Intellectual Property Rights protection, pharmaceutical industry regulations and access to health: the Colombian case.
As many other developing countries, since the mid 1990’s Colombia has pursued an ongoing transformation of Intellectual Property Rights (IPRs) and pharmaceuticals legislation. Along with these legislative developments, other aspects of the IPRs and pharmaceutical sector have changed, including governmental agencies’ functions and stakeholders’ –NGOs and local pharmaceutical industry—political strategies.  
There are two trends that loom large as the key elements of this new IPRs protection era in Colombia:  on the one hand, the increasing public visibility that the topic has gained over the past two decades thanks to the work of health NGOs; on the other hand, the survival of the local pharmaceutical industry despite the strengthening of IPRs standards. In this chapter I will show how these two features are strongly correlated.
The increasing attention accorded to health issues along with the survival of a local ‘similar drugs’
 industry may be interpreted as overall positive outcomes. Even more, the fact that both health NGOs and local pharmaceutical industry where highly influential during Bilateral Trade Agreements (BTAs) –preventing the country from granting higher IPRs protection standards—may be considered as a fortunate turn of events.

Nonetheless, I will argue that, coupled with these essentially positive results, over the past two decades another type of pharmaceutical legislation —not strictly related with Intellectual Property (IP) protection—was introduced in Colombia. Moreover, I will argue that this non-IP legislation has prevented access to pharmaceuticals from improving.
In this context, the Colombian case offers two types of new insights on the literature about IPRs and pharmaceuticals in developing countries. On the one hand, it shows how a country, despite being stereotyped as strong IPRs protector, can somehow develop a stable local pharmaceutical industry. But on the other hand, the Colombian case is also an illustration of how a new “age” of non-IP pharmaceutical regulation may jeopardize prior positive effects of ‘similar drugs’ competition and access to health civil society mobilization.

Therefore, the objective of this chapter is threefold: (1) to describe two different but complementary trends of the Colombian pharmaceutical sector since the 1990s to the present
; (2) to outline some of the effects of both trends; and (3) to suggest some of the political economy explanations for the difference between the two trends’ outcomes.

In order to accomplish these objectives, the chapter will be partitioned into three sections. In the first section, I will describe the first trend –the IP-related trend—characterized by the trade-associated strengthening of patents legislation and data protection regulation since the mid 1990s. In addition, I will portray some of the groups of stakeholders that pushed, resisted and reacted to those legislative and regulatory initiatives. I will focus on health NGOs and local industries, since they represent a relatively coherent group of stakeholders that has confronted –and still does—the strengthening of pharmaceutical IPRs protection. To conclude this section, I will describe some of the outputs of this increasing IPRs protection trend—number of patents granted and the level of ‘similar drugs’ competition.

The second section will be devoted to depict the non-IP trend. Basically, I will study the enactment of additional regulations that are not strictly related to trade and that create barriers both to the introduction of pharmaceutical copies
 and to the increase of access to health, such as excessive registration requisites and prices’ control reductions.
Furthermore, I will argue in this section that, as it has been stressed by several scholars,
 stricter registration requisites –especially for biotechnology drugs—are increasingly being promoted by R&D
 pharmaceutical companies as a strategy to limit competition. Additionally, I will show that other regulatory features of pharmaceuticals’ legislation, such as the availability of information systems and prices’ controls, have also been manipulated in order to advance the interests of knowledge-owners. In this section I will also appraise the real outcome of the non-IP type of legislation. Hence, I will try to assess the actual use of pharmaceutical registration barriers, the level of deregulation of prices, as well as their effects on pharmaceuticals’ affordability.
Finally, in the third section I will conclude by connecting the two aforementioned trends –i.e. the strengthening of patents and data protection, and the enactment of additional barriers to competition. Therefore, I will suggest that the internationally-induced increase of pharmaceutical IPRs standards is closely related to the locally-induced deregulation of the pharmaceutical prices and the overregulation of biotechnology drugs. Furthermore, I also may be able to relate how the main objective –curtailing competition—is achieved.

In more synthetic terms,  I will argue that as it happens with the IPRs Chapters entrenched in International Trade Agreements, the agenda of additional pharmaceutical regulatory issues –usually overlooked by the literature, but that are nonetheless highly relevant—
is   also shaped globally, only that the negotiations take place locally.

Lastly, I will bring this third section and the whole chapter to a close by stressing the need of combining analysis of legal material with two other types of approaches: political economy analysis and assessments of real outcomes in order to understand and compare different developing countries’ pharmaceutical IPRs “implementation games”
.

1. The international pressure for IPRs protection: local pharmaceutical industry and civil society response
The IP legal outcome of international agreements
The first pharmaceutical IPRs deliberations in Colombia can be dated back to the introduction of international legislation during the 1990’s. Indeed, the first regional agreement on the subject was conveyed in the Decision 311 of the Andean Nations Commission (ANC) in 1991, which for the first time allowed the patenting of pharmaceutical products.

Thereafter, legislation was introduced in 1994, 2000 and 2002. These statutes raised the levels of protection in order to comply with the WTO multilateral agreement on Trade Related Aspects of Intellectual Property (TRIPS). Concurrently, bilateral trade negotiations pressuring for stronger IPRs protection measures have taken place in 2003 and 2008 with the US and the EU
.

Considering the legislative output regarding pharmaceu(Deere 2009, 12)tical patents and data protection
 it could be argued that Colombia adopted a combination of TRIPS-‘minimum’ and TRIPS-‘plus’ approaches to the WTO agreement implementation 
.
As a matter of fact, the Andean Decisions 344 of 1994 and 486 of 2000 did only what it was necessary to comply with TRIPS and preserved the flexibilities associated with pharmaceutical patents –i.e. compulsory licenses and parallel imports. Therefore, these rulings were consistent with a TRIPS-‘minimum’ approach.

However, the same Andean Decisions afore-mentioned foreshadowed the upcoming data exclusivity norm –Decree 2085 of 2002—that was introduced only in Colombia and that went beyond TRIPS requirements. The Decree 2085 stipulated a five-year data exclusivity term for new pharmaceutical entities entering the market and was explicitly demanded by US government, in exchange for the Andean Tariffs Preferences Agreement – Atpa. Consequently, concerning data protection Colombia adopted a TRIPS-‘plus’ approach.

