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Introduction

There are various aspects of the intellectual property (IPRs) system that may have a direct influence on the availability and affordability of medicines and on the realization of the right to health. Patents and, where implemented, the exclusivity granted on the use of efficacy and safety data, confer title holders the right to prevent generic competition and charge prices well above production costs. In the absence of such a competition, prices of medicines may be prohibitive, particularly for the poor. A telling example was the introduction of generic antiretroviral drugs for treating HIV/AIDS, which made antiretroviral therapy available at costs as low as US$140 per person per year in developing countries compared to about US$12,000 in industrialized countries. Continuous access to such drugs has permitted to transform HIV/AIDS from a fatal into a chronic disease.

Concerns about the implications of IPRs for access to drugs became prominent with the adoption, in 1994, of the Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS Agreement) in the context of the World Trade Organization. The TRIPS Agreement introduced a set of binding minimum standards on IPRs protection. One of the strategic objectives of the proponents of the Agreement (notably the USA and the European Communities) was to ensure patent protection for pharmaceutical products, not recognized in most developing and some developed countries at the time of the Agreement’s negotiation started in 1986. Failure to comply with such standards may lead up to the application of trade sanctions under the WTO rules
.

The implementation of the TRIPS Agreement’s standards generated significant tensions in the area of public health. This was despite the fact that the Agreement contains certain flexibilities that allow WTO member countries to mitigate, to some extent, the effects of the exclusive rights conferred by IPRs, and permitted developing countries to delay, for limited transitional periods, the implementation of the new standards of protection.  Such flexibilities include the possibility of parallel importing medicines and of granting compulsory licenses, among other measures mentioned below. However, developing countries soon after the adoption of the TRIPS Agreement faced growing pressures to forego the transitional periods provided for by the Agreement and to renounce the use of said flexibilities with regard to pharmaceuticals. 

Concerns about the impact of the TRIPS standards on public health prompted developing countries to demand the adoption, at the 4th Ministerial Conference of the WTO, of the ‘Doha Ministerial Declaration on TRIPS and Public Health’
. The Declaration recognized the ‘gravity’ of the public health problems afflicting many developing and LDCs, especially –but not limited to- those resulting from HIV/AIDS, tuberculosis, malaria and other epidemics. It confirmed some of the flexibilities allowed by the TRIPS Agreement. A key paragraph of the Declaration states that;

We agree that the TRIPS Agreement does not and should not prevent Members from taking measures to protect public health. Accordingly, while reiterating our commitment to the TRIPS Agreement, we affirm that the Agreement can and should be interpreted and implemented in a manner supportive of WTO Members' right to protect public health and, in particular, to promote access to medicines for all (paragraph 4).

The Argentine case provides a good illustration of the hurdles faced by a developing country in the area of public health, under the new legal context created by the TRIPS Agreement. It shows the level of pressures that a developing country may suffer when trying to preserve the policy space still available under the TRIPS Agreement to implement policies on IPRs sensitive to public health needs. A peculiarity of Argentina is that, unlike most developing countries, it hosts a significant domestic pharmaceutical industry that –although it is oriented towards the formulation of medicines rather than the production of active ingredients- accounts for more than 50% of the Argentine pharmaceutical market
. This peculiarity may explain the intensity of the offensive it has been subject to, notably by the US government and pharmaceutical industry.

Preserving the referred to policy space is, however, crucial to ensure access to drugs, especially after the substantial increase in poverty levels that took place in Argentina after the economic crisis of 2001.

This chapter examines, first, the process of adoption of Argentine legislation on patents and test data protection and the influence of the foreign pharmaceutical industry in shaping it. Second, it presents the main features of the new legal regime put in place and its impact on patenting trends. Third, the chapter discusses the attempts of the foreign pharmaceutical industry to enhance intellectual property protection for pharmaceuticals through judicial litigation. Finally, the main TRIPS flexibilities of relevance to access to drugs  incorporated by the Argentine legislation are analyzed in some detail.

A turbulent legislative process 

Argentina adopted a patent legislation as early as in 1864 (Law 111). The legislation was essentially modeled under the French patent law of 1844, which, as most patent laws at that time, did not allow for the patenting of pharmaceutical products. Argentina adhered to the Paris Convention for the Protection of Industrial Property in 1966
, but was not obliged under this Convention to change its policy on non-patentability of pharmaceutical products. Argentina only considered substantial changes to its patent law, including on pharmaceuticals, when it became bound, as a member of the World Trade Organization, to implement the obligations set out by the TRIPS Agreement
. 

Part II of the TRIPS Agreement contains detailed minimum standards on patent protection. They include:

-The obligation to grant patents in all fields of technology

-Definition of the conferred exclusive rights-

-Reinforcement of process patents (extension of protection from the patented processes to products directly obtained with it and reversal of the burden of proof)

-20 years minimum duration

-Detailed conditions for the grant of compulsory licenses

-Limited exceptions to patentability and to exclusive rights.

The implementation of the obligations set out by the TRIPS Agreement required significant amendments to the Argentine law, notably the introduction of protection for pharmaceutical products (only processes for their manufacture were patentable under the 1864 Law). Although the Agreement allowed developing countries to delay, in general, the implementation of their obligations until 1 January, 2000 (article 65.2), many of the required changes were made in Argentina in anticipation to this deadline (except, as noted below, for patents on pharmaceutical products).

In December 1994, the Argentine Congress approved the Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS Agreement) of the World Trade Organization (Law 24.425), and soon thereafter considered a comprehensive patent bill submitted to Congress in May 1993 aimed at replacing the 1864 law . The bill generated a heated debate about pharmaceutical patants, in a context of strong and public pressures exerted by the US government
 and the US pharmaceutical industry to accelerate the introduction of patent protection for such products. The bill was approved by the Congress on 30 March, 1995. 

