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ABSTRACT

The European Union (EU) has instituted internal and external measures aimed at protecting
and enforcing intellectual property rights. In the area of pharmaceutical patents, the Union
has also sought to protect its industries through patent term extension and data exclusivity.
Recent EU free trade agreements (FTAs) with developing countries contain chapters on
intellectual property that extend patent terms and data exclusivity for pharmaceutical
products. Such acts further prolong the lifespan of protection given to existing products and
limit generic market entry. | identify the issue as one of “cross-pollination” of laws and argue
that since similar laws exist in the internal regime of the EU, incorporating them into the EU
would not be too technically difficult. However, to the extent that this regime is simulated in
developing countries, implementation would damage the health sectors and economies of
these countries. | therefore propose that developing countries should not be forced to adopt
such laws through FTAs. If they are forced to adopt the laws after all, there should be a
compulsory inclusion of (1) a clause on transitional arrangements for developing countries
specific to intellectual property; (2) a clause that clearly links the objectives for intellectual
property protection and enforcement (in this context, patent term extension and data
exclusivity) to balance the promotion of technological innovation with access to medicines;
and (3) a clause on Bolar exemption and a manufacturing waiver.

L'Union européenne (UE) a mis en place des mesures internes et externes visant a protéger
et a faire respecter les droits de propriété intellectuelle. Dans le domaine des brevets
pharmaceutiques, I'UE cherche également a protéger ses industries par I'extension de la
durée validité des brevets et I'exclusivité des données. Les accords de libre-échange conclus
récemment entre I'UE et les pays en développement contiennent des dispositions qui visent
a prolonger la durée des brevets et I'exclusivité des données en ce qui concerne les produits
pharmaceutiques. Ces dispositions étendent la durée de la protection accordée aux produits
existants et limitent I'entrée sur le marché des produits génériques. Je considére que nous
sommes face a une « pollinisation croisée » des normes et j'affirme que, dans la mesure ou
des normes similaires existent dans I'UE, leur introduction au sein de I'Union n’apparait pas
trop complexe sur le plan technique. A linverse, l'application de ces normes dans les pays
en développement serait préjudiciable aux secteurs de la santé et aux économies de ces
pays. Les pays en développement ne doivent pas étre contraints d'adopter de telles normes
dans le cadre des accords de libre-échange. S'ils étaient néanmoins tenus de le faire, il
doivent veiller a ce gque soient obligatoirement incluses (1) une clause sur les dispositions
transitoires concernant les pays en développement qui sont spécifiques a la propriété
intellectuelle ; (2) une clause qui établit un lien clair entre les objectifs en matiére de
protection et le respect des droits de propriété intellectuelle (dans ce contexte, I'extension de
la durée de validité des brevets et I'exclusivité des données) afin de garantir un équilibre
entre la promotion de l'innovation technologique et l'acceés aux médicaments ; et (3) une
clause relative a I'exception Bolar et une dérogation en ce qui concerne la fabrication des
produits pharmaceutiques.

La Unién Europea (UE) ha instaurado medidas internas y externas con el objeto de proteger
y aplicar los derechos de propiedad intelectual. En el ambito de las patentes farmacéuticas,
la Unién también ha tratado de proteger a sus sectores por medio de ampliaciones de la
duracion de las patentesy la exclusividad de datos. Los acuerdos de libre comercio
recientes de la UE con paises en desarrollo contienen capitulos sobre la propiedad
intelectual que amplian las duraciones de las patentes y la exclusividad de datos de los
productos farmacéuticos. Las medidas de ese tipo prolongan mas la vigencia de la
proteccion conferida a los productos existentes y limitan la entrada al mercado de los
genéricos. Yo identifico la cuestion como una “polinizacién cruzada” entre leyes y sostengo



gue, dado que existen leyes similares en el régimen interno de la UE, incorporarlas a la UE
no seria demasiado dificil técnicamente. Sin embargo, en la medida que muestran las
simulaciones de este régimen en paises en desarrollo, la implementacién dafiaria los
sectores de la salud y las economias de estos paises. Por consiguiente, propongo que los
paises en desarrollo no se vean obligados a adoptar dichas leyes por medio de acuerdos de
libre comercio. En el caso de que se vean obligados a adoptar las leyes después de todo, se
deberéan incluir obligatoriamente 1) una clausula sobre disposiciones transitorias para los
paises en desarrollo especificas de la propiedad intelectual; 2) una clausula que relacione
claramente los objetivos de la proteccién y la aplicacion de la propiedad intelectual (en este
contexto, la ampliacién de la duracién de las patentes y la exclusividad de datos) para
equilibrar el fomento de la innovacion tecnoldgica con el acceso a los medicamentos; y 3)
una clausula sobre la excepcién Bolar y una exencion de fabricacion.
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1. INTRODUCTION

Since the TRIPS Agreement,! patents have been criticised for their negative impact on
access to medicines. However, in recent times, patent term extension and data exclusivity
have become the new subjects of debate on this topic.” This is partly due to the swing away
from multilateralism, which is characterised by the upsurge in bilateral, plurilateral and
regional trade agreements.® These agreements come with intellectual property (IP) chapters
that commit contracting parties to protect IP beyond the TRIPS minimum requirements.* The
EU and the US are leading such agreements and often demand patent extensions and data
exclusivity.> While the EU and the US already have extensive IP measures in their laws,
these measures are often new to developing countries. The EU, for instance, includes
clauses on patent term extension (referred to in Europe as Supplementary Protection
Certificates [SPCs])® and data exclusivity in its recent free trade agreements (FTAs) that
directly transpose its internal laws. Such actions prolong the lifespan of protection given to

! Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS). The TRIPS Agreement is Annex
1C to the Marrakesh Agreement Establishing the World Trade Organization (WTO), 15 April 1994, 33 I.L.M 1125,
869 U.N.T.S. 299 (Hereinafter, the TRIPS Agreement).

2 Cynthia M. Ho, “Beyond patents: protecting drugs through regulatory laws”, Loyola University Chicago School of
Law Public Law and Legal Theory Research Paper No. 34 (2011), p. 262.

