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About UAEM 

Universities Allied for Essential Medicines, Corp. (UAEM) is a 501(c)(3) incorporated in the state of Connecticut.  In California, Massachusetts and Washington, DC, we are registered as a foreign corporation.  UAEM is a coalition of students at 70 top research institutions across the Brazil, Canada, Germany, Norway, the United Kingdom and the United States.  UAEM’s mission is to promote access to medicines for people in developing countries by changing norms and practices around university patenting and licensing, ensuring that university medical research meets the needs of the majority of the world’s population, and by empowering students to respond to the access and innovation crisis. 

Yale and Stavudine 

UAEM took its roots from a 2001 campaign, a campaign between graduate students from Yale and Yale University which ended in a public showdown surrounding the ethical validity of a specific patent. 

Researchers at Yale University created one of the first AIDS drugs, a nucleotide analog reverse transcriptase inhibitor known as stavudine (aka d4T, or Zerit). Within a few years of its release, stavudine had revolutionized AIDS treatment, and helped change HIV/AIDS from a rapid death sentence to a manageable – if difficult – condition. Exclusively licensed to and clinically developed by Bristol-Myers Squibb (BMS), it was a critical component of triple therapy against HIV and had become the most frequently prescribed anti-retroviral in the world by 1998. However, BMS's selling price was prohibitively high for most poor countries, as well as for Doctors Without Borders/Médecins Sans Frontières (MSF), who wanted to open sub-Saharan Africa's first HIV treatment clinic, in South Africa. As the drug’s discoverer wrote in the editorial pages of the New York Times – it soon became clear that stavudine “was not reaching millions of desperately suffering people because they lacked the money to purchase it.” This editorial played a key role in pushing this campaign forward. (Appendix I)

Working with students on Yale’s campus, Médecins Sans Frontières (MSF) urged Yale, as the patent-holder, to help increase access to the urgently needed drug. In 2001, public pressure from students, researchers, and MSF led Yale and BMS to allow South Africa’s leading generic manufacturer, Aspen Pharmacare, to produce generic stavudine for certain markets. The price dropped 30-fold from $1600 per patient per year to just $55 – a 96% reduction. This was the campaign that gave birth to Universities Allied for Essential Medicines. This story was covered by Salon.com, in a story entitled "Amy & Goliath." (Appendix II) 

Early Organizing 

In response to the Stavudine price reductions, in 2002, Yale UAEM students and academics organized a symposium on equitable licensing that included representatives from universities and civil society to start a discussion on best licensing practices for universities.  The hope was to ensure that universities would systematically work to ensure access to their discoveries.  This symposium laid the groundwork for the Equitable Access License (EAL), the first attempt to create licensing terms for use by university and government patent holders that ensured access to medicines discovered at an institution while minimizing abuse of the system.  Through easy-to-use mechanisms such as open licensing, grant-back, and reach-through provisions, access would be effectively increased should a patent be included in a registered medicine. Under the approach set forth in the Equitable Access Licensing framework, all patent and data rights necessary for the production of the end product are made available in low- to middle-income countries in exchange for 1) a reasonable royalty, and 2) Assurance that a university’s access provision reaches any end product that relies even in part on the university’s patented innovation through contractual agreement. This document served as a source of negotiation and an ideal to aspire to, but was never adopted wholesale at any university.
Making an NGO 

UAEM initially spread from Yale to other universities based on what research institutions had intellectual property stakes in other antiretrovirals—e.g., the University of Minnesota and Emory University.  In 2004,a conference organized at Columbia University (primarily by students at Yale, led by Sanjay Basu and others) represented an attempt to scale UAEM up into a national student movement.  A subsequent “working meeting” hosted by UCSF in San Francisco in March 2005 brought together this network and culminated in two projects: the inception of the first “Coordinating Committee” of UAEM and a group to write the first draft of the unified UAEM Policy Document, which would later transform into the Philadelphia Consensus Statement.  Stephanie Wei Wang, Hillary Freudenthal, and Dave Chokshi led the first Coordinating Committee and worked with the Yale chapter to incorporate UAEM as a nonprofit organization in 2005.  The first full crop of Coordinating Committee members was announced in November 2005, and included representatives from the University of Michigan, St. Louis University, Harvard University, the University of Pennsylvania, Georgetown University, McGill University, the University of Washington, UC-Berkeley, William & Mary, and Columbia University.    
Recent History and Successes 

2005 

Berkeley's Socially responsible licensing policy: 

In 2003, the University of California at Berkeley began its Socially Responsible IP Management Program, which aims to “promote widespread availability of technology and healthcare, including in the developing world.” The UAEM chapter at Berkeley has been cited by the university as instrumental in moving these policies forward. 

Berkeley argues that the “opportunity cost of giving away University-generated therapies, diagnostics, and other research technologies for free… is low compared to the societal benefit… Giving away rights for a charitable purpose in developing countries … usually does not affect commercial markets in developed countries.” When possible, Berkeley defines a “Charitable Objective” as being the availability of the product in developing countries at low cost, and requires licensees to meet this objective, either themselves or by issuing sublicenses to additional parties who can (e.g. generic manufacturers). 

Specific projects include: 

· Licensing a hand-held immuno-diagnostic for Dengue fever to a non-profit company with royalty-free sales in certain countries.  

· Issuing a license for agricultural solutions to plant disease resistance, with conditions that no-cost sublicenses are available in “least developed” countries.  

· Agreeing with a for-profit company sponsoring TB vaccine research at Berkeley that distribution will be royalty-free in certain countries if a vaccine is successful. 

· Making advance commitments to grant royalty free licenses for humanitarian use for products of research funding by certain federal and foundation sources.  

· Issuing a royalty-free license on a process invented by Jay Keasling in which engineered yeast churn out the malaria drug artemisinin (see Nature 440, 852–853; 2006 doi:10.1038/440852b)

Berkeley’s efforts have attracted donations from the Gates Foundation for malaria research and for development of more nutritious sorghum for Africa, as well as a $1.8 million gift from Gilead Sciences. 

2006 

First Foundation Funding 

UAEM receives first funding from Ford Foundation and Oxfam and begins discussion of funding from Moriah Fund.
501(c)3 Status
UAEM receives 501(c)3 status in September. 

Philadelphia Consensus Statement 
Universities Allied for Essential Medicines (UAEM) adopted the Philadelphia Consensus Statement at their annual conference held in Philadelphia at the beginning of October, 2006. 
Interim Executive Directors

In December 2006, UAEM selected its first Interim Executive Directors, Michael Steffen and Robynn Sturm, who took a leave of absence from law school to serve as the first salaried leadership of the organization.  They began their term in February 2007. The first Strategic Plan for the organization was developed in 2007, and this Original UAEM Strategic Plan 2008-2013 (Appendix III) as well as the Revised UAEM Strategic Plan 2008-2013 (Appendix IV) can be found in appendices.

S4040 Leahy Bill

In 2006, the Public Research for the Public Interest Act (S.4040) was proposed by Senator Leahy. This bill would require humanitarian licensing of essential medicines as a condition for receipt of federal research funding. The mandated humanitarian licensing terms would allow generic manufacturers to supply drugs developed at federally-funded institutions in eligible countries at affordable prices. Because these licensing terms encourage the introduction of reduced-price drugs only in markets too poor to otherwise afford them, its terms did not threaten intellectual property, corporate investments, or profits in wealthy nations. Moreover, under the proposal, both pharmaceutical companies and universities would receive royalties from the sale of generics in developing markets. 
2007 

National Day of Action
On April 18th, 2007, UAEM organized its first National Day of Action to further promote the principles outlined in the Philadelphia Consensus Statement, and to call universities to action. The press release in honor of the event stated "On April 18, 2007, join students, faculty, and researchers at top research institutions across the country for the Universities Allied for Essential Medicines National Day of Action: Demand that life-saving drugs developed in your campus laboratories be made available in poor countries." UAEM’s Philadelphia Consensus Statement is currently endorsed by 10 Nobel Laureates, major NGOs such as Doctors Without Borders, Partners in Health and thousands of professors, students and other individuals listed on the website. (See Appendix V for document) 
University of Washington creates Access Policy 

University of Washington adopts an access policy in response to UAEM advocacy. February 2007. 