In making use of the transitional period established by the Agreement for the grant of pharmaceutical product patents (in the case of countries that did not recognize such patents before the entry into force of the Agreement
), the Congress decided that patents on pharmaceutical products would be granted only after a period of eight years. This was two years less than the transitional period permitted by the TRIPS Agreement
, but was intended to permit the domestic pharmaceutical industry and the social security systems to have sufficient time to adapt themselves to the new legal framework. Several studies had predicted that the introduction of patent protection for pharmaceuticals would have a clear impact on prices and access to drugs in the country
.

The approval of the patent bill by the Congress triggered a particularly turbulent process, as the US government and industry continued to put pressure on and to threaten the Argentine government with trade sanctions. In this context, the Executive Power vetoed sixteen provisions of the bill. The objected provisions included, inter alia, the non-patentability of plants and animals, exceptions for the prior user of an invention and compulsory licensing for lack of local working. Despite that the same political party controlled the Executive Power and the majority of the Congress, when the latter received back the bill it rejected most of the proposed changes. The Congress insisted on ten of the vetoed provisions and approved, on 23 May 1995, the new law. 

In the meantime, on 26 April 1995, in response to US demands, the Executive Power issued a Decree (No. 620/95) with the intention of directly implementing the TRIPS Agreement and thereby replacing de facto the bill approved by the Congress. It also put strong pressure on Congress to shorten the adopted transitional period for the grant of pharmaceutical product patents from eight to five years
. This amendment was finally adopted as Law 24.572 on 28 September 1995.

As a result, patent applications on pharmaceutical products (including applications with priority date as of January 1, 1994) could be filed and kept in the so called ‘mail box’ -as required by article 70.8 of the TRIPS Agreement- until the end of the transitional period in October 2000. The amendment to the law, however, did not solve the conflict between the Executive Power and the Congress. On 18 October 1995, a new implementing Decree (No. 590/95) was issued. This Decree, elaborated by the Ministry of Economy, distorted several provisions of the law and generated a strong reaction by the Congress which, in turn, elaborated and approved on 7 December, 1995,  a new ‘corrective law’ declaring that Decree invalid. This law was vetoed by the Executive Power (Decree 3/96).

Finally, after intense negotiations, a new Decree No. 260/96 (March 30, 1996) elaborated with the participation of the Ministry of Foreign Affairs, adopted the implementing regulations of law 24.481, as amended by law 24.572. The new regulations were generally in line with the provisions of the law and settled the controversy. With these regulations, a fully renovated patent regime was put in force. Some of the salient features of the new regime include:

-product and process patents must be granted without discrimination in all fields of technology, including pharmaceutical products;

-patent applications on pharmaceutical products where admitted as of January 1, 1995 (including applications with priority date after January 1, 1994); 

-the term of protection was increased from 15 years from the date of grant to 20 years from the filing date;

-the patentee’s exclusive rights were defined in line with the TRIPS Agreement;

-the forfeiture of a patent due to lack of working was abrogated;

-the conditions for the grant of compulsory licenses were specified;

-a system of deferred substantive examination was introduced
;

-the Instituto Nacional de Propiedad Industrial (INPI) was created to deal with the grant and registration of industrial property rights.

In addition, in 1996, the Congress approved law 24.766 on ‘Confidentiality’. The fundamental aim of this law was to implement article 39 of the TRIPS Agreement, by providing protection to trade secrets and test data about the efficacy and safety of pharmaceutical and agrochemical products. under the discipline of unfair competition. It also included a provision incorporating what is generally known as the ‘Bolar exception’. As further explained below, this exception is an important tool to facilitate that generic competition starts as soon as a patent on a medicine expires. The US government questioned this new legislation and cut down 50% of the benefits that Argentina enjoyed under the Generalized System of Preferences of the USA
.

The impact of the patent law amendment was significant in terms of the number of applications filed. They more than doubled between 1992 and 2000, jumping from less than 3.000 in 1994 to almost 7.000 in 2000, as  a result of the enhancement of patent protection and, in particular, its extension to pharmaceutical products.  However, the number of applications fell afterwards possibly as a result of the deteriorated economic prospects resulting from the 2001 financial crisis
.  .

The proportion of patent applications by residents oscillated in the period 1995-2005 between 12% and 20% (see Table 1). Although the number of applications by residents grew slightly (at around 3% annually) their participation in granted patents fell significantly during this period. 
Table 1.  Argentina: residents’ share in patent applications and grants 1995-2005. 

	Year
	1995
	1996
	1997
	1998
	1999
	2000
	2001
	2002
	2003
	2004
	2005

	No. of applications
	4.264
	5.109
	5.859
	6.320
	6.457
	6.636
	5.779
	4.861
	4.557
	4.602
	5.269

	% residents
	15,85
	21,47
	14,06
	13,62
	13,76
	16,00
	11,95
	14,77
	17,38
	17,07
	20,00

	No. of grants
	1.003
	1.791
	1.228
	1.689
	1.241
	1.587
	1.233
	911
	1.367
	840
	2.922

	% residents
	19,74
	19,09
	23,77
	18,17
	12,49
	9,13
	9,32
	10,53
	11,41
	12,85
	17,52


Source: elaborated on the basis of http://www.ricyt.org/interior/interior.asp?Nivel1=1&Nivel2=3&Idioma=

As indicated by table 1, the increase in patent applications and grants in Argentina is driven by foreign applicants
, suggesting that changes in the patent law have not fostered local innovation. Only a few patents originally applied in Argentina were also applied in the USA. Although the percentage of applications invoking Argentine priority increased from 5% in 1990 to 19% in 2000, it fell to 8,6% in 2004
. Interestingly, inventors of Argentine nationality obtained more patents in the USA without Argentine priority (that is, without relying on a first application made in Argentina) than with such priority. In the period 1990-2005, 405 out of 700 patents were filed without Argentine priority, possibly indicating patenting by nationals working outside Argentina
.

This information suggests that patenting in medium and high technology industries is dominated by foreign applicants, and there is little relationship between domestic innovation and the patent system
. An estimated 40% of all patents granted in Argentina relate to the pharmaceutical sector, the overwhelmingly majority of which belong to foreign companies. These companies have been active in filing applications on minor modifications of existing products and processes (often called ‘evergreening patents’).  This issue is further developed below.