It is worth noting that Colombia has never used TRIPS flexibilities. Instead, I will show in this chapter that most of the recently-introduced high-cost biotechnology drugs, although not protected by patents, were awarded five years of data exclusivity.

After completely complying with TRIPS, Colombia entered a new era of pharmaceutical IPRs protection, in which Bilateral Trade Agreements (BTAs) bargains were the key elements. The first and most controversial BTA negotiated by Colombia was with the US and began in 2003, following the failure of the Free Trade Area of the Americas (FTAA)
. Negotiations lasted almost three years until the agreement was finally signed in November 22, 2006.

Nevertheless, following its signature the Colombia-US Trade Promotion Agreement found several impediments to its implementation: the most important among them was the rejection of the agreement by the US Congress in July 2007. Subsequently, the agreement was modified in November 2007 –the IPRs and labor chapters were mostly rewritten—in order to better address access to health and labor rights concerns.

The first version of the Colombia-US Trade Agreement raised the standards of IPRs protection through two types of requirements: (1) by granting extension of patents and data exclusivity terms in case of examination delays
; and (2) by the strengthening of data protection, guaranteeing linkage
 and limiting the “Bolar” provisions
.

However, with the modifications introduced in 2007, the agreement lost most of its traction and both requirements –terms extensions and data protection strengthening—were conditioned to “the countries’ will”. Nonetheless, Colombia’s position regarding the US BTA IPRs provisions will remain unknown until the agreement enters into force
.

Following the signature and Colombia’s Congress approval of the US Trade Promotion Agreement –followed by the Constitutional Court’s formal consent—a new BTA negotiation with the EU began in 2008. Negotiations with the EU are not expected to end until 2010, but by now the riskier clauses regarding IPRs --aimed at strengthening data protection and enforcement measures
-- were reversed
, after health NGOs and the local pharmaceutical industry exerted pressure on the negotiations
.

In short, if one takes into account only the pharmaceutical IPRs legislative output and the texts of the BTAs, a trend of gradual increase on IPRs protection measures can be identified in Colombia. Though, this gradual raise of IPRs standards, coupled with the greater involvement of Colombia in bilateral trade negotiations, is by no means a singular trend among developing countries. 

Furthermore, international pressures could have led Colombia to a TRIPS-extra scenario, increasing not only data protection standards –as it actually happened—but also expanding the scope of patent protection
 and curtailing the use of TRIPS flexibilities. On the contrary, up to now the country has kept much of its pharmaceutical IP law intact.

The political economy in brief

At the beginning of the 1990’s only local pharmaceutical industries where concerned about the possibility of increased IPRs protection. They considered international agreements on the subject a menace; consequently, they decided to launch a vigorous lobby strategy against them. During that period, public opinion was mostly unaware of the characteristics and the implications of the adoption of international IPRs standards
.

The rising visibility of IPRs –and its association with access to health debates-- was boosted mainly by local and international NGOs, as well as by media reports on HIV drugs coming from South Africa and Brazil. Such public awareness about IPRs influenced the way in which many actors –i.e. the government and industry representatives—present themselves. Furthermore, it could be argued that civil society’s accountability actions, although incipient, had an effect on the actual behavior of government and industry alike.

Thereupon, bilateral trade agreements negotiations where closely followed by the media
, while each of the actors involved in IPRs debates perceived the necessity of explicitly address health access concerns.

Consequently, transnational pharmaceutical corporations –which, prior to the 1990’s adopted the role of “pharmaceutical products’ manufacturers”
— presented themselves as key players in Colombia’s economic development. They argued this not based on their manufacturing power, but highlighting instead the significance of their R&D investments. Furthermore, they suggested that without proper IPRs protection, local patients would be excluded from acquiring the most recent innovations.

Likewise, the local ‘similar drugs’ industry decided to direct public opinion’s attention not to the national nature of their capital, but to the possibility of guaranteeing more affordable treatments
. Moreover, local ‘similar drugs’ industries teamed up with Civil Society organizations
 in a win-win strategy.  In this quid pro quo, the local industry’s support partially relieved NGOs from their financial distress
; in retribution, the greater public awareness, coupled with the NGOs sympathy, helped the local pharmaceutical industry polish their public image. 

At the end of the day, local manufacturers and access to health advocates teamed-up to resist any internationally-induced attempt to strengthen IPRs protection. They attended every round of trade negotiations
, backed negotiation advisors
, made several public statements, organized press conferences, established direct communication channels with government negotiators, and lobbied internationally
 by meeting congress members from the counterparts in the negotiations.

These campaigns against stronger IPRs protection undertaken by health NGOs and the local pharmaceutical industry –sometimes with a partial support from government representatives
--were for the most part successful. Three main facts support this assertion: (1) to this day there has been no major transformation of the TRIPS pharmaceutical IP law in Colombia; (2) during the last two decades the number of pharmaceutical patents granted has not increased significantly; and (3) the Colombian local pharmaceutical industry has managed to copy, survive and even identify profitable market niches. I will elaborate the last two points in the following section.

The real output of IP protection

Going beyond the “black letter” IP law, we observe that despite the sharp rise of pharmaceutical patents applications
, the Colombian patents office has granted an almost stable number of pharmaceutical patents over the past two decades.

--Table 1--

Bearing in mind that most patents applications submitted after the year 2000 are still being reviewed, we are not able to assess whether the rate of successful applications –which during the 1990s had a yearly output of 123 pharmaceutical patents—will increase substantially because of the incoming ones. Nevertheless, we can observe a similar trend –of rising pharmaceutical patents applications—taking place during the second half of the 1990s. During that period we also observe the number of patents granted escalating less than proportionally with respect to the increase-rate of the applications’ number
. Accordingly, although 40% of the pharmaceutical patents were granted to 16 major transnational pharmaceutical companies (see Table 2), many of the so called ‘Blockbuster drugs’ were not patented in Colombia. This fact has allowed the local pharmaceutical industry to compete for the most profitable pharmaceutical market segments.

--Table 2--

Looking at a sample of five leading pharmaceuticals like Celecoxib (Celebrex®), Omeprazole (Losec®), Atorvastin (Lipitor®), and Clopidogrel (Plavix®), –the last two of them used in the treatment and prevention of cardiovascular diseases, which is the main cause of non-violent death in Colombia—it can be observed that each of these five active principles has more than 20 local competitors, and two of them –Omeprazole (Losec®) and Atorvastin (Lipitor®)—have more than 50
. It is thus clear that the Colombian pharmaceutical industry has managed to compete in those profitable market niches.

