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30 April 2007.

NOVARTIS VERSUS INDIA: PUTTING PROFIT BEFORE HUMAN RIGHTS 
The world is once more witnessing another desperate attempt by the ‘super’ multi-billion dollar pharmaceutical industry to snatch the political sovereignty of developing countries to protect the human rights of their citizens as guaranteed by the Universal Declaration of Human Rights (UDHR) and the various international human rights instruments, as well as the Doha Declaration on Public Health. In this instance, it is the Swiss pharmaceutical giant, Novartis, that is trying very hard to undermine India’s sovereign right, and by extension, the sovereign right of other developing countries to protect the ‘right to health’ and the ‘right to life’ of their citizens. It is common knowledge that India is the chief supplier of cheap high quality generic medicines to developing countries, especially Africa. Pharmaceutical companies like Novartis see India as a strategic threat to their long spell of machiavellian intelligence and profiteering which has chronically denied poor people in developing countries access to life-saving medicines. So, one is not utterly surprised by the legal challenge filed against India by Novartis using their anti cancer drug Glivec (imatinib mesylate) as a camouflage.
Novartis campaign for stronger patent stands on a weak, if not tendentious argument
I read with keen interest, the argument put forward by Novartis in their letter to Business and Human Rights Resource Center in support of strengthened patent law as the ultimate safeguard required for pharmaceutical innovation to flourish. The caption of their paper rightly says ‘Why Novartis thinks improving patent will benefit patients and society’ [see Annex on pg. 6]. But quite surprisingly throughout the entire length and breadth of their position paper, they failed to show how these ‘imaginary’ benefits will materialize for patients.  I use the word imaginary because they also failed to itemize the benefits that will result from strengthened patent rights in developing countries. In view of the above, the pertinent questions to ask are these: Has strengthened patents in the pharmaceutical industry always led to more innovation in new drugs as Novartis claims? What percentages of their revenues due pharmaceutical companies spend on Research and Development (R&D)? What percentages of multinational pharmaceutical companies’ sales are accounted for by developing countries? Knowing the answers to the above questions will tell us how true Novartis claims are.
Oxfam International in their Briefing paper, Patents versus Patients, Nov. 2006, made it abundantly clear that pharmaceutical companies like Novartis have no strong scientific evidence to justify stricter patent rules in developing countries. Quite to the contrary, Oxfam reported that the huge financial return linked with intellectual property protection seem to have nurtured rent-seeking behaviour in the pharmaceutical sector rather than a drive towards innovation. 
Also H. Mintzberg in his paper, ‘Patent Nonsense: Evidence tells of an industry out of social control’ published in the Canadian Medical Association Journal of August 2006, clearly showed that majority of the research conducted by the industry is for higher-priced and similar versions of existing medicines (‘me-too’ medicines with little added therapeutic benefit), or monopoly extensions for new uses of old medicines. Contrary to what Novartis wants us to believe, only 
15 percent of the new drug applications approved by the US Food and Drug Administration (FDA) from 1989 to 2000 were identified as clinical improvements over products already in the market, (National Institute for health, 2000). Oxfam went further to cite a 2000 US Congress report which found that out of the 21 innovative drugs introduced between 1965 and 1992, 15 (71 percent) were developed applying knowledge or techniques derived from federally-funded research. Thus providing strong evidence that research for many innovative drugs relies heavily on publicly-funded research. So if one may ask, where is the scientific proof that the overwhelming burden of pharmaceutical research for innovative drugs lies with the pharmaceutical companies such as Novartis?  Moreover the bulk of pharmaceutical sales (nearly 90 percent) are in developed countries; so wherein lay the incentive to burden poor countries with stricter patent rules?
