Oxfam rejoinder to six pharmaceutical companies

Business & Human Rights Resource Centre invited 12 pharmaceutical companies to respond to the following items:

Press release: "Pharmaceutical industry is undermining its own future as millions of poor people denied access to medicines", Oxfam, 27 Nov 2007

Full report: “Investing for life - Meeting poor people’s needs for access to medicines through responsible business practices”, Oxfam, 27 Nov 2007

The responses of 6 pharmaceutical companies, and an indication of the 6 companies that have not responded, are available here:

Oxfam report "Investing for Life": Company responses -

www.business-humanrights.org/Documents/Oxfamresponses 
(any future responses received will be added to this page)
Oxfam International sent the following rejoinder to the Resource Centre:

Oxfam International’s response to the Pharmaceutical Industry’s reflections on Oxfam’s briefing paper, “Investing For Life: Meeting poor people’s needs for access to medicines through responsible business practices”
6 February 2008

This is a response to recent input by six pharmaceutical companies
 concerning Oxfam’s latest briefing paper on access to medicines – “Investing for Life”.   Oxfam believes that as the pharmaceutical industry faces serious challenges to its business model and growth, questions raised over how it will sustain its operations in developing countries is a valid and necessary inquiry. Oxfam’s research shows that multinational pharmaceutical companies have yet to discover an appropriate formula both for their own profitability and for serving the needs of people in living in developing countries. Until the fundamental tension between its existing business model and the obligations of developing countries to promote the right to health is resolved, Oxfam believes that the industry will engender serious reputational risks, jeopardise its licence to operate and potentially fail to deliver value.

Oxfam’s responses below address the main rebuttals offered by companies and the industry associations in response to the briefing paper. Oxfam hopes that future engagement with the industry will be dedicated to finding collective solutions to these issues.

1. The pharmaceutical industry argues:  Oxfam has failed to recognise the progress that the pharmaceutical industry has made in the last five years. 

Oxfam responds:  Oxfam acknowledges that its briefing paper is tough but believes that this is appropriate. It is fair and is consistent with Oxfam’s approach towards this issue in the past. Oxfam’s primary goal remains achieving what is best for developing countries and people living in poverty.

In “Investing for Life”, Oxfam does recognise that the industry has made progress since its report, “Beyond Philanthropy”
. From page 13 to page 22, this paper analyses the developments and progress made by the industry since 2002, by utilizing benchmarks on R&D, pricing and intellectual property (IP) policies. Oxfam also included an extensive appendix that details initiatives undertaken by each individual company interviewed. 

Some companies have progressed by increasing their investments for R&D that addresses diseases that predominantly affect developing countries.  This has been accomplished mainly through involvement in global partnerships.  The industry has also improved its pricing of medicines to treat serious infectious diseases, and particularly medicines to treat HIV and AIDS and malaria.  

Oxfam does not believe however, that the industry’s current commitments are sufficient or wholly suitable to address the problem at hand. In developing countries, concerns over access to existing medicines extend far beyond HIV and AIDS and malaria.  According to the World Health Organization, 80 percent of deaths from non-communicable diseases occur in developing countries today, and unaffordable prices for new medicines to treat cancer, heart disease and diabetes have serious consequences.    

The pharmaceutical industry has also continued to push for stricter levels of IP protection in developing countries, despite already high levels of protection offered under the TRIPS (Trade Related Aspects of Intellectual Property Rights) Agreement.  Stricter levels compromise the ability of developing countries to protect public health and hamper the achievement of universal access to health care. They hinder the supply of inexpensive quality generics. This offsets some of the positive impact that price cuts otherwise would have.   

Finally, despite some offers of lower prices in developing countries for key medicines, the prices of most medicines are still unaffordable for public health systems or individuals who are forced to pay out-of-pocket. This includes new medicines to treat HIV and AIDS that are not covered by price cuts.  As one example, until late 2006, Abbott charged $2200 USD per patient per year in Thailand for Kaletra, a key second line anti-retroviral medicine.  The cost of Kaletra in Thailand was nearly ten times the price of the standard first line treatment, prompting the World Bank to mention compulsory licensing as a means to reduce its price.

In reality, most companies continue to address access to medicines through philanthropic programmes and donations.  Both approaches cannot provide a sustainable long-term answer to the acute public health challenges in developing countries. (see below).