Moreover, the four biggest Colombian pharmaceutical manufacturers –Tecnoquímicas, Procaps, Lafrancol and Genfar—are among the sixteen best-selling companies in the country
. They are able to produce both branded and not branded –or INN—similar drugs, and sometimes they undertake Bio-Bio
 studies as well.

The co-existence of this prosperous local pharmaceutical industry alongside a weak patent protection system could imply that, for the case of Colombia, a representative number of ‘similar drugs’ are available for the most prevalent diseases. It could also imply that those ‘similar drugs’ are sold at lower prices, so that the affordability and the access to treatment might be guaranteed. 

Nevertheless, the Colombian case is an example of how in some very competitive market segments, more competition does not necessarily lead to lower prices –at least not to the expected extent.  I will also argue that the benefits derived from a selective patents office are undermined by the widespread of data exclusivity benefits granted by the sanitary authority. Finally, I will suggest that these two negative outcomes are due to non-IP and non-trade related pharmaceutical regulations.

2. The locally-induced pharmaceutical deregulation. Unaffordable drugs and the lack of access to health
Together with the rising IPRs protective trend described in the first section of this chapter, other measures relating pharmaceuticals were undertaken in Colombia during the late 1990s and 2000. These measures, although non-IP related and negotiated locally, are complementary to the global rising of IPRs standards.

This more recent and less publicized trend has consisted largely of the adoption of pharmaceutical regulation, particularly in two fields: (1) sanitary registration requisites for biotechnology drugs; (2) drugs prices’ controls
. However, both issues –biotechnology drugs regulation and prices’ controls —are essential to foster both local pharmaceutical productive capacity and access to health.

Moreover, Colombia’s expenditure on pharmaceutical products rapidly increased over the last decade –reaching 1.43% of GDP in 2008 (Cortés, Miguel Ernesto 2009)—and is threatening the Health System’s financial sustainability 
. Only the costs of treatments –not included in the essential medicines list—paid by the tax-financed fund FOSYGA
 escalated from US$ 2.8 million in 2001 up to US$ 605.3 million in 2008
. This figure already represents 17% of the total pharmaceutical expenditure and was mainly spent on biotechnology and “newtechnology” drugs
.

The fact that so much is spent in biotechnology drugs is not surprising if we consider two related factors. First, malignant tumors –especially stomach for men, and breast for women—are the second cause of death in Colombia after heart and circulatory diseases
. Second, most biotechnology drugs are being developed to deal with different types of cancer. Nonetheless, the problem with pharmaceutical expenditure is not based only on its frenetic increase–which could partially be explained by the rising prevalence of high-cost diseases such as cancer, HIV-Aids, arthritis, diabetes, etc. A more acute problem is that most of Colombia’s pharmaceutical expenditure is misspent due to the lack of proper regulation. 

Biotechnology drugs overregulation
In June 2008 the Colombian Ministry of Health and the Sanitary Authority (INVIMA) announced the completion of a drafted version of a Biotechnology Drugs regulatory decree. The draft constituted a whole new regulatory framework for biotechnology products
. 

Following the introduction of the draft both governmental agencies promoted two debates and one technical meeting
, where local and transnational pharmaceutical industries, doctors associations and pharmaceutical chemists associations, were invited
.

These three meeting proved that striking a consensus about the draft was unlikely. This deadlock can be explained by stressing two main characteristics of the proposed regulation: (1) it established that “… biologic products… are not generic products. Therefore, the registration application for a ‘biosimilar drug’ should include all the required studies of a new product, including clinical trials…”
; (2) it had a technical annex devoted to specify the operational characteristics that the laboratories should have in order to obtain authorization for manufacturing biotechnology products
.

These two features of the draft–clinical trials and operational  requirements for laboratories —despite being proclaimed as a mean to secure drugs’ quality, would inevitably create additional barriers to ‘similar drugs’ competition by raising substantially the costs of market entry.

Up to 2009, only one of the “newtechnology” drugs available in Colombia has an imported ‘Protein kinase inhibitor’ already in the market
. Consequently, the implementation of the biotechnology drugs decree would only aggravate the lack of competition that the biotechnology market already bears. Furthermore, the decree would obstruct any local productive capabilities
.

In addition, although in Colombia few biotechnology drugs are protected by patents 
, 15 of them were granted data exclusivity. In fact, as Table 3 shows, 23% of the total entities that obtained data exclusivity from 2003 until 2008 are biotechnology drugs, and 53% of them are used for cancer treatment.
--Table 3--

Data protection for biotechnology products was not explicitly contemplated in the regulation introduced in Colombia in 2002 –Decree 2085. Nonetheless, the sanitary authority granted data exclusivity protection to biotechnology products on the basis of them being ‘new medicaments’. However this assumption would contradict the premises of the biotechnology products decree aforementioned, since that decree is based on the completely opposite assumption –that biotechnology drugs are not the same as chemical drugs.

Furthermore, without additional debate data exclusivity for biotechnology drugs might be included in the text of the BTA between Colombia and the EU. Oddly enough, during the seventh round of negotiations the Colombian representatives, after considering that the INVIMA already granted such protection and “nobody objected it”, agreed to include data exclusivity for biologic and biotechnology products in the text of the agreement –
. 

In conclusion, even if Colombia’s patents protection system preserves its current TRIPS ‘minimum’ levels, both data protection and local registration requirements for biotechnology drugs could shatter the gains obtained by health NGOs and local pharmaceutical industry when resisting IP measures during international trade negotiations.
Drugs’ prices deregulation
Concerns about biotechnology drugs overregulation, and about excessive IPRs and data protection, are actually related to overarching worries related to insufficient market competition. Therefore, advocates of a less strict IPRs and data protection who also reject additional technical barriers for the market entry of ‘similar drugs’, assume that higher competition would facilitate access to treatment by lowering the traditionally high monopoly prices.

On the contrary, what some highly competitive pharmaceutical market segments in Colombia demonstrate is that additional competition, although promoting the commercialization of cheaper alternatives, does not necessarily entail more access to treatment, at least not as straightforwardly as it is sometimes expected. In fact, pharmaceutical expenditure in Colombia may be suboptimal in many competitive market segments.