Continued tensions on the protection of pharmaceuticals

The Argentine government, expected that the approval of the patent law and compliance with the TRIPS Agreement even before the end of the transitional periods permitted by the TRIPS Agreement,  would put an end to the tensions that the protection of pharmaceuticals had historically generated with the USA and the European Community. It was a wrong. The US government, in particular, made clear soon that such a compliance would not be sufficient to relieve Argentina from investigation, and possibly, retaliation, under the Special Section 301 of the US Trade Act. The 1994 amendment to this Act had empowered the US Trade Representative (USTR) to target countries that were TRIPS-compliant if the US interests in the field of IPRs were, nevertheless, not satisfied in the USTR’s view.

The USTR filed, even before the TRIPS Agreement became binding for Argentina, a complaint before WTO arguing that a change in Argentine regulations regarding data submitted for the marketing approval of agrochemical products violated the ‘freezing clause’ contained in article 65.5 of the TRIPS Agreement
. The USA held that such a change had reduced the compatibility of Argentine legislation with the Agreement. The complaint was grounded on an expansive interpretation of article 39.3 of said Agreement, in accordance to which this provision required WTO members to introduce a period of exclusivity in favour of the originator of test data. 

In May 2000 –that is, only four months after the entry into force of the TRIPS Agreement in Argentina- the USA requested further consultations with the government of Argentina pursuant to Article 4 of the Understanding on Rules and Procedures Governing the Settlement of Disputes ("DSU") and Article 64 of the TRIPS Agreement, concerning several aspects regulated under Law 24,481 (as amended by Law 24,572) and implemented by Decree 260/96
. The United States argued that Argentina’s legislation was inconsistent with the TRIPS Agreement in relation to the following issues:

1)patentability of certain subject matter, including micro-organisms; 

2) availability of prompt and effective provisional measures, such as preliminary injunctions, for purposes of preventing infringements of patent rights from occurring; 

3) recognition of certain exclusive rights for patents, such as the protection of products produced by patented processes and the right of importation; 

4) availability of certain safeguards for the granting of compulsory licenses; 

5) limits to the authority of the judiciary to shift the burden of proof in civil proceedings involving the infringement of process patent rights;  

6) limitations to the exclusive rights conferred by patents in case of prior use; and

7) opportunity for patent applicants to amend pending applications in order to claim certain enhanced protection provided by the TRIPS Agreement. 

8) possibility that third parties who completed investments in preparation for using a patented invention prior to January 1, 1995 continue to use the invention upon payment of fair and reasonable remuneration to the patent holder.

9) test data protection for pharmaceuticals and agrochemicals

The core issue underlying these complaints was, not surprisingly, the protection of pharmaceuticals. Following almost two years of consultations, Argentina and the USA settled the case and submitted a mutually agreed solution to the Dispute Settlement Body (DSB) of the WTO
. While no inconsistency with the TRIPS Agreement was determined in relation to the issues raised in the US complaint, the government of Argentina agreed to clarify its legislation in connection with three issues and submit to Congress an amendment to the patent law. As a result, the Patent Law was amended in relation to the exclusive rights conferred under process patents, preliminary injunctions and the reversal of the burden of proof in civil cases of infringement of process patents (Law 25.859, 2004). 

The attempts to expand IPRs protection and limit Argentina’s policy space, as available under the TRIPS Agreement, to determine the standards of IP protection for pharmaceuticals have continued despite the settlement of the WTO dispute. 

 Mainly acting upon PhRMA’s demands, the USTR has kept Argentina over the years on the ‘Watch List’ elaborated under the Special 301 Section. This  has not changed despite that the new legislation referred to above dramatically enhanced IPRs protection for pharmaceuticals in Argentina
. For instance, the USTR Special 301 Report for 2009 states that  

Argentina will remain on the priority watch list in 2009. Although cooperation between Agentina’s enforcement authorities and U.S. copyright industries remains positive, and the argentine customs authority and law enforcement have taken steps to improve enforcement at the border and Argentina’s most significant illegal market, respectively, the United States encourages stronger IPR enforcement actions to combat the widespread availability of pirated and counterfeit products. Copyright piracy remains a significant problem in numerous industry sectors. Civil damages are ineffective and the judiciary is apparently reluctant to impose deterrent-level penalties in criminal cases. The United States notes that Argentina continues to make progress in decreasing its backlog of patent applications and commends their implementation of a patent recordation and alert system. However, Argentina still does not provide adequate protection against unfair commercial use of undisclosed test and other data generated to obtain marketing approval for pharmaceutical products. The United States also urges Argentina to implement an effective system to prevent the issuance of marketing approvals for unauthorized copies of patented pharmaceutical products. The United States will continue to monitor Argentina’s efforts to address these IPR concerns
.

For the purposes of this study, it is interesting to note that the USTR complaints included three of direct relevance to the protection of pharmaceuticals and access to drugs: alleged delays in the granting of patents
, the protection of test data (USTR still insists on obtaining exclusivity thereon), and the establishment of a ‘linkage’ between the marketing approval of pharmaceuticals and the existence of patent rights
. However, the USTR has not filed a complaint against Argentina under the WTO rules, probably because it is aware that, since its demands are beyond the requirements imposed by the TRIPS Agreement, a WTO ruling would confirm Argentina’s right to preserve the present levels of protection.

It is worth noting that the European Union has also been active in seeking enhanced IPRs protections in Argentina. It participated, as a third party, in the WTO consultations referred to above, and has sought data exclusivity protection in bilateral discussions with MERCOSUR on a free trade agreement.

