of patentability, a PCT lmapion streamlines the process with an
initial single application; National examinationcoes later (Ho, 2011).

It provides the applicant with several benefitsskithe applicant can initiate a request
for a patent in all countries that are membershef RCT; however, the high costs of many
parallel national applications are deferred foreaigd of months and sometimes years. The
lag time also enables an applicant to delay a mecisoncerning which countries are
desirable for patent protection. Second, the apptics entitled to a preliminary examination
of its patent application through the PCT, whi¢magative, may enable the applicant to elect
not to pursue some or all national applicationsilgvimis may seem a small procedural detail,
it may have significant implications, given thauotries that are not members of the PCT are
likely to have few patents filed (Ho, 2011).

Some countries have obligation to comply with oceate to Patent Law treaty
established in 2001. The main objective of PLTasharmonize the formal requirements
relating to the procedures for applying for, obtagnand maintaining patents. The treaty
contains a set of standardized formal requiremimtaational and regional patent offices to

apply when dealing with patent applications. It e®v filing date, standardized forms,
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procedures for examination, compliance with timmait, means for avoiding unintentional
loss of rights and electronic filing (Musungu andtfiel, 2003).

The PLT, in effect, will enhance the position oftgre owners by combining
deregulatory measures with safeguards for them.ekample, article 10 provides that non-
compliance by a patent holder with one or moreheffbrmal requirements under the treaty
may not be a ground for revocation or invalidatimna patent except where fraudulent
intention is proven. The burden of proof for fralesi intention is usually very high
(Musungu and Dutfiel, 2003). In addition it includbligation to give the patent applicant the
opportunity to make observation, amendments andections, where such practice are
“permitted under applicable law”.

These tow treaties serve to eliminate indirectadles that could be used by national
authorities in order to delay the deliverance déptor to refuse it. After all, even if domestic
laws offer the type of patent protection desireat frotection is elusive if there are too many
logistical hurdles to obtaining patent protectidhe ability to use a PCT application removes
such hurdles.

4.2- Expanding patentee exclusive rights

Thus, EU’s latest proposal on IP in bilateral negmns consists of detailed
provisions on almost every issue covered by thedRBIR Actually, many of these provisions
go beyond the minimum standards of TRIPS. The firestslation to this shift was the EU-
South Korea PTA in 2010 and the EU-Peru-Colomlaiddragreement.

The definitions sometime go beyond those emplogdatie TRIPS Agreement, as they
often include issues, which are still being disedsmultilaterally (e.g. rights to traditional
knowledge (TK), folklore and genetic resources)hawve not been discussed at all (e.g.
protection of non-original databases, utility mgd&tU PTA broadens the definition of
intellectual property to include categories thaswaconsidered IP in TRIPS. The agreement
with CARIFURM and Andean community incorporate fhretection of plant varieties in the
definition of IP. In addition, it emphasis in theefohition of IP that patent include
biotechnological inventions.

Patent term extension is mandated in case of dedsydting from marketing approval

procedure.
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New PTAS? engages partner to grant an exclusivity periodtaechon-reliability, for
data related to safety and efficacy, even if suteditn another party territory, of 10 years to
(new) chemical agriculture product and 5 yearsplmarmaceutical products. Articl 231.3 of
EU-Peru-Colombia defines the new chemical product‘the one which has not been
previously approved in the territory of the Panty its use in a pharmaceutical or chemical
agricultural product”. Consequently, it forces pestto accord patent for new uses for known
chemical entities.

4.3- Plants varieties

New versions of EU PTAs include provisions on patarieties. In this respect, the
EU-CARIFORUM PTAs, on the one hand, leaves theigmrthe freedom to provide for
exceptions to the so-called plant breeders’ righ@nd on the other hand, by requiring the
parties to accede to UPOV 1991 prevents them freomanging or transferring the saved
material to others. These two requirements areradictory (Nadde-Phlix, 2014).