Nine Points Document 

In 2007, eleven prominent universities as well as the Association of American Medical Colleges (AAMC), and the Association of University Technology Managers (AUTM) jointly published "In the Public Interest: Nine Points to Consider in University Technology Transfer." The document recommends, in general terms, best practices in nine different areas, to ensure that university technology transfer serves as a tool to benefit the general public. 

It affirms universities' responsibility to ensure that the fruits of their research benefit as many as possible, including the world’s poor. The final point makes recommendations in this area: 

"Consider including provisions that address unmet needs, such as those of neglected patient populations or geographic areas, giving particular attention to improved therapeutics, diagnostics and agricultural technologies for the developing world." 

Many other universities, and other institutions, have endorsed this statement since its initial launch. (See Appendix VI) 

UBC's Principles for Global Access 

In July 2007, UBC became the first university in Canada to develop a global access strategy to maximize the societal impact of its technologies, driven by the local UAEM chapter there. In its Global Access Principles, UBC asserts that it will “promote global access by entering into public/private partnerships to develop new technologies to benefit the developing world; endeavour to ensure that under privileged populations have at-cost access to UBC research innovations through negotiated global access terms whenever appropriate.” Societal impact – including improving human and veterinary health, supporting biodiversity, and protecting the environment – has become a key metric at UBC for measuring the success of its technology transfer activities. 

UBC implemented the global access principles with a licensing deal with iCo Therapeutics Inc. to develop a new oral formulation of amphotericin B for the treatment of leishmaniasis and disseminated fungal infections. The commercialization agreement ensures that the technology will be accessible and affordable in the developing world. 

Another success surrounds UBC research on how the immune system fights infections, particularly with multi-drug-resistant bacteria, funded by a Grand Challenge in Global Health grant from the NIH and Gates Foundation. Pre-defined global access strategies will apply to any fruits of this research. 

Points to Consider

Major universities adopt “Points to Consider” laying out global access licensing considerations though not binding as policy. March. 

Metrics is Funded 

Moriah Fund grant for metrics project. May 2007. 

Statins added to Essential Medicines List 

UAEM students successfully petition WHO to add statin simvastatin (Zocor) to official Essential Medicine List. 

2008 

Emory's TT for Global Access: Guiding Principles- Gilead relationship 

The work of the UAEM chapter at Emory resulted in the creation of Emory’s Working Group on Global Access to Medicines, endorsed by the university’s president. The result was a policy document entitled “Technology Transfer for Global Access: Guiding Principles.” April 2008.

This document makes four statements: 

1. "Emory reaffirms its commitment to seek out global licensing partners for new and neglected technologies that may be of significant interest to the developing world. 

2. "Emory will engage in open and honest discussions with its industry partners to develop creative and effective licensing strategies that promote global access. 

3. "Emory supports making new products available in the developing world and therefore will negotiate with licensing partners in a manner that encourages them to make those products available to people who need but cannot afford them. 

4. "Emory will continue to follow effective global access principles when licensing Emory inventions." 

Specific licensing successes will hopefully follow from this April 2008 statement of principles. 

Manchester Manifesto 

UAEM signs on to Manchester Manifesto launched by Nobel Prize winners Sir John Sulston and Joseph Stiglitz. July 2008.

2009 

Launch of UAEM Germany. 

April 2009. 

Edinburgh's Global Access Principles 

In April 2009, the University of Edinburgh announced that it would pursue global access provisions in its licenses. Further details have yet to be revealed.

PPI added to Essential Medicines 

UAEM students successfully petition WHO to add omeprazole, a proton pump inhibitor, to official Essential Medicine List, May 2009. 

Statement of Principles and Strategies for the Equitable Dissemination of Medical Technologies 

Through the particularly strong push by UAEM chapters in the previous twelve months, six major US universities—including Boston University, Yale University, University of Pennsylvania, and Harvard University, all universities with active UAEM campaigns—signed a Statement of Principles and Strategies (SPS) for the Equitable Dissemination of Medical Technologies,
 the most definitive and detailed statement yet on global access licensing. The statement obligates signatories to use transparent metrics to measure implementation success and to revisit the policy every two years.  To date, 20 institutions, including the following educational institutions, have signed on to the Statement: Brown University, Harvard University, University of Pennsylvania, Yale University, Oregon Health & Science University, University of Illinois Chicago, University of Illinois Urbana-Champaign, University of Vermont and State Agricultural College, Duke University and Duke Medicine, University of British Columbia, Bilkent University, El Colegio de México, and Brigham and Women’s Hospital.  (November) 

(See Appendix VII for document.) 

2010 

University of North Carolina, Standard Access Clause 
UNC announces that it will insert a standard access clause into every license negotiated, and stronger Global Access licensing terms for non-start-ups with which they do business.


European Campus Support 
Global access policies passed through the Student Union Annual General Meeting at University of Southampton, University of Bristol, and University College London. (i.e. UAEM has support from the entire student body and the student union is obliged to campaign along with UAEM).  

UAEM-UK
Coordinating committee put in place, April 2010 

Harvard Progress 

Harvard holds meeting with UAEM to update on implementation of the SPS with very positive results. May 2010. 

Industry supports access 

Biotechnology Industry Organization (biotech counterpart to Pharma) releases access statement acknowledging strategy of licensing to generic manufacturers to improve access.
 May 2010 

Berlin supports GAL 

Faculty of Charite University in Berlin, the largest research hospital in Europe, vote to endorse global access licensing making adoption of policy at the university certain in the near future.
 July 2010 

Metrics 

10 universities have responded to UAEM metrics survey, data being analyzed for refinement of future surveys. July 2010. 

Global Access Licensing Policies Nationwide 

To-date, 27 universities and teaching hospitals, the Association of University Technology Managers, the National Institutes of Health and the Centers for Disease Control and Prevention have adopted global access licensing policies in response to UAEM advocacy. 

Medicines Patent Pool 

NIH, acting on Obama promises secured by UAEM and partners and adoption of SPS, is first to license patent to Medicines Patent Pool for use in all low- and middle-income countries.

International Expansion

Our campus development team is currently focused on supporting nascent chapters in Brazil, India and South Africa, in particular because of their large impact on the generic pharmaceuticals market and their potential for influential changes in intellectual property practices. Of these, our Brazilian relationship is the most developed, and UAEM has 2 chapters currently active there.
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APPENDIX I. Prusoff, William. The Scientist's Story. March 19, 2001.


March 19, 2001 

The Scientist's Story 

By WILLIAM PRUSOFF 

NEW HAVEN — I once helped create a drug that could enable millions of people to lead better and longer lives. At Yale University's pharmacology laboratory, my late colleague Dr. Tai-shun Lin and I developed d4T, an antiretroviral drug that now forms part of a "cocktail" used by people with H.I.V. and AIDS. The patent was held by Yale, which licensed it to Bristol-Myers Squibb for development. At great expense, Bristol-Myers took d4T through the necessary trials, then brought the drug to market under the name Zerit. 

More recently, it became apparent that the drug Dr. Lin and I had developed was not reaching millions of desperately suffering people because they lacked the money to purchase it. However, Yale did hold the patent. The medical aid group Doctors Without Borders learned this and approached the university late last month. At the same time, a group of law students at the university became interested in the issue. The campus newspaper published an article about it on March 2, mentioning my role in developing d4T. A New York Times reporter called, and I said I thought d4T should be either cheap or free in sub-Saharan Africa. I believe Dr. Lin, were he still here, would agree. 

Within days, Bristol-Myers had announced that it would cut the cost of Zerit to 15 cents for a daily dose, or 1.5 percent of the cost to an American patient. This all happened so quickly. More than two-thirds of people with H.I.V. live in sub-Saharan Africa — about 26 million people. The numbers seem too great to understand. But they are not. In a way, they are as easy to understand as 15 cents. I suppose this has now occurred to Bristol-Myers Squibb. 