Pharmaceutical industry’s attempts to limit TRIPS flexibilities

Actions aimed at increasing the level of protection of pharmaceutical patents in Argentina have not only been instigated but also supported and supplemented by the pharmaceutical multinational companies, which have actively lobbied government officials on IPRs issues. In addition, such companies have attempted to obtain , through judicial litigation, expansive interpretations of key aspects of patent and data protection legislation, such as the following: 
Transitional periods

The transitional periods that allowed developing countries to delay the implementation of the TRIPS Agreement and the grant of pharmaceutical product patents, were automatic, that is, their application was not subject to any reservation or declaration by the concerned country. In some court cases, however, multinational companies argued that Argentina had lost its right to make use of such transitional periods because a reservation had not been made at the time the Congress’ approval of the TRIPS Agreement. This thesis was finally rejected by the Supreme Court in "Pfizer Inc. c/ Instituto Nacional de la Propiedad Industrial s/ denegatoria de patente" (21 May, 2002).

Extension of the patent term

Under Law 111, patents were conferred for 15 years counted from the date of grant. The TRIPS Agreement, as noted, prescribes a 20 year minimum counted from the date of application. In many cases, multinational companies successfully requested courts to extend the patent term of granted patents until the end of the 20 year period. None of these cases reached the Supreme Court
.

Conversion of process into product patent applications

Based on an expansive interpretation of the ambiguous provision contained in article 70.7 of the TRIPS Agreement, several multinational companies attempted to transform patent applications on manufacturing processes filed before January 1, 2005, into applications covering the products themselves. If accepted, these claims would have retroactively allowed the patent protection of medicines which were unpatentable, and hence, firmly in the public domain in accordance with pre-TRIPS Argentine legislation. Plaintiffs were successful in pushing forward their interpretation before first instance and appellate courts, but their aspirations were put down by a well grounded decision by the Supreme Court  in Pfizer Inc. c/ Instituto Nacional de la Propiedad Industrial s/ denegatoria de patente (21 May, 2002). The Court  argued, in applying the interpretive principle of ‘l’effet utile’  that the plaintif’s interpretation of article 70.7 nullified article 70.8 of the Agreement, which specifically deals with the recognition of pharmaceutical product patents at the expiry of the transitional period. It held that accepting the requested conversion would break the balance reached in the negotiation of the TRIPS Agreement.


Test data protection

Multinational companies initiated at least eleven legal cases against domestic companies arguing that they infringed their ‘exclusive property’ rights over efficacy and safety data and, in some cases, obtained preliminary injunctions with the immediate exclusion from the market of the defendant
. The suits were based on an expansive interpretation of article 39.3 of the TRIPS Agreement which, as examined below, does not require exclusivity in relation to such data, but merely protection against unfair competition.

Linkage between drug marketing approval and patent protection

The marketing approval of a drug is totally independent from its legal status in terms of the coverage of intellectual property rights eventually applicable to it. However, in various free trade agreements (FTAs) the USA has established a ‘linkage’ between drug registration and patent protection. In accordance with linkage provisions, a drug regulatory agency should refuse the registration of a generic drug if there are patents relating thereto. 

In ELI LILLY and Company s/amparo (No. 7.128/98 , Cámara Nacional de Apelaciones en lo Civil y Comercial Federal) the plaintiff attempted to prevent the drug regulatory agency from registering a generic product. The appellate court, however, ruled that such agency was not the competent body to enforce patent rights and refused to enforce a ‘linkage’ between drug registration and patent protection
.

Provisional injunctions

Foreign pharmaceutical companies were successful in many cases in convincing judges about the need to immediately exclude alleged patent infringers on the basis of easily-granted preliminary injunctions. Such injunctions have been granted, inaudita parte,  in cases involving patents on mere formulations
, salts, polymorphs and other minor developments concerning products in the public domain
.  To avoid these abuses, Argentina introduced an amendment to the patent law under terms negotiated with the US on occasion of the WTO consultation mentioned above.  Law 25.859 (2004) subjected the grant of  provisional injunctions to a number of requirements
 similar to those established under US law
, including the need to hear the other party, except in exceptional cases, and to obtain a prior opinion of an expert on the likelihood of infringement
. 

TRIPS flexibilities in Argentine legislation

The previous analysis shows how difficult was for Argentina to preserve some room for maneuver in IPRs legislation in relation to pharmaceuticals. This section examines the extent to which national legislation implemented the flexibilities allowed by the TRIPS Agreement.

It is worth noting that the consistency of the patent law with the TRIPS Agreement is automatically ensured in Argentina by the self-executing character recognized to international treaties. They are deemed to derogate and replace, as appropriate, any provision of the domestic law that is found in contradiction to the treaty. The direct and automatic application of treaty provisions (to the extent that they do need to be developed by implementing legislation) is grounded on the National Constitution, as revised in 1994 and interpreted by the Argentine Supreme Court of Justice. 

As a result of this doctrine, any rights conferred by the TRIPS Agreement can be directly invoked by private parties. This is, in fact, what has occurred in some cases brought to courts after the ratification of the TRIPS Agreement by the Argentine Parliament
. The self-executing character of the TRIPS Agreement provides a guarantee of full compliance by Argentina with its international obligations under the TRIPS Agreement, the Paris Convention for the Protection of Industrial Property and the other conventions that WTO Members must observe in accordance with the TRIPS Agreement. The issue of the direct applicability of the TRIPS Agreement was specifically addressed by the Argentine Supreme Court in some cases, namely in Karl Thomae Gesellschaft Mit Beschränkter Haftung c/ Instituto Nacional de la Propiedad Industrial y otro s/ denegatoria de patente (case N° 1897/97).

The self-executing nature of the international obligations under the TRIPS Agreement does not ensure, however, the use of the flexibilities that the Agreement allows WTO Members to incorporate into their legislation. Such a use requires in most cases explicit provisions. Argentine legislation has utilized, to some extent, the TRIPS flexibilities relevant to access to drugs in the areas reviewed below.

Patentability criteria

One of the main flexibilities of the TRIPS Agreement in the area of patents is the capacity left to WTO members to define what an invention is. Thus, they may differentiate ‘discoveries’ from ‘inventions’ and exclude the former from protection. Hence, there is no obligation under the Agreement to grant patents, for instance, over genes, even isolated, and other substances found in nature.