There is no scientific evidence suggesting that the period following the adoption of stricter patents has ushered in more investment in R&D, in search of new drugs, instead what we are seeing are monumental profit margins (19% against 5%  average for other Fortune 500 quoted companies), being declared by the pharmaceutical industry. Oxfam International reported that despite claims of spending on R&D, 2004 figures show that pharmaceutical companies spend on the average, only 14 percent of their revenues on R&D, compared to 32 percent on marketing and administration. I presume that in the case of Novartis, part of the money spent on administration includes this ‘million dollar’ suit against Indian government. So, the Novartis assumption that strengthened patent will automatically lead to more innovation is rather simplistic if not misleading.   
Novartis is putting profit before human life and human rights
What Novartis succeeded in telling us in their letter (their perspective) is how they cannot afford to let go patent enforcement, and how they see India as a strategic market in the near future. In my earlier response on the ICCR benchmarking in November 2006, I said that the central and most important issue for companies like Novartis is patent and profits, rather than patients. Novartis responded to that particular article denying that the issue is not about patent. However the caption they gave to this their position paper has confirmed our earlier statement as being true. By insisting on stronger patents multinational corporations like Novartis are simply seeking a justifiable legal ground for their continued denial of poor patients of their rights to the highest attainable standard of health as guaranteed in article 12 of the International Covenant on Economic Social and Cultural Rights (ICESCR). ICESCR is a legally binding international human rights instrument as well as part of international human rights law. Access to medicines is a core component of the right to health and critical to the protection of the ‘right to life’. The United Nations Human Rights committee in its general comment 6 and 14, and the 57 & 58 Commissions on Human Rights under resolution 2001/33 further confirmed this by calling on States and other relevant third parties such as the pharmaceutical industry to refrain from taking measures which will deny or limit equal access for all persons to life-saving pharmaceutical products. By challenging India’s patent law, Novartis is not only blocking access to life-saving medicines for millions of people all over the world but also challenging the primacy of international human rights law over international trade rules (as encoded in the WTO TRIPS agreement, WTO-World Trade Organization).
Before proceeding further with this paper, let us remind Novartis that Switzerland only agreed to strengthened patent protection in 1977 after it was certain that her pharmaceutical industry has become sufficiently developed. I am not aware that any of the developing countries including India, pressured the Swiss government to strengthen patent protection in the years preceding 1977. So why is Novartis putting pressure on India at this point in time? At the time that Switzerland and most of Europe were developing their pharmaceutical industry just like India is doing today; it was WIPO, the World Intellectual Property Organization, a specialized agency of the United Nations that was in charge of patent regulation and intellectual property enforcement. WIPO at that time had no enforcement mechanism like the WTO has today. The question is this- why was WIPO stripped of this responsibility? Why was intellectual property regulation transferred to World Trade Organization? The reason is simple- pharmaceutical companies such as Novartis with support from their countries wanted an enforceable legally binding international mechanism that they can us to bully poor countries that attempt to claim their sovereign right to protect their citizens from the exploitative tendencies of the multi-billion dollar drug industry. This is exactly what Novartis is attempting to demonstrate against India.
Novartis lawsuit against India; a case of trying to use one stone to kill three birds