What is a reasonable charge for d4T in industrialized countries, and to what extent can this charge be reduced in poorer nations? It is estimated that to bring a drug from conception to the marketplace costs from $500 million to $800 million. The investment by a university like Yale is probably less than 1 percent of this amount. The major expense is clinical studies required by the Food and Drug Administration. Millions may be spent on these studies — only to have unacceptable toxicities occur and the compound dropped like a hot potato. 

Those lost millions become part of the cost of successful drugs. The patent enables pharmaceutical firms to recoup such losses as well as the costs of clinical trials for successful drugs. If a patent did not exist, other companies that did not have the expenses of preclinical and clinical studies could obviously afford to sell these drugs at much reduced prices. 

The d4T compound was first synthesized by Dr. J. P. Horwitz of the Detroit Cancer Center in 1966. He was also the first to synthesize AZT. These were designed to be anticancer drugs, but they were not sufficiently potent. When AZT was reported to be a potent inhibitor of H.I.V.-1, Dr. Lin and I decided to look at similar compounds. 

AZT is an analogue of thymidine, which is an essential component of DNA. I had worked on thymidine compounds for 40 years. Dr. Lin and I proceeded to synthesize d4T by modifying the process developed by Dr. Horwitz. We found that d4T was not toxic to human cells in cell cultures. Bristol-Myers became interested in d4T and received from Yale an exclusive license for further study and development. The company sent a sample to the National Institutes of Health for evaluation of its potential inhibition of H.I.V.-1. The institutes were slow in responding, so Dr. Lin and I sent a sample to Raymond F. Schinazi of Emory University School of Medicine and the Veterans Administration Medical Center in Decatur, Ga. I had known him since he was a postdoctoral fellow in my laboratory. He found d4T to be very potent against H.I.V.-1, as the N.I.H. eventually did as well. 

Thus Bristol-Myers decided to do the clinical studies required by the F.D.A. to determine d4T's safety and efficacy in humans. Positive results were achieved after treating more than 13,000 patients, from Europe and the United States, infected with H.I.V.- 1. Of course, d4T is not a cure, but it can help prolong a person's life and make that life better. 

Now Bristol-Myers, encouraged by Yale, has begun the process of making d4T and its companion drug, Videx, available to millions of people for whom, just a week ago, these treatments seemed utterly remote. I imagine many of these suffering people thought they would die before seeing these drugs. 

I am struck by all the steps that led us to today: the work of Dr. Horwitz on anticancer compounds, my own work and that of Dr. Lin, the timely tests performed by Dr. Schinazi, the inquiries made by Doctors Without Borders to Bristol-Myers, which then led to Yale and some Yale law students and the campus paper and then back to Bristol-Myers, whose executive vice president John L. McGoldrick said on March 14 that his company hoped to "energize a groundswell of action" to fight AIDS in Africa. I find it hard to see any pattern in all this, except perhaps that there is a moral urge among people that, however coincidentally, can sometimes bring results. 

William Prusoff is an emeritus professor and senior research scientist in the Department of Pharmacology at Yale University School of Medicine. 

APPENDIX II. Amy and Goliath, Salon.com. May 1, 2001. 
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Amy Kapczynski, the first-year law student who helped pressure Yale and Bristol-Myers Squibb to relinquish their South Africa patent on a crucial AIDS drug. 


Amy and Goliath
A first-year law student brought a giant pharmaceutical to its knees. But will her victory for South Africa's AIDS sufferers deprive the world of new medicines? 

- - - - - - - - - - - -
By Daryl Lindsey 

May 1, 2001 | For Amy Kapczynski, the turning point came in Durban. When she arrived in the South African city for the World AIDS Conference last July, she was greeted by 5,000 demonstrators demanding access to medications that could prolong or save their lives. Blacks and whites walked side by side -- an image of how in a country once separated by apartheid both races have come together to fight a common enemy. They marched behind a banner emblazoned with the words that have come to symbolize the struggle against the deadly disease in South Africa: "Pity" crossed out, with "Medication For All" printed beneath. 

"It was amazing, there was incredible energy," the 26-year-old law student recalls. "South Africa is such an astounding place -- you can still feel the living history of the revolution taking place in their country. The people are incredibly politically literate, active and motivated." The activists' slogan, with its appeal to justice and rejection of pity, fired Kapczynski's imagination. "It's not about feeling bad and doing things out of guilt," she says. "People have a right to medication. They have a right to dignity and to have their own lives and the highest attainable standard of health." 

Kapczynski attended a shadow conference for women that brought together participants from the United States, Europe and South Africa. It was at those meetings, Kapczynski says, that she was viscerally jolted into an awareness of the gulf that separates the reality of AIDS in the industrialized world from that in impoverished countries like South Africa, where the vast majority of people live in abject poverty. As the panel discussed the side effects of taking dozens of anti-retroviral drugs each day, it suddenly dawned on her that many of the women listening to the discussion didn't have access to any drugs whatsoever. HIV-positive participants from Germany and the United States might suffer nausea and fatigue, but most of them were going to live for years or decades. Those from South Africa were going to die, some of them very soon. "The divide was jarring and disturbing," she says. "It was an ethically and emotionally impossible feeling. I just had the feeling that this can't continue. It's unjust." 

The crowning irony of the whole situation, Kapczynski realized, was that the few South African women at the meeting who were actually receiving treatment were on clinical trials that had been set up by pharmaceutical companies -- the very companies that were trying to sue the South African government to keep it from importing or producing cheap generic versions of patented drugs. 

Kapczynski returned from the conference to start her first year at Yale Law School. But along with plunging into textbooks on torts with the rest of her classmates, she took on a bigger project. Working with the Nobel Prize-winning organization Doctors Without Borders, she achieved something that had never been achieved before: She helped launch a campaign that ultimately led Yale and Bristol-Myers Squibb, one of the largest pharmaceutical companies in the world, to pledge not to enforce the patent on d4T -- a crucial drug in HIV treatment, sold commercially under the brand name Zerit -- in South Africa. 

It was a monumental victory: No pharmaceutical company had ever relinquished a patent on an AIDS medicine. Even more crucial, perhaps, was the effect on other pharmaceuticals. The 39 leading companies, worried at the prospect of losing control of their patents -- and terrified at the possibility that providing drugs free or almost free to Third World countries would eventually undercut drug prices in developed nations -- had filed a lawsuit against the South African government, seeking to force the government to overturn an unenforced 1997 law allowing the public health ministry to override drug patents in the event of a national health emergency. Since passing the law, the South African government has never declared such a state of emergency. But even as it pressed the lawsuit, Big Pharm, as the pharmaceutical industry is known, knew that public opinion could turn harshly against it if it was seen as preventing access to lifesaving drugs in the name of corporate greed. 

That, in fact, is exactly what happened. Battered by criticism, on April 19 the pharmaceuticals announced they were dropping their lawsuit against South Africa. Yale and Bristol-Myers Squibb's decision was critical in turning the public relations tide. With a major pharmaceutical having accepted the principle that normal corporate behavior should not be maintained in the face of the devastating scale of the AIDS epidemic -- more than 4.7 million people are HIV positive in South Africa alone -- it had simply become too damaging for the other companies to continue their legal battle. 

The battle over d4t is just one skirmish in what is becoming a monumental showdown over the future of global healthcare. On one side stand activists and critics who say that giant pharmaceutical companies have a moral responsibility to provide their medicines at reasonable prices, not just in the Third World but in developed nations. Their opponents, like conservative journalist Andrew Sullivan, argue that these critics are really anti-capitalists in humanitarian garb, and that the profits the pharmaceutical companies make are needed to finance the costly R&D that brings new drugs into the market. It's a confrontation whose emotional stakes are raised by the AIDS nightmare, which has killed 22 million people in Africa alone. 