*Fora working definition of multilateral, plurilateral and regional agreements, see Sean M. Flynn, Brook Baker,
Margot Kaminski and Jimmy Koo, “The U.S. proposal for an intellectual property chapter in the Trans-Pacific
Partnership Agreement”, American University International Law Review, vol. 28, No. 105 (2012), p. 107; Peter K.
Yu, “Intellectual property and human rights in the nonmultilateral era”, Florida Law Review, vol. 64, No. 4 (2012),
p. 1046; Henning Grosse Ruse-Khan, “The international law relation between TRIPS and subsequent TRIPS-plus
free trade agreement: Towards safeguarding TRIPS flexibilities?” Journal of Intellectual Property Law, vol. 18, No.
2 (2011), p. 327; Ruth L. Okediji, “Back to bilateralism? Pendulum swings in international intellectual property
protection”, University of Ottawa Law and Technology Journal (2003-2004), pp. 127-147; Laurence R. Helfer,
“Regime shifting: The TRIPS Agreement and new dynamics of international intellectual property lawmaking”, Yale
Journal of International Law, vol. 29, No. 1 (2004), pp. 6-9; Rochelle Dreyfus, “Harmonization: Top down, bottom
up — and now sideways? The impact of the IP provisions of megaregional agreements on third party states”,
Institute for International Law and Justice Working Paper 2017/2.

* TRIPS Art. 1.1 permits contracting countries to adopt more extensive IP laws domestically than what is required
by the agreement, provided that “such protection does not contravene the provisions of this Agreement.” For a
different opinion on how this clause could lead to “ceiling rules” in international IP, see Annette Kur and Henning
Grosse Ruse-Khan, “Enough is enough — The notion of binding ceilings in international intellectual property
protection”, Max Planck Institute for Intellectual Property, Competition and Tax Law Research Paper Series No.
09-01 (2008); Henning Grosse Ruse-Khan, “Time for a paradigm shift? Exploring maximum standards in
international IP protection”, Trade, Law and Development, vol. 1, No. 56 (2009), pp. 57-102.

® It is, however, worth noting that in 2007, the US Congress and the Bush administration reached a bipartisan
compromise on a “New Trade Policy for America”, which called for more balance in the position of the US in FTA
negotiations regarding IP, labour standards, and the environment. In response to concerns over US FTAs
undermining TRIPS flexibilities, the provisions on data exclusivity, patent extensions, and the link between patent
protection and drug approval were relaxed substantially, while the new template for FTAs also includes specific
provisions on public health. See Grosse Ruse-Khan, “The international law relation between TRIPS and
subsequent TRIPS-plus free trade agreement: Towards safeguarding TRIPS flexibilities?” Journal of Intellectual
Property Law, vol. 18, No. 2 (2011), p. 331. However, the US has turned its back on this compromise at the
Trans-Pacific Partnership Agreement (TPP) negotiations. It is reported that the US tabled two IP chapter
proposals to TPP negotiators in 2011. Included in those proposals were provisions dealing with traditional data
exclusivity for pharmaceutical products involving new chemical entities, and a placeholder for biologics (see Sean
M. Flynn, Brook Baker, Margot Kaminski and Jimmy Koo, “The U.S. proposal for an intellectual property chapter
in the Trans-Pacific Partnership Agreement”, American University International Law Review, vol. 28, No. 105
(2012), pp. 149-183). Even though the US has pulled out of the agreement, data exclusivity was part of the IP
chapter of the agreement (See TPP, Articles 18.50.1 and 18.52).

® Broadly, supplementary protection certificates (SPCs) are the EU’s equivalent to patent term extensions under
the US Hatch-Waxman Act. Unlike patent term extension, an SPC is not an extension of the patent as such, but
an exclusive right that refers to a specific basic patent. For convenience, | use patent term extension to refer to
both concepts throughout this article, unless | am discussing SPCs specifically.
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existing products and limit generic market entry, with enormous consequences for the health
sectors and economies of developing countries. The question is, are patent term extension
regimes and data exclusivity regimes TRIPS-compliant?

This paper compares the roles of patent term extension and data exclusivity provisions in the
EU’s internal and external” IP rule-making and argues that the comparable clauses in EU’s
FTAs are far-reaching and could have serious implications for access to medicines in
developing countries.? | first identify this issue as one of “cross-pollination” of laws and argue
that since similar laws exist in the internal regime of the EU, incorporating them into the EU
would not be technically too difficult. However, to the extent that these regimes are
transposed to developing countries, implementation would damage the health sectors and
economies of these countries. This is all the more so as the EU, against all odds, has
recently introduced an SPC manufacturing waiver® that will allow its generic and biosimilar
industries to manufacture medicines in the EU for export and stockpiling™ during the period
of extended patent protection provided for by the EU. The aim is to allow EU generic and
biosimilar industries to benefit from sales outside the EU where patents have already expired
(or do not exist) and to prepare to enter the EU market as soon as the extended period of
patent protection ends.' Such double standards on the part of the EU can disadvantage
developing countries. | therefore propose that developing countries should not be forced to
adopt such laws through FTAs. If they are forced to adopt the laws after all, there should be
a compulsory inclusion of (1) a clause on transitional arrangements for developing countries
specific to intellectual property; (2) a clause that clearly links the objectives for intellectual
property protection and enforcement (in this context, patent term extension and data
exclusivity) to balance between the promotion of technological innovation with access to
medicines; and (3) a clause on Bolar exemption and a manufacturing waiver.

The article is divided into six sections. Section 2 starts with a brief exposition on the
dynamics of patent term extension and data exclusivity. Section 3 traces the historical
development of patent term extension and data exclusivity in the US and the EU, showing
how these reflect cross-pollination of legal norms from the US into the EU, and in turn, from
the EU to developing countries through FTAs. Section 4 discusses the failure of
multilateralism, the TRIPS requirements on patent term extension and data exclusivity, and
the example of India, a country that resisted such regulatory mechanisms. Section 5 outlines
how these EU-plus measures are transposed into FTAs and how they could impact
developing countries — all the time, comparing them to the European level of regulation. In
the final section, some conclusions are presented.

! By internal, | mean the EU level of regulation (regional), and by external, | mean the EU’s bi/multilateral
agreements with state entities and international organisations.

8 Used here to refer to both developing countries and least developed countries (LDCs).

o Regulation (EU) 2019/933 of the European Parliament and of the Council of 20 May 2019 amending Regulation
gEC) No 469/2009 concerning the supplementary protection certificate for medicinal products.