By launching legal challenge against India under the cover of Glivec, Novartis hopes to achieve three main unjustifiable goals:

· To set a legal precedent for future patent disputes

· To push India back to the pre-Doha TRIPS era

· To severe the pharmaceutical lifeline of poor countries to cheap generic medicines. 
The bone of contention between Novartis and India is in Section 3(d) of Indian Patent Act which excluded patent protection for new forms or new therapeutic uses of already patented medicines. Section 3(d) of Indian Patent Act is aimed to act as safeguard against duplicity of patenting by pharmaceutical companies. Glivec is not an entirely new drug; it is merely a new form of an old medicine. Why does Novartis want to maintain absolute monopoly over Glivec? What special interest does Novartis have in seeking stronger patent for Glivec in India considering the fact that it already provides this drug free to most patients who cannot afford it under its GIPAP? Thirdly the clinical condition for which the drug is indicated is not very common.  So, why this special attraction to Glivec by Novartis? The reason is not far fetched. Novartis simply wants to use this opportunity to achieve the three strategic objectives that I earlier outlined above. The company wants to establish a legal precedent with far reaching effect beyond the shores of India. Knowing fully well that it already has an internationally acclaimed Glivec Patient Assistance Program (GIPAP), Novartis wants to exploit the positive image accruing to it as a result of its philanthropic gesture through GIPAP by seeking to attract public sympathy as well as sway public opinion in its favour. It is therefore not surprising that Novartis kept referring to its patient assistance program through GIPAP as evidence that it cares so much about access to medicines for poor patients. In as much as Novartis have done well with GIPAP, this is no justification to challenge the sovereign right of India to use the flexibilities provided by law to protect its citizens. If the export of generic copies of Novartis products into richer countries is a major concern to the company, why target India, instead it should focus on those rich countries to ensure that their respective governments enact strong patent protection. In their letter explaining their perspective, Novartis also failed to say whether the generic versions of Glivec made in India have made their way into European and North American markets.
Many multinational pharmaceutical companies claim that they support the Doha declaration safeguards on public health, however in practice; this does not appear to be so. The truth is that multinational pharmaceutical companies such as Novartis are not excited about the public health safeguard provisions in the TRIPS agreement. After all, they were the dominant corporate forces at work when the original TRIPS agreement was being negotiated in Geneva in 1993. Like Oxfam GB rightly pointed out in one of their earlier publications-WTO Patent Rules and Access to medicines 2001- “WTO -TRIPS is a product of the most successful corporate lobbying campaigns in history. According to Oxfam GB, “TRIPS represents the most nebulous, symbolic and ideological wishes of the world’s richest companies, and has succeeded in creating effective legal monopolies for large northern-based pharmaceutical companies“. That is why companies like Novartis look for every possible opportunity to undermine the lifeline given to poor countries to provide affordable medicines to their citizens under Doha declaration on Public health. 
Novartis knows fully well that India is the single biggest supply of cheap medicines to poor countries in Africa, so setting a legal precedent in a country like India has ramifications all over the world. Remember that Novartis was among the 39 multinational companies that tried to stop South Africa from expanding AIDS treatment program for her citizens in 1997.

It was precisely the flexibilities provided under Indian patent law that made it possible for Indian generic producers to produce and market antiretroviral medicines (ARVs) for about $360 per year, just a fraction of the $10,000 per year price being charged by multinational pharmaceutical companies in 2001. This singular price reduction was what contributed to many people in Africa and other developing countries, being able to have the opportunity to receive life-saving ARV treatment they desperately needed. As a matter of fact, it was after this generic driven price reduction that poor people living with HIV/AIDS in Nigeria had the opportunity to benefit from ARV treatment. I do not need to emphasize how this brought hope to patients, their relatives and even entire communities. 
I commend Novartis for doing a good job in telling us the giant strides they have made in making sure that as many patients as possible benefit from their Glivec philanthropy program (GIPAP). There is no doubt that 6,600 Indian patients have benefited from their GIPAP assistance. However what Novartis deliberated failed to let everybody know is that when they (Novartis) had the exclusive rights to Glivec, they charged about ten times ($27,000) more than the generic price ($2,700) in India (Oxfam Briefing Paper, Patents versus Patients, Nov. 2006).
Much of Novartis argument in defense of their lawsuit against India relies on their belief in strong patent protection provided for in the TRIPS agreement.  They also affirmed their support for the flexibilities provided in the Doha declaration. Article 4 of the Doha declaration on TRIPS and public health affirmed that countries should interpret and implement TRIPS in a manner supportive of each country’s right to protect public health, and in particular, to promote access to medicine for her citizens. That was precisely what India did with their patent law which came into effect in 2005. 
The advent of TRIPS: The age of ‘Corporate bullying’ by companies such as Novartis 