Toby Kasper, the head of the Access to Essential Medicines Program for Doctors Without Borders who worked with Kapczynski in her fight, said, "The developments at Yale could not have happened without Amy Kapczynski. She was driving things there and did a great job just getting out there and talking to the right people." Speaking from his office in Cape Town, he hailed the decision as "historic. A company has never given up its patent for a drug like this. Universities make a lot of money on these patents, so they're hesitant to give up their right. But Yale acted out of fear of public relations and the fear of a student uprising. Besides, AIDS is a graveyard for corporate P.R., and it's an area that could cause potential harm to a university's P.R." With her close-cropped brown hair, pierced eyebrow and penchant for wearing Carharrts and T-shirts, Kapczynski looks more like a prototypical activist than a lawyer. But it was her research ability, media savvy and negotiating skills that helped broker the deal. Kapczynski is no newcomer to the field of AIDS-related legal issues -- she worked for an AIDS organization in London after studying at Cambridge as a Marshall scholar and worked as a researcher on a CBS "60 Minutes II" special on the AIDS epidemic in Africa. She had seen the devastation AIDS has wrought in South Africa during a trip there on behalf of a human rights organization at Bard College. 

Doctors Without Borders' Kasper met Kapczynski at the AIDS conference in Durban. His organization had sought permission from patent holders of AIDS drugs for South Africa to import or produce generic versions, using Brazil as a model. In Brazil, less restrictive intellectual property laws allow for the generic production of HIV drugs: More than 100,000 patients there are being treated with a generic cocktail manufactured by Brazilian companies. The Indian generic drug manufacturer Cipla has said it could produce a three-drug cocktail for $1 a day per patient in South Africa. The cocktail, which is made up of a generic version of Zerit and two other anti-retroviral drugs, would cost $350 a year per patient -- a fraction of the $10,000 to $15,000 that patients in the United States or Europe must pay for the treatment. DWB's strategy was to press its case directly with the universities and corporations that hold the key-use patents for the drugs it needed. 

Kasper learned that Kapczynski was in law school and was interested in working with the organization on legal issues that people with HIV or AIDS face -- family law, rights, access to healthcare, intellectual property and other problems. After Kapczynski returned to New Haven, Kasper contacted her and another Yale student he knew from his undergrad days at Harvard, Marco Simons, by e-mail, alerting them that he planned to send a letter to Yale requesting that they grant a d4T license to his organization. He asked them to help mobilize faculty and students. 

Kapczynski's first move was to identify potential university allies. Of these, the most crucial proved to be the compound's inventor, Dr. William Prusoff. Going into the meeting with him, she had no reason to be wildly optimistic. The 80-year-old pharmacologist, who had discovered that d4T was an effective AIDS medicine in the 1980s, had made millions off the patent, and often scientists are unwilling to pressure pharmaceutical companies, which provide them with funding and revenue opportunities. "We didn't expect him to be as friendly and receptive as he was," she recalls. But Prusoff turned out to be not only receptive but downright outspoken in his support of the students. 

Meanwhile, Yale had rebuffed Doctors Without Borders' request. Jon Soderstrom, managing director of the Yale Office of Cooperative Research, which manages patents held by the university, sent a Feb. 28 letter to the group stating, "Yale has granted an exclusive license to Bristol-Myers Squibb, under the terms of which only that entity may respond to a request." The d4T patent has been a cash cow for Yale, which nets about $40 million a year from its licensing agreement -- almost all of that money coming from developed nations like Germany, the United States and France. 

Kapczynski began doing legal research, trying to find out the terms of Yale's licensing agreement with Bristol-Myers Squibb. She met with School of Public Health dean Michael Merson, who formerly headed the AIDS program of the World Health Organization and, Kapczynski believed, would be sympathetic to DWB's request. Through another professor, Kapczynski requested a copy of the contract the university had with Bristol-Myers Squibb, which officials declined to release. At the same time, she put reporters at the Yale Daily News on the trail of the story. The student paper published its first story on the subject on March 2. "The story had a strong mobilizing effect," says Kapczynski. A group of students in the Graduate Student Union -- which had already been campaigning against Yale's relationship with corporate sponsors -- circulated a petition calling on the school to ease its patent. They managed to collect 600 signatures from students, professors and researchers on campus. The students also assailed Yale for its close ties with BMS -- the company donated $250,000 to the school in 1999. 

Looking back, Kapczynski says that she didn't realize in the middle of the struggle just how big the stakes were. "[At first], the project just felt like something on our task list. It absorbed lots and lots of time. We were just trying to figure out how to make things happen, and we were doing it on the fly," she says. "We didn't realize how big of a deal it could potentially be." 

On March 9, armed with Kapczynski's research into the licensing contract and with help from members of the Yale AIDS Action Coalition (of which Kapczynski is a member), Kasper wrote back to the university, arguing that the deal violated Yale's own licensing provisions, which require that such deals "benefit society in general" and that they "protect against the failure of the licensee to carry out effective development and marketing within a specified time period." By ignoring 90 percent of the market for d4T, Kasper argued, the university was not serving the public interest. 

As the negotiations between the university and Bristol-Myers Squibb continued, Prusoff jumped into the fracas, telling a New York Times reporter in an interview on March 11 that he would "strongly support" the campaign by students to relax the patent in order to enable wider distribution in South Africa. "I wish they would either supply the drug for free or allow India or Brazil to produce it cheaply for underdeveloped countries," he told the Times. "But the problem is, the big drug houses are not altruistic organizations. Their only purpose is to make money." 

Prusoff's statements were the last straw. On March 15, Bristol-Myers Squibb announced that it would not enforce its patent license on d4T in South Africa. In a statement, executive vice president John McGoldrick said: "This is not about profits and patents; it's about poverty and a devastating disease. We seek no profits on AIDS drugs in Africa, and we will not let our patents be an obstacle." Though a BMS spokesperson would later tell the Wall Street Journal that the student protests did not compel the decision-making process, the mere timing of events suggests they did. 

Kapczynski says a professor, whom she would not name, told her that the public comments made by Prusoff had embarrassed the university. "They were distraught by the editorial he wrote and how publicly he was willing to talk," she recalls. "They had a lot to fear. Drug companies are very reluctant to discuss patents. They're a big funder of university research, and maintaining good relations is important. The universities don't want to be difficult to work with for the pharmaceutical companies because they want to market their compounds to them." 

Considering these factors, the speed with which the university moved astonished Kapczynski. "I didn't expect it to happen as quickly as it did. It was bewildering, and still sounds a little too good to be true," she says, "Still, they were thinking about a price cut anyway, so it made sense. They're trying to save their public image. And I imagine a student movement was on the radar for them. People have been organizing to encourage universities to divest themselves of pharmaceutical interests in student groups and on e-mail lists. Students are becoming strategic in organizing around issues in which their universities are involved." 

The Yale battle is just one of several in what has become an international campaign to force universities and pharmaceuticals to change their business practices in dealing with the AIDS pandemic. A similar effort is now underway at the University of Minnesota, which holds the patent for Abacavir, sold under the brand name Ziagen and exclusively licensed to pharmaceutical giant Glaxo Wellcome. Carbovir, one of the main compounds found in Abacavir, was first synthesized by Robert Vince, a professor of medicinal chemistry, in the late 1970s. The university sued Glaxo Wellcome for patent infringement in 1998; the case was settled, and Glaxo Wellcome agreed to a one-time settlement of $7.25 million in 1999. The university expects royalties on the patent to exceed $300 million, which it wants to reinvest in AIDS research. 

In March, as the debate over university patents convulsed Yale, University of Minnesota doctoral student Amanda Swarr started a campaign on the Minnesota campus, calling for it to ease its Abacavir patent. Like Kapczynski, the 28-year-old Swarr is a veteran of AIDS activism. She spent a year and a half in South Africa working on her doctoral thesis in women's studies and volunteering as a member of the global Treatment Action Campaign. 

"Students here are feeling like there's a local connection," Swarr says, explaining why she has been successful in mobilizing against the university. The issue, she says, goes beyond AIDS drugs and pharmaceutical companies. "We're dissatisfied with the corporatization of the university. Corporations are giving universities more money than they ever have, and yet undergraduate education is deteriorating and students face tuition hikes on campuses." 