In addition, article 27.1 of the Agreement prescribes, that patents shall be available for any invention ‘provided that they are new, involve an inventive step and are capable of industrial application", but does not contain any specification about the precise way in which these criteria are to be applied. 

As a result, WTO Members, however, are not constrained to apply a particular concept of novelty. While most countries adhere to the concept of universal novelty, the Agreement is flexible enough to permit,  for instance, the USA to maintain a mixed  standard of novelty (universal/local) depending on whether the disclosure of the invention has taken place within or outside the territory of the USA (35 U.S.C section 102 (a))
.

Defining the ‘inventive step/ non-obviousness’ is a critical aspect, as it determines the level of technical contribution required to obtain a patent. As the TRIPS Agreement does not define this concept, Member countries are free to determine whether they want a system under which a myriad of minor, incremental, developments are patentable, as it is currently the case in the USA
, or rather opt for a system that rewards genuine departures from the prior art. The latter approach is the one advisable for developing countries, in order to avoid the proliferation of patents that may unduly restrain competition.

Such a proliferation is of particular significance in the pharmaceutical field. Deliberate strategies applied by large pharmaceutical companies aim at blocking or delaying competition through the patenting of derivatives or variants of existing products or their method of use, such as formulations, dosages, salts, esters, ethers, polymorphs, metabolites, isomers, and combinations. Significantly, a recent report by the European Commission found an extensive use of ‘evergreening’ patents:

Filing numerous patent applications for the same medicine (forming so called "patent clusters" or "patent thickets") is a common practice. Documents gathered in the course of the inquiry confirm that an important objective of this approach is to delay or block the market entry of generic medicines. In this respect the inquiry finds that individual medicines are protected by up to nearly 100 product-specific patent families, which can lead to up to 1,300 patents and/or pending patent applications across the Member States. Despite the lower number of underlying patent families based on EPO applications, looking from a commercial perspective, a challenger may, in the absence of a Community patent, need to analyse and possibly confront the sum of all existing patents and pending patent applications in those Member States in which the generic company wishes to enter"

Argentina has utilized to some extent the flexibilities allowed by the TRIPS Agreement with regard to patentability standards. 

The Argentine law (Law 24.481 as amended by law 24.572) does exclude ‘discoveries’ from patentability (article 6 (a)), as well as ‘all biological and genetic material existing in nature or derived therefrom in biological processes associated with animal, plant and human reproduction, including genetic processes applied to the said material that are capable of bringing about the normal, free duplication thereof in the same way as in nature (article 7 (b)). 

The law requires universal novelty and inventive step, which is deemed to exist when ‘the creative process or the results thereof cannot readily be deduced by a person of average skill in the technical field concerned’ (article 4(d)). However, some patents granted in the pharmaceutical field cast doubts about the strictness of the inventive step applied by the patent office. 

For instance, patent AR017747B1 was granted to Bristol Myers Squibb over an enteric coated pharmaceutical composition of didanosine. This type of formulation is well known in the industry and it can be hardly argued that it is truly inventive. Bristol Myers Squibb, however, obtained a preliminary injunction from a Federal Court preventing the Ministry of Health from acquiring didanosine from a domestic company for distribution to HIV/SIDA patients. Although the injunction was revoked by the appeal court
, it significantly delayed access to this medicine. Ironically, Bristol Myers Squibb, which did not invent didanosine, had been condemned by the Federal Trade Commission by anti-competitive practices in the USA, including baseless patent infringement suits
.

Exceptions to patentability-Second indications

The TRIPS Agreement allows WTO Members to exclude from patentability ‘diagnostic, therapeutic and surgical methods for the treatment of humans or animals’. The Argentine patent law provides for this exclusion in article 6(e), which stipulates that such methods are not deemed to be inventions. This is an important provision from a public health perspective
. Correctly interpreted, this provision impedes the patenting of the second indication of known pharmaceuticals, even if drafted under what is termed the ‘Swiss claim’ formula
. A claim on such an indication is equivalent to a method of treatment claim and should, therefore, be rejected
. This is the approach adopted by the patent office in Argentina, which has proclaimed that second indications are not patentable.

Exceptions to patent rights

Different types of exceptions may be provided for within the scope of article 30 of the TRIPS Agreement, which permits WTO Members to establish exceptions to patent exclusive rights provided ‘that such exceptions do not unreasonably conflict with a normal exploitation of the patent and do not unreasonably prejudice the legitimate interests of the patent owner, taking account of the legitimate interests of third parties’. These exceptions may include:

- acts for private purposes, on a non-commercial scale or for non-commercial purposes;
- use of the invention for research;
- experimentation on the invention to evaluate or improve it; 
- use of the invention for teaching purposes;

- preparation of medicines under individual prescriptions;
- experiments made for the purpose of seeking regulatory approval for marketing of a product after the expiration of a patent;
- use of an invention in good faith prior to the patent application date.

Some of these exceptions are particularly important from a public health perspective. This is notably the case of the experimental use or research exception, and of the so-called "Bolar" exception.

The "experimental use" or ‘research’ exception may promote follow on innovation and encourage the licensing of patented inventions. It may also be used in order to evaluate a patented invention and eventually request the invalidation of a wrongly granted patent.

Article 36(a) of the Argentine patent law considers that there is no patent infringement when ‘a third party who privately or in an academic environment and without gainful intent, conducts scientific or technological research activities for purely experimental, testing or teaching purposes, and to that end manufactures or uses a product or applies a process identical to the one patented’. This exception, while broadly drafted with regard to the type of permitted activities, seems to limit them to those made ‘without gainful intent’. However, there is no reason to exclude research or experimentation done for commercial purposes, which should be considered equally legitimate and consistent with article 30 of the TRIPS Agreement. Thus, the case law in European countries has accepted – particularly in relation to pharmaceutical products ‑ research conducted with commercial intent to obtain more information about a product (provided that it is not made solely to convince licensing authorities or customers of the virtues of an alternative product) or to obtain further information as to the uses of a product and its possible side‑effects and other consequences resulting from its use
.
The early entry into the market of generic medicines after the expiry of a patent may allow a rapid reduction in their price and thereby increases their affordability. Many national laws permit a party the use of a patented invention relating to a pharmaceutical product to conduct tests and obtain approval from the health authority, before the expiration of the patent, for commercialization of a generic version of the product, immediately after the expiration of the patent. This is generally known as the “Bolar” exception
, first provided for by the US Drug Price 

Competition and Patent Term Restoration Act of 1984.

