Pfizer response to Oxfam’s report “Investing for Life”

15 February 2008

Business & Human Rights Resource Centre invited Pfizer 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

Pfizer sent this statement:

Pfizer Comments on the OXFAM Paper “Investing for Life”
Pfizer certainly shares the urgency of the concerns regarding improving health in developing countries, including the challenges of bringing medicines and vaccines to patients.  Indeed the significant amount of discussion which we had with Oxfam leading up to the drafting and publication of this Paper underscored our shared goals in these critical challenges.  On review of Oxfam’s Paper however it would seem that much of our input has been unfairly characterized. 

Although we understand the role and approach of Oxfam, we believe that the continuing lack of constructive engagement of the Research and Development (R&D) sector for a coordinated and cooperative approach to meeting health challenges is counterproductive and misses productive opportunities.  We also feel that some of the assertions and misinformation in the Paper do a grave disservice both to patients and our efforts to contribute to global health.   

While there is much in the paper which causes us concern, the main pillars of criticism in the Paper relate to four diverse elements:  (i) pricing, (ii) lack of R&D for “neglected diseases”, (iii) intellectual property, and (iv) the value of donation based programs.  We take each of these items in turn below.
Pricing
We understand that for many patients in the poorest countries, medicines and vaccines, as well as other health services are frequently scare, poorly delivered, and often unaffordable.   This untenable situation is largely a result of poverty, and it has little to nothing to do with the price of a service or product.   Society has recognized this inequity.  As a result, positive steps have been taken to address it by the establishment of mechanisms such as The Global Fund, PEPFAR, UNITAID and other very laudable initiatives.  These new, additional donor flows now exist in order to respond to the wealth deficits that are responsible for economic disparities in health.  
To further illustrate the point that the pricing of medicines is an inappropriate proxy as a dominant barrier to access, one has only to examine the experience of national governments with the World Health Organization’s (WHO) Essential Drug List (EDL).  As Oxfam is well aware, the WHO maintains an EDL which includes the key medicines and vaccines essential to treat patients suffering from maladies that make up a substantial burden of global disease.  The overwhelming number of these treatments is available in generic form, and many of them cost pennies a day.  Yet, as the Oxfam Paper notes, “almost 2 billion people lack access to [these] essential medicines. . . .”  Notwithstanding the availability, efficacy and inexpensive nature of these interventions many patients each year do not receive access to them.  No institution, public or private, can lay claim to resolving this paradox, and the burden of solving it is a multi-stakeholder responsibility.  We see no acknowledgement of this in your report, and nor does there exist any commentary on the issue or recommendations as to how to foster such engagement to change this state of affairs.   
Research and Development
We agree that the health needs of patients in the poorest countries demand continuing attention.  However, as mentioned above, for a large sum of the disease burden existing therapies are available and often affordable, and the comprehensive nature of the EDL is testament to this.   For those diseases which have proven stubborn to science or for which there are limited or ineffective interventions, more work must be done to build on existing advancements.   The International Federation of Pharmaceutical Manufacturer’s Association (IFPMA) publication on this topic, which Oxfam has been provided, describes the high volume of work now being done by the R&D sector into neglected diseases.  However, the Oxfam paper makes scant reference to this research or its substantive impact on public health.  
In addition, it would appear that the metric used in the Oxfam Paper for the number of new chemical entities for “neglected” diseases tends to both misunderstand and misinform.   Reference to the IFPMA booklet on this topic is a better measure of work in these important disease areas as it lays out much of the considerable effort undertaken by the R&D industry with respect to neglected diseases.  For an obvious example, since the AIDS virus was first identified, 30 new medicines have been discovered, developed and approved to treat HIV/AIDS, with a further 46 anti-retrovirals and some 20 potential vaccines also now in development.  HIV/AIDS is clearly a high burden disease in many countries and regions of the world.  None of these significant achievements have been adequately captured in the Oxfam review. 