This whole issue should also be considered against the background that TRIPS is an unjust international agreement because it only represents the interest of multinational corporations mostly in the Global North. TRIPS agreement was negotiated in an environment and atmosphere lacking in democratic integrity. The negotiation process was never transparent. Poor countries like my country, Nigeria and India were arm-twisted into accepting unfavorable terms by the Quad (USA, EU, Japan and Canada). In his book ‘Making Globalization Work’, former World Bank Chief Economist and Nobel Prize winning Columbia Professor, Joseph Stiglitz, who was also chairman of the Council of Economic Advisers during the Clinton Administration when TRIPS came into being, acknowledged that TRIPS was not only a mistake, but also represented the selfish corporate interests of US and European corporations especially the pharmaceutical companies. The multi-billion dollar northern-based pharmaceutical companies including Novartis were the dominant influential third party throughout the negotiation process. One is therefore not surprised that the former Chief Executive Officer of Pfizer, Edmund Pratt boasted publicly about how they manipulated the process that gave birth to TRIPS. TRIPS agreement represents an attempt by United States and EU including Switzerland where Novartis originates from, to impose a new global intellectual property constitution on the rest of the world in order to serve the narrow corporate interest of their multinational corporations.
Puzzles and parallels: Novartis is repeating the same old blame game

Expectedly Novartis went further to state that prices of medicines in poor countries are part of a complex puzzle. This statement is both untrue and misleading because the company wants to paint a very gloomy picture of lack of access to medicines in poor countries as a situation that is either very difficult or impossible to resolve. Novartis hammered again on poor health infrastructure as one of the underlying problems that must be resolved in parallel. Indeed nobody denies the fact that inadequate health infrastructure is a big challenge in most developing countries. However, there is no puzzle anywhere. The truth is that the ability of many poor countries to solve the problem of appropriate health infrastructure is somewhat dependent on the price they pay for essential medicines. In fact, it is more of basic economics, opportunity cost or forgone alternative, and simple logic. This has nothing to do with any complex situation. The truth is that the more money a poor country has to spend on essential drug procurement due to strengthened patent, the less the money available for her to spend on other components of the public health sector including on healthcare infrastructure and on personnel. 
Developing countries have limited resources and typically have one health budget with different components. For e.g. if a country like Togo appropriates  x  amount of dollars as health budget for a given year, and within this budget framework, it spends 60 percent of the amount on purchase of expensive branded essential medicines to satisfy companies like Novartis. Then the amount left for her to spend on other components of health such as rebuilding and maintaining infrastructure as well as paying salary of health workers would be the left over of 40%. In this circumstance it is extremely difficult for the country to have enough resources to improve on its health infrastructure or motivate its health workforce. A wealthy small country like Botswana with a population of just 1.7million people spends about $110 million dollars on branded antiretroviral drugs alone. This resource-intensive antiretroviral model has had some consequences on the overall health budget which is about 25% of all government spending. Botswana’s health minister Sheila Tlou once lamented that the huge amount of resources being spent on branded ARVs is the [opportunity cost] of the money that could have been spent in building healthcare infrastructures such as hospitals. 
Using the threat of compulsory licenses, Brazil was able to secure very significant price reductions (over 5 times lower) in the average cost of ARVs for her citizens. The money saved through this process was part of what the government invested into preventive HIV programs and in improving their health infrastructure. The result is that Brazil now has a very low HIV/AIDS prevalence rate of HIV/AIDS (about 0.5 percent).
So by pushing for strengthened patent and insisting on more expensive brand drugs for poor countries, pharmaceutical companies like Novartis are systematically undermining the abilities of the same poor countries to tackle the challenge of improving their healthcare infrastructure. 
Novartis legal challenge against India represents a change in tactics designed as part of a well orchestrated campaign by the northern-based pharmaceutical industry to undermine the flexibilities provided for developing countries under the Doha declaration. What Novartis is doing is similar to what Pfizer did in Philippines in an attempt to enforce TRIPS-plus rules on the government and people of Philippines in respect of their antihypertensive medicine, Norvasc. 
All of us are witnesses to unrelenting push by the northern-based pharmaceutical companies for the introduction of ‘Data Exclusivity’ clauses, which will allow them to continue to enjoy monopoly even after the unjustifiable 20year patent period has expired. 
Time for Novartis to change course 
Pharma companies like Novartis have made it clear that profit means everything to them. That is why they came out boldly to say that patent in non negotiable. So we are not surprised that they have pursued this legal challenge with so much vigour in spite of the widespread opposition and disapproval from even some core institutional investors like the Interfaith Center on Corporate Responsibility (ICCR).