0 Notably, while the WTO Dispute Settlement Body in DS114 Canada — Pharmaceutical has ruled that stockpiling
is indeed not justified under Article 30 of the TRIPS Agreement for patent rights, the same does not apply to
SPCs, which are beyond the scope of TRIPS and are not globally harmonised rights.
™ David Branigan, “Agreement on SPC manufacturing waiver reached, benefitting EU generic, biosimilar
industry”, IP Watch, 14 February 2019.
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2. DYNAMICS OF PATENT TERM EXTENSION AND DATA EXCLUSIVITY

The concepts of patent term extension and data exclusivity are relatively recent in the
international IP field. Both concepts gained recognition for the first time when they were
incorporated into the North American Free Trade Agreement (NAFTA), which came into force
on 1 January 1994.'? Data protection subsequently appeared in the TRIPS Agreement.’® (As
noted in section 4.1 below, the Agreement permits but does not require data exclusivity).
Essentially, patent term extension and data exclusivity laws respond to the challenges faced
by originator pharmaceutical companies with the patent and regulatory systems in most
countries. With or without patent protection, all drugs that come to the market in any country
have to undergo regulatory approval in that country. Regulatory authorities usually require
test data from pharmaceutical companies to evaluate the safety, effectiveness and quality of
a new drug product.* This process is complex, costly and time-consuming.'®> Because a
patent application is usually filed at the very beginning of drug development, much of the
nominal 20-year patent term is lost during the lengthy premarket development period.*®
Without patent protection,'’ the data submitted for marketing authorisation can be used by
generic competitors to produce alternative versions of originator drugs to compete on the
market.'® To prevent this and encourage continuous innovation in the pharmaceutical sector,
developed countries have introduced patent term extension and data exclusivity laws.

Patent term extension is a unique IP right that provides an additional monopoly that comes
into force after the expiry of the patent upon which it is based. This special right
compensates for the time needed to obtain regulatory approval for medicinal products (i.e.,
the authorisation to put these products on the market). Data exclusivity, on the other hand,
prevents a potential generic company from using the clinical data submitted by an originator
company for marketing approval when the generic company wants to establish

NAFTA, Articles 1709(12) (patent term extension) and 1711(5)—(7) (data exclusivity).

® TRIPS, Article 39.3.

5. S. Mulaje, S. M. Birajdar, B. R. Patil and O. G. Bhusnure, “Procedure for drug approval in different countries:
A review”, 3 Journal of Drug Delivery and Therapeutics, vol. 3, No. 2 (2013), p. 233.

B A DiMasi, M. A. Seibring and L. Lasagna, “New drug development in the United States from 1963 to 1992”,
Clinical Pharmacol Therapeutics, vol. 55, No. 6 (1994), pp. 609-622; J. A. DiMasi, R. W. Hansen and H. G.
Grabowski, “The price of innovation: New estimates of drug development costs”, Journal of Health Economics,
vol. 22, No. 3 (2003), pp. 141-185. Also, see H. Grabowski, “Data exclusivity for new biological entities”, Duke
University Department of Economics Working Paper (2007), pp. 2-38. Available from
www.econ.duke.edu/Papers/PDF/DataExclusivityWorkingPaper.pdf. However, there is also important literature
questioning these estimates; see, e.g., D. Light and R Warburton, “Demythologizing the costs of pharmaceutical
research”, Biosocietes, vol. 6 (2011).

B A DiMasi, M. A. Seibring and L. Lasagna, “New drug development in the United States from 1963 to 1992”,
Clinical Pharmacol Therapeutics, vol. 55, No. 6 (1994), pp. 609-622; H. Grabowski, “Data exclusivity for new
biological entities”, Duke University Department of Economics Working Paper (2007), pp. 2-38. Available from
www.econ.duke.edu/Papers/PDF/DataExclusivityWorkingPaper.pdf.

™ This also includes “provisional patent protection”, as it is known in the US, or “right of priority” under the
European Patent Convention (EPC). Provisional patent protection in the US is a one-year placeholder offering no
rights other than the filing date priority claim. During that year, the United States Patent and Trademark Office
(USPTO) ignores the application until the applicant takes some additional step — typically filing a non-provisional
application or an international PCT application. At the end of the year, the provisional application is automatically
abandoned. In Europe, Art. 87(1) EPC states: “A person, [or his successors in title,] who has duly filed in or for
any State party to the Paris Convention for the Protection of Industrial Property, an application for a patent or for
the registration of a utility model or for a utility certificate or for an inventor’s certificate, shall enjoy, for the purpose
of filing a European patent application in respect of the same invention, a right of priority during a period of twelve
months from the date of filing of the first application”.

'8 patents protect inventions, not data. However, during its lifetime, a patent grants exclusive market monopoly
that prevents others from competing on the market. In this sense, firms with strong patent portfolios do not
actually benefit from data exclusivity unless they go beyond the patent term. Data exclusivity becomes beneficial
when there is no patent protection, when a patent has expired, when a patent is found invalid, etc.
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bioequivalence during the period of exclusivity. Data exclusivity usually takes effect
immediately after an applicant successfully obtains marketing authorisation for a new drug. It
is granted independently from patent protection and thus does not preclude other companies
from generating their own registration test data. However, in practice, the huge financial
resources and time needed to gather and generate pharmaceutical registration data for a
new drug create a market barrier that is too high for generic manufacturers.®

Thus, patent term extension and data exclusivity laws, as originally promulgated in the US
and the EU, were intended to strike a balance between two conflicting but related policy
objectives: (1) ensuring timely, affordable access to drugs, by allowing for expedited
regulatory approval of generic drugs, and (2) encouraging drug innovation, by restoring some
years of patent protection that are lost during the approval process,”® and a period of data
exclusivity. Although these policy choices have proved mostly successful in the US and the
EU, it is not clear whether developing countries should be forced to adopt such laws.?* To
answer this question, we must ask whether the clauses introducing these provisions in the
FTAs have the same balancing mechanism that the laws in the US and the EU have, or
whether they must be rebalanced.