While not intended to be exhaustive, we would submit for consideration some, not all, of Pfizer’s specific activities in the area of neglected diseases:

· Trachoma.  The International Trachoma Initiative (ITI), which Pfizer helped to launch and continues to support, remains focused on a key neglected disease.  In addition to our donation of medicines and money, it was necessary to undertake development of the compound itself before it could be approved for the treatment of trachoma.  The ITI is making substantive headway towards disease eradication in some 15 countries with others targeted for the future.

Malaria.  Two slides are attached to (i) describe the development of a new combination treatment for malaria, which, if successful, would be particularly beneficial for pregnant women and (ii) catalog recently undertaken health initiatives to improve malarial treatment outcomes in Ghana, Kenya, and Senegal.  Clinical trials for the malarial combination treatment are underway in six developing countries, and preliminary results are favorable.  Public health interventions are being executed with partners and have robust evaluative components.
· HIV/AIDS.   We have recently received regulatory approval for a new first in class CCR5 antagonist for HIV/AIDS.  This is the culmination of some 13 years of research and development, and it provides hope for some patients who have become resistant to first line therapies.  In addition, the Infectious Disease Institute (IDI) in Uganda, which, Pfizer, in partnership with others, built and supports, continues to diagnose and treat patients with HIV and other infectious diseases – currently some 10,000 patients.  The IDI has created an infectious disease training and capacity building module for health care professionals from 26 countries in Africa, and it has been responsible for the proper training and education of over 1500 healthcare professionals.
·  HIV/AIDS / Microbicides.  We have recently finalized a royalty – free license with the International Partnership for Microbicides (IPM) for our CCR5 antagonist Selzentry ( Maraviroc).  This approved compound will significantly enhance the pipeline of IPM.
· WHO–TDR Research Collaboration (TDR).  This collaboration seeks to evaluate novel compound classes that are potential lead structures for the identification of new treatments for diseases such as leishmaniasis, trypanosomaiasis, Chagas disease and schistosomiasis.  Pfizer has made thousands of pre-screened compounds available to TDR as an initial part of this cooperation. Training of several scientists from Africa is a further element of the Partnership. 
Intellectual Property (IP)
We find various aspects in the Oxfam Paper on this topic troubling and selective in nature.  It may have been helpful, for example, to note that the vast majority of the EDL and all non-EDL regulatory agency approved medications are the direct result of the supporting elements of the IP system. 

On some of the specifics, we would note that the characterization of TRIPS and Pfizer’s approach is misleading.   While we concede that no incentive based system is without its flaws and inefficiencies, the subject warrants more analysis than the dichotomy Oxfam posits.  The multilateral treaty commonly referred to as TRIPS is designed to delineate a set of minimum common standards related to intellectual property agreed to by all country signatories.  If, in some cases, countries determine that IP standards should be made more efficacious, that is the exclusive sovereign decision of that nation.  