The world desperately needs a new international arrangement (not TRIPS), that will not only put the human rights of millions of poor patients first before profit, but will also guarantee the sovereign right of each country to protect the health of her citizens, just like India is presently doing. I believe that is one of the keys to guarantee affordable access to essential life-saving medicines for millions of people in poor countries who desperately need them. Pharmaceutical companies like Novartis must never be allowed to take over the political sovereignty of poor countries, for that will amount to giving them the power to make decisions of who should be alive and who should not. 
Novartis must hearken to the voice of reason, retrace its steps immediately, and withdraw this unjustifiable legal challenge against Indian government. Human life must come before profit. Human rights cannot be traded. END. 

Comments concerning this article may be sent to: 

Chukwumuanya Igboekwu, MD

Health & Human Rights Program Associate.  Physicians for Social Justice, Nigeria.

drmuanya@yahoo.com, +234-803-701-7383 
Novartis 23 Feb 2007 statement re Glivec

For a more recent statement by Novartis on this issue, please see “Improving Indian patent law benefits patients and societies [DOC]”, 13 June 2007

[image: image1.png]'y NOVARTIS




[Novartis sent the statement below to the Business & Human Rights Resource Centre in response to:

“Investor Letter to Novartis on Indian Patent Case”, Interfaith Center on Corporate Responsibility, 18 Jan 2007, http://www.iccr.org/news/press_releases/2007/pr_novartis011807.htm] 
Why Novartis thinks improving patent law will benefit patients and society

23 February 2007

We have received messages of concern regarding our ongoing legal challenge against the Indian patent law, following the denial of the patent for our ground-breaking cancer treatment Glivec®/Gleevec®. We have heard these concerns and want to clarify our perspective. 
In India, Novartis is faced with a globalization dilemma that characterizes many emerging economic powers today: two markets within one country. India has a booming middle class on one hand, and a vast number of extremely poor people on the other. In order to make responsible business decisions, we have carefully considered the following aspects:

· Access to our cancer treatment Glivec in India and globally

· India as an emerging growth market and global competitor

· India’s current role in supplying medicines to the developing world 

As a result, in India, we are pursuing a dual, patient-focused strategy. We are aware of the many obstacles poor patients face regarding access to medical care there, and that is why 99% of patients who receive Glivec in India receive it free from Novartis. At the same time, we take 
affluent India seriously as a formidable power with all the rights and obligations that such status brings with it. As a consequence, we seek to establish effective protection for pharmaceutical innovation in India.

In the following, we outline our approach in more detail:

Novartis has secured access to Glivec both in India and globally

When we launched Glivec, Novartis committed that no patient in need should be denied this life-saving cancer treatment. We fulfilled this commitment by establishing the Glivec International Patient Assistance Program (GIPAP), which is one of the most far-reaching patient assistance programs ever implemented on a global scale. In India, Novartis currently provides Glivec at no cost to more than 6 600 diagnosed patients. Glivec treats two rare cancers: chronic myeloid leukemia (CML) and gastrointestinal stromal tumors (GIST). The GIPAP covers every person in India who is prescribed Glivec and cannot afford this life-saving medicine. For more information, please visit the Max Foundation which administers the program, www.themaxfoundation.org.

