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● Section 1:  ABSTRACT: Briefly describe your contribution: (limit 300 words) 
 
Countries have an obligation to take measures for the progressive realization and respect, protect and 
fulfil the right to health, including access to needed medicines. Evidence shows that the current IP 
system fails to provide the necessary health innovation for the largest part of global disease burden, 
discourages timely development of best possible treatments and orients R&D funding based on market 
and not on health needs. It also creates significant barriers to treatment access due to high prices 
substantially higher than generics and leads to extreme price variability among countries. Prices behave 
the same where there is a patent, patent application or where there is data exclusivity. Existing 
mechanisms that are supposed to be “access-maximizing”, such as voluntary licenses negotiated by the 
Medicines Patent Pool, have been excluding millions of people, dividing territories, limiting API 
production/supply and undermining the use of TRIPS flexibilities by governments/civil society. In light 
of this evidence, the contribution presents proposals to remove barriers and promote access to 
medicines.  
Proposal 1: Systemic overhaul of R&D, production and access framework: A complete overhaul of 
national, regional and international frameworks is the only pathway to achieving Sustainable 
Development Goal 3 and fulfilment of the right to health; this would include: 
1a. Alternative R&D systems and mechanisms. 
1b. Abolition of IP protection in health technologies, products and processes in all countries from TRIPS, 
FTAs, BITs and national/regional legislation. 
1c. Mandatory Local/Regional Public Production 
1d. Transparency of Pricing, Procurement and Impact Assessment 
Proposal 2: Transitional Measures while Proposal 1 is achieved 
2a. Automatic compulsory licensing for patents and waivers of data exclusivity 
2b. Mandatory use of public health safeguards 
2c. Adding a fourth 90 (affordability) to UNAIDS 90-90-90 strategy 
 

● Section 2:  YOUR CONTRIBUTION (limit 3,000 words) 
 
WHO estimates that deaths of 18 million people, 1/3rd of all deaths, are caused by treatable medical 
conditions.[1] About 100 million people globally are pushed below the poverty line due to healthcare 
expenditure.[2] In Latin America, 700,000 preventable deaths occur annually.[3] Countries have an 
obligation to take measures for the progressive realization and respect, protect and fulfil the right to 
health, including access to needed medicines. While several factors adversely impact availability, 
accessibility and affordability of medicines, the submission highlights the adverse impacts of 
intellectual property (IP) protection in Latin America. Through patents, pharmaceutical companies 
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charge high prices, compromising public budgets and access to medicines.[4] The ultimate cost of 
ensuring profit-maximizing sales to the top 5% of the population is that 95% are left to suffer without 
access to lifesaving or life-enhancing medicines.[5] This is a systematic gross-violation of human rights, 
deliberately set in place by pharmaceutical companies and States defending their financial interests and 
deeply rooted in the IP system. 
  

A) Failure of the IP system: R&D on health 
 
While promotion of R&D remains the primary justification for IP protection, evidence shows that the 
system failed to provide the necessary health innovation for the largest part of global disease 
burden[6] i.e. WHO classified type II&III diseases predominantly affecting the developing world that 
simply do not constitute a profitable market for transnational companies (TNCs). For type I diseases 
(and some type II), patented treatments consume a large proportion of national health budgets forcing 
governments into rationing treatment, jeopardising universal access programs and diverting resources 
that could be spent on R&D for other diseases. The monopoly based-profit driven model of 
innovation also discourages the timely development of best possible treatments. "Activists and 
the scientific community have known about the potential benefits of TAF, over those of TDF, for twelve 
years; it is disappointing that its clinical development was delayed until the twilight of TDF’s patent 
protection."[7] Although TDF (tenofovir disoproxil fumarate) is the backbone of HIV treatment 
programmes, its liver and kidney toxicity concerns were insufficient to prompt Gilead towards the early 
development of TAF (tenofovir alafenamide), thus having deliberately endangered the lives and health 
of millions of PLHIV. For those co-infected with HepatitisC, Gilead's monopolistic moves have been even 
more costly as they are more likely to suffer renal failure with TDF-based regimens and would have 
better tolerated TAF-based regimens. Gilead's deadly game of monopoly for people living with Hepatitis 
C continues with its refusal to collaborate on a possible combination of sofosbuvir+daclatasvir in order 
to maintain the HCV market entirely for its own medicines. 
  
