Slide 1: So we’ve been talking about the challenges of getting medicines to places where they are desperately needed. What we’re going to talk about in the next little while is some ways we can remove barriers to promote access to medicines, particularly those that UAEM is working on. 
Slide 2Universities are major contributors to “health-related innovations”

This includes but are not limited to:

 drugs

 vaccines

 diagnostics

 monitoring tools 

 know-how and technical expertise

As part of a US Senate report done in 2000 which was conducted to show why the US should fund research in universities, it was found that 15 of 21 drugs with the most therapeutic relevance have been developed at Universities.

Slide 3: What do universities currently do with their research? If there is a potential for the discovery to be commercialized, the university will file a patent through the university technology transfer office, which is the body at a university which is responsible for guiding scientists through the process of partnering with another body to commercialize a discovery. Universities don’t have the capacity to manufacture or conduct human clinical trials on a large scale, so they will license their research to someone who can, like a pharmaceutical company like Pfizer. In exchange for licensing, the universities receive royalties and/or other payments. This is just the way that a scientist would get his drug to be developed.  Not only that, it is desirable for Universities because it increases their funding. A 2002 statistic shows that 46.5% of new licenses and options executed were exclusive.

Source: University Technology Transfer Offices: A Status Report (Fleischut and Haas, Biotechnology Healthcare April 2005)

Slide 4: This a list of some universities’ patent rights in key HIV/AIDS drugs on the market

Slide 5: Here in Canada, you can see that universities are hoping to triple the amount of income from commercializing their research from 1999 income levels by 2010. 

Slide 6: Nonetheless, even though income generation and investments are important for a universities’ development, most universities primary goals reflected in their mission statements have been about serving a public good. This is UBC’s mission statement. Most other universities have very similar globally minded mission statements that support action to serve the people of the world. 

Slide 7: How can universities ensure that their innovations reach low and middle income populations? How do Universities make deals to develop their drugs that the drug manufacturing industry will accept, all the while to honouring their mission statements.

This is where UAEM comes in.

Slide 8: The case that started it all… 

Slide 9: As you will recall from Mike’s Terry Talk, the Yale-Stavudine Victory in 2001 is how UAEM was spawned.  

Stavudine, which was developed from a compound proven to be an effective anti-HIV drug by Yale scientists, became part of a 3 drug cocktail that was the most frequently prescribed antiretroviral therapy in 1998.  As you can imagine, Yale and Bristol-Myers Squibb made lots of money off of that drug.  Yale had earned $40 million by 1999 and Bristol-Myers Squibb earned $443 million by 2002.  Despite this, there were large groups of people in poor countries who didn’t have access to the drug at all.

After pressure from media and the students at Yale about this disparity, Yale and Bristol-Myers Squibb relented and agreed to reduce the price.  A generic company was allowed to produce the drug and the price was reduced from (15000??) $1600 to as little as $22.  A national antiretroviral program was rolled out in South Africa which depended heavily on the generic version of Stavudine.

So this is a good example of the impacts that universities can have and illustrates why it is important to address the issue of accessibility as soon as we consider to commercialize a compound discovered in a university lab.

Slide 10: So the same group of students who were involved in the Yale-Stavudine victory started to think that instead of having to fight each time for a new or existing medical technology to be made accessible, that it would be much more proactive if the university had an upfront and systematic way to ensure medicines were made affordable and accessible.  They came together to form what is now UAEM and outlined some guiding principles to achieving their goal in a document called the Philadelphia Consensus Statement.

Slide 11: The 3 main guiding principles are: 

“Promote Equal Access to University Research”

“Promote Research and Development for Neglected Diseases”

“Measure Research Success According to Impact on Human Welfare”
Slide 12: Due to the publicity of the Yale campaign and incessant efforts by UAEM-ers, students and faculty from areas of Law, Science and Medicine and Public Health and Policy have signed on.

Slide 13: Note the support from local individuals.

Slide 14: So let’s elaborate a little bit on the principles in the PCS- what do we mean by them, and how would they take place? 

Promote equal access to university research. By that, we mean: 

Require licensing terms in technology transfer agreements that ensure low-cost access to health-related innovations

Let’s explain that a little bit: technology transfer is a general term for whenever information about how to create or use university innovations (such as drugs or machines etc) is shared. So what we’re advocating for, is when you have a discovery in the lab, and you partner with another entity and develop that discovery commercially, we want to ensure there are means to also make it accessible to all who need it.  A way universities can ensure drugs are made accessible is with the Global Access Licensing Framework.