Misinformation and a lack of signaling in the pharmaceutical market are two of the main reasons of why Colombia’s pharmaceutical expenditure is sometimes suboptimal. In effect, even though we observe enough competition across many segments of the Colombian pharmaceutical market –despite the rise on IPRs standards—there are also enormous prices’ differences between ‘similar drugs’, which leads to extended misinformation and suboptimal purchase choices. 

Currently, there are two essential problems with drugs prices in Colombia: (1) the price of the originals is too high compared with the rest of the Andean countries
; and (2) the same ‘similar drug’, even when the same laboratory produces it, can be bought for prices that differ up to 400%
.
--Table 4--
By analyzing the cases of the four products displayed in Table 4 we can see that for these particular segments there is enough competition. We can also notice that for all the cases there are more Branded ‘Similar Drugs’ (B-SD) available than Nonproprietary Named ‘Similar Drugs’ (INN-SD). This last fact should not be a problem. However, it turns out that, with the exception of Omeprazole, B-SD’s prices are at least twice and sometimes even 5 times as high as INN-SD ones. Furthermore, looking up closer (Table 5) we find that some of the B-SD have prices almost equivalent to the price of the Pioneer.

--Table 5--

There are also cases where a product manufactured and commercialized by the same pharmaceutical company is sold with both a Branded name and a Nonproprietary name ––as in Glustar® and Atorvastatina (Table 5a), and in Artroxil® and Celecoxib (Table 5b). Even more, in these particular cases the Branded drugs prices are more than three times higher than the prices of the Nonproprietary alternatives
.

These market practices are not exclusive of the ‘similar drugs’ pharmaceutical industry, as it can be concluded  for the cases of Plavix® and Iscover®(Table 5). The case of Plavix and Iscover show that transnational pharmaceutical companies implement the exact same strategy. However, the differences between prices are not as high as for the case of ‘similar drugs’.

The case of Omeprazole in Table 5 is also interesting, insofar as it fails to show comparable pricing differences among ‘similar drugs’. In effect, Omeprazole is the only product of this sample that is included in the Colombian essential medicines list. As a result, its price is massively negotiated by public and private health providers, all of which has a “normalizing” effect on the market behavior of this product. 

We can thus conclude that, excepting essential medicines, in the pharmaceutical sector prices seldom reveal costs or quality information since they are systematically distorted by market practices created by information asymmetries. That is why some kind of prices’ control and information systems are needed in order to correct some of the pharmaceutical market failures.

The National Pharmaceutical Prices Commission (NPPC) was created in Colombia in 1994 with the aim of correcting the types of market failures described above. Thus, in 1998 the NPPC established three regulatory regimes regarding pharmaceutical prices: (1) ‘liberty’, for non-exclusive pharmaceutical products; (2) ‘vigilant liberty’ and ‘regulated liberty’, for non-exclusive pharmaceutical products with dubious behavior –which means that products in this category were under watch; and (3) ‘control’, for pharmaceuticals that were produced by less than three different suppliers, and that were therefore considered ‘exclusive’. This last regime was automatic, which means that new chemical entities entering the market were automatically placed under prices ‘control’ until enough copies –at least two—were available.

Concurrently, the NPPC defined the criteria that pharmaceutical companies had to use to periodically report prices and stipulated that a ‘suggested public price’ should be displayed on every product container. As a result, by 2002, even if the NPPC still lacked a proper information system, prices were printed in pharmaceutical containers, 132 pharmaceutical products were under prices’ control and 1,000 were under ‘regulated liberty’
.

Nevertheless, in 2004 the automatic prices ‘control’ regime was suspended and in 2006 a reform of the prices regulatory regime was proposed in order to “better respond to the challenges posed by BTAs negotiations”
. The reform was based on a technical study financed by both the Ministries of Health and Commerce, acting in tandem with the local and the transnational pharmaceutical industries.

The new regime replaced the automatic prices ‘control’ regime with a new ‘control’ regime only for products that had no competition in their therapeutic class
. This single change made the whole system innocuous, since very few pharmaceutical products have no competitors among their therapeutic class.

Even more, the new system changed also the type of prices reports required by NPPC, and the new prices required turned out to be considered industrial secret by the Andean legislation. Consequently, no public information system can be construed based on the information gathered
.

Thus, after this prices regulation reform, the NPPC entered a period of inactivity that lasted from 2006 until 2009, when acting under civil society’s pressure
 it finally placed one product –Kaletra—under prices ‘control’—and  seven on ‘regulated liberty’. Nevertheless, Abbott appealed the Commission decision regarding Kaletra on the grounds that Kaletra had plenty of competitors on its therapeutic class.

It is also because of this new prices regulation system that none of the biotechnology drugs protected with data exclusivity or patent are under prices ‘control’. Although patents and data exclusivity are by definition monopoly rights, for the Colombian prices regulatory regime a patented product, or a product protected with data exclusivity, may be competitive
.

Conclusion

After the TRIPS agreement was signed and the implementation processes were undertaken all around the developing world, only two alternatives seemed possible: either diligently submit to it, or stubbornly resist it. Nevertheless, a decade after the expiration of the deadline for compliance with TRIPS, the way IP rules have evolved in different developing countries varies substantially.

In this context, what the Colombian case illustrates is that, although much attention has been paid
 to the role played by BTAs as strategies used for to strengthening of IP rules beyond TRIPS requirements, there has been less interest in other concurrent local regulatory strategies (Figure 1). Moreover the Colombian case shows how the latter strategies have severely aggravated the pharmaceutical and health sectors situation. 

--Figure 1--

The Colombian case also illustrates how regulations regarding pharmaceutical prices and biotechnology drugs’ security do not need to be coherent with IPRs protection principles. On the one hand, Colombian prices regulatory regime assumes that a patent is not a monopoly, and therefore the price of a patented drug should not be controlled. On the other hand, the Colombian biotechnology drugs regulatory decree assumes that, although for the purpose of data protection biotechnology drugs are the same as chemical drugs, for the purpose of registration and production requirements they are completely different.

Nevertheless, this apparent lack of coherence between IPRs premises, on the one hand, and regulatory assumptions, on the other, does not imply that the two trends are not connected. On the contrary, the two types of strategies reinforce each other: in some cases, local regulatory issues are presented as a requirement in the context of an international trade agreement implementation requirement –as in the case of price’s control reform in Colombia—; while in other cases, a particular agenda is advanced locally first and then is written down on international trade agreement –as in the case of biotechnology drugs data protection in Colombia.
That is how, at the end, regulatory decisions, such as prices’ control reforms and the enactment of biotechnology drugs regulatory norms, could turn out to be effective ways for limiting ‘similar drugs’ competition and protecting pharmaceutical companies profits.