9 Meir P. Pugatch, “Data exclusivity: Implications for developing countries”, Comment — Bridges, No. 6-7 (2005),
.21
?0 Matthew J. Higgins and Stuart J. H. Graham, “Balancing innovation and access: Patent challenges tip the
scales”, Science, vol. 326 (2009), p. 370.
 This question is important because to date, most developing countries still lack manufacturing capacity, and are
struggling to fully implement the TRIPS Agreement. This explains why there have been series of extensions on
implementation deadlines for least developed and developing countries, the most recent being the Decision by
the Council for TRIPS of 11 June 2013 (Extension of the Transition Period Under Article 66.1 for Least Developed
Country Members, IP/C/64), which further extends (until 1 July 2021) the deadline for least developed countries to
protect IP under the WTO TRIPS Agreement, with the possibility of a further extension later. This follows from
earlier decisions (see, e.g., Council for TRIPS, Extension of the Transition Period under Article 66.1 for Least
Developed Country Members, IP/C/40, Decision by the Council for TRIPS of 29 November 2005, to extend the
transition period for least developed countries from 1 January 2006 to July 2013). By the decision of 27 June
2002 (Council for TRIPS, Decision by the Council of TRIPS of 27 June 2002, IP/C/25), the transition period for
introduction of patent protection of pharmaceutical and agricultural products in least developed countries had
already been extended to 2016. In November 2015, the council decided to extend this transition period until 1
January 2033, or until a particular country ceases to be in the least developed category (if that happens before
2033). Subscribing to FTAs with TRIPS-plus provisions on IP will simply render these extensions void.
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3. THE CROSS-POLLINATION OF LAWS

Historically, patent term extensions and data exclusivity came into use in the US to
supplement patent regimes through the Hatch-Waxman Act of 1984.% This act sought to
correct the imbalance in existing practice in the US, where, aside from the 17 years of patent
protection,?® pioneer pharmaceutical companies could treat undisclosed clinical trials and
data that they submitted to the Food and Drug Administration (FDA) for marketing
authorisation as trade secrets.?® This gave the pioneer pharmaceutical companies an
absolute monopoly over data, even in cases where patents had expired, making it difficult for
generic entry and competition in the drug market. Generic companies wanting to bring
generic versions of drugs to the market needed to conduct their clinical trials to obtain
authorisation to sell their products in the low-margin, highly competitive post-patent market.?

Generic companies thus often depended on the preclinical and clinical test data of originator
pharmaceutical companies to support their new drug applications. To allow for this, and at
the same time make sure that the originator companies were not disadvantaged, the Hatch-
Waxman Act struck a balance between the needs of the pioneer pharmaceutical companies
and those of the generic companies. For the pioneer drug producers, the act extended the
patents to 17 years:? introduced five years of data exclusivity for new chemical entities that
had never previously been approved by the FDA;?" introduced additional three years of data
exclusivity for new indications of an existing medicine upon the submission of clinical
evidence;?® and introduced a five-year patent term extension in the case of administrative
delays in the registration of patents.?

On the other hand, generic drug manufacturers were permitted an abbreviated new drug
application process, which did not require independent proof of safety and efficacy of a new
drug, but simply required the generic manufacturer to demonstrate that the new drug was

2 See United States, Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, 98
Stat. 1585, 1585-1605 (codified as amended at United States Code 21 para. 355 [2006]).

23 Until the Hatch-Waxman Act of 1984, patents had a term of 17 years from granting in the US, whereas now it is
20 years from application. See previous note.

24 Holly Soehnge, “The Drug Price Competition and Patent Term Restoration Act of 1984: Fine-tuning the balance
between the interest of pioneer and generic drug manufacturers”, Food and Drug Law Journal, vol. 58, No. 51
(2003), pp. 51-80. See also Judit Rius Sanjuan, “US and EU protection of pharmaceutical test data”, Consumer
Project on Technology Discussion Paper No. 1 (2006), p. 4. Available from www.keionline.org/miscdocs/.

% Brook K. Baker, “Ending drug registration apartheid: Taming data exclusivity and patent/registration linkage”,
American Journal of Law and Medicine, vol. 24 (2008), p. 305. (Also, the use of animals and humans for clinical
trials raises ethical questions.)

2 Technically, this could be said to be 20 years, because the 17-year patent term was measured from the date
that the patent was granted (see United States Code 35 para. 154(a)(2)). The time that the US Patent and
Trademark Office (PTO) took to issue a patent was three years or less from the earliest referenced application,
and a patentee’s rights do not take effect until a patent has issued from that application (see United States Code
35 para. 154(a)(1)).

%" See United States Code 21 paras. 355(c)(3)(E)(ii), ()(5)(F)(ii) (Supp. 2005). The actual length of marketing
exclusivity is usually 6.5 years, because of the 18 months it takes the FDA to approve a generic application. See
Brook K. Baker, “Ending drug registration apartheid: Taming data exclusivity and patent/registration linkage”,
American Journal of Law and Medicine, vol. 24 (2008), p. 305, footnote 21.

% See 21 U.S.C. §8§ 355(c)(3)(E)(iii), (j)(B)(F)(iii). Also, see Brook K. Baker, “Ending drug registration apartheid:
Taming data exclusivity and patent/registration linkage”, American Journal of Law and Medicine, vol. 24 (2008), p.
305, footnote 23, where he explains that the pharmaceutical industry gained another six-month period of data
exclusivity as a reward for conducting pediatric trials on drugs via the Food and Drug Administration
Modernization Act of 1997. United States Code 21 para. 355a(b).

%9 See United States Code 35 para. 156. Subsection (a) describes the basic requirements to be met before a
patent can be extended. For a list, refer to note 50 in Holly Soehnge, “The Drug Price Competition and Patent
Term Restoration Act of 1984: Fine-tuning the balance between the interest of pioneer and generic drug
manufacturers”, Food and Drug Law Journal, vol. 58, No. 51 (2003), pp. 51-80.
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bioequivalent to the pioneer drug that had been deemed safe and effective.*® Furthermore,
the act created an exception where generic manufacturers could make a limited amount of
patented drugs to obtain regulatory authorisation without infringing on the original patent (the
so-called Bolar exception).*" For the pioneer pharmaceutical company, this trade-off
compensated for some of the effective patent term lost during the FDA regulatory review
process and helped to offset the tremendous expenditure of time and money required for
FDA approval.* For the generic industry, these provisions provided a less expensive
regulatory approval path for generic copies of pioneer drugs, and a stronger incentive to
challenge the extended protection of the pioneer drug.*

The success of the Hatch-Waxman Act led to a growing consensus in American society that
an adequate abbreviated approval process can also be designed for follow-on biologics,**
also referred to as biosimilars, in Europe. However, the FDA had made it clear that no
equivalent statutory pathway existed for follow-on biologics.® This changed only in 2009,
when the Patient Protection and Affordable Health Care Act (H.R. 3590),%® which contains
provisions that enable the FDA to approve follow-on biologics products, passed the US
Congress and was signed into law by President Obama.?’ Thus, prior to the Biologics Price
Competition and Innovation Act (BPCIA), any generic company wishing to introduce
competing follow-on biologics was required to submit an entirely new biologics licensing

% Jane A. Fisher, “Disclosure of safety and effectiveness under the Drug Price Competition and Patent Term
Restoration Act”, Food and Cosmetic Law Journal, vol. 41 (1986), p. 269; also Brook K. Baker, “Ending drug
registration apartheid: Taming data exclusivity and patent/registration linkage”, American Journal of Law and
Medicine, vol. 24 (2008), p. 306; Holly Soehnge, “The Drug Price Competition and Patent Term Restoration Act of
1984: Fine-tuning the balance between the interest of pioneer and generic drug manufacturers”, Food and Drug
Law Journal, vol. 58, No. 51 (2003), p. 53.