Pharmaceutical TNCs claim that high prices are necessary to recover innovation costs. Even though that 
statement has been challenged (regarding actual costs[8] and role of public funding as 70% of 
medicines with therapeutic gain were produced with public resources[9]), this claim begs the question: 
is a system dependant on setting prices that are unaffordable for most of the world’s population really 
effective? For medical products, is that system even legal under human rights obligations? Is it ethical? 
We believe it is not. The logic of recovering R&D costs with remuneration obtained by 
commercialization of products with exclusive rights is the very basis of the IP system; therefore it is not 
possible to think of solutions within the system to solve the problem of access inherent in the system. 
Therefore, it is necessary to shift the paradigm of the current IP system and adopt new 
mechanisms that separate the cost of innovation from the final price of the products. The claim 
also highlights not only an inefficient system with a poor track record of genuine innovation but also 
one that is extremely expensive. Light and Lexchin note, "available data indicate that the vaunted 
"innovation crisis" in pharmaceuticals is a myth. The real crisis of innovation is a result of the current 
system of incentives for innovation, which rewards companies to develop a large number of new drugs 
with few clinical advantages over those already available. "[10] Recent experience shows collaborative 
models delivering R&D based on open innovation mechanisms can lead to reduced costs in drug 
development and facilitate the development of products that meet health needs [see 8].  
  
 
 



 

B) Failure of the IP system: Access to medicines 
  
REDLAM Study Findings: To assess the impact of IP monopolies on prices in Latin America, RedLAM 
conducted a comparative analysis of ARV prices in Argentina, Colombia, Brazil, Mexico and Peru, with an 
international generic reference price.[11] Each Study country, in keeping with the right to health, has 
committed to providing universal HIV treatment; Table 1 demonstrates ART coverage: 

 
 
The 7 ARVs studied are relevant to the treatment programmes of each country and have patent 
applications/granted or data exclusivity as seen in Table 2: 
  

   
 



 

Table 3 shows the unit prices (in US$) of the 7 ARVs in each country and the generic reference price 
(data from 2013). 
 

  
Detailed examples of two ARVs are below to demonstrate the impact of patents and data exclusivity and 
the impact that just filing patent applications can have on prices. 
  
The example of atazanavir 
Table 4 shows price comparisons of atazanavir 300 mg. Atazanavir is patented in all the study countries 
except Colombia; however, as Colombia granted data exclusivity (DE) to atazanavir it does not have 
access to generics. Peru pays 28 times the generic price at one end and Brazil pays 4 times the generic 
price at the other. 
 

  



 

The example of etravirine 
For Etravirine 100 mg., we observe pricing behavior similar to atazanavir 300 mg even though there is 
no patent in force in two of the Study countries (Table5). With a patent application alone, single source 
supply in these countries has been assured. 
 

 
 
Conclusions: The Study shows extreme price variability for the same medicine across countries; mostly 
these are substantially higher than the generic reference price. Prices behave the same where there is a 
patent, a patent application or where there is DE even in the absence of a patent. Although Brazil, Peru 
and Mexico are countries with centralized procurement of medicines and should be able to better 
negotiate prices, another recent study of ARVs in Brazil shows that for medicines are under monopolies, 
the power of the government to negotiate price is limited, despite high purchase volumes and 
centralized purchase mechanisms[12]. 
  
Other disease areas 
Patents are increasingly a barrier for access to treatments for cancer, hepatitis C[14] and other diseases. 
For HCV treatments, we see a combination of high prices (Table 6) and lack of registration as 
barriers to access. For sofosbuvir, patent applications have been filed in Argentina, Brazil, Chile, Costa 
Rica, Colombia, Mexico, Peru and Uruguay; but even without patents granted, prices are unaffordable. 
Patents or just patent applications also allow TNCs to determine when a country gets access and to what 
version of the drug. Gilead has dragged its feet on the registration of sofosbuvir+ledipasvir.[15] For 
sofosbuvir, Gilead filed for registration in Peru only in November 2015, a full 16 months after the first 
developing country approval in Egypt.[16] 
  



 

 
 
In Table 7 we see annual prices for 3 cancer drugs in Brazil as compared to Indian generic and 
potentially even lower prices.[17] 
 

 
 
In Table 8 we see prices per unit for 3 other cancer medicines in Argentina, Peru and Colombia as 
compared with Indian generic prices. 
 

   



 

C) Failure of the IP system: Blocking access to generic medicines 
 
"We do not do business to save lives but to make money. Saving lives is not our business" - Roche, 
Korea. What is business for TNC pharma is ensuring profits by a variety of strategies at the expense of 
people's lives. One strategy is the segmentation of people by national GDP through voluntary licenses 
(VLs) that limit territories in which medicines can be sold, place limitations on API production/ supply 
and undermine the use of TRIPS flexibilities by governments and civil society. Touted as "access-
maximising" mechanisms, these VLs are in fact profit maximising tools and are systematically 
excluding people in MICs and HICs from the affordable, generic access; including those negotiated 
through the Medicines Patent Pool (MPP) - Table 9. 
  