Finally, the Colombian case illuminates why we need a type of research capable of combining legal definitions with political economy analysis and real outcomes assessments. Only through this type of inquiry we may be able to identify non-IP trends that are pushing the frontiers of transnational pharmaceutical corporations’ interests. Ultimately, this kind of approach could help us to assess how these corporate interests are impacting developing countries’ pharmaceutical and health systems.

	Table 1

Pharmaceutical Patents Granted

	Year of application
	Applications
	
	Patents Granted
	
	Denials*

	
	Total
	Pharma
	
	Total
	Pharma
	
	Total
	Pharma

	1991
	612
	184
	
	425
	116
	
	187
	68

	1992
	695
	222
	
	248
	126
	
	447
	96

	1993
	907
	239
	
	280
	102
	
	627
	137

	1994
	906
	266
	
	690
	91
	
	216
	175

	1995
	1155
	357
	
	365
	117
	
	790
	240

	1996
	1194
	375
	
	370
	118
	
	824
	257

	1997
	1592
	486
	
	505
	151
	
	1087
	335

	1998
	1755
	656
	
	476
	163
	
	1279
	493

	1999
	1786
	640
	
	590
	126
	
	1196
	514

	2000
	1769
	808
	
	595
	163
	
	1174
	645

	2001
	497
	167
	
	363
	15
	
	134
	152

	2002
	581
	195
	
	372
	12
	
	209
	183

	2003
	1209
	627
	
	291
	37
	
	918
	590

	2004
	1441
	734
	
	294
	19
	
	1147
	715

	2005
	1761
	814
	
	256
	9
	
	1505
	805

	2006
	2003
	929
	
	223
	0
	
	1780
	929

	2007
	1976
	838
	
	222
	0
	
	1754
	838

	2008
	1944
	765
	
	409
	0
	
	1535
	765

	Total
	23.783
	9.302
	
	6.974
	1.365
	
	16.809
	7.937

	Source: Author’s calculations using data from the Superintendecia de Industria y Comercio -SIC (September, 2009)

	* Not all that fits in this category are denials, some are retired applications and some are applications still in process


	Table 2
Pharmaceutical Patents Granted


	
	Pharmaceutical Applications
	
	Pharmaceutical
Patents Granted

	
	1991 - 2008
	1990s
	2000s
	
	1991 - 2008

	
	Number
	%
	Number
	%
	Number
	%
	
	Number
	%

	Abbott
	143
	1.47%
	76
	2.22%
	18
	0.29%
	
	24
	1.76%

	Astrazeneca
	219
	2.26%
	12
	0.35%
	206
	3.28%
	
	15
	1.10%

	Bayer
	302
	3.11%
	77
	2.25%
	218
	3.47%
	
	40
	2.93%

	Boeringher
	316
	3.26%
	87
	2.54%
	224
	3.57%
	
	45
	3.29%

	Bristol Myers Squibb
	183
	1.89%
	37
	1.08%
	145
	2.31%
	
	14
	1.02%

	Glaxo Smith Kline
	281
	2.89%
	111
	3.24%
	164
	2.61%
	
	40
	2.93%

	Smith Kline Beecham
	443
	4.56%
	241
	7.03%
	202
	3.22%
	
	59
	4.32%

	Janssen Cilag
	115
	1.18%
	14
	0.41%
	101
	1.61%
	
	12
	0.88%

	Merck
	211
	2.17%
	68
	1.98%
	99
	1.58%
	
	34
	2.49%

	Novartis
	360
	3.71%
	71
	2.07%
	289
	4.60%
	
	50
	3.66%

	Pfizer
	716
	7.38%
	285
	8.32%
	425
	6.77%
	
	105
	7.68%

	Sanofi Aventis
	249
	2.57%
	58
	1.69%
	191
	3.04%
	
	46
	3.37%

	Aventis
	150
	1.55%
	7
	0.20%
	143
	2.28%
	
	8
	0.59%

	Schering Plough
	203
	2.09%
	66
	1.93%
	122
	1.94%
	
	22
	1.61%

	Wyeth
	261
	2.69%
	15
	0.44%
	246
	3.92%
	
	14
	1.02%

	Total
	4152
	43%
	1225
	36%
	2793
	44%
	
	528
	39%

	Source: Author’s calculations using data from the Superintendecia de Industria y Comercio -SIC (September, 2009)


	Table 3 (a)
Entities with Data Exclusivity

	From
	Until
	Active Principles Protected

	
	
	Total Number
	Biotech drugs
	Percentage

	2003
	2006
	7
	1
	14%

	2004
	2008
	13
	1
	8%

	2005
	2010
	15
	5
	33%

	2006
	2011
	9
	5
	56%

	2007
	2012
	6
	2
	33%

	2008
	2013
	16
	1
	6%

	Total
	66
	15
	23%


	Table 3 (b)
Entities with Data Exclusivity by Disease

	
	Term of Protection
	
	

	Years
	03-06
	04-08
	05-10
	06-11
	07-12
	08-13
	
	Total

	Cancer*
	
	2
	4
	3
	1
	2
	
	12

	Circulatory
	1
	1
	2
	
	
	3
	
	7

	HIV
	
	2
	
	
	
	3
	
	5

	Urinary
	1
	2
	1
	
	
	
	
	4

	Arthritis*
	1
	
	1
	
	2
	
	
	4

	Dermatology*
	
	
	2
	
	
	2
	
	4

	Diabetes
	
	
	
	
	2
	1
	
	3

	Psychiatric
	
	2
	1
	
	
	
	
	3

	Cholesterol
	1
	1
	
	
	
	
	
	2

	Respiratory*
	
	1
	1
	
	
	
	
	2

	Epilepsy
	1
	
	1
	
	
	
	
	2

	Hepatitis B
	
	1
	
	1
	
	
	
	2

	Other*
	2
	1
	2
	5
	1
	5
	
	16

	


Source: Author’s calculations and classifications using data from the INVIMA
*Gray areas mean that at least one biotechnology drug was protected for that particular period and disease
	Table 4
‘Similar Drugs’ Availability and Prices

	Active Principle
	‘Original Drug’

(OD)
	Company
	
	Number
	
	Average Prices* (US$)

	
	
	
	
	'Similar Drugs'
(SD)
	Branded SD

(B-SD)
	INN

SD

(INN-SD)
	
	OD
	BD 
	INN-D 

	
	
	
	
	
	
	
	
	
	
	

	Atorvastatin
	Lipitor®
	Pfizer
	
	49
	28
	21
	
	36
	17
	7

	
	
	
	
	
	
	
	
	
	
	

	Clopidogrel
	Plavix®
	Sanofi-Aventis
	
	23
	15
	8
	
	52
	35
	9

	
	Iscover®
	Bristol-Myers-Squibb
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	Celecoxib
	Celebrex®
	Pfizer
	
	25
	13
	12
	
	22
	10
	5

	
	
	
	
	
	
	
	
	
	
	

	Omeprazole
	Losec®
	AstraZeneca
	
	81
	44
	37
	
	51
	21
	21

	Source: Author’s calculations using data from the Vademecum Med-Informática and INVIMA

*The prices used were the ones of the most common presentation.