% The Hatch-Waxman Act reversed the decision of the Appeals Court for the Federal Circuit in Roche Products v.
Bolar Pharmaceuticals Co., 733 F.2d 858 (Fed. Cir. 1984). The US Bolar exception is in United States Code
271(e)(1) Sect. 35, which reads, “It shall not be an act of infringement to make, use, offer to sell, or sell within the
United States or import into the United States a patented invention... solely for uses reasonably related to the
development and submission of information under a Federal law which regulates the manufacture, use, or sale of
drugs or veterinary biological products”. The underlying logic of the Bolar provision is that it reduces delays in the
launch of a generic product, because the generics industry is allowed to conduct the necessary bioequivalence
and quality manufacturing studies while the reference product is still under patent protection.

32 Holly Soehnge, “The Drug Price Competition and Patent Term Restoration Act of 1984: Fine-tuning the balance
between the interest of pioneer and generic drug manufacturers”, Food and Drug Law Journal, vol. 58, No. 51
2003), p. 53.

gs Ibid. Citing Mary Atkinson, “Patent protection for pharmaceuticals: A comparative study of the law in the United
States and Canada”, Pacific Rim Law and Policy Journal, vol. 11 (2002), p. 184.

% Donna M. Gitter, “Innovators and imitators: An analysis of proposed legislation implementing an abbreviated
approval pathway for follow-on biologics in the United States”, Florida State University Law Review, vol. 35
(2008), pp. 555, 590-609. (Follow-on biologics are the generic alternatives of biologics. Biologics are drugs
generally derived from living materials, including blood-derived products, vaccines, and most protein products.
They cannot be described in simple terms or using simple formulae because they are the output of highly complex
and nuanced laboratory processes). See FDA, “Frequently asked questions about therapeutic biological
products.” Available from
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplicati
ons/TherapeuticBiologicApplications/ucm113522.htm.

* The FDA’s refusal to permit follow-on biologics manufacturers to use the abbreviated Hatch-Waxman pathway
stemmed from the inherent difficulty of meeting the statutory requirement of “bioequivalence” for large
biomolecules. Given the nature of biological products and the complexity of the science involved, it has been
difficult for lawmakers to reach a consensus on approval standards and IP protection for innovators. For more on
this, see John A. Vernon, Alan Bennett and Joseph H. Golec, “Exploration of potential economics of follow-on
biologics and implications for data exclusivity periods for biologics”, Boston University School of Law Journal of
Science and Technology Law, vol. 16, No. 55 (2010), pp. 55-74.

% United States, Patient Protection and Affordable Care Act, Pub. L. No. 111-148, paras. 7001-03, 124 Stat.119
(2010) (enacting Biologics Price Competition and Innovation Act of 2009, H.R. 3590, 111th Cong. (2009)). The
BPCIA provides for the licensing of “biosimilar” and “interchangeable” biological products.

87 Sheryl Gay Stolberg and Robert Pear, “Obama signs health care overhaul bill, with a flourish”, N.Y. Times, 23
March 2010. Available from

http://www.nytimes.com/2010/03/24/health/policy/24health.html.
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application (BLA) (the equivalent of a new drug application for small molecule drugs), which
required clinical trials for safety and efficacy.®

Biologics take longer and are more expensive to develop than small molecule drugs.* Along
with the history of biologics regulation,*® this ensured that the biologics industry was largely
impervious to generic entry and price competition, and was expected to remain so even after
patents on key products had expired.** Thus, a crucial debate leading up to the passage of
the BPCIA legislation was whether and to what extent it should provide originator biologics
companies with a period of FDA data exclusivity protection as an incentive for innovation. In
the end, the law permitted 12 years of data exclusivity for manufacturers of new biologics,**
surpassing the EU regime of data exclusivity for small molecule drugs and biosimilars.
However, the EU regulations, the BPCIA lacks implementation guidelines.*® This has raised
questions about exactly how the exclusivity provisions in the BPCIA are to be interpreted
regarding market or regulatory data exclusivity.** Furthermore, there seem to have been
uncertainties with the 12-year exclusivity period for biologics in the US, as the Obama
administration FY-14 budget proposed shortening the exclusivity period to seven years and
banned 4tshe evergreening of such extensions based on minor variations on an existing
biologic.

3.1. The European Experience

a) Patent Term Extension

In Europe, the United Kingdom has had provisions for extending patent terms for reasons of
inadequate remuneration or war loss in its patent law since 1949.“ However, these
provisions did little for innovation, as they could not be relied upon when decisions
concerning the development of a product were being made.*’ Petitions for an extension
could only be made near the end of a patent’s term. This law was repealed in 1977 when the
United Kingdom extended patents for 20 years from filing.*

38 John A. Vernon, Alan Bennett and Joseph H. Golec, “Exploration of potential economics of follow-on biologics
and implications for data exclusivity periods for biologics”, Boston University School of Law Journal of Science
and Technology Law, vol. 16, No. 55 (2010), pp. 55-74.

%9 Joseph A. DiMasi and Henry G. Grabowski, “The cost of biopharmaceuticals R&D: Is biotech different?”

Managerial and Decision Economics, vol. 28 (2007), pp. 469, 473. Also, Henry Grabowski, “Follow-on biologics:
Data exclusivity and the balance between innovation and competition”, Nature Reviews Drug Discovery, AOP,
vol. 7, No. 6 (2008), pp. 1-9.