 
 
In HCV, this exclusion is worse as the epidemic is highly concentrated in these countries. Although this 
was brought to the attention of UNITAID[19], the MPP was given the go-ahead to negotiate. 
Astonishingly in 2 weeks, the MPP announced a license for daclatasvir with BMS with a coverage of 112 
countries that account for only 65.4% of those in need of treatment; this sort of coverage would never 
be accepted in the HIV field where the MPP touts coverage in excess of 90%. The MPP license stands the 
concept of VLs on its head as the license for 112 countries is based on 2 granted patents in South Africa 
and 4 patent applications in India and none in the other 110 countries. Countries that do have patent 
applications and granted patents and therefore it would be argued could actually benefit from a license 
are Argentina, Brazil, Colombia, Mexico and Peru, among many others. Unfortunately as a result of this 



 

highly limited license, the MPP has indirectly put a stamp of approval on the Gilead license on 
sofosbuvir that similarly covers only 101 countries. 
  
These VLs undermine the hard work of CS in challenging blocking patent applications. They also 
undermine the use of parallel imports, a critical TRIPS flexibility, and in the case of Gilead's VL, patient 
privacy.[20] They prevent the supply of API, maximizing market control and limiting local production 
options. Brazil has now negotiated a price of US$6,900 for 12-weeks treatment of sofosbuvir while 
generic prices range from $969-$324[21] and could fall to as low as $102.[22] This represents an 
additional cost of at least US$9 billion to treat all people living with hepatitisC in Brazil. The high prices 
have led to severe rationing of HCV treatment in Brazil, in violation of the universal right to health 
guaranteed by the country’s constitution[23]. 
 
PROPOSALS TO REMOVE BARRIERS AND PROMOTE ACCESS TO MEDICINES 
  
Proposal 1: Systemic overhaul of R&D, production and access framework 
The current systems for innovation and access are failing millions of people. The use of TRIPS 
flexibilities, the promise of the Doha Declaration has been broken through trade pressure like the US 
Special 301,[24] excessive litigation by TNCs and FTAs. In Latin America, only Brazil and Ecuador have 
used compulsory licenses; Argentina's strict patentability guidelines and Brazil’s ANVISA 
pharmaceutical patent examination are under massive litigation by TNCs. Temporary, restricted 
voluntary mechanisms including VLs, tiered pricing and donations are part of the problem, not the 
solution. A complete overhaul of national, regional and international frameworks is the only pathway to 
achieving Goal 3 of the SDGs and fulfilment of the right to health. Critical to such an overhaul are the 
following four measures that we call on the UN HLP to recommend: 
  
1a.      Alternative R&D systems and mechanisms: "We do not develop drugs for the Indians. We do it 
for Western patients who can afford them" - Bayer. It is increasingly apparent that the majority of 
"Western" population are also unable to afford these drugs. It is necessary to shift the paradigm and 
adopt new mechanisms that separate the cost of innovation from the final price of the products, and 
make existing knowledge available for expanded production of health technologies. We support 
proposals for the legal recognition of knowledge as a public good and of the CEWG established by 
resolution WHA63.28 for a global binding instrument to promote a R&D system in which the outcomes 
are public goods, freely available for further research and production. 
  
1b.      Abolition of IP protection in health technologies, products and processes in all countries 
from TRIPS, FTAs and national/regional legislation. 
20 years of TRIPS has resulted in placing pharmaceutical innovation at the mercy of the drug "business." 
It is time to abolish this system with regard to pharmaceuticals. This proposal is neither extreme nor 
impractical. That this recommendation also forms part of the proposals arising out of the report of the 
Global Commission on HIV which comprised eminent personalities including lawyers and judges is an 
indication not only of its urgency but its practicality. The Doha Declaration (2001), the rejection of 
ACTA, the Global Strategy and Plan of Action on Public Health, Innovation and Intellectual Property 
(2008) and the burial of the FTAA were considered at some point in history to be impractical. 
  
The UN should encourage countries to amend TRIPS and FTAs to exclude all IP protection (including 
copyright, trademarks,[26] data exclusivity) for the pharmaceutical sector. The Eli Lily v. Canada 
case[27] demonstrates the need for amending Bilateral Investment Treaties (BITs) to exclude 



 

investment protection provisions related to health. This is not to say that countries return to the pre-
TRIPS era where several countries applied IP systems inherited from their colonial masters or by 
pressure of other countries. With the removal of international obligations to impose IP on medicines, 
countries must accordingly amend national laws and engage in public, consultative and evidence-based 
discussions to determine national legislative frameworks governing innovation and access. 
  
The first step for the amendment of TRIPS to return national sovereignty on IP to countries lies in 
Article X of the Marrakesh Agreement, where any WTO member may table an amendment to TRIPS, 
amendments require 2/3rd majority (except for Article 4). Article 71.1, TRIPS also requires a review of 
the Agreement.[28] Precedents exist as with the drafting of Article 31bis. Even without that amendment 
coming into effect, a waiver is in effect from the General Council.[29] FTAs and BITs similarly have 
provisions for their amendment and even termination. 
  