But pharmaceuticals, in particular, have drawn the anger of students -- and other critics. The novelist and journalist John le Carré took shots at Big Pharm in his latest book, "The Constant Gardener," and blasted the relationship between universities and the pharmaceutical industry in a recent essay in the Nation. "Consider what happens to supposedly impartial academic medical research," le Carré wrote, "when giant pharmaceutical companies donate whole biotech buildings and endow professorships at the universities and teaching hospitals where their products are tested and developed. There has been a steady flow of alarming cases in recent years where inconvenient scientific findings have been suppressed or rewritten, and those responsible for them hounded off their campuses with their professional and personal reputations systematically trashed by the machinations of public relations agencies in the pay of the pharmas." 

On April 16, Swarr and members of the student-run Coalition for Access to Education, which opposes what they charge are the university's sweetheart deals with corporations, sent a letter to officials demanding that the university make a binding statement that it will not enforce its patent in developing nations. Nongovernmental organizations like HealthGAP, South Africa's Treatment Action Campaign and Oxfam America also sent letters of support, asking the university to heed the students' demand. The university issued a statement on April 19 saying that it would "welcome a price reduction" in Ziagen. Though the statement offered praise for Yale's decision not to enforce its patent in South Africa, it did not offer to do so itself. In an interview with the Minneapolis Star-Tribune, the university's lawyer, Mark Rotenberg, said: "We don't believe that giving up our royalty ... is going to have much of a public health impact." 

Swarr, who is heading a petition campaign that she hopes will garner 20,000 signatures, advances the same legal argument used by DWB and Kapczynski, saying "Glaxo Wellcome's high pricing keeps the university from fulfilling its mission of serving the public interest." She believes the university will ultimately relent and pressure Glaxo Wellcome to abandon enforcement of the university's patent. "I think they feel like they need to move on it. They're getting national and international attention on the issue. Abandoning enforcement of the patent would be win-win for the university, too, because it gets almost no royalties from the sale of Ziagen in developing nations." 

Others are less sanguine. Jamie Love of the Consumer Project on Technology, who has done extensive research on patent holdings for the most crucial drugs used in AIDS treatment, says there are multiple patent claims on Ziagen, held by both the university and Glaxo Wellcome, that will be extraordinarily difficult to untangle. He points out that there's also bad blood between the university and the corporation over the 1998 lawsuit. 

The current front line in the war to make AIDS drugs affordable in poor nations is South Africa, but it will soon shift to Brazil, India and Thailand. Intellectual property laws are lax in these countries, and all three produce generic cocktail drugs. Under the World Trade Organization's Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS), those countries must tighten up their intellectual property and patent laws by 2005. TRIPS includes a provision that allows countries to temporarily suspend patents during a national emergency, but South African President Thabo Mbeki has so far refused to do so. Under TRIPS, it will be easier for corporations to pressure the governments of countries like the United States, which has stricter laws, to file grievances against developing nations with the WTO. During the 2000 election, according to figures supplied by the Center for Responsive Politics, Big Pharm was the 12th-largest industry contributor, pouring over $26 million into the coffers of the parties, presidential campaigns and congressional campaigns. So it wouldn't be difficult for the pharmaceutical companies to find sympathetic ears in Congress and at the White House. 

The real reason the pharmaceutical industry is trying to hold the line on its AIDS patents in impoverished nations is its fear that the Third World battle is simply the thin end of the wedge and that the activists' real goal is universal price controls on drugs -- in effect, socialism justified by overpowering moral arguments. Making AIDS drugs available at cost in impoverished nations facing one of the greatest plagues in human history would seem to be morally imperative -- but, the drug companies' defenders argue, it's a slippery slope. Where do you draw the line? Tactically, the industry fears that once it can be shown that AIDS drugs can be produced cheaply in Third World countries, Americans will demand the same. 

In fact, activist groups like the Consumer Project on Technology are fighting for the right to produce or import generic versions of d4T, at cost, for distribution in the U.S. and other industrial nations -- effectively preventing Big Pharm from making any money from sales of AIDS drugs in those countries. Student groups on campuses from Yale to Minnesota to Harvard have been organizing around the issue -- both on campus and through e-mail list-servs like the one maintained by Healthgap. 

A look at the numbers shows why the battle over AIDS drugs has very little to do with developing countries (contrary to what media coverage suggests) and everything to do with protecting the American and European markets. According to market research firm IMS Health, of the $3.7 billion spent on AIDS drugs in 2000, the lion's share, $2.6 billion, was paid out in the United States. The Europeans racked up $950 million in sales, while Africa, Asia and Australia spent only $108.5 million -- a small fraction of the total. 

Critics of the activists charge that their real agenda is gaining control of the entire pharmaceutical industry. "What's happening on these campuses is a tragedy," says Robert Goldberg, a healthcare policy analyst at the National Center for Policy Analysis. "Students like Amy Kapczynski at Yale aren't really thinking about AIDS -- it's capitalism that they see as the real virus. AIDS is a glamorous disease to worry about." Arguing that corruption and ignorance will doom AIDS efforts in South Africa, Goldberg notes that drugs were made widely available for free in Russia and Africa to treat tuberculosis and malaria, but that has done "little to stop a disease that claims 2 million lives a year." With AIDS drugs, he argues, the outcome wouldn't be much different: "You could dump all the AIDS drugs and cocktails for free in Africa. Half of the drugs would be stolen, a quarter unused or improperly used." Goldberg is also concerned about generic AIDS drugs slipping across borders into Europe and the U.S. "There's a short-term problem of these drugs showing up in Europe through gray markets," he warns. "Government medical agencies tend to turn a blind eye toward parallel imports from Greece and Turkey. A company like [India's] CIPLA could export its generics, relabel them" and funnel them through this market. 

"In this country, groups like [Consumer Project on Technology] see the South Africa campaign as a way to get lower prices here," Goldberg goes on. "This is simply First World selfishness being manifested, using the Third World as a backdrop. As we've seen, minutes after the victory in South Africa [when the pharmaceutical companies dropped their case], the government said it was not going to use the cocktails." Indeed, just days after the case was dropped, South African Health Minister Dr. Manto Tshabalala-Msimang stated that supplying AIDS drugs would not be a government priority, despite the drastic reduction in prices. Instead, the government will focus on treating opportunistic infections and improving nutrition among HIV patients. South African President Mbeki has in the past expressed concerns about the safety of cocktail treatments and even questioned publicly, to international dismay, whether HIV is the true cause of AIDS. 

Critics like Goldberg, pointing to South Africa's weak healthcare infrastructure, also fear that improper distribution and consumption of the cocktail drugs could lead to more resistant and deadly strains of HIV. Instead of emphasizing cocktails, Goldberg proposes that the African governments institute prevention and education programs and make widespread use of AZT, which is inexpensive to produce and has been shown to reduce childbirth transmission by as much as 50 percent -- a plan that could certainly make the biggest difference in the long run, since it would reduce the infection rate. 

Above all, Goldberg argues that reduction of pharmaceutical profits will result in diminished research and, in the end, fewer lifesaving drugs coming onto the market. "This populism is simply a U.S. domestic political effort to suck profits out of the pharmaceutical companies by reducing worldwide price through eliminating intellectual property protection," he says. "In the short term, it sucks profits; in the long term it will result in a reduction in research funding as we saw with tuberculosis and malaria drugs when the original patents expired." 

His argument is echoed by conservative (and HIV-positive) journalist Andrew Sullivan. In an October essay in the New York Times Magazine, Sullivan wrote, "It would be wonderful if we could make the newest drugs affordable for anyone who needs them and keep the lifesaving research going. But cut prices and you cut profits. Cut profits and you cut research and development. Cut research and you slow new drug innovation. You may get cheaper and more widely available drugs in the short term, but you'll also get worse drugs in the long term, and risk ending the greatest era in research in memory. Don't big pharmaceuticals make enough money to take a hit? Sure, their profitability is slightly higher than some other industries -- but that barely offsets the unique risks the drug industry has to take. Of more than 5,000 potential medicines tested at some point in the lab, on average only 3 get into clinical trials, and only 1 is approved for patient use. In all, only 30 percent of drugs make enough money to recoup the cost of their own research, and the average time it took to bring a new drug to market in the 1990s was close to 15 years, at an average cost, according to Boston Consulting Group, of $500 million." 