The consistency of the “Bolar” exception with the TRIPS Agreement was analyzed in a case decided in the framework of the WTO. In November 1998 the European Communities and their member States requested the WTO Dispute Settlement Body (DSB) to establish a special group to examine the consistency of the Bolar provision in the Canadian Patent Act with Canada’s obligations under the TRIPS Agreement. In March 2000, the special  group concluded that Canada was not in violation of TRIPS in terms of it’s practice of allowing the development and submission of information required to obtain marketing approval for pharmaceutical products carried out without the consent of the patent-holder.
. 

The ‘Bolar’ provision was not included in the Argentine patent law 24.481 nor in its amending legislation. It was incorporated, however, by article 8 of the ‘Confidentiality Law’ No. 24.766. Consistently with the TRIPS Agreement, the exception is not linked to an extension of the patents’ term. 
Compulsory licenses and government use

Article 31 of the TRIPS Agreement expressly allows WTO Members to grant compulsory licenses or decide the non-commercial governmental use (hereinafter ‘govrenment use’) of a patent under certain conditions detailed in said provision. No specification is made in the Agreement, however, on the grounds under which such licenses can be granted. This means that WTO Members are free to determine when and why to grant compulsory licenses. 

Compulsory licenses and government use constitute important safeguards for public health policies. Patents relating to medicines may be subject to compulsory licenses where necessary to ensure access to affordable drugs. The Doha Declaration on the TRIPS Agreement and Public Health
 expressly confirmed Member countries’ right to issue compulsory licenses in accordance with their national laws, subject to the conditions specified in article 31 of the Agreement. In fact, several developing countries have issued in the last five years compulsory licenses or decided the government use of patented medicines, particularly but not only in relation to antiretrovirals
.

The Argentine patent law provides for different grounds for the grant of compulsory licenses (see Box 1). Notably, it establishes the possibility of obtaining such a license in cases of ‘refusal to deal’, that is, when the patent holder refuses to grant a voluntary license on reasonable commercial terms. The provision of ‘refusal to deal’ is an independent ground for compulsory licenses
 consistent with the TRIPS Agreement, which, as mentioned, does not specify or limit the grounds that may be invoked by national governments
.

Box 1. Grounds for compulsory licenses under Argentina’s patent law

Refusal to deal

Where a prospective user has attempted to secure the grant of a license from the owner of a patent on reasonable commercial terms and conditions under Article 43, and the attempts have had no effect after 150 days have elapsed following the date on which the license in question was requested (article 42)

Lack of exploitation

If, after three years have elapsed since the grant of the patent, or four since the filing of the application, the invention has not been exploited, except in cases of force majeure, or if no genuine and effective preparations have been made for such exploitation, or where such exploitation has been interrupted for more than a year, any person may apply for authorization to use the invention without seeking the permission of the owner thereof (article 43). 

Anti-competitive practices

The right of exploitation conferred by a patent shall be granted without permission from the owner thereof where the competent authority has established that the said owner has engaged in anti-competitive practices. In such cases, without prejudice to the remedies available to the owner of the patent, the said right shall be granted without the need for application of the procedure laid down in Article 42. 

For the purposes of this Law, the following practices among others shall be considered anti-competitive: 

(a) the setting of prices for the patented products that are excessive in relation to the market average or discriminatory, particularly where alternative proposals exist for supplying the market at prices significantly lower than those charged by the patent owner for the same product; 

(b) refusal to supply the local market on reasonable commercial terms; 

(c) the slowing down of marketing or production activities; 

(d) any other act capable of being included among the practices considered punishable by Law No. 22.262 or such law as may replace it or be substituted for it (article 44). 

Government use

The National Executive may, for reasons of health emergency or national security, order the exploitation of certain patents through the grant of the exploitation rights under a patent; the scope and duration thereof shall be limited to the purposes of the grant (article 45). 

Dependent patents

The right of use without authorization from the owner of the patent shall be granted to permit the working of a patent -the second patent- that cannot be worked without infringing another patent -the first patent-(article 46).  

The lack of exploitation of a patent has been one of the most common reasons historically provided for in patent laws, in line with article 5A of the Paris Convention for the Protection of Industrial Property. Key to the application of this provision is the concept of ‘exploitation’. In the patent laws enacted during the XIXth and most of the XXth Centuries, ‘exploitation’ was interpreted as the industrial use of the invention in the country of grant. Developed countries, however, have more recently pushed for a weakening of that concept so as to consider that the mere importation of protected products was equivalent to ‘exploitation’. This was one of the most controversial issues in the TRIPS negotiations, eventually leading to the ambiguous provision contained in article 27.1, in fine, of the TRIPS Agreement

The patent bill, as originally approved by the Argentine Congress, did contain a definition of exploitation that required the execution of the invention in the country (or in other countries under reciprocal conditions), but this definition was vetoed by the Executive Power and finally eliminated. The implementing Decree 260/96 stipulated that the requirement of exploitation is deemed to have been fulfilled with the ‘distribution’ and ‘commercialization’ of the product in a manner that the local demand is satisfied on reasonable commercial terms.

