[Slide]The story of the global access licensing framework really starts out with the crafting of the Equal Access License. This was an idea first proposed by Amy Kapczinski, Samantha Chaifetz, and others early UAEMers in a paper published in ___.  The Equal Access License was designed as one proposal for making essential medicines available at low cost in developing countries, and would work through providing generic access to the end products of university research. 

[Slide] Under the proposal, universities would license their patents to companies, but retain specific rights to grant additional sublicenses to any generic manufacturer who promised to produce and sell the patented product only in developing countries. In addition, universities would be granted the right to issue additional sub-licenses on new improvements the licensee made to a university product. 

[Slide] Say Yale had a patent on a particular compound, let’s call it Canudine, that is a compound useful in treating certain cancers, and it licensed the compound to the pharmaceutical giant OscarMeyerSquidd (“OMS”), using an Equal Access License. Now OMS develops a new formulation for Canudine that is especially non-toxic, and takes out a patent on that particular formulation of the drug. OMS also discovers that Canudine is useful in treating AIDS wasting, the weightloss associated with full blown AIDS, and takes out a patent on that new use. Yale would then automatically have the right to grant licenses to generic manufacturers in India to make Canudine using the new improved formulation, and sell the drug for the treatment of AIDS wasting.

[Slide] When UAEM pitched the EAL to schools, we got a lot of criticism. One of the main concerns technology transfer offices had was that the EAL was too formulaic. Universities are responsible for crafting licensing deals on a huge variety of products, including vaccines, drugs, diagnostic tests, research tools, and medical devices. The partners they deal with are also diverse, from small startups to midsized firms and even the occasional pharmaceutical giant. Plus universities also sometimes deal license to non-profits for further development of certain technologies.  Each of these deals is unique, and universities can’t have one boilerplate set of terms to suit every license.

[Slide] So UAEM listened to these criticisms, and responded by crafting a flexible set of principles, known as the Global Access Licensing Framework. The Framework, sometimes referred to as the GALF, is designed to maintain the original goals of the Equal Access License, while providing schools with flexibility in crafting individual licensing agreements. 

[Slide] The Framework essentially rests on five basic concepts. The first two of these are actually a set of goals. Access to medicines and health-related technologies for all is the primary purpose of technology transfer of health-related innovations. 

Technology transfer should protect access to the final end product needed by patients (e.g., formulated pills or vaccines).

[Slide] The remaining concepts are a way to realize those goals. Legal barriers to generic production of these products for use in resource-limited countries should therefore be removed. 

[Slide] We know generics work because we saw what they could do for antiretrovirals in Africa. In 2001, Bristol MeyersSquibb was charging $5.00 per 40 mg tablet of Stavudine, the first-line antiretroviral patented by Yale. With standard dosage, the cost of treatment at this price was $3,650 per year. Indian generic manufacturer Cipla manufactured the product at $.10 tablet which was 50 times less. When BMS and other companies agreed not to enforce their patent rights in South Africa, the price of treatment dropped dramatically, from thousands per year to just a few hundred. And the number of patients who were accessing ARVs rose dramatically during the same period.

[Slide] So we think barriers to generic access should be removed. There may be certain cases, as with vaccines, where generic provision is forecast to be technically or economically infeasible (in the case of vaccines, it may be very difficult to actually get multiple producers on the market because of the high costs of starting up production). In such cases, “at-cost” or other provisioning requirements should be used as a supplement to generic provisioning terms but should never replace those terms.

[Slide] Number five is the most straightforward of our asks. We believe that university licensing should be systematic in its approach, sufficiently transparent to verify its effectiveness, and based on explicit metrics that measure the success of technology transfer by its impact on access and continued innovation. This is essentially saying that we want universities to gather and publish evidence that their policies are actually working. We think the policies be systematic enough to ensure people in developing countries have access to all medical technologies with the potential to save lives in these areas. This means we have to have data on all the products coming out of our labs -- not just the few success stories that the university decides to send out to the press. This also means the policy has to cover all types of products. This includes products with obvious global health applications, such as Antiretrovirals to treat HIV/AIDS, and treatments, preventions, and cures for tropical neglected diseases. It also means making products available to treat diseases that are not just common in developing countries, such as heart disease, diabetes, and cancer. These non-communicable diseases actually kill more people in developing countries than developed countries. The WHO estimates that about 80 percent of the deaths from non-communicable diseases happen in the developing world.

[Slide] Since January of this year, students have been advocating for universities to adopt the Framework. I actually helped present a very similar slide presentation to a group of university administrators at a meeting held at Harvard on June 9th of this year. 

[Slide] Those administrators worked over the summer to craft this document, the “Statement of Principles and Strategies for the Equitable Dissemination of Medical Technologies”

[Slide] This document is really a remarkable statement. It is remarkable for the fact that it contains some of the strongest language and greatest detail we have seen from a university to date. It is also remarkable for the fact that it was initially signed by 5, and has now been signed by 11 major research institutions, including Harvard, Yale, the National Institutes of Health, and the Centers for Disease Control.

[Slide] There are some things we like a lot about the statement. 

[Slide] We like the fact that it includes discussion of generic access, and talks about the ways that universities can ensure generic access by not enforcing university patents in developing countries.

[Slide] We also like the fact that it includes mechanisms to evaluate and improve on existing processes by developing and applying explicit metrics to measure the success of these programs, and by meeting once every two years to re-consider the principles.

[Slide] There are also some things we don’t love about the statement. First, unlike the EAL or the Framework, the Statement of principles does not contain any reference to preserving the end product that results from university research. This means that other intellectual property that gets incorporated into the product may be used to block access later on down the road. In our imaginary Canudine example, OMS would still be able to prevent Indian generic manufacturers from making the drug in its non-toxic formulation, and could sue organizations like Doctors Without Boarders if they tried to use generic versions of the product to treat AIDS Wasting. Whereas UAEM would advocate for universities to impose “reach-through” terms that would secure access to this additional IP, universities have uniformly agreed that such terms would be unacceptable to companies, and have left them out of the statement. 

Second, the Statement is ambiguous about what countries will be considered “developing countries” for the purposes of generic access. It says that Universities will try to avoid patenting, but will be able to patent in “special circumstances” where a developing country actually has manufacturing capacity to make the drug, and lists India, China, and Brazil as examples. There are only a few countries in the world that can make active ingredients (Brazil, India, China, and possibly Russia. Other countries, like South Africa and Egypt, can only make very simple active ingredients). This is a problem because if patents are enforced in these key manufacturing states, there will be no other country in the world where generic drugs can actually be made. This strategy makes about as much sense as boarding up all of the bakeries and then issuing a proclamation that the people are free to buy bread.

Finally, the policy has no enforcement mechanism, leaving it up to individual schools how they would like to interpret the agreement. And already we have heard fairly conflicting messages about how these strategies will be implemented at the different institutions who have signed on.

[Slide] Where do we go from here? We have seen that the statement of principles is not complete. UAEM is currently in the process of analyzing this agreement and will be submitting a response to universities in the coming weeks that details some of its gaps and ambiguities. In the meantime, we would like individual students to approach your universities and ask them to consider signing on to this statement, which in spite of its shortcomings is a positive document for institutions to commitment to. Finally, we want you all to continue pushing on your home campuses. We hope that in the coming months this statement will be interpreted as a floor, not a ceiling. Signing on is a sign of a university’s commitment to global access to university technology, but it does not represent a real impact until the university actually implements the policy to secure access to university technology. It’s up to us to make sure that happens.