New York University professor Merrill Goozner challenges these assertions. In an online debate with Sullivan on Slate, Goozner, who covered the drug industry for the Chicago Tribune for years, described the claim that the industry spends $500 million to bring a new drug to market as "preposterous." 

"This bogus number is based on an industry-funded study that assumes all industry research is relevant and all its new drugs are clinically important," Goozner wrote. "Nothing could be further from the truth. Much industry research is aimed at bolstering marketing claims for its existing products. And nearly half is aimed at developing minor variations of existing drugs. Indeed, one of the authors of the original study has corroborated my own estimate that in excess of 40 percent of industry R&D is aimed at producing such 'me-too' drugs." Besides, Goozner argued, a significant chunk of industry research is funded by the U.S. government. "The National Institutes of Health will spend $2.3 billion in AIDS-related research next year. PHRMA, the industry trade group, proudly claims its members have 73 AIDS drugs in development and then quietly admits that most firms are receiving substantial government aid (usually through collaboration with NIH-funded researchers) as they try to move them from the laboratory to the marketplace." 

According to Goozner, the bottom line isn't about whether pharmaceutical companies should be run as for-profit endeavors. "It's the size of the rewards that are being questioned. And when it comes to lifesaving drugs whose price puts them beyond many people's grasp even here in the good ol' USA, that's a question whose answer should be based on facts." 

Kapczynski denies that distribution of AIDS drugs in Africa will be as chaotic and disorganized as critics like Goldberg claim. "No one is offering to dump anything out of airplanes. This is a tired red herring," she says. "There are serious discussions going on at the moment in the U.N. and elsewhere about bulk procurement and distribution systems for AIDS drugs to ensure that they get to the people who need them." 

As for the arguments that the pharmaceuticals won't be able to do R&D and produce new drugs if they can't maintain current profit levels, her response boils down to "Show me the money." 

"It may be true that the American people will now start to demand an honest accounting of the way prices are set in this country," she says. "If drug companies were willing to open their books and discuss how much they actually spend on the development of particular drugs, we could start to make reasoned decisions about how to value the work they do. And it may be that they need to rethink how they organize research -- we might start, for example, by addressing the fact that pharmaceutical companies spend two to three times as much on marketing as they do on research." 

The fight, it is clear, has only just begun. 

- - - - - - - - - - - - 

About the writer
Daryl Lindsey is associate editor of Salon News. 

Appendix III. Original UAEM Strategic Plan 2008-2013 

Five-year Strategic Plan

Goals, objectives and activities 2008-2013

Implementation schedule:

Phase 1 2008 – 2010 – portions included in current funding application

Phase 2 2010 – 2013 – some objectives and activities may be undertaken earlier as resources permit

GOAL 1 (Access Initiative):  Medicines discovered with public funding throughout the world are made accessible to people in resource-poor settings through use of appropriate technology transfer mechanisms.

Objective 1: A minimum of 7 research universities implement global access technology transfer policies

Phase 1

1. Conduct focused campus campaigns at no less than 3 universities, including at least one high-profile media campaign targeting a specific university-discovered medicine; these campaigns will be supplemented by chapter campaigns 

2. Gain widespread academic support for UAEM’s access and innovation policies through university community dialogue

Convene a meeting of university administrators with other experts on leveraging academic research to advance access to medicines

Phase 2

3. Revise and shepherd the re-introduction of the “Public Research in the Public Interest Act of 2006” (Senate Bill S-4040) 

Objective 2: Universities measure the success of their research policies by assessing the impact on access and innovation 

Phase 1

1. Develop candidate metrics for technology transfer which take into account access and innovation 

2. Analyze the implementation of candidate metrics in at least 5 universities 

Objective 3: Legislation governing commercialization of publicly funded research is debated in an informed way 

Phase 1 and 2

1. Convene Northern and Southern academics and policy makers to assess outcomes, failures and successes of Bayh-Dole style legislation and propose alternatives or revisions

2. Produce report for policy makers on impacts of Bayh-Dole style legislation and themes to consider in adopting policy on publicly-funded research

GOAL II (Innovation Initiative): Realign global biomedical research and development to adequately respond to global need, especially in priority areas such as neglected diseases

Objective 1: The academic research enterprise begins to incorporate the concept of needs-based R&D 

Phase 2

1. Identify interest among university administrators and scientists as well as operational specificities of creating special funding mechanisms for neglected disease (ND) research

2. Establish support in no less than three campuses for increased university funding, including if appropriate establishing endowments, for neglected-disease research

3. Initiate the reform of university research policies, including evaluation of potential barriers, to increase impact on prevention and treatment of neglected diseases

Objective 2: The continuation of the World Health Organization Intergovernmental Working Group process takes into account the key role of universities as it considers and implements novel mechanisms to better align R&D with global need and improve access to medicines

Phase 1

1. Focus attention on the role of universities in promoting innovation and access 

2. Assemble an academic network to inform and shape implementation of IGWG Global Strategy and work to ensure implementation of policies reflecting IGWG strategies such as the UNITAID patent pool

GOAL III (Empowerment Initiative): Students around the world stand at the vanguard of leadership in improving access and innovation in healthcare.  

Objective 1:  Students worldwide are involved in access to medicines issues

Phase 1

1. Hold international conferences in 2008 and 2009, convening at least 300 undergraduate and graduate students from around the world in the second year

2. Organize coordinated, international on-campus action each year to raise awareness about access to medicines 

3. Increase reach of UAEM through expanded issue-specific resources, particularly those made available through electronic means 

Phase 2

4. Establish pilot UAEM chapters, including representation in international leadership, at 3 universities in developing countries and support efforts by individual UAEM members to present on UAEM internationally

Objective 2: Students become leaders in global health

Phase 1

Through funded fellowship positions, facilitate student involvement in campaigns and programs to improve global health, both in the near term and long term through career development.  

Phase 2

1. Create an intellectual property and global health curriculum and implement at a minimum of 2 universities 

Appendix IV. Revised UAEM Strategic Plan 2008-2013 


Five-year Strategic Plan

Revised Goals, objectives and activities 2010-2013

Phase 2

GOAL I (Access Initiative):  Medicines discovered with public funding throughout the world are made accessible to people in resource-poor settings through use of appropriate technology transfer mechanisms.

Objective 1: Universities measure the success of their global access and research policies by assessing the impact on access and innovation in a transparent manner

3. Develop candidate metrics for technology transfer which take into account access and innovation 

4. Analyze the implementation of candidate metrics in at least 5 universities 

5. Campaign for implementation of transparent metrics at 5 universities, focusing particularly on those that have signed the six university global access policy

Objective 2: Research universities implement comprehensive and meaningful global access technology transfer policies

4. Conduct focused campus campaigns at no less than 3 universities, including, as appropriate, at least one high-profile media campaign targeting a specific university-discovered medicine; these campaigns will be supplemented by chapter campaigns 

5. Work to improve six university global access policy, for instance ensuring the inclusion of BRIC countries in policy implementation

6. Gain widespread academic support for UAEM’s access and innovation policies through university community dialogue

Convene a meeting of university administrators with other experts on leveraging academic research to advance access to medicines

7. Assess U.S. legislative possibilities and UAEM capacity with an eye toward implementing a Federal advocacy agenda

Objective 3: Legislation governing commercialization of publicly funded research is debated in an informed way 

3. Convene Northern and Southern academics and policy makers to assess outcomes, failures and successes of Bayh-Dole style legislation and propose alternatives or revisions

4. Produce report for policy makers on impacts of Bayh-Dole style legislation and themes to consider in adopting policy on publicly-funded research

5. Advocate on Bayh-Dole related issues internationally as relevant

6. Take part in reform of compulsory licensing for export, in particular supporting work in Canada around reforming the Canadian Access to Medicines Regime (CAMR)

GOAL II (Innovation Initiative): Realign global biomedical research and development to adequately respond to global need, especially in priority areas such as neglected diseases

Objective 1: The World Health Organization takes into account the key role of universities as it considers and implements novel mechanisms to better align R&D with global need and improve access to medicines

3. Engage in debates as relevant during implementation of IGWG Global Strategy and Plan of Action

4. Create receptive university environment for further exploration and participation in innovative mechanisms such as the UNITAID Patent Pool and prize funds

Objective 2: The academic research enterprise incorporates the concept of needs-based R&D and transparency 

4. Investigate and report on conflicts of interest that influence university position in global innovation environment

5. Convene meeting with partners on role of universities as non-profit organizations in open innovation environment

6. Partner with PDPs to leverage university resources in advancing research on neglected diseases

GOAL III (Empowerment Initiative): Students around the world stand at the vanguard of leadership in improving access and innovation in healthcare.  