1c:       Mandatory Local/Regional Public Production: Against the current failing system, some 
countries (Brazil, Argentina, Cuba) have implemented an alternative for several decades: local 
production. In Brazil, 20 public laboratories produce 80% of drugs distributed free of charge by the 
Brazilian Unified Health System. In Argentina, 58% of the domestic market is supplied by national 
laboratories. In Cuba, an estimated 1,150 biologic drugs, 30 OTC drugs and 132 generic products are 
manufactured by public local production; it may be noted that this is the only country in the world that 
has developed and produced an effective vaccine against meningitis B.[30] A policy of local, public drug 
production, based on the strengthening of the capacity installed and skilled labor manufacturing as well 
as institutions to ensure their sustainability, is critical to ensure supply of essential drugs at reasonable 
prices to fulfil the right to health. 
  
1d.       Transparency of Regional Pricing, Procurement and Impact Assessment: The results of the 
Redlam study have been eye-opening. Based on our findings, we recommend that the UN establishes an 
online public portal that provides regularly updated (1) evaluations of the economic and health impact 
of the prices paid by the countries compared to the lowest available price; and (2) comparative price 
studies to act as references for different governments at the time of designing public health policies 
including, but not limited to, those related to HIV, HCV and cancer treatment. 
  
Proposal 2: Transitional Measures while Proposal 1 is achieved 
 
2.a: Automatic Licensing for patents and waivers of data exclusivity: For patents and data exclusivity 
on pharmaceuticals in force, a system of automatic licensing where patent holders will be entitled only 
to royalty or compensation on their patents should be introduced.[32] Similarly waivers of data 
exclusivity should be introduced. 
  
2.b Mandatory use of public health safeguards; exclusion of TRIPS-plus measures and annulment of 
VLs between manufacturers undermining TRIPS flexibilities: The right to health obliges governments 
to use TRIPS flexibilities to mitigate the harmful effects of IP on pharmaceuticals[31]. For patents 
applications that are still pending, countries should assure expedite mechanisms of analyses of patent 
application for health-related technologies (in order to avoid ‘de facto’ monopoly due to ‘expectation of 
right’) and adopt strict patentability criteria. Argentina's new pharmaceutical examination guidelines of 
2012 and Brazil's ANVISA examination process have has led to the rejection of many unmerited patent 
applications and stricter scope of protection in granted patents. Country practices should also ensure 
that the mere filing of a patent application does not lead to monopolies, adopting measures necessary to 



 

produce or import generic versions when there is no patent in force. Countries should also exclude any 
TRIPS-plus measures adopted in their national law that doesn’t depend on proposal 1b. VLs that restrict 
the production/supply of API or finished product to a limited number of countries or undermine TRIPS 
flexibilities should be annulled. 
 
2c. Adding a fourth “sustainability 90” to UNAIDS 90-90-90 strategy: UNAIDS must amend its 90-90-
90 strategy to add a fourth “sustainability 90” i.e. 90% of HIV treatment to be affordable in all countries 
to guarantee availability and access to HIV medicines, diagnosis and prevention for all, to promote the 
adoption, use and defense of TRIPS health safeguards,  leverage public production of medicines and 
promote other measures to ensure affordability of HIV commodities.[33] 
  
IMPACT AND IMPLEMENTATION  
The proposal is a comprehensive and undoubtedly ambitious one seeking to address the failure of the 
current system. Coupled with a new R&D framework, we believe the removal of mandatory IP 
requirements in TRIPS, FTAs and BITs for pharmaceuticals, followed by reforms of national laws, would 
simultaneously address issues related to policy coherence, public health and human rights. For patients, 
the immediate impact of access to affordable generic medicines will serve both public health and human 
rights obligations. The overhaul would provide the opportunity for governments to adopt appropriate 
legislative frameworks that balance human rights obligations relating to inventors rights and the right 
to health. As to implementation, it is evident that different parts of the proposal require different actions 
from various stakeholders; primarily governments. For amendments to TRIPS, FTAs and BITs, we note 
above the steps towards initiating the process of amendments and precedents in this regard. The 
proposal cites both existing evidence in the references and bibliography section as well as new evidence 
based on pricing studies undertaken by REDLAM recently. The ambition of the proposal will doubtless 
be met with intense opposition from pharmaceutical TNCs and developed countries. However, this 
should be separated from actual negative impacts of this proposal. We believe that given that the cost of 
developing a new molecule is far lower than the amount projected by TNCs, that R&D costs are largely 
borne by the public (and appropriated by the private through IP) and only 14-16% of new drugs are 
genuine inventions in any case, a re-working of the IP system will not have the end-of-the-world 
scenario that TNCs will likely paint for this proposal.  
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affordability-of-medicines-unaids-90-90-90-strategy/ 
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