The EU-Col-Peru PTA is more straightforward regagdithe protection of plant
varieties (Article 232). The same applies to théRvith Korea, which requires the parties to
the agreement to provide for the protection of plamieties and to comply with UPOV 1991.
4.4-  Biodiversity, genetic resource traditional knowlege (CBD)

The protection of TK and biodiversity is a new cament in the IP chapters of new
EU PTAs, starting with the EU-CARIFORUM PTA. Howeyéhe related provisions reflect
existing obligations under the CBD in addition &xegnizing the importance of the CBD’s
objectives and principles.22 In this context, itvi®rth mentioning that the EU, Peru,
Colombia, Central America, South Korea and the GABRUM States are members of the
CBD and therefore are bound by its provisions. Mahthese countries are also signatories
of the Nagoya Protocol and hence will be boundtbyprovisions once the Protocol enters
into force.

EU-CARIFORUM PTAs allows the parties to requiredththe applicant identifies the
sources of the biological material used by the iappt and described as part of the

invention™®

as a part of administrative requirements.
This provision is optional, as it authorizes buesilmot mandate national governments

to apply it. Accordingly, the CARIFORUM States carake use of its provision; however,

20 EU-Korea Article 10.36 and article 10.37, EU-Pand Colombia Article 231.5

2Lt gives the parties “the right to provide for egtiens to exclusive rights granted to plant bresderallow
farmers to save, use and exchange protected fared-s@ed or propagating material”

%2 See Article 150 of the EU-CARIFORUM PTAs, Articlé§6.4 and 201 of the EU-Colombia and Peru PTA,
and Article 10.40 of the EU-South Korea PTA.

# Article 150.4
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they cannot oblige the EU to apply it, and it do@ mention the consequences of non-
compliance. But the word “source”, rather than gmf, gives it wider connotation and
includes both geographical origins as the origid/ansupplier. This provision may be linked
to the preamble to the European Biotechnology Mirec which provides for voluntary
disclosure of the geographical origin of biologioaterialVivas-Eugui, Oliva, 2010)

Provisions on GR and TK in EU-South Korea PTA, similar to the ones provided in
the EU-CARIFORUM PTA excluding any mention of thiealosure requirement issife

The EU-Col-Peru PTA acknowledges “the usefulnese@diring the disclosure of the
origin or source of genetic resources and assatistaditional knowledge in patent
applications®. It also adds that “the Parties will provide, itcardance with their domestic
law, for applicable effects of any such requiremgsatas to support compliance with the
provisions regulating access to genetic resources associated traditional knowledge,
innovations and practice$”

Although one scholar interprets this provision asohligation that would require the
EU to amend its current Directive on Biotechnolagyrder to determine the effects of the
lack of fulfilment (Vivas-Eugui, Oliva, 2010), atieer scholar suggests that Article 201 of
the EU-Col-Peru PTA states principles of protectisumbject to national legislation” that fail
to create clear obligations of the EU to protect, GR and folklore (Drexl, 2014).

In sum it seems that the EU limits itself to IP cessions that reflect the level of
protection available at the Community level (Nadridix, 2014). However, a safeguard
clause has been included in most EU PTAs whichlesagiarties to the Agreements to review
the provisions relating to biodiversity and TK hretlight of the results and conclusions of the
related multilateral discussidtis
5- China’s Patent Approach in PTAs

The paper covers six Chinese trade agreements ABIBAN (2007), Pakistan
(2009), Chile (2010), Peru (2010), Costa Rica (20&hd South Korea (2015). Those
agreements either do not cover IPR or provide feryvimited coverage. The first
agreement with developing country to introduce @asste chapter on intellectual property
is China-Peru agreement to be followed by agreesnenth both Costa Rica and South

Korea.

24 Article 10.40 of the EU-South Korea PTA.

% Article 201(7) of the EU-Col-Peru PTA.

% Article 201(8) of the EU-Col-Peru PTA.

