4/28/2006

UAEM-TechTIPS Meeting Outline
1. The goal of UAEM: improve global health
2. Access Gap – systematic inability for disease victims in many low and middle-income (LMI) countries to obtain essential medicines
a. Scope of the problem

i. “One third of the world’s population lacks access to essential medicines” – Doctors Without Borders (MSF)
ii. “The number of people receiving HIV antiretroviral therapy in low and middle income countries has tripled since the end of 2001. Yet, at best, only one person in ten in Africa and one in seven in Asia in need of antiretroviral treatment were receiving it in mid-2005.” – UN AIDS epidemic update, December 2005
iii. “Infectious diseases kill over 17 million people per year” – WHO World Health Report 2006
b. Licensing policies are vital to improving access to essential medicines

c. Universities are uniquely positioned to facilitate access in LMI countries through technology transfer licensing agreements

3. Research Gap – small or impoverished market makes private-sector R&D uneconomical, leading to neglected diseases (ND).  Less than 10% of R&D spent on 90% of global disease burden.
4. Case Study: Yale and Bristol-Meyers-Squibb – Stavudine

a. Early 1990’s – At Yale, Stavudine found to be AIDS therapeutic
b. 2001 – Doctors without Borders asked Yale to not enforce its patent
c. Bristol-Myers-Squibb had been given exclusive worldwide license

d. After advocacy campaign, Yale and BMS agreed not to enforce patent

e. Costs fell by 95%, from $1600 to ~$55/yr

f. UAEM formed to encourage preemptive access policies
5. General UAEM proposals
a. Equitable Access License (EAL) – allow generic competition in developing nations

b. Neglected Disease License – reserving rights for ND research
6. Case Study: Emory, Gilead, and Royalty Pharma – Emtricitabine, a reverse transciptase (RT) inhibitor
a. 1996 – Licensed to Triangle Pharmaceuticals

b. 2003 – Triangle acquired by Gilead, FDA approval granted

c. 2005 – Worldwide drug rights sold for $525 million

d. Gilead Access Program – 97 countries eligible for no-profit sales

i. 2002 – program announced for Tenofovir (another RT inhibitor), starting with 68 countries

ii. 2005 – registered in 6 countries (http://www.accessmed-msf.org/)
e. EAL preferable?
7. UCSD: Positioned to Improve Global Health
a. $639 million in extramural funding in FY2004 
i. ~ 78% Federal; 13% non-profit; ~ 6% Industry

ii. ~ 60% life sciences; ~ 30% physical sciences/engineering 

b. Research portfolio includes infectious diseases
c. A few HIV researchers – 
i. Flossie Wong-Staal (Biology/Medicine) – HIV model systems (multiple patents)

ii. J. Andrew McCammon (Chemistry and Biochemistry/ Pharmacology) – structure-based drug design.  Co-founder of Agouron Pharmaceuticals, which developed Nelfinavir, an FDA-approved protease inhibitor.
iii. Douglas Richman (Pathology/Medicine) – Director of the Center for AIDS Research at UCSD.  Studies HIV resistance.
iv. John Guatelli (Molecular Pathology) – Nef gene

d. ND researchers – 
i. Michael Burkart (Chemistry and Biochemistry) – Mycobacterium ulcerans antibiotic discovery

ii. Partho Ghosh (Chemistry and Biochemistry) – Mechanisms of bacterial and protozoan pathogenesis, including P. Falciparum (malaria), Listera, and E. Coli.
iii. Joseph Vinetz (Medicine) – P. Falciparum cell biology and Leptospirosis ecology

8. Common goals of UAEM and UCSD TechTIPS
a. Increase use of innovations coming from UCSD

b. Improve UCSD’s academic and professional reputation 

c. Recruitment and retention of researchers – researchers prefer policies that ensure the fruits of their work will be widely available

d. Increase funding – Policies would encourage philanthropic funding of UCSD research: Bill and Melinda Gates Foundation gives $650 million/year for support

e. Broad interpretation of “Eight Principles of Commercial Licensing”
i. Public Benefit (4) – 
1. Benefit global health – "I think it's a moral imperative for land-grant institutions that have basic research that happens to have societal application to expeditiously translate it into goods and services for the public," Carol Mimura, IPIRA assistant vice chancellor
a. Benefits U.S. health by slowing infection (i.e. flu)

b. Improves image of the U.S.
2. Advances and promotes worldwide economic development

ii. Accessible for Research Purposes (3) – ND license would expand reserved rights clause.

9. Case Study: neuraminidase inhibitors for Influenza treatment, i.e. H5N1 avian flu

a. Roche and Oseltamivir (Tamiflu ®)
i. Early 2005, insufficient supply in case of pandemic
ii. Late 2005, generic versions in India, Vietnam, and Thailand

iii. Not a university-affiliated product, but EAL preferable?

b. GlaxoSmithKline (GSK) and Zanamivir (Relenza ®)

i. Developed by consortium of Australian university, government, and industrial scientists, using structure-based drug design

ii. First neuraminidase inhibitor on market (followed by oseltamivir)

iii. Licensed to GSK, but it was less competitive than oseltamivir, which has better bioavailability

iv. GSK effectively stopped marketing and selling the drug, reducing options for influenza treatment

v. Would an emergency stockpile, facilitated through EAL, be better?

10. Case Study: UC Berkeley

a. Socially Responsible Licensing Policy
b. Does it inhibit funding?

i. Inc. Magazine, Feb. 2006, Berkeley called one of “Five Universities You Can Do Business With”

ii. $42.6 million Gates Foundation gift for Artemesin

1.  UAEM suggested common goals between TechTIPS and UAEM.  What additional goals do UAEM and TechTIPS share?

2.  What are the current practices of TechTIPS regarding socially responsible licensing?  Have there been actions taken to promote access to essential medicines in low and middle-income countries?

3.  What are the important considerations for TechTIPS in adopting socially responsible licensing?  Beyond the case studies presented here, what other information would help to encourage TechTIPS to engage in socially responsible licensing?

4.  What are the obstacles to socially responsible licensing?

5.  How can TechTIPS improve access to essential medicines?

6.  How can UAEM use official channels to request the adoption of socially responsible licensing practices?

7. Would gathering more faculty and student support help encourage UCSD to adopt these practices?

8.  What entities decide the licensing practices of TechTIPS?  How are UCSD and UC Regents involved?

9.  What are the next steps?