Sustainable access to medicines in developing countries is complex and requires much more than the availability of generic drugs. Generics alone do not solve the issue. For example, in India the cost of a one year treatment with generic imatinib is USD 2 100, or 4.5 times the average annual income. Even our critics recognize that generic versions of Glivec are not the solution for the poor in India. Furthermore, generic makers in India have yet to come forward with an access program for generic imatinib. 

Glivec is not an exception. As a matter of business principle, Novartis is deeply concerned that patients have access to the medicines they need, as demonstrated by our well-regarded record in social responsibility. 

In 2006, our access-to-medicines program reached 33.6 million patients. Novartis spent 
USD 755 million / EUR 582 million last year alone programs and research. We seek to move beyond philanthropy to develop new business models. That is why we engage in many innovative public-private partnerships with efforts spanning a number of disease areas, including our partnerships with WHO to combat leprosy, malaria and tuberculosis. Novartis also established an Institute for Tropical Diseases in Singapore dedicated entirely to drug discovery for neglected diseases. 

We take India seriously as an emerging growth market and global competitor

While we are committed to access to Glivec, it is clear that we seek business opportunities in India’s growing economy. We also compete with Indian companies globally in attractive markets, and the export of copies of our products into richer countries is a major concern to us.

Protecting innovation is the foundation for massive R&D investments made by the pharmaceuticals industry that are vital to medical progress. Companies can continue to bring improvements and innovations to patients and societies only with effective patent laws. For a research-based company such as Novartis, patents are not negotiable. 

That Glivec is a tremendous innovation is widely recognized throughout the scientific community; it has received numerous awards for innovation. Glivec has been awarded a patent in 36 other countries, including China. The journey of Glivec through the patent process in India illustrates the difficulties faced in a country in transition. The Indian patent law creates new hurdles for pharmaceutical innovation, unjustifiably and illegally narrowing what is patentable. 

Respect for intellectual property will strengthen, not weaken, the Indian economy, helping India reach its aspiration of becoming a pharmaceutical powerhouse. Incremental innovation is exactly the area where local Indian companies have made first steps into research and development and registered patents worldwide.
We are seeking clarity. Knowing we can rely on patents in India benefits government, industry and patients because research-based organizations will know if investing in the development of better medicines there is a viable long-term option.  

Our actions in India do not hinder the supply of medicines to the poor

We are contesting the provision of Indian Patent Law that has led to the rejection of the Glivec patent in India. Our case does not challenge provisions that provide for access under international trade agreements, specifically the TRIPS and the Doha Declaration. These flexibilities allow production for export under compulsory licenses that have been issued for public health reasons. They have been put in place to allow poor countries to safeguard access to medicines that do not have sufficient local production capacity. In fact, political agreement on the Doha flexibilities has been reached in order to mitigate impact of TRIPS implementation in India.

Novartis supports the TRIPS conditions that promote access for developing countries. Our patent strategy preempts some of these flexibilities by not filing patents in the poorest countries. Furthermore, we believe that in the case of essential and life-saving medicines, special pricing arrangements in developing countries must, and can, occur within the context of sufficient intellectual property and trade-related safeguards.

Denial of patents for better medicines will not improve patient access to medicines. These restrictions will instead negatively impact patient access by denying new drugs either through research-based pharmaceuticals or, at the appropriate time, through the generic companies. 

Access to medicines in the developing world is a complex problem in which medicine prices and intellectual property rights are but two pieces of the puzzle.  A range of underlying or related issues such as appropriate infrastructure and distribution networks must be addressed in parallel.  This can only be achieved through the collaboration of all involved stakeholders working together to ensure that patients in need receive proper care. We seek an open dialogue with all groups, one based on mutual trust and tolerance with the aim of long-term success – not only in access-to-medicines initiatives but also in day-to-day business activities. 
Thank you for reading this perspective. For more information about this legal challenge and about our extensive corporate responsibility and patient access programs, please visit www.novartis.com/corporate_citizenship/en/index.shtml.






Novartis versus India: Putting Profit before Human Rights
PAGE  
2