	Table 5
‘Similar Drugs’ Prices and Producers Examples

	


	Atorvastatin 20 mg / 10 tabs

	
	Brand Name
	Company
	Price
	
	Producer
	Packing
	Importer
	Registry Owner

	
	
	
	
	
	
	
	
	

	Higher
	Atorlip
	Lafrancol
	37
	
	Lafrancol Colombia
	
	
	Lafrancol Colombia

	
	Lipitor
	Pfizer
	36
	
	Pfizer

Brasil
	
	Pfizer Colombia

	
	Glustar
	La Sante
	35
	
	La Sante Colombia
	
	
	Galeno Quimica Colombia

	
	
	
	
	
	
	
	
	

	Lower
	Atorvastatina
	Expofarma
	2
	
	Bussie -Synthesis Colombia
	Expofarma Colombia
	
	Expofarma Colombia

	
	Lipostan
	Labinco
	2
	
	Labinco Colombia
	
	
	Labinco Colombia

	
	Atorvastatina
	La Sante
	6
	
	La Sante Colombia
	
	
	La Sante Colombia


	Clopidogrel 75 mg / 14 tabs

	
	Brand Name
	Company
	Price
	
	Producer
	Packing
	Importer
	Registry Owner

	
	
	
	
	
	
	
	
	

	Higher
	Plavix
	Sanofi-Aventis
	58
	
	Sanofi Winthrop
 France
	Sanofi Winthrop
Colombia

	
	Clopivas
	Biotoscana
	53
	
	Cipla
India
	Biotoscana
Colombia

	
	Iscover
	Bristol Myers Squibb (BMS)
	45
	
	Sanofi Winthrop
France
	BMS Mexico
	BMS
Colombia

	
	Flusan
	Farmacol
	44
	
	Farmacol Colombia
	
	
	Farmacol Colombia

	
	
	
	
	
	
	
	
	

	Lower
	Clopidogrel
	Tecnoquimicas
	5
	
	Tecnoquimicas Colombia
	
	
	Tecnoquimicas Colombia

	
	Clopidogrel
	Memphis
	7
	
	California Colombia
	
	
	Memphis Colombia

	
	Clopidogrel
	American Generics
	7
	
	Lafrancol Colombia
	
	
	American Generics Colombia



Source: Author’s calculations using data from the Vademecum Med-Informática and INVIMA

	Table 5 (cont)
‘Similar Drugs’ Prices and Producers Examples

	


	Celecoxib 100 mg / 20 tabs and 200 mg / 10 tabs

	
	Brand Name
	Company
	Price
	
	Producer
	Packing
	Importer
	Registry Owner

	
	
	
	
	
	
	
	
	

	Higher
	Celebrex
	Pfizer
	22
	
	Pfizer Puerto Rico
	Pfizer México
	Pfizer Colombia

	
	Artroxil
	Grufarcol
	13
	
	Tecnoquimicas Colombia
	
	
	Grufarcol Colombia

	
	Cicloxx
	Farmacol
	13
	
	Farmacol Colombia
	
	
	Farmacol Colombia

	
	
	
	
	
	
	
	
	

	Lower
	Celecoxib
	Tecnoquímicas
	4
	
	Tecnoquimicas Colombia
	
	
	Tecnoquimicas Colombia

	
	Celecoxib
	Farmacoop
	4
	
	Farmacoop Colombia
	
	
	Farmacoop Colombia

	
	Celecoxib
	American Generics
	4
	
	Lafrancol Colombia
	
	
	American Generics Colombia


	Omeprazole 20 mg / 14 tabs

	
	Brand Name
	Company
	Price
	
	Producer
	Packing
	Importer
	Registry Owner

	
	
	
	
	
	
	
	
	

	Higher
	Losec
	Astrazeneca
	51
	
	Astrazeneca Suecia
	
	Astrazeneca Colombia
	Astrazeneca Uk

	
	Omeprazol
	Novartis
	40
	
	Dr. Esteve España
	
	Novartis Colombia
	Sandoz Austria

	
	Orazole
	Bussie
	35
	
	Bussie Colombia
	
	
	Bussie Colombia

	
	
	
	
	
	
	
	
	

	Lower
	Omeprazol
	AZ Pharma
	1
	
	Best Colombia
	Best - Quibi Colombia
	
	A- Z Pharma Colombia

	
	Omeprazol
	Colmed
	1
	
	Procaps Colombia
	
	
	Colmed Colombia

	
	Omeprazol
	La Sante
	1
	
	Alembic Limited - India
	Laboratorios La Sante Colombia

	
	Source: Author’s calculations using data from the Vademecum Med-Informática and INVIMA


Figure 1
Colombian Pharmaceutical IP and non-IP Trends
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� I refer to the Colombian local pharmaceutical industry as a “similar drugs industry” since it produces both branded and nonproprietary drugs, but not always undertaking bioequivalence tests in order to prove that they are therapeutically equivalent and interchangeable with the original drug. I don’t use the term “generics industry” because in Colombia generics are classified as products that are registered with nonproprietary names. Therefore, many of the drugs produced by the local pharmaceutical industry are not generics but branded similar drugs or copies. See Núria


Homedes and Antonio Ugalde, “Multisource drug policies in Latin America: survey of 10


countries,” Bulletin of the World Health Organization, 83 (January 2005), 64-70.


� One of these trends is IP-related while the other is not.


� I use “copies” as a synonym of “similar drugs”.