27 Article 150(6) of the EU-CARIFORUM PTASs, Articled2(13) of the EU-Colombia and Peru PTA and Article
10.40(3) of the EU-South Korea PTA.
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Common element in those chapters is the emphasiBeoneed to attain a balance
between patentee rights and the legitimate intereasers and community with regard to
protected invention. In addition, they include egpgaent, though without practical
implication, to prevent any practice that conséitan abuse of IPR by patentee and have
the effect of adversely affecting or limiting tectiogy transfe?®,

5.1- Genetic resource, traditional knowledge and folkloe

In fact many developing countries have complainddbim-piracy, in which
multinational firms take their traditional knowleglgand genetic resources and use it to
produce patented product that could be very ptdéta Consequently, Developing
countries had been pushing in various internatidioalims to make mandatory the
disclosure of the source and/or country of origirbimlogical resources, of associated, if
such resources and traditional knowledge are awedain an invention over which an
applicant is seeking patent rights. Those effortsdpced the Convention on Biological
Diversity (CBD), which is not signed by US yet.

Chapters on IPR in China’s agreements include piaws on genetic resource,
traditional knowledge and folklore. They affirm thenciples and provisions established in
the CBD, and encourage the effort to establish tuatly supportive relationship between
the CBD and TRIPS Agreement. The agreement witheKowas signed after the
conclusion of Nagoya protocol, so Article 15.17ffras the “respect” to its requirement,
“especially those on prior informed consent anddad equitable sharing of benefits *“.

Importantly, they affirm each country right to ad@p maintain any measure which
aim to promote the equitable sharing of benefitsireg from the use of genetic resources
and traditional knowledge. Finally, they leave ogeerthe possibility to negotiate in the
future on the question of resource disclosure amar [informed consent obligations in
patent application$’

The textual language in the provision thereforatieindicates that the protection
of genetic resources, traditional knowledge anditimal cultural expressions is merely
optional, not mandatory. Moreover, the protectioa provision calls for is consistent with
the intellectual property laws and policies of GhiArticle 26 of the Chinese Patent Law
requires patent applicants to disclose the trathliknowledge and genetic resources used
in their inventions (Zhuang, 2013).

% See Article 144 China-Peru trade agreement, &ri€l9 and 110 in China-Costa Rica trade agreeretitle
15.1 and Article 15.2China-South Korea trade agergm

29 Article 145 China-Peru trade agreement, Articld Tlhina-Costa Rica trade agreement, and Articl&ls.1
China-Korea trade agreement.
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5.2- Plant varieties

China-Korea trade agreement contains the most airmepsive chapter on IP and
serves as example of extreme limit of provisionpatent observed in studied agreement.
In general, it restates commitments under TRIPSdéffinition of IPRs includes elements
that were not contained in the TRIPS, at least re¢ply e.g. plant verities and utility
modef®. In contrast, the definition does not mention edats that were covered in the
TRIPS, e.g. Geographical Indication and Layout-Desi(Topographies) of Integrated
Circuits (See Footnote 52).

Article 15.18 on plant varieties restates some camants under thénternational
Convention for the Protection of New Varieties of Plants 1978 (UPOV 1978), where the
two countries are already members. Article 15.18iBulate: “The Parties shall respect
regulations on new plant varieties protection of tther Party and grant adequate and
effective protection to breeders of new plant uge. And it establishes that the
propagating material of the protected variety shadjuire the authorization of the breeder
in case of: (a) production or reproduction (multation) for the purposes of commercial
marketing; (b) conditioning for the purpose of coeroial propagation; (c) offering for
sale; (d) selling or other marketing; and importorgexporting.

Thus, farmers are free to save and re-sow propapatiaterial from the previous
year's harvest, as the permission of the breedenig required for the production for
“commercial marketing”. Breeder’s permission is aso required, either for utilization of
the protected variety for the purpose of breedidgiteonal new varieties or for the
marketing of such varieti&s It should be noted that the Article 15.3 affiriscaparties’
commitments under UPOV 1978Given that Korea is a member of UPOV 1991, insee
that China does not accept engagement going bey¥®r. UPOV 1991 is criticized to
favors breeders on framers, because it preventdidfiation of plant varieties by farmers
without breeder consent. In fact, the accessiddROV 1991 is recurrent obligation under
US and EU trade agreement.