This is the most important piece of UAEM’s platform and is a way to go about technology transfer as outlined by UAEM.

Slide 15:    One of the key ideas of Global Access Licensing is that generic production of drugs is the best way to ensure that people in poorer countries can access drugs.  And if generic provision is infeasible, the drugs should be sold at cost.  This would come about if the drug or technology is too complex or expensive for a generic company to engage in, or if the demand for the drug in the particular country is too small for a generic company to want to start producing the drug.

Lastly, University licensing should be systematic in its approach, sufficiently transparent to verify its effectiveness.  We also want universities to measure their success of technology transfer by impact on access and innovation.

Slide 16: Simply put: 

An example of how Global Access Licensing can be put into action is: 

1.Sell the high-income country (HIC) rights on an exclusive basis (to drive development of the technology)

2.Reserve the low-middle income country (LMIC) rights.  There will be non-excusive licensing to generic companies, who will compete on price and therefore sell the drugs at cost.

This is the model that was followed with Yale and Stavudine. Didn’t result in lost profits for Yale or BMS and secured many people a very necessary medicine. 

Slide 17: So certain people have raised concerns with applying this model universally. There is a fear that it would hurt companies and that as a result, the industry won’t work with universities. 

The two main concerns for companies are that they will lose profits if generics compete with their brand-name pharmaceuticals and that a black market of cheap drugs from LMI countries to high income countries will result. 

We think that those concerns can be adequately addressed.
Slide 18: 

Lost profit:

There is a fear that generics will take away from brand name sales. In reality, consumers in the US, EU, and Japan comprise 93.2% of all pharmaceutical revenues. Countries where a GAL would facilitate access have few consumers. But they contain the world’s vast majority of patients; patients here are simply too impoverished to afford treatment.  So generics wouldn’t take away from brand name sales because the people purchasing the generics were never able to afford high priced drugs in the first place.
Slide 19: When we’re talking about the black market, there is some useful terminology to be familiar with:

Parellel importation: occurs when buyers in lower-priced markets re-sell the product to consumers in a higher-priced market. Pharmaceuticals sold for five dollars in India may be identical to products sold for one hundred dollars in the United States, creating the opportunity for paralell importation. 
Slide 20: In theory, international pharmaceutical arbitrage seems to pose a plausible and reasonable risk to pharmaceutical companies 

We have already seen arbitrage of generic drugs flowing from Canada to the U.S    
Furthermore, since the great majority of the world’s AIDS patients are in poorer countries, if only a small percentage was diverted, significant volumes of Anti-Retro-Virals (ARVs) could flow into high income country markets. 

Slide 21: In reality there are already lots of drugs produced by India, as Charles mentioned, that are generic.  And other drug companies already provide cheap drugs as part of charitable programs, and there has been limited evidence of parallel importation.

As of April 2002, both the European Commission and the pharmaceutical companies acknowledged that parallel importation from poor countries into high income countries was “still largely theoretical.” 

Slide 22: Furthermore, there are effective measures to prevent parallel importation. 

Product modification: 

Drugs for different markets can be altered in shape and colour so that a drug that wasn’t intended for a certain market would be recognized instantly.

Consumer marketing: 

Consumers in high income markets can be persuaded to resist substitution of generic drugs for brand-name drugs by advertising it as moral and legal issue.  The idea would be that high income patients who take pills intended for impoverished populations are stealing from the poor. 

· Tight border controls at High Income countries:

already something that is of interest due to counterfeiting, which is a bigger problem than the potential of parallel importation.  Global access licensing should not affect the incidence of counterfeiting.

Slide 23: So what can Universities do?

Promote research & development for neglected diseases. In more detail, they can: 

Promote in-house ND research

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

Ensure that discoveries useful for ND research are exempt from patents or licenses
Slide 24: So these are some universities that have implemented some form of Global Access Licensing.  You will notice that UBC was the first Canadian University to have a Global Access licensing Framework thanks to the hardwork done by some of the first UAEMers.  So we are really pioneers on this movement.  But there will be more on that later.

Slide 25: So this is the last slide, and it’s really just to hammer home that universities have an opportunity and a responsibility to take part in these solutions because
· Universities are dedicated to the creation and dissemination of knowledge in the public interest.
And because
· Universities best realize their objectives when they promote innovation and access to essential medicines.