“9 On the differences in regulation and history of biologics in the US, see John A. Vernon, Alan Bennett and
Joseph H. Golec, “Exploration of potential economics of follow-on biologics and implications for data exclusivity
periods for biologics”, Boston University School of Law Journal of Science and Technology Law, vol. 16, No. 55

2010), p. 57.

51 Maxwell R. Morgan, “Regulation of innovation under follow-on biologics legislation: FDA exclusivity as an
efficient incentive mechanism”, The Columbia Science and Technology Law Review, vol. 11 (2010), p.95.

“2 See United States Code 42 para. 362(K) generally and para. 362(7)(A) specifically for the period of exclusivity.
B, Simoens, G. Verbeken and I. Huys, “Market access of biologics: Not only a cost issue”, Oncologie, vol. 13
£2011), pp. 218-221.

* See Kurt R. Karst, “BPCIA’s principal authors seek to clarify congressional intent with respect to 12-year
exclusivity period; PhARMA/BIO request ‘umbrella exclusivity’”, 5 January 2011. Available from
http://www.fdalawblog.net/fda_law blog_hyman_phelps/2011/01/bpcias-principal-authors-seek-to-clarify-
congressional-intent-with-respect-to-12-year-exclusivity-pe.html.
> See Office of Budget and Management, “Fiscal year 2014: Budget of the United States Government”, p. 40.
46 Alan D. Lourie, “Patent term restoration: History, summary and appraisal”, Food Drug Cosmetic Law Journal
XvOL 40 (1985), p. 351, making reference to the United Kingdom Patents Act 1949, paras. 23-25.

Ibid.
“8 Ibid (citing United Kingdom Patents Act 1977, para. 25).
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In the EU, the European pharmaceutical industry waged an effective campaign for legislation
on patent term extensions, against the backdrop of developments in the US and Japan,
where patent term restoration legislation had been passed in 1984 and 1988.% The
European Commission became convinced that for pharmaceutical research to survive in
Europe, the pharmaceutical industry needed to be supported and encouraged.® This could
only be done through patent term extensions. After a protracted period of negotiations,
France and Italy went on to pass their pharmaceutical extension laws.>! After this, the
European Parliament moved to pass the Supplementary Protection Certificate legislation on
2 July 1992,%2 which entered into force in the European Economic Community (EEC) on 2
January 1993. After several amendments, this regulation was codified as Regulation (EC)
No. 469/2009.° It has been amended again recently (in the form of Regulation (EU)
2019/933, hereinafter “the new Regulation”)* to include a manufacturing waiver.

Regulation (EC) No. 469/2009, like its predecessor, allows an extension of the term of patent
protection for medicinal products for a maximum of five years to compensate for the time lost
while securing the first marketing authorisation to place the product on the market in the
Community.> The holder of both a patent and a certificate can enjoy a maximum of 15 years
of exclusivity from the time the medicinal product first obtains authorisation.*® Article 3(a)
stipulates that the product must be protected by a basic patent that is in force in the country
where the extension is sought, and paragraph (c) requires that the product should not have
already been the subject of a certificate. Only one patent term extension is allowed for any
product.>” Article 15 of the regulation also clearly outlines the conditions under which a
declaration of invalidity of a certificate for a patent term extension could be brought before
the body responsible under national law for the revocation of the corresponding basic patent.

It was the absence in Regulation (EC) No. 469/2009 of any exception to the protection
conferred by an SPC that required an amendment. As Recital 4 of the new Regulation says,
the omission had the unintended consequence of preventing EU companies from making
generics and biosimilars in the EU, even for the purpose of export to third-country markets or
stockpiling. This made it more difficult for those makers, in contrast to makers located in third
countries where protection did not exist or had expired,*® to enter the EU market immediately
after the expiry of an SPC, given that they were unable to build up production capacity for
export or for entering the market of a member state until the protection provided by that SPC
had expired. If the patent or SPC was still in force in the European country where the

“9 Law No. 27 of 1987, reprinted in Official Gazette, 25 May 1987, p. 2. These statutes became effective in Japan
on 1 January 1988.

%0 James W. Moore, “Patent term restoration for pharmaceutical products in Europe: The supplementary
Elrotection certificate”, Canadian Intellectual Property Review, vol. 14 (1998), p. 137.

French Law No. 90-5 10 of 25 June 1990 and French Implementing Decree No. 91-1180 of 19 November 1991;
Italian Law No. 349 of 19 October 1991. Also Edward H. Mazer, “Supplementary protection certificate in the
European Economic Community”, Food and Drug Law Journal, vol. 48 (1993), p. 572.

%2 Council Regulation (EEC) No. 1768/92, OJ EC of 2.7.92 No. L 182/1 concerning the creation of a
supplementary protection certificate for medicinal products (Hereinafter, Patent Term Extension Law).

*% Regulation (EC) No. 469/2009 of the European Parliament and of the Council of 6 May 2009 concerning the
supplementary protection certificate for medicinal products, O.J. (L 152) 1 (2009).

* See Regulation (EU) 2019/933 of the European Parliament and of the Council of 20 May 2019 amending
Regulation (EC) No 469/2009.

°° Recital 10 and Article 13(2) of Regulation (EC) No. 469/2009.

*® |bid, Recital 9.

°" |bid, Article 4.

%8 At least if they are based in a country without SPC protection (e.g., China, India, Brazil, Mexico, Russia), a
country having SPC with a manufacturing waiver for export purposes (e.g., Canada), or a country with shorter
SPC protection than the EU (e.g., Israel). In regard to China, however, it should be noted that efforts are
underway to make available supplementary protection certificates with the release of a draft amendment to the
Chinese patent law for public comment. See Xiaoyang Yang and Michael Lin, “A glimpse into China’s progress
on introducing supplementary patent certificates, patent linkage and new data protection”, Newsletter of the
American Intellectual Property Law Association, vol. 6, No. 3 (29 January 2019).
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manufacturer was going to produce the medicine, the manufacturer would have been at risk
of patent or SPC infringement in that country, even if the patent or SPC had expired or never
existed in the country of export.