2. The pharmaceutical industry argues: Oxfam is overly critical of companies’ donations programmes. 

Oxfam responds: Some pharmaceutical companies rely too heavily upon donations of medicines to mitigate the impacts of unaffordable prices in developing countries.  Donation programmes are often targeted at only a small group of people and make a limited contribution to sustainable national health services.  Donated medicines can be unsuitable, near expiry or unfamiliar to local prescribers.  Supplies are often unpredictable in terms of timing and volume and often do not comport to national clinical guidelines, thus undermining clinical standards. Most critically, donations can create chaos in the market for low-cost medicines, as they prevent accurate quantification of needs and affect forward planning throughout the supply chain from producer to patient.  Undermining market competition is particularly serious, as generic companies cannot compete with free medicines: the ability to forecast demand is necessary if generic companies are to harness innate efficiencies to achieve low prices. 

In some limited circumstances, donations can make contributions towards sustainable national health services. In this paper, Oxfam recognises the success of the Mectizan program initiated by Merck.
 Unfortunately, such programmes are the exception rather than the rule.

3. The pharmaceutical industry argues: Oxfam fails to recognise that (a) “patents are vital” and (b) “developing countries need to pay their share for innovation.”

Oxfam responds:  ‘Investing for Life’ clearly recognises the importance of IP as a basic building block of the pharmaceutical industry’s business model. Oxfam does not suggest abandoning the IP regime. 

Oxfam does however believe that an IP system must be sufficiently flexible and sophisticated to enhance real innovation while balancing public health needs. The TRIPS Agreement was the single-greatest expansion of IP rights in history.  Developing countries were concerned at its inception, of its consequences upon public health.  Thus, basic safeguards were introduced into the agreement to ensure that there was the necessary flexibility in the IP system to create a sound balance between public health and patent rules, and to avoid a “one-size-fits-all” approach to IP protection.
Oxfam’s concern is that the pharmaceutical industry often has not respected the responsibilities of developing countries to enforce safeguards when needed to ensure access to medicines.  Instead – as documented in the paper - it has placed pressure upon developing country governments seeking to introduce into or apply these basic safeguards in national IP laws to address public health problems.  This flouts the original intent of the TRIPS Agreement, and the Doha Declaration on TRIPS and Public Health, where all WTO Member States unanimously agreed the TRIPS Agreement does not and should not prevent countries from taking measures to protect public health.  

The European Union’s Competition Commission has instituted a new investigation to examine practices applied by the industry to prolong a term of patent protection and deny the entry of generic medicines onto the European market.
 This scrutiny may produce similar revelations that developing countries and civil society groups have contested for nearly a decade, and provide some understanding of why civil society groups have to focus on the practices of the drug industry with respect to intellectual property.

There has been increased questioning of the IP system with respect to innovation in developing countries. A recent report by the World Health Organization’s Commission on Innovation, Intellectual Property and Public Health concluded that “where the market has very limited purchasing power, as is the case for diseases affecting millions of poor people in developing countries, patents are not a relevant factor or effective in stimulating R+D and bringing new products to market.”
  There are serious concerns that the patent system is unable to stimulate innovation for those medicines predominantly needed in poor countries, and that industry abuses of the patent system is denying access to existing medicines and obstructing new forms of innovation badly needed to address the next wave of public health challenges.

Finally, albeit from a different angle, the challenge is also coming from investors. F&C Investments concluded in its latest report “It may be the case that innovation is a better protection than patents – a business model for which Novo Nordisk has been praised”.
 

4) The pharmaceutical industry argues: “Oxfam sets unrealistic measures of success.”

Oxfam responds: The briefing paper’s measures of success simply call for companies' responses to be commensurate with their capabilities and the problem at hand. In measuring progress to date, Oxfam finds that – even accounting for market constraints - pharmaceutical companies have not gone as far as they can.  In most cases, the industry has not introduced innovative and flexible models of IP policy or pricing. 

Oxfam’s measures of success are not out on a limb. In August 2006, the Interfaith Center on Corporate Responsibility (ICCR), an association of 275 faith-based institutional investors, issued a report, "Benchmarking AIDS: Evaluating pharmaceutical company responses to the public health crisis in emerging markets”, that applied measures similar to Oxfam’s.
  The UN Special Rapporteur for the Human Right to Health has recently released a draft for consultation on the UN human rights guidelines for pharmaceutical companies, the content of which is also in line with Oxfam’s benchmarks.
 Finally, the Access to Medicine Index, which promotes a series of indicators for investors to benchmark companies’ policies and practices in relation to access to medicines, refers to the same issues.
 All three initiatives set specific indicators and are the result of a multi-stakeholder consultation process. Natural differences aside, they all contribute towards the development of a clear framework of societal expectations for the industry in relation to their responsibilities to enhance access to medicines.  