The Argentine regime also allows for the grant of compulsory licenses to remedy anticompetitive practices. Article 31(k) of the TRIPS Agreement expressly refers to this ground and relaxes the conditions of the compulsory license (with regard to exports and remuneration). The extent to which the conditions enumerated in article 44 constituted anti-competitive practices per se was discussed in the consultation requested by the USA in accordance with the WTO procedures for settlement of disputes. The mutually agreed solution stated that

Pursuant to article 44 of Decree 260/96, in order to justify the granting of a compulsory license by INPI under this authority where one of these defined situations is established, a prior decision must have been handed down by the National Commission on the Defense of Competition (or the body that might substitute it in the future) analyzing the practice in question based on Law No. 25.156 (Law of Defense of Competition).  According to this law, the existence of an abuse of a dominant position in the market must be established in order for a practice to be considered "anti‑competitive."  On this basis, Argentina and the United States agree that article 44 of Law No. 24.481, read in conjunction with article 44 of Decree 260/96, is consistent with Argentina's obligations under TRIPS Article 31(k), and that Argentina shall not grant compulsory licenses on the basis of a finding of anti‑competitive practices except in situations consistent with these provisions.

This means that the Argentine government confirmed that the conditions enumerated in article 44 of the law do not constitute anti-competitive practices per se, but their application is subject to the finding, by the competent authority, of an abuse of dominant position.

Finally, it is worth mentioning the provision on government use contained in article 45. Although it only refers to ‘health emergency or national security’, nothing would prevent the government to decide the governmental use of a patent for other purposes, notably in order to ensure or facilitate access to medicines at affordable costs
. 

Parallel imports

Article 6 of the TRIPS Agreement recognizes the possibility of legally justifying parallel imports
 on the basis of the principle of “exhaustion of rights”. This principle was initially developed in the framework of the European integration in order to avoid market fragmentation and discriminatory price fixing practices by rights-holders within the Community. It has been incorporated, by law or jurisprudence, with different scope (national, regional, international) in national patent laws and other legislation on intellectual property rights.

The principle of “exhaustion of rights” is based on the concept that the right-holder does not have the legal power to further control the use or resale, including for exportation, of protected goods after they have been introduced onto the market by the patent holder or with his consent. According to a broader interpretation of this principle –as incorporated into some laws
- the holder’s consent in the exporting country would not be required; it would be sufficient to determine whether the product was commercialized by an authorized person (including on the basis of a compulsory license) 
. The Argentine law followed this latter approach in article article 36(c) of Law No. 24.481, which stipulates that:

The right conferred by a patent shall have no effect against:…

(c) any person who acquires, uses, imports or in any way deals in the product patented or obtained by the patented process once the said product has been lawfully placed on the market in any country; placing on the market shall be considered lawful when it conforms to Section 4 of Part III of the Agreement on Trade-Related Aspects of Intellectual Property Rights. 

While Decree 260/96, which adopted the implementing regulations of  article 36 (c) of Law 24.481, refers to the consent of the patent owner, it confirmed that importation from a third party ‘authorized’ for the commercialization of the product was legal. The US claimed that these provisions were inconsistent with articles 6 and 28.1 of the TRIPS Agreement in the context of the already mentioned complaint submitted to WTO. In the settlement agreement of the case, the following statement was included:

The Governments of the United States and Argentina have analyzed article 36(c) of Law No. 24.481 and article 36 of Decree 260/96 in light of the provisions of Articles 6 and 28.1 of the TRIPS Agreement.  Pursuant to this analysis, Argentina has confirmed that, according to its law and regulations, the owner of a patent granted in the Argentinean Republic shall have the right to prevent third parties not having the owner's consent from the acts of making, using, offering for sale, selling or importing the patented product in the territory of Argentina.  However, a voluntary licensee in Argentina authorized by the Argentinean patent owner to import the patented product may import the product if he proves the product has been put on the market in a foreign country by the owner of the Argentinean patent or by a third party authorized for its commercialization.  On this basis, Argentina and the United States agree that article 36(c) of Law No. 24.481, read in conjunction with article 36 of Decree 260/96, is consistent with Argentina's obligations under the TRIPS Agreement.

Although this statement may be read as limiting parallel importation when originating from a person not having the authorization of the patent holder -this was clearly the intent of the US- it should be noted that the agreed text only refers to a situation where there is a voluntary licensee in Argentina. It does no address situations in which such a licensee does not exist. Argentina, as any other WTO Member, is free to determine whether to accept or not parallel imports in those situations. Article 6 of the TRIPS Agreement makes it clear that Members may not be subject to a complaint before WTO on the basis of the approach they follow in connection with exhaustion of rights and, hence, parallel imports.  

Data protection

Article 39.3 of the TRIPS Agreement created an obligation to protect against unfair commercial use the results of clinical studies or “test data” of pharmaceuticals and agrochemical products. It stipulates that:

Members, when requiring as a condition of approving the marketing of pharmaceutical or of agricultural chemical products which utilize new chemical entities, the submission of undisclosed test or other data, the origination of which involves a considerable effort, shall protect such data against unfair commercial use. In addition, Members shall protect such data against disclosure, except where necessary to protect the public, or unless steps are taken to ensure that the data are protected against unfair commercial use.

This provision requires WTO Members to protect test data necessary for marketing approval of the referred to products only if national authorities require the submission of such data. This is not, however, a universal requirement, as many national drug regulatory authorities (as in the case of Argentina) do not request the submission of such data but rely on the approval conferred by national authorities in some foreign jurisdictions. In addition, Article 39.3 does not require that protection be given to data that are already publicly available, but only to undisclosed data. Further, protection is mandated only for new chemical entities. Members have considerable discretion in defining this concept, which excludes second indications, new formulations or dosage forms. Finally, in order to grant protection, national drug regulatory authorities may request the applicant to prove that the information for which protection is sought is the result of significant investment.

A literal interpretation of article 39.3, in conjunction with article 39.1 and in conformity with article 31 of the Vienna Convention on the Law of the Treaties, indicates that Members are only obliged to protect test data under the discipline of unfair competition, as established in the Paris Convention for the Protection of Industrial Property (article 10bis). Under this discipline no exclusive rights are granted, but only the right to take legal action against whom has obtained a commercial advantage by means of a dishonest commercial practice
. 