This put makers of generics and biosimilars established in the EU at a significant competitive
disadvantage compared to makers based in third countries that offered less or no protection.
With the passage of the new Regulation, SPCs that are applied for in EU member states on
or after 1 July 2019 will no longer confer protection against the manufacture of active
ingredients and corresponding medicinal products for export to third countries outside of the
EU where marketing authorisation has been secured, nor against the manufacturing or
stockpiling for day-one entry into the EU market immediately after SPC expiry.> The export
exemption will apply throughout the entire SPC term while stockpiling will only be allowed
during the last six months before SPC expiry.®® While the unintended consequences of the
SPC regime identified by the European Commission — some of which are enumerated above
— may not be different for developing countries that have SPC laws, for those countries
without manufacturing capacity, the effects could be dire (see Section 5 for a detailed
analysis). Indeed, the timely entry of generics and biosimilars into the market of any country
is important, particularly to increase competition, to reduce prices and to ensure that national
health care systems are sustainable and that patients in these countries have access to
affordable medicines. The SPC manufacturing waiver seeks to do this for EU countries, and
further, to allow their generic and biosimilar industry to access foreign markets, maximise
returns on investment and create jobs for EU citizens. However, the waiver’'s implications for
third countries were not considered.

According to the terms of the 1992 regulation, only 12 out of the 15 member states of the
EEC could implement its provisions as of January 1993. Greece, Portugal and Spain could
not enforce the law because their national laws had not offered product patents for
pharmaceuticals by 1990.%* They, therefore, had to wait until 1998 to enforce the regulation.
The rationale for waiting until 1998was that these countries could not be reasonably
expected to accept and implement laws on pharmaceutical patents and patent term
extensions so quickly. However, since patents last for 20 years, and extensions cannot take
effect until the patent(s) had expired, it would not be until 2012 that pharmaceutical firms in
these countries could start using patent term extensions for pharmaceutical products. The
new Regulation also comes with an applicable transitional regime where the manufacturing
waiver will not affect SPCs that are already in effect on 1 July 2019. For SPCs that are filed
before this date but would come into effect afterwards, the manufacturing waiver will become
applicable only after three years, that is, after 2 July 2022.%

b) Data Exclusivity
The introduction of data exclusivity in the EU came somewhat earlier, in 1987.%° Before then,

pharmaceutical test data were protected as trade secrets in the EU, just as in the US.
Protection varied from country to country, and even though Council Directive 65/65/EEC®

%% Oswin Ridderbusch and Alexa von Uexkdll, “SPC manufacturing waiver enters into force in July 2019, Kluwer

Law Patent Blog, 11 June 2019. Available from http://patentblog.kluweriplaw.com/2019/06/11/spc-manufacturing-

waiver-enters-into-force-in-july-2019/?doing_wp_cron=1592261413.8136789798736572265625.

%0 Article 5(2)(a)(iii) of Regulation (EU) 2019/933.

*! |bid, Article 21.

®2 |pid, Article 5(10) and Recital 26.

%8 Council Directive 87/21/ECC of 22 December 1986, amending Council Directive 65/65/EEC on the

approximation of provisions laid down by law, regulations or administrative action relating to proprietary medicinal
roducts.

* Council Directive 65/65/EEC of 26 January 1965 on the approximation of provisions laid down by law,

regulation or administrative action relating to proprietary medicinal products.
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required generic manufacturers to obtain their own marketing approval, permissive indirect
use of data from originator companies by some national authorities of member states
became a source of concern for the European pharmaceutical industry and the
Commission.® After its introduction in the US, the European Commission came under
enormous pressure from the local pharmaceutical industry to introduce data exclusivity in the
EU. As reasons, the pharmaceutical industry cited the need to boost local pharmaceutical
research and innovation in the EU. This, the industry believed, could serve as an incentive
for the cost of developing new drugs in Europe that was dwindling as a result of a lack of
data exclusivity provisions, which gave American companies a competitive edge.®® European
pharmaceutical companies also wanted data exclusivity rules to be harmonised in the EU,
partly because not all member states provided the scope of patent protection desired by the
pharmaceutical industry; in particular, Spain and Portugal did not provide product patents to
pharmaceuticals at that time.®’

In response to this, the Commission put forward a proposal for ten years of data exclusivity,
after which generic companies could use the same data for marketing authorisation. After
negotiations, Directive 87/21/EEC®® was passed, providing for six years of data exclusivity for
most pharmaceutical products from the first marketing approval onwards, and ten years for
biotechnological and high-technology medicinal products.®® Member states could also extend
the data exclusivity period to ten years for all pharmaceutical products if they considered this
“in the interest of public health”. This clause led to differences in the national applications of
the law. In response, the Commission again proposed in 2001 the harmonisation of national
differences in data exclusivity. The outcome was Directive 2001/83/EC,” which was soon
after amended by Directive 2004/27/EC."*The new directive introduced the 8+2+1 formula for
data exclusivity in the EU for new drugs (both small molecule drugs and biosimilars ')
approved either through the centralised procedure or the mutual recognition procedure.”
What this means is eight years of uninterrupted data exclusivity, plus another two years of
marketing exclusivity, during which time the Bolar exception applies.”* This effective ten-year
market exclusivity can be extended by one additional year if during the first eight of those ten
years the marketing authorisation holder has obtained authorisation for one more new
therapeutic indication, which, during the pre-authorisation scientific evaluation, was found to

%% Judit Rius Sanjuan, “US and EU protection of pharmaceutical test data”, Consumer Project on Technology
Discussion Paper No. 1 (2006), p. 8. Available from www.keionline.org/miscdocs/.

% Edward H. Mazer, “Supplementary protection certificate in the European Economic Community”, Food and
Drug Law Journal, vol. 48 (1993), p. 571.

67 Cynthia M. Ho, “Beyond patents: protecting drugs through regulatory laws”, Loyola University Chicago School
of Law Public Law and Legal Theory Research Paper No. 34 (2011), p. 261.

% Council Directive 87/21/ECC of 22 December 1986.

% Until the new Directive was issued in 2004, a data exclusivity period of ten years applied for biologics
applications filed before the European Medicines Agency (EMA), while for national applications or mutual
recognition procedures, a data exclusivity period of six years applied. Some countries (United Kingdom, Belgium,
France, Germany, Netherlands, Italy, Luxembourg and Sweden) expanded the six-year term to ten years. (See
Ulrich Storz, “Patent lifecycle management, supplementary protection certificates and data exclusivity in
biopharmaceutics”, in Biopatent Law: Patent Strategies and Patent Management, SpringerBriefs in Biotech
Patents, Andreas Hubel, Thilo Schmelcher and Ulrich Storz, (Berlin and Heidelberg, Springer Verlag, 2012), p.
32. For an overview of high-technology medicinal products, see the annex of Council Directive 87/22/EC (Council
of the European Communities 1987b).

" Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the community
code relating to medicinal products for human use.

> Council Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004 amending
Directive 2001/83/EC on the community code relating to medicinal products for human use.

"2 Article 10.4 Directive 2004/27/EC.

3 Judit Rius Sanjuan, “US and EU protection of pharmaceutical test data”, Consumer Project on Technology
Discussion Paper No. 1 (2006), p. 12. Available from www.keionline.org/miscdocs/.

™ Sandra Adamini, Hans Maarse, Esther Versluis and Donald W. Light, “Policy making on data exclusivity in the
European Union: From industrial interests to legal realities”, Journal of Health Politics, Policy and Law, vol. 34,
No. 6 (2009), pp. 989-992.
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surpass existing therapies. The 2004 directive simplified the abridged procedure for generic
applications by requiring the generic applicants not to reveal the results of preclinical tests
and clinical trials if they can demonstrate that the medicinal product is a generic of a
reference medicinal product.”

3.2. The Reasons for the Status Quo

In all instances, legislation on both patent term extension and data exclusivity received
strong criticism and opposition from the European Generics Association (EGA) due to their
possible impact on the generics industry in Europe.’ If the EGA found these laws to be
inappropriate for the development of the drug industry in Europe, how much more
inappropriate are they for developing countries? The ruling of the Court of Justice of the
European Union (CJEU) in the Daiichi Sankyo and Sanofi-Aventis Deutschland,”” among
others, ® elucidates the EGA’s position. Daiichi Sankyo Co. Ltd and Sanofi-Aventis
Deutschland GmbH initiated proceedings at the Polymeles Protodikeio Athinon (Court of First
Instance, Athens) on 23 September 2009, requesting that DEMO AVEE Farmakon (a Greek
generic pharmaceutical company) cease marketing a generic version of their original drug
Tavanic because it was protected by an SPC. The SPC was issued by the Greek authorities
to Daiichi Sankyo based on its Greek national patent, which had expired in 2006. Pursuant to
Regulation No. 1768/92, the SPC would expire in 2011.

The Greek court explained that the main proceedings had to determine whether the SPC
held by Daiichi Sankyo from 2006 to 2011 — the period during which DEMO was preparing to
market the medicinal product containing the pharmaceutical — covered the invention of the
pharmaceutical product or only the invention of its process of manufacture. This followed
from the fact that until 1992, the Greek government did not recognise the patentability of
pharmaceutical products.”® However, it had ratified the TRIPS Agreement in 1995, which
required protection for pharmaceutical products and processes. In the end, the court ruled
that a patent for the process of manufacture of a pharmaceutical product granted before the
entry into force of the TRIPs Agreement does not, after it enters into force, cover the actual
invention of the product.®

The importance of this case (and other similar ones)®! lay in the fact that an originator
company had relied on an SPC to initiate proceedings to prevent a generic company from
placing its product on the market. Similar situations could arise within the domestic legal

’® Article 10(2)(b) of Directive 2004/27/EC defines a “generic medicinal product” as a medicinal product which has
the same qualitative and quantitative composition in active substances and the same pharmaceutical form as the
reference medicinal product, and whose bioequivalence with the reference medicinal product has been
demonstrated by appropriate bioavailability studies. Bioavailability studies need not be required of the applicant if
he or she can demonstrate that the generic medicinal product meets the relevant criteria as defined in the
aéopropriate detailed guidelines.
"® For a review, Sandra Adamini, Hans Maarse, Esther Versluis and Donald W. Light, “Policy making on data
exclusivity in the European Union: From industrial interests to legal realities”, Journal of Health Politics, Policy and
Law, vol. 34, No. 6 (2009), pp. 979-1007; Edward H. Mazer, “Supplementary protection certificate in the European
Economic Community”, Food and Drug Law Journal, vol. 48 (1993), p. 571-576.
" Case C-414/11, EU:C:2013:520 — Daiichi Sankyo and Sanofi-Aventis Deutschland.
"8 Since Daiichi Sankyo and Sanofi-Aventis Deutschland, other cases specifically dealing with the question of
SPCs and generics at the EU level have proliferated. See, for example, C-555/13, EU:C:2014:92 — Merck Canada
and C-572/15, EU:C:2016:739 — F. Hoffmann-La Roche.
™ See supra note 77, para. 15 and 21. Greece ratified the Convention on the Grant of European Patents (EPC) in
1986, but it was only in 1992, on the expiry of a reservation previously expressed, that Greece recognised the
goatentability of pharmaceutical products.

See ibid, para. 83.
8 For an outline of some of the cases, see supra note 78.



12 Research Papers

systems of developing countries that enter into FTAs with the EU containing clauses on
patent term extension and data exclusivity. It is important to consider what becomes of these
rules in the context of external trade and IP agreements involving the Union. The EU has,
since the TRIPS Agreement, entered into a new regime of bilateralism that seeks to enforce
IP rights through what commentators have called the TRIPS-plus measures.?? Patent term
extension and data exclusivity are two such regulatory laws that fit into this category in
relation to third countries. TRIPS permitted countries to exceed the TRIPS minimum
standards,® but certainly not to the levels required in these agreements outside of TRIPS.
The EU has cited failure on the part of developing countries to implement the TRIPS
minimum standards as one reason for this move.

82 TRIPS-plus refers to provisions that either exceed the requirements of TRIPS or eliminate flexibilities in
implementing TRIPS. For a review, see Susan K. Sell, “TRIPS-plus free trade agreements and access to
medicines”, Liverpool Law Review, vol. 28 (2007); Frederick M. Abbott, “The Doha Declaration on TRIPS
Agreement and Public Health: Lighting a dark corner at the WTO”, Journal of International Economic Law, vol. 5,
No. 2 (2002), pp. 469-505; Peter Drahos, “BITS and BIPS: Bilateralism in intellectual property”, Journal of World
Intellectual Property, vol. 4 (2001); Yosh Tandon, “Editorial: WIPO, WCO, intellectual property and border
guards”, South Bulletin, 16 May 2008. Available from
http://vi.unctad.org/uwist08/sessions/tue0513/southcentrebull.pdf; Cynthia M. Ho, “Beyond patents: protecting
drugs through regulatory laws”, Loyola University Chicago School of Law Public Law and Legal Theory Research
Paper No. 34 (2011), p. 2; Ann