� (Correa, C. 2002; Love, J; J. Rius; R. Weissman. 2006; Pugatch, M. 2004). Additionally, the US Federal Trade Commission published several reports on bio-similar competition, responding to a legislative initiative that will grant biotech pharmaceutical innovations for a 12 years period: see the reports at � HYPERLINK "http://www.ftc.gov/opa/2009/06/biologicdrugs.shtm" �http://www.ftc.gov/opa/2009/06/biologicdrugs.shtm�. 


� Research and Development


� Such as registration requisites, prices’ control, information systems, pharmacovigilance, among others. The literature on the strengthening of IPRs protection in developing countries focuses mostly on the legislative and prospective impact of multilateral and bilateral trade agreements (Correa, C. M. 2000; 2002; Drahos, 1997; 2002; Hoen, E. 2002; Nogués, J. 1990); some authors estimate the economic prospective impact of BTAs IP rules ( Zuleta, L. 2000; Rocha, R. 2003; Cortes, M. 2004, 2009; Andia, T. et all. 2008); some authors look at the political economy (Hoekman, B. 2002; Sell 2000; 2003; Shadlen, K. 2005, 2007, 2008); and fewer at particular policy outcomes and local negotiation processes (Shadlen, 2009; Flynn, 2009).


� As used by � ADDIN ZOTERO_ITEM {"citationItems":[{"uri":["http://zotero.org/users/47998/items/VKJ3BBFM"]}]} �(Deere 2009)� referring to the different strategies adopted by developing countries to comply with TRIPS


� A bilateral trade agreement was also negotiated and signed with Canada in 2008 but without IPRs important implications.


� Entrenched in the Andean Decision 486 of 2000 and in the Decree 2085 of 2002


� This is related, as explained by Carolyn Deere, to: (1) the country’s timing to comply with TRIPS –how far or close to the deadline; (2) the degree of use of TRIPS flexibilities; (3) how internal IP laws where written; and (4) the country’s IP enforcement provisions.


� The FTAA intended to eliminate or reduce the trade barriers among all countries in the American continent, and among them, intellectual property rights under-protection. Nevertheless negotiations collapsed in 2003.


� This occurs when either the patent office or the registration authority take more time than what is considered just to evaluate a product. 


� Linkage is the name given to the cooperation and coordination between the patents office and the registration authority. This is an important feature because many developing countries use weak linkage as a strategy to overcome patents protection. What is usually argued by developing countries is that sanitary offices are not designed to protect industrial property but to evaluate drug’s security and efficacy.


� “Bolar” provisions are early working provision. It provides the right to access the test data of a pharmaceutical product by a generics manufacturer before the end of the patent protection period.


� To this day, although the agreement and its protocol of amendment were already endorsed by the Colombian Congress and Constitutional Court, the US congressional approval is still pending. 


� What the EU proposes is an eleven years term of data protection granted to every new pharmaceutical product –not only to the ones that show “significant effort” as the Colombian legislation states. The draft of the agreement also includes several new enforcement measures, like ports controls for pharmaceutical imports, and stronger penalties in case of rights violations.


� The last report disclosed by the Andean health NGOs alliance –following the 7th round of negotiations that took place in Brussels on September 21st—stated that after reversing all the EU pretentions on patents, data protection and enforcement measures, the only dangerous clause that remains concerns biotechnology drugs data exclusivity protection.


� In a confidential internal memo somehow revealed to the Health NGOs the European Commission reported on the Colombia-EU and Peru-EU negotiations saying that Intellectual property was becoming the most popular chapter of the negotiation because of the NGO campaigns and wide press coverage that forced the Andean negotiators to adopt a critical stand regarding EU requests (April 2009 confidential memo, on file with author).


� This was feasible, considering that in the first draft of the Colombia-US FTA included ‘second use’ patents. This would have implied that if a new indication was identified for a drug already patented, this new indication could have been the object of a second patent.


� Evidence of this public unawareness was found by reviewing the most read newspapers’ entries from 1991 to 2008. The number of entries was much lower during the 1990’s –with an average of 9 items per year—and none of them were about the impact of IPRs protection on access to health. All of the 1990s entries referred to IPRs as a threat to local pharmaceutical manufacturers. On the contrary, since 2000 the number of entries on those same newspapers climbed to an average of 49 items per year with a peak in 2004 with 129 stories –due to the Colombia-US FTA negotiation. Furthermore, since 2000, 96% of the entries dealt with IPRs in relation with access to health issues.


� Some negotiations have received more attention than others. In fact, the publicity that was given to the Colombia-US FTA was far superior than the one given to the Colombia-EU FTA.


� In fact, AFIDRO states for” Asociación de Fabricantes y Representantes Exclusivos de Productos Farmacéuticos”, that in English means “Pharmaceutical Products’ Manufacturers and Exclusive Representatives Association”; but more recently they identify themselves as “R&D Pharmaceutical Laboratories Association” -“Asociación de Laboratorios Farmacéuticos de Investigación y Desarrollo” in spanish. 


� One of the most popular local pharmaceutical industry maxim created during the Colombia-US FTA negotiations said: “the findings of all humanity at hand for everybody” (in Spanish “los hallazgos de la humanidad al alcance de todos” by Genfar).


� Moreover, local pharmaceutical manufacturers from Cali created their own NGO. That is the case of Mision Salud, one of the most influential Health NGO today, that was first created as the “civil society arm” of local pharmaceutical industry (interview with Germán Holguín, Director of Misión Salud, Oct 2008).


� Colombian health NGOs, as most of the NGOs in other developing countries, get financial support also from international NGOs usually as research and advocacy assistance.


� During the Colombia-US FTA both NGOs and the industry attended. There was an official mechanism established for the private industry participation called “the room next door”, and although NGOs representatives were not allowed to get in, they were in permanent contact with the local industry representatives.


� For the Colombia-US FTA negotiations Ifarma and Mision Salud backed Carlos Correa –a very well known Argentinean IPRs lawyer—as advisor for the Ministry of Health. Nevertheless, the transnational pharmaceutical companies’ association (AFIDRO) and the US negotiators complained and, although he was already being paid, he was marginalized from the negotiation process on the grounds that he was a foreigner (interview with Luis Guillermo Restrepo, Colombia-US FTA negotiator, Jun 2009).�Colombian health NGOs also backed a new legal advisor for the Colombia-EU FTA negotiations –the Spaniard IPRs lawyer Xavier Seuba—but this time there were no complains about he being a foreigner.