Although the US attempted to insert during the negotiation of the TRIPS Agreement a provision preventing national drug regulatory authorities from relying on the marketing approval issued by a foreign authority, the adopted provision does not ban this option. The USA, however, complained about the Argentine legislation in the context of the case brought to the WTO. The USA tried to prevent the marketing approval in Argentina of generic or ‘similar’ versions of products which were already in the public domain, on the argument that test data developed by the ‘originator’ could not be relied upon for that purpose. Developing countries opposed to this approach, which would have substantially limited the freedom to operate of generic companies and possibly increase the price of medicines for consumers, even in the absence of patent protection
. 

Soon after the adoption of the TRIPS Agreement, the USA and the EU made it known that, according to their interpretation, the only way for Members to comply with article 39.3 was through the adoption of exclusive rights on the use of test data. The USA, however,  was unable to impose its position on the subject in the above-mentioned consultation against Argentina under the WTO rules.  The settlement agreement signed by the two countries stated that:

The Governments of the United States and Argentina have expressed their respective points of view on the provisions of Article 39.3 of the TRIPS Agreement, and have agreed that differences in interpretations shall be solved under the DSU rules.  The Parties will continue consultations to assess the progress of the legislative process of approval of items 4, 5 and 6 of this notification, and in the light of this assessment, the United States may decide to continue consultations or request the establishment of a panel related to Article 39.3 of the TRIPS Agreement.

In addition, the Parties agree that should the Dispute Settlement Body adopt recommendations and rulings clarifying the content of the rights related to undisclosed test data submitted for marketing approval according to Article 39.3 of the TRIPS Agreement, and should Argentinean law be inconsistent with Article 39.3 as clarified by the above‑mentioned recommendations and rulings, Argentina agrees to submit to the National Congress within one year an amendment to Argentinean law, as necessary, to put its legislation in conformity with its obligations under Article 39.3 as clarified in such recommendations and rulings.

Interestingly, neither the USA decided to request the establishment of a panel to rule on this subject against Argentine, nor there has been any request by the USA or other WTO Member against another Member that does not recognize exclusive rights over test data. After almost nine years since the TRIPS Agreement entered into force in developing countries, the absence on any complaint and ruling on article 39.3, suggests that the USA and the EU were conscious that their arguments about the need to provide exclusive rights over test data were likely to fail before a WTO panel. This is probably why they included data exclusivity as one of the typical elements in the free trade agreements (FTAs) that the USA has signed with various countries, including in the Latin American region (Chile, Colombia, Peru, Panama, Dominican Republic and the Central American countries) and one of the EU’s demands in the FTAs under negotiation between the Andean and other developing countries with the EU. 

Conclusions

The need to adapt the Argentine intellectual property regime to the standards imposed by the TRIPS Agreement, in particular, the introduction of product patents for pharmaceuticals, triggered an unprecedented institutional conflict in the country. Strong pressures were exerted to prevent Argentina from utilizing the TRIPS flexibilities relevant to access to durgs. Nevertheless, the adopted legislation incorporated some of such flexibilities. While they are consistent with the provisions of the Agreement, actions to narrow down them and establish TRIPSD-plus standards have continued till now.

While the Argentine Congress resisted the offensive to expand intellectual property protection over pharmaceuticals, foreign pharmaceutical companies attempted to stifle  generic competition on a number of medicines already in the public domain in Argentina through the patenting of derivatives, formulations, and other trivial developments and an aggressive judicial enforcement of such patents. In some cases they were able to obtain preliminary injunctions which disrupted genuine competition and expansive judicial interpretations of the TRIPS Agreement and the applicable national law.

Despite all these efforts to narrow down the public health-related flexibilities present in Argentine legislation, the patent office has used to some extent the flexibilities regarding the patentability criteria (notably refusing to grant patents on second uses of known pharmaceutical products) and the patent law provides for certain exclusions to patentability and exceptions to the exclusive rights, including compulsory licenses. Although the latter have not been applied yet in any particular case, it is foreseeable that the government will have to consider this option in cases of products (medicines or vaccines) highly priced of for which there is insufficient supply
. Importantly, the Argentine government has resisted the pressures to implement a system of data exclusivity that would subject to monopolistic rights products that are already in the public domain in the country.

While the consistency of the provisions implementing TRIPS flexibilities as enshrined in the Argentine legislation seems out of doubt -particularly in the light of the Doha Declaration on the TRIPS Agreement and Public Health- some judicial decisions creates uncertainty about the actual application of such flexibilities. Likewise, the grant by the patent office of some patents on trivial, non-inventive, developments, generates the risk of undue limitations to generic competition. Hence, efforts should be made to better inform the judiciary and the patent office about the public health implications of wrong decisions in this area. Eventually, a reform of the patent law may be necessary in order to establish an effective system of pre and post-grant administrative opposition to patent applications and to ensure that patents are granted when real contributions to the state of the art are made
.
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   � This exception was named “Bolar” from the case tried by the United States courts in Roche Products Inc. vs.  Bolar Pharmaceutical Co. (733 F. 2d. 858, Fed. Cir., cert. denied 469 US 856, 1984), in which the exception issue was raised. The court had denied Bolar Pharmaceutical Co. the right to initiate the marketing approval procedures before the Food and Drug Administration prior to the patent’s expiration.


� However, Canada was found to be acting inconsistently with TRIPS in terms of its practice of  allowing third parties’ manufacturing and stockpiling of pharmaceutical products during the six months immediately prior to the expiry of the 20-year patent term. See WTO WT/DS114/R.


� See http://www.who.int/medicines/areas/policy/doha_declaration/en/index.html.


� See, e.g., Cecilia Oh, ‘Compulsory licences: Recent experiences in Developing Countries’, International Journal of Intellectual Property Management, vol. 1, No 1.


� Correa, Carlos (2004), ‘Refusal to deal and access to an essential facility: balancing private and public interests in intellectual property law’, in Mélanges Victor Nabhan, Ed. Yvon Blais, Série les cahiers de proprieté intellectuelle, Québec, 2004.
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