5) The pharmaceutical industry argues: “If the pharmaceutical industry prices branded medicines according to generic prices, there is no incentive to invest in R&D.”

Oxfam responds: Oxfam’s primary thesis in this paper is that markets in developing countries have profoundly different contextual realities – the vast majority of these countries are poor; there are huge income disparities; and disease burdens are great. Fundamentally, pharmaceutical companies need to respond to these realities in their core business operations and decision-making.  Otherwise, they fail to serve these markets adequately or successfully, a growing demand amongst shareholders. 
   

High prices for medicines in developing countries do not create incentives to re-invest in R&D that targets the essential health needs of the poor.  The failure of the industry to develop new medicines that address diseases predominantly affecting poor people for the last three decades attests to that failure of the patent system.  Improving access through lower prices provides the industry with acceptable returns.  It also broadens the industry’s target market, even though it means developing new medicines whose returns are far less than revenues generated through ‘blockbuster’ sales.   

The industry claims that high prices are necessary to recoup R&D, but often, high prices preclude the industry from cultivating a sustainable market in developing countries, thus creating no additional incentives to target new research and development towards the essential health needs of those countries.  For example, in a study of the Jordanian health care system, Oxfam noted that there were either no or few sales of new, branded medicines offered at high prices.  

By contrast, companies that have offered medicines at lower prices (with a higher volume of sales) have captured an important foothold in developing country markets.  Unlike its competitors, Glaxo Smith Kline has employed a high volume-low price model in India for years, and now enjoys respectable returns and a share of the local market.  Furthermore, other companies provide patented anti-retroviral medicines at prices that approach the generic price in developing countries through non-assert agreements or voluntary licensing agreements.    These efforts have demonstrated that it is possible to balance the industry’s focus upon a high rate of return with the immediate need of millions of people that need anti-retroviral medicines to survive.  Until the industry makes this calculation for other medicines needed to address infectious and non-communicable diseases, they will not develop a sustainable business model in developing countries, and will continue to deny millions of sick people the medicines they need. 

Finally, it is important to clarify that Oxfam has not asked the drug industry to price medicines at the generic price for all people in developing countries.  Oxfam has asked the pharmaceutical industry to price branded medicines at generic prices for those who are too poor to pay in developing countries.  This usually includes more than half of the population in middle-income countries and nearly all of the population in the poorest ones.  In those situations in which the industry cannot or does not reduce medicine prices to a reasonable level, companies should not support the use of basic public health safeguards by developing countries governments.  

Affordable prices create incentives for public sector investment into new medicines and encourage donors to expand treatment to the poor where the cost of services and medicines is economically feasible. Providing medicines at the generic price requires the industry to discover new ways to apply tiered pricing to their medicines within and between developing countries.  While the industry has claimed that this would be difficult, many companies have yet to make any effort for most medicines in their portfolio.  Furthermore, when developing countries, such as Thailand, use their rights under the IP system to reduce medicine prices and to segment prices between the public and private sector, the industry has responded through threats, intimidation and political pressure. 

6) The pharmaceutical industry argues: “Oxfam's expectations will discourage investors from investing in the pharmaceutical industry.”

Oxfam responds: Investors are already discounting the pharmaceutical industry because of its outmoded business model, which has failed to sustain its current revenues.  Share prices for most major members of the pharmaceutical industry have stagnated over the last decade
.  In the next few years, numerous blockbuster medicines that have sustained the industry’s existing business model will go off-patent.  Due to these challenges, the industry is increasingly shifting its focus to developing country markets, but it is failing to adapt its business model to the realities of these markets.  Investors independently are making demands for similar changes. According to one group of investors,  “(investors) are concerned about the issue of access to medicines in the developing world as a reputation risk and as a potential risk to license to trade and to the opportunities emerging markets present in future. The way in which these problems are solved is important to investors. Serving these markets in a differentiated way, being well established and having strong governmental relations are likely to be critical to future success.”
  

The changes Oxfam believes the industry must introduce in developing countries will not only improve access to medicines, but will also ensure the success of the industry.  

7) The pharmaceutical industry argues: “Governments are the main problem due to inadequate health care systems and imposition of taxes and tariffs”.

Oxfam knows that health care services must be seriously improved in poor countries. Oxfam’s campaign – “Health and Education For All” – asks all concerned stakeholders, including developing country governments, to invest adequate resources to improve health care systems and deliver affordable health care to all people.  Oxfam is also campaigning for health workers and Oxfam participates in several global initiatives and partnerships such as the Global Fund and UNITAID. 