Further, the continued characterization of intellectual property protection in general, and TRIPS in particular, as an impediment to access and development misses the mark by a very wide margin.   The Paper provides little data or evidence to support this assertion. Indeed, the reality of the state of health in many poor countries would suggest that there are other, far more profound barriers in place that impede progress on public health challenges.   
In addition, there would be virtually no generic medicines at all unless these compounds had been developed previously by the R&D sector, due mainly to IP as an enabling mechanism for biomedical innovation.  The Oxfam paper does not engage in any substantive discussion of the obstacles that continue to prevent poor patients from accessing EDL and other medicines.  Rather, it rests its dubious conclusion on the proposition that IP is a considerable barrier to access, and it provides no evidence that this premise has any basis in fact.  We accept that Oxfam may neither like nor agree with some of the legitimate enforcement mechanisms necessary to ensure that the IP system actually works.  However, we would respectfully submit that Oxfam should acknowledge at least some benefits that patients past, present and future derive from this paradigm.  In its refusal to do so, or to present a single evidentiary point for its distorted conclusions about the barriers to access presented by IP, the Oxfam Paper is unbalanced, unsubstantiated, and conclusory, representing a tract that exalts political rhetoric over scientific rigor and analysis. 
Donation Programs
Oxfam’s comments on the value and success of donation programs are regrettable.  With one qualified exception, the Paper is critical, negative and discouraging of donation approaches in almost all circumstances.  There are also implied assertions that donation programs do not comply with the WHO Guidelines (without any substantiating data) on medicines donations.  (Missing from Oxfam’s Paper is any reference to the opposite conclusions contained in a study published in 2002 by the World Bank with partners WHO, Partnership for Quality Medical Donations, and the European Agency for Health Development.)  A medicine donation program is but one model of trying to lessen the burden of disease, and it has been highly effective as a resource in multiple places for millions of patients. 
Further, the assertion that the purpose of donation programs is to undermine generic competition is astonishingly off the mark.   From Pfizer’s perspective these allegations are unfounded and untrue, and they do a grave disservice to patients, our partners to whom we have donated medicines, staff, and financial resources, and to our own work in these areas.  
We, like other companies, are proud to be working effectively with partners such as, Save the Children, UNICEF, Helen Keller International, the Carter Center, International Rescue Committee, ITI, Project Hope, and the Red Cross.   These cooperative partnership activities represent part of our effort to help governments achieve important milestones toward realizing the Millennium Development Goals.  
In addition to donating medicines, and some of the programs we have already outlined, Pfizer has undertaken a number of other initiatives as additional proof points for our engagement in global health activities: 
· Global Health Fellows.  This unique and heralded program launched by Pfizer in 2003 involves the donation of significant amounts of Pfizer staff time to NGOs and developing country governments to address a wide variety of technical needs.  The initiative has dispatched 155 Pfizer colleagues, including financial administrators, physicians, nurses, lab technicians, human resources specialists and others to 31 different countries. These volunteers are no less effective because their labor is donated, and the magnitude and scope of their contributions to the organizations with which they become affiliated has been well documented by independent observers.  We are heartened by the program’s success so far which has been recognized by the international community and which has led to other companies adopting similar initiatives.
· Disaster Relief.  In these situations, we have provided significant funds, critical medications and staff with key areas of expertise across a wide range of needs during emergency and disaster situations in many countries.  For the tsunami disaster alone, we donated over $55 million of medicines and dispatched three teams of experts (over thirty professional colleagues) in a variety of disciplines to assist United Nations agencies in responding to the tragedy.   
These examples all have practical, validated metrics and demonstrate how an organization such as Pfizer can leverage its resources to work with NGOs, governments, multilateral organizations, healthcare providers and others in order to add value where it can.
We do not suggest, and have never suggested, that donation programs are the only approach to global health needs; there are many roads to public health improvement.  But it cannot be averred that, in certain circumstances, donation programs have and continue to be effective in meeting public health objectives, and they are welcomed by many governments, healthcare professionals and patients.   The Oxfam Paper instead chooses to largely ignore the real and lasting impact of these and similar initiatives in a way that not only risks discouraging them but treats them as irrelevant and trivial. 

Conclusion

The OXFAM assessment with respect to Pfizer’s and the R&D sector’s work and activities is that we (i) either give “corporate lip service” to meeting global health challenges and/or (ii) remain at a stage where we deny any linkage between business practices and the state of global public health.  We believe that this assessment is unduly harsh, fails to acknowledge the progress that has been and continues to be made, is belied by the sheer number of medicines and vaccines available today for disease intervention across a wide range of needs.  While the Pfizer and the R&D sector have not been able to solve all the world’s health problems, we continue to contribute more than a modest share of the existing solutions to these critical challenges.  The role of any individual actor in the public health space is often limited to its areas of core competence.  When these core competences are creatively and thoughtfully leveraged through partnerships, major and sustained improvements in health challenges can be achieved.  
We share Oxfam’s view that more must and should be done in the cause to improve public health.  Global public health challenges are susceptible to many different models, approaches and partners.  We are committed to continual examination and improvement in the way in which we approach these needs. 
Enclosures:
· IFPMA Report

· Malaria Summary