Objective 1:  Students worldwide are involved in access to medicines issues

5. Hold international conferences in 2010 and 2011, convening at least 200 undergraduate and graduate students from around the world in the second year  

6. Organize student leadership meetings and in person board meetings each year

7. Organize coordinated, international on-campus action each year to raise awareness about access to medicines

8. Increase reach of UAEM through expanded issue-specific resources, particularly those made available through electronic means 

9. Establish pilot UAEM chapters, including representation in international leadership, at 3 universities in Brazil, India and South Africa and support efforts by individual UAEM members to present on UAEM internationally

10. Establish coordination mechanism for international UAEM structure

Objective 2: Students become leaders in global health

Through funded fellowship positions, facilitate student involvement in campaigns and programs to improve global health, both in the near term and long term through career development.  

2. Create intellectual property, neglected disease and global health curricula and implement at a minimum of 2 universities 

Appendix V. Philadelphia Consensus Statement.


 PHILADELPHIA CONSENSUS STATEMENT

According to the World Health Organization, about ten million people—most of them in developing countries—die needlessly every year because they do not have access to existing medicines and vaccines. Countless others suffer from neglected tropical diseases, such as sleeping sickness, lymphatic filariasis, and blinding trachoma. Because these neglected diseases predominantly affect the poor, they attract very little research and development funding, which leads directly to a paucity of safe and effective treatment options. 

We believe that access to medical care and treatment is a basic human right.1 Lack of access to medical treatment in developing countries stems from several factors, including high prices for medicines, underfunded health care systems, and a global biomedical research agenda poorly matched to the health needs of the world’s destitute sick. Comprehensive solutions are thus needed to increase both access to existing medicines and research on neglected diseases. 

We believe that universities have an opportunity and a responsibility to take part in those solutions. University scientists are major contributors in the drug development pipeline. At the same time, universities are dedicated to the creation and dissemination of knowledge in the public interest. Global public health is a vital component of the public interest. Therefore, universities best realize their objectives when they promote innovation and access to health-related technologies. 

To this end, we, the signatories of this Statement, urge universities to adopt the following recommendations. 

 SHAPE 



As owners of intellectual property, universities have the ability to promote widespread availability of their technologies in the developing world. When university-owned intellectual property is necessary for the development of a health-related end product—including but not limited to drugs, vaccines, diagnostics, monitoring tools, know-how and technical expertise—universities should: 

 PROMOTE EQUAL ACCESS TO UNIVERSITY RESEARCH 

1. Require the inclusion of licensing terms in exclusive technology transfer agreements that ensure low-cost access to health-related innovations in the developing world. 

The Equitable Access License (EAL)2 is one example of a model license promoting access to university intellectual property in which all qualified entities3 are permitted to supply the product to public and private sector markets in low- and middle-income (LMI) countries.4 

2. Develop a transparent, case-by-case global access strategy to ensure access to health-related technologies where licensing provisions like the EAL will not serve the access objectives defined above. 

For example, biologicals (e.g., complex macromolecules and vaccines) and healthcare devices (e.g., diagnostic tests) are subject to different scientific and technical constraints than synthetic small molecules and may require different methods to ensure access. Components of a global access strategy could include (a) forgoing the university’s share of royalties to incentivize the licensee to facilitate access by offering discounts in developing countries; (b) actively seeking a third-party organization to participate in research, development, and distribution to facilitate access in developing countries; and (c) incorporating licensing provisions, such as non-patenting requirements, that guarantee access to data and materials necessary to promote generic production or adaptations for developing countries.  SHAPE 



Neglected diseases are those for which treatment options are inadequate or do not exist and for which drug- market potential is insufficient to attract a private-sector response. In order to advance the development of therapies for neglected diseases (ND), universities should: 

 PROMOTE RESEARCH AND DEVELOPMENT FOR NEGLECTED DISEASES 

1. Adopt policies promoting in-house ND research. 

Universities should (a) adopt a classification system defining and prioritizing neglected diseases5; (b) support existing researchers engaged in ND work; (c) recruit talented ND researchers by establishing proper incentives and marketing their ND research programs; and (d) formalize annual review practices aimed at identifying new or currently shelved technologies with promising potential for application to ND end product development. 

2. Engage with nontraditional partners to create new opportunities for ND drug development. 

Universities should actively seek out nontraditional partners (e.g., public-private partnerships, grantmaking organizations, nonprofits, and developing-world companies or research institutions) to facilitate development of technologies applicable to neglected diseases. Example interactions include: patent donation, dual-market licensing, and straightforward exclusive/non-exclusive licensing. In order to access novel funding sources for neglected diseases, universities should remove any barriers, such as intellectual property restrictions, to accepting research grants from nontraditional funders. 

3. Carve out an ND research exemption for any patents held or licenses executed. 

Licensing terms should allow other non-profit institutions to conduct research for neglected diseases using the university’s patented innovation.6 Similarly, for any out-licensed technologies, universities should retain the right to non-exclusively license use of its intellectual property for neglected disease research and for distribution of any resulting products in developing countries.  SHAPE 



Given their avowed commitment to the public good, universities should measure success in technology transfer by impact on global human welfare rather than simply by financial return. The positive social impact from university innovations—particularly in poor countries—would go largely unnoticed if technology transfer were to be measured in dollars alone. In order to develop transparent criteria measuring access to health technologies and innovation in neglected-disease research, universities should: 

 MEASURE RESEARCH SUCCESS ACCORDING TO IMPACT ON HUMAN WELFARE 

1. Collect and make public statistics on university intellectual property practices related to global health access. 

To further elucidate how university patenting and licensing strategies affect access to the end products of academic research in developing countries, each university should disclose all healthcare-related end products in which it holds any intellectual property. Data should also be published on patents applied for or granted in all low- and middle-income countries. Conversely, universities should make known the number of licensing agreements that include access-minded provisions7 as well as details of nontraditional partnerships for ND research and development. 

2. Collaborate with other universities and consortia to develop more robust technology transfer metrics that better gauge access to public health goods and innovation in neglected-disease research. 

 REFERENCES

1. See Article 25, Universal Declaration of Human Rights, http://www.un.org/Overview/rights.html.
2. See http://www.essentialmedicine.org/EAL.pdf.
3. Qualified entities include, but are not limited to, public or private generic manufacturers registered in the country of production.
4. We use the categories of low- and middle-income countries as defined by the World Bank at http://www.worldbank.org/data/countryclass/classgroups.htm.
5. For example, the United States Orphan Drug Act could provide a legal basis for defining a set of neglected diseases.
6. See http://www.essentialmedicine.org/EAL.pdf.
7. Access-minded provisions include, but are not limited to: (1) facilitation of generic competition, (2) mandatory sublicensing clauses for LMI markets, (3) specific access milestones, and (4) agreements that reduce royalty payments from the licensee to the university in exchange for fair pricing in LMI markets on the part of the licensee. 

Appendix IV. Nine Points Document (aka Stanford Nine Points document)


Please Access PDF version of this document at: http://essentialmedicine.org/archive/stanford-white-paper

Appendix V.  Statement of Principles and Strategies for the Equitable Dissemination of Medical Technologies. 2009. 

Universities have a fundamental role in fostering public health. Their greatest contributions may occur through discovery of new knowledge, education of students, and dissemination of knowledge for others to build upon through publications, library collections, and most recently, open courseware.