Yet within the overall aim for access to healthcare and the achievement of well-functioning healthcare systems, access to medicines is a critical element. Medicines are an ever-increasing component of costs within public health systems – and often are the single largest component of out-of-pocket health care costs for poor people.  In India, out-of-pocket payments represent 77 percent of total health expenditure, 75 percent of which goes to buy medicines.  

Sometimes taxes and tariffs can lead to higher prices for medicines.  Oxfam agrees with the recommendation of the WHO, namely that “government should remove any tariffs and taxes on health care products, where appropriate, in the context of policies to enhance access to medicines.”
  However, as noted above, factors other than tariffs – such as manufacturers’ prices and mark-ups, can and do form a significant percentage of the final price.  Greater transparency on the part of manufacturers would allow civil society and governments to improve monitoring of price components that could result in reducing the end-price paid by patients. 

Oxfam acknowledges that ensuring access to medicines is a complex subject.  This paper addresses how the industry’s existing business model either promotes or denies access to medicines because the pharmaceutical industry is a key player in ensuring universal access to medicines.  Today, even developing countries with the best distribution systems in the world can’t afford to buy the relevant medicines or often find that no medicine to address a specific illness is available. 

8. The pharmaceutical industry argues: Poor countries cannot afford any price for medicines, however inexpensive medicines are. 

Oxfam responds: Oxfam is aware that many people are too poor to pay for medicines at any price in many countries, which is why Oxfam campaigns for governments to increase public health services to provide comprehensive treatment for patients. Oxfam also acknowledges that the generic industry, especially local industry, has responsibilities and an important role to play to ensure access to medicines. The reality is though, that even when governments expand public health services and make financial commitments to provide medicines free of charge, pharmaceutical companies continue to charge prices that governments cannot afford.  Thailand waited for two years for the pharmaceutical industry to provide medicines at prices that reflected the government’s ability to pay – and yet numerous companies persisted in charging excessively high prices.  Only Thailand’s decision to issue compulsory licenses has enabled affordable prices for these medicines.
 

In other cases, poor people depend on aid agencies for treatment. These agencies can only provide treatment to entire populations if medicines are available at prices at or near those that result from healthy generic competition.  For example, up to 70 per cent of the anti-retrovirals used by PEPFAR (The United States President’s Emergency Plan for AIDS Relief) are generics from India’s highly competitive generics industry.


Finally, in many cases people do pay out-of-pocket for medicines.  These are people that are identified as ‘middle-income’. Yet Oxfam’s research shows that high prices for medicines require great sacrifices by these individuals and their families.  Long term care, especially to address non-communicable diseases, can drive individuals and their family below the poverty line, or force difficult choices between medicines and other basic necessities.
9) The pharmaceutical industry argues: “we are disappointed because the final report does not reflect the depth of our conversations or Oxfam’s intent for genuine consultation” and “information Oxfam provided on companies is inaccurate”. 
Oxfam responds:  Oxfam sent each of the companies the draft wording that was relevant to that company. Oxfam then revised the paper, making amendments to any information that was pointed out as inaccurate. Oxfam did not amend points of differences of opinion but did ensure that the paper reflected where there were differences - for example, the paper acknowledged the industry’s different definition of what constitutes a TRIPS-plus rule. 

Oxfam acknowledges that the report does not include information about numerous pharmaceutical industry partnerships and programs to train, build capacity and strengthen health systems, many of which make sound contributions.  However, these initiatives do not go to the core of the problem of systematically and sustainably meeting the need for affordable and relevant medicines for poor people in developing countries. To do this, companies must directly address their policies and practices on pricing, on IP and on R&D.  

Conclusion
Oxfam’s engagement with the pharmaceutical industry - and its briefing paper, “Investing for Life” - is intended to encourage the pharmaceutical industry to define and implement a business model that works in developing countries.  If emerging markets are the future of the pharmaceutical industry, then the business model must be adapted to the challenges and realities of developing countries. 

In developing countries, Oxfam believes that the major access to medicines challenges should be seen as an essential component of the industry’s future approach and business model, instead of a charitable project. Unless companies adapt their business model, and particularly pricing, IP and research and development, to these developing countries, they will be unable to sustain their license to operate.  Donations and community programs will not be enough.  
Sincerely

Jeremy Hobbs

Executive Director

Oxfam International
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