5.3-Doha declaration

30 Article on utility models is too brief and contaimo engagement. It simply states “party agreentmece
cooperation at this level”.

3L Article 5(3) of UPOV 1978.

32 The two parties affirm their commitment in mangaties where they are already members, with ndieddi
obligation to comply with or accede to other agrests.
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Finally, a characteristic of Chinese patent prawisiis the inclusion of a separate
article on the Intellectual Property and Public lte#hatrecognize principals established
in Doha declaratiofi.

This reference is of major importance, given tha existence of a number of
flexibilities in the TRIPS Agreement has been conéd by the WTO Ministerial
Conference, the highest WTO body, through the Dd&exlaration on the TRIPS
Agreement and Public Health. The Declaration isfits¢ WTO instrument to specifically
use the concept of ‘flexibility’ with regard to tA&RIPS Agreement (Correa, 2014).

Although the Doha Declaration focused on IPRs eélato public health, it is
relevant to IPRs in any field of technology. Paesdr 5 of the Doha Declaratirspecifies
some of the flexibilities available to facilitatec@ss to pharmaceutical products. The
wording of the chapeau of this paragraph makeedrchat it only enumerates some of the
possible flexibilities. Sub-paragraph (a) confirthe relevance of article 7 of the TRIPS
Agreement’ for the interpretation of its provisions, therebyggesting that the TRIPS
Agreement must be interpreted in a manner thatr$aaccess by third parties to technology
necessary to further innovation and domestic prbolicOne important element of Doha
declaration is the affirmation of members’ libedfyto define the ground upon which they
issue compulsory license. According to Correa (20aragraph 5 is particularly relevant
to the implementation of measures intended to ekplmestic production with the use of
protected technologies.

5- Conclusions

Empirical results show the systematics and cleaddecy of North-South PTAs to
eliminate, even to varied degrees, the TRIPS fietx@s. US’s approach is the tightest
where each aspect of TRIPS flexibilities is affdategatively restraining ability of its use.

EU’s approach seems evolved over time from basidaifoducing engagements to adhere

33 China-South Korea Atrticle 15.5, China-Peru Artit#4.6, China-Costa Rica Article 112, China Chiktidle
111.

3 It states “while maintaining our commitments ire tRRIPS Agreement, we recognize that these fl@tidsl
include:

a. In applying the customary rules of interpretataf public international law, each provision oEtARIPS
Agreement shall be read in the light of the obgad purpose of the Agreement as expressed, ircplart in its
objectives and principles.

b. Each member has the right to grant compuls@snties and the freedom to determine the grounds upo
which such licences are granted”

% This article provides that the protection and erdment of intellectual property rights ‘should trisute to
the promotion of technological innovation and te thansfer and dissemination of technology’. Theekment
should not be regarded as a charter of absolutesrip control the exploitation of protected tedogées, but
rather as an instrument that requires the useatf ®chnologies ‘to the mutual advantage of produaad users
of technological knowledge and in a manner condutivsocial and economic welfare’ (article 7).
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and comply with WIPO treaties (an element thani@duded US approach), to converge to
US approach in its PTAs. Consequentlgjure Policy Space for state practices aiming at
the technological capabilities accumulation is safusally reduced in both US and EU’s
PTAs.

While India PTAs have no reference to any mattiated to IP and patent, Chinese
approach even pragmatic, where texts are varied R®A to another. Patent related issues
are either absent from Chinese trade agreememisvered limitedly. Its patent provisions
are shallow, rhetoric and contain no additional cotments relative to parties’ previous
engagements. Consequently, they do not limit thétyalof its partners to use TRIPS
flexibilities in a framework of industrial policy iming at fostering technological
capabilities.

We can say that common elements in the India andaChre those which are not
treated in their agreements, that’'s the absend¢egber patent standards than those found
in TRIPS. However it is apparent that the two caestdo not promote any new model of

patent regulation through their PTAs.
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