In addition, universities in the developed world work to facilitate the commercialization of the health-related inventions of academic researchers by developing and disseminating these technologies for the public good. We have created new methods to deploy cutting- edge knowledge toward potential public benefit by enticing risk takers to invest in our early stage technology in the hope of possible downstream commercial applications.    In recent years, the licensing practices involved in such commercialization have expanded to promote explicitly global access to university-developed technologies, ensuring that advances in health reach those who need them most.

This sensitivity to global health was reflected in Nine Points to Consider in Licensing University Technology, a statement endorsed by nearly seventy universities and other organizations since the spring of 2007. In acknowledgement that conventions in this field are ever evolving, and building on recent experience, the institutions named below believe a more concrete statement of goals as well as licensing practices would help to promote further progress in advancing health in developing countries. The principles reflect the current state of the art that can vary considerably from case to case and from institution to institution. The principles represent the collective voice of the following institutions:
Association of University Technology Managers (AUTM), Boston University, Brown University, Harvard University, Oregon Health & Science University, University of Pennsylvania, Yale University,
Statement of Principles and Strategies

We are committed to implementing effective technology transfer strategies that promote the availability of health-related technologies in developing countries for essential medical care.
 This Statement primarily addresses one area of engagement through which universities contribute to the broader effort to address the challenges of global health: the management and licensing of medical innovations. Other approaches include the development and dissemination of new knowledge and technologies, the training of physicians and medical researchers, and the delivery of treatment and care.
Because each license is unique, as it reflects the complexities of its subject technology, our approaches will vary from case to case.    Our aspirations are constrained by the limits of the role our early stage technologies can play, as well as the modest leverage our technology transfer professionals can exert, in the complex interplay of a delicate ecosystem in which essential medical innovations are made, developed and distributed. We will, nonetheless, be innovative and persistent in order to achieve our goals through patenting and licensing. Toward these goals, the technology transfer offices of the institutions named above commit to follow these guiding principles:

1.    In our negotiations with potential licensees we will make vigorous efforts to develop creative and effective licensing strategies that help to promote global access to health-related technologies:

· We will apprise potential commercial partners of our institutions’ commitment to contribute to the health and well-being of populations throughout the developing world and to cultivate productive relationships with companies that share our values and are able and willing to advance our global health mission; and

· We will recognize, and fairly balance, both the early-stage nature of our institutions’ biomedical innovations and the importance of originator pharmaceutical and biopharmaceutical companies in making the substantial investment needed to demonstrate the safety and efficacy of new medicines which, in turn, will allow them to be brought to market in developing countries.

2.    Our intellectual property should not become a barrier to essential health-related technologies needed by patients in developing countries. In cases where universities can fully preclude intellectual property barriers to generic provision by not patenting in developing countries, or by filing and abandoning patents, we will pursue these strategies. Early publication and wide dissemination of results will be encouraged to reduce opportunities for interfering patents. While there are many additional barriers to access, such as insufficient healthcare infrastructure, preventing intellectual property barriers is critical to achieving access.

· We will seek patent protection for such technologies in developing countries only in a manner that is consistent with our objective of facilitating global access. For example, it may be necessary to account for special circumstances

· to medical diagnostics and devices will be assessed case-by-case on an ongoing basis. 2
(e.g., in India, China or Brazil) that may warrant patenting in such countries on a case-by-case basis, including but not limited to:

· The existence in a developing country of pharmaceutical manufacturing capacity suitable to support product distribution both within and outside the developing world; or

· The opportunity to gain greater leverage in seeking concessions, such as access to others’ intellectual property, that would help to ensure that the health-related technology can be made available affordably; or

· To enable our licensee(s) to implement tiered pricing in those developing countries where a significant private market exists.

3.    In those cases where we pursue patent rights, we will negotiate license agreements that draw upon a variety of strategies that seek to align incentives among all stakeholders to promote broad access to health-related technologies in developing countries. Those strategies include, but are not limited to:

· Financial incentives to licensees (e.g., elimination or adjustments to royalty rates);

· Reserved or ‘march-in’ rights, mandatory sublicenses or non-assert provisions;

· Affirmative obligations of diligence, with license reduction, conversion (i.e., to non-exclusivity) or termination as the penalty for default; and

· Tiered- or other appropriate pricing on a humanitarian basis (e.g., subsidized, at-cost or no-cost).

4.    It is not always possible at the time of license negotiation to anticipate all of the ways a health-related technology may be used in developing countries. Accordingly, we will strive to preserve our institutions’ future rights to negotiate effective global access terms through implementation of such measures as notice requirements coupled with “agreements to agree.”

5.    Without regard to the economic value to our respective institutions, we will further support the development of new health-related technologies aimed at diseases that disproportionately burden individuals in the developing world, such as tuberculosis, AIDS, water-borne disease, tropical- and other region-specific ailments and parasitic infections endemic to the developing world, through such means as:

· Continued partnerships with not-for-profit and charitable organizations to provide much-needed collaboration and funding for research in neglected disease areas;

· Active efforts to attract and secure appropriate commercial partnerships in further support of such research; and

· Engagement with public-private partnerships that can advance the resulting health-related technologies toward regulatory approval.

6.    We will work together to develop and apply meaningful metrics to evaluate the success of our efforts to facilitate global access and support continued innovation with particular relevance to global health.

7.    We acknowledge that best practices with respect to ensuring that the fruits of university research benefit those in greatest need are emerging and evolving rapidly. To avoid unintended negative consequences with respect to product development in general, and availability in developing countries in particular, flexibility and creativity must be maintained. We understand that this Statement must be a “living document” which, by its nature, needs to evolve and mature in a manner consistent with - and guided by - our accumulated knowledge. Therefore, consistent with all applicable laws and regulations, we will:

· Share with one another our collective experiences from working with our licensees in implementing these principles to continually advance our goals. To that end, we will cooperate in the creation of:

· A compendium of best practices, tools and techniques; and 

· A consistent means of reporting on our global access initiatives and
activities.

· Educate others and encourage their consideration, endorsement and application of the principles articulated in this statement; and

· Revisit these principles on a biennial basis, to ensure that they reflect currently-understood best practices.



�	 � HYPERLINK "http://www.ott.emory.edu/For_Inventors/Policies/Emory_Global_Access_Principles.pdf"��http://www.ott.emory.edu/For_Inventors/Policies/Emory_Global_Access_Principles.pdf� 


�	 � HYPERLINK "http://www.isei.manchester.ac.uk/TheManchesterManifesto.pdf"��http://www.isei.manchester.ac.uk/TheManchesterManifesto.pdf�


�	 � HYPERLINK "http://www.research-innovation.ed.ac.uk/information/Essential-Medicines-Position-Statement-March2010.pdf"��http://www.research-innovation.ed.ac.uk/information/Essential-Medicines-Position-Statement-March2010.pdf�, � HYPERLINK "http://www.guardian.co.uk/science/2009/apr/26/cheaper-medicines-edinburgh-university"��http://www.guardian.co.uk/science/2009/apr/26/cheaper-medicines-edinburgh-university�


�	 � HYPERLINK "http://www.essentialmedicine.org/big-victory-6-universities-autm-and-nih-agree-to-access-principles/"��http://www.essentialmedicine.org/big-victory-6-universities-autm-and-nih-agree-to-access-principles/�


�	 � HYPERLINK "http://otd.unc.edu/why_we_do_it.php"��http://otd.unc.edu/why_we_do_it.php�


�	 � HYPERLINK "http://www.bio.org/news/pressreleases/newsitem.asp?id=2010_0503_04"��http://www.bio.org/news/pressreleases/newsitem.asp?id=2010_0503_04�


�� HYPERLINK "http://www.taz.de/1/archiv/digitaz/artikel/?ressort=sw&dig=2010%2F07%2F19%2Fa0097&cHash=5cffda93ab" ��http://www.taz.de/1/archiv/digitaz/artikel/?ressort=sw&dig=2010%2F07%2F19%2Fa0097&cHash=5cffda93ab�


�	 The decision about precisely which health-related technologies merit global access licensing is complicated and will be the subject of ongoing evaluation by our organizations. While the principles articulated in this statement currently are directed primarily at therapeutics and vaccines, their application to medical diagnostics and devices will be assessed case-by-case on an ongoing basis.