� In the case of the EU FTA the international lobby was made possible by the alliance with Health Action International HAI. Relations between HAI and Andean health NGOS date back to the end of the 1980s with the implementation of the first pharmaceutical policies regarding essential medicines acts.


� In the case of the Colombia-US FTA the government was divided and although the Ministry of Health backed NGOs and local industry positions, the Ministry of Trade and Commerce was completely against their proposals. On the contrary, during the current Colombia-EU FTA negotiations relations with the governments’ negotiators have been more amicable.


� In effect, pharmaceutical patent applications have risen from an average of 380 applications per year during the 1990s to an average of 653 applications per year between 2000 and 2008.


� In fact, while the number of pharmaceutical applications increased from an average of 253 per year between 1991 and 1995, to an average of 539 per year between 1996 and 1999, the average of patents granted for the same periods remained almost equal –with 110 patents per year average during the first half of the decade and one of 139 patents per year during the second half.


� Source: Author’s calculations using data from the Vademecum Med-Informatica Versión Dorada con precios (September, 2009). Moreover, these numbers were drawn from prices reports, which represent products that are active in the market, but looking at the registration data by the Sanitary Authority (INVIMA) we get even higher figures, only that some of them are not in the market yet.


� Tecnoquímicas was the first with sales of US$367 millions; Procaps was the 8th after Baxter, Roche, Abbott, Bayer, Sanofi-Aventis, and Novartis, with sales of US$146 millions; Lafrancol was the 12th and Genfar the 16th. (ANDI, Encuesta Annual Manufacturera)


� Bioequivalence and Bioavailability are studies that demonstrate that two drugs are essentially the same. Not all ‘similar drugs’ need to prove their equivalence, but in general in Colombia these studies are not a prerequisite to get market approval. Hence, many ‘similar drugs’ that are currently in the Colombian market and that could be supported by bio-bio studies are not.


� Those prices’ controls are characterized by the definition of which drugs must be regulated and what type of information system is needed to do so.


� In 2006 the pharmaceutical expenditure represented 1.27% of GDP.


� FOSYGA states for Solidarity and Guarantee Fund (Fondo de Solidaridad y Garantía). In Colombia drugs are paid in two ways: by public and by out of pocket expenditure. Public expenditure pays for drugs that are included in the essential medicines list, but it also pays for drugs that, although not included in the list, are necessary in order to guarantee the right to health for some individuals. These last payments –of drugs not included on the essential medicines list—are the ones that are recouped from the FOSYGA.


� Source: Informe del Sistema de Información de Medicamentos – SISMED (July, 2009)


� In fact, in 2008, 24% of the US$605.3 millions were devoted at paying for only 5 biotech drugs: Mabthera®, Herceptin® and Avastin® by Roche; Humira® and Sinagis® by Abbott; and 2 “newtechnology” drugs Glivec® and Sandostatin® by Novartis. (Source: Boletín del Consumidor de Medicamentos No.37, 2009).


� Malignant tumors mortality rates are: 92.6 for men and 79.5 for women (*100.000 inhabitants). Heart and circulatory diseases mortality rates are: 174 for men and 131.3 for women (*100.000 inhabitants). Source: Departamento Administrativo Nacional de Estadística -DANE and Instituto Nacional de Cancerología INC, 2003.


� It included registration requisites, quality controls and manufacture’s practices controls.


� The first two debates were sponsored by the National Academy of Medicine. The technical meeting was sponsored by the PAHO office and its main objective was to clarify biologic and biotechnology concepts.


� No civil society organizations were invited. Nevertheless, one of the health NGOs, Ifarma, showed up at the meetings without being formally invited, and many representatives of patients associations sent letters expressing their opinion on the subject.


� Decree draft (2008) at � HYPERLINK "http://www.minproteccionsocial.gov.co/" �http://www.minproteccionsocial.gov.co/� 


� It did this by proposing a new indicator, with much higher requisites than the one already in place for chemical products.


� The ‘� HYPERLINK "http://www.whocc.no/atcddd/indexdatabase/index.php?query=L01XE" �Protein kinase inhibitor�’ is Imatinib (Glivec® by Novartis) that was not protected with data exclusivity and is now imported from Cipla in India. It has both a brand name (Biotinib) and a nonproprietary name version.


� The decree has not been presented to Congress yet, but vice minister of health said that “this decree was vital for Colombia’s health access and that the government will advance it no matter the cost” (Biofármacos – Afidro, at � HYPERLINK "http://www.biofarmacos.org/noticia/54-regulacion-de-biotecnologicos--sigue-la-espera.html" �http://www.biofarmacos.org/noticia/54-regulacion-de-biotecnologicos--sigue-la-espera.html�) 


� To this date we only have information about two: Rituximab (Mabthera® by Roche) and Trastuzumab (Herceptin® by Roche).


� “Colombia-EU Trade Agreement: Report on the seventh round of negotiation“, prepared by the Alianza CAN-UE (September 2009)


� � ADDIN ZOTERO_ITEM {"citationItems":[{"position":2,"uri":["http://zotero.org/users/47998/items/RXEFJD7F"]}]} �(Cortés, Miguel Ernesto 2009)�. This study compares public and private prices in Colombia, Ecuador, Peru and Bolivia and finds that Colombian prices for original drugs are the highest in the region.


� This is the case of Clopidogrel (Plavix®) –taking average prices.


� Even though these are examples, I have reviewed more than 45 different active principles with competitive markets, and for 40 of them I could identify at least one similar case. In fact, the majority of the local pharmaceutical companies have two business units, one devoted to Branded Similars and one devoted to INN Similars.


� Source: NPPC


� Cite from the call for proposal for the study that would shape the new prices control regime.


� This means that even if a specific cancer pharmaceutical product has no more than one supplier, if there are other cancer products available that is enough for avoid control.


� There is a portion of the information that is not considered industrial secret. Nevertheless that information is of no market use since corresponds to the higher price on the market.


� The price of Kaletra was controlled as a response to a Compulsory License request made by the Health NGO Ifarma and HIV patients associations, and which the government denied.


� In fact, following this line of argument Rituximab (Mabthera® by Roche) is not an ‘exclusive’ product because it is supposed to compete with all the other ‘monoclonal antibodies’, that is for example, Trastuzumab (Herceptin® by Roche), among others.


� In the academic literature, but also by the international NGOs support programs.





