Institute for OneWorld Health
Executive Summary

The Institute for One World Health (OneWorld Health) was founded in 2000 as the first nonprofit pharmaceutical company in the U.S. to develop safe, effective and affordable new medicines for people afflicted with infectious diseases in the developing world.

Our vision is to create successful outcomes in global health with a social entrepreneurial business approach by filling the gaps that cannot be served alone by government, industry, philanthropy, or public-private partnerships.
Each year, infectious diseases threaten more than 4 billion people worldwide, especially people living in the developing world.  The need is great, but so are the opportunities.

With the initial financial support of the Bill & Melinda Gates Foundation and other organizations such as the National Institutes for Health, OneWorld Health has identified and begun the development of existing medicines to treat the following diseases:

· Visceral Leishmaniasis (VL) - Final Phase III clinical trials underway currently in Bihar, India. VL affects 1.5 million people in India, Bangladesh, Nepal, Sudan and Brazil, killing 200,000 to 750,000 people each year.

· Chagas Disease - Celera Genomics donated to OWH the license for a new protease inhibitor to treat Chagas. This parasitic disease causes heart disease and early mortality throughout Latin America, infecting 18 million people, and killing 45,000 people annually.

· Diarrhea – An anti-diarrheal drug candidate, which has successfully concluded Phase II clinical testing, has been made available to OWH. This disease infects 1 billion people and approximately 2 million people die each year, primarily children.

· Malaria – Pre-clinical studies of safer anti-malarial drugs for the estimated 273 million people infected worldwide and specifically targeting the 25 million African women at risk of developing malaria during their pregnancy. 

Organizational Expertise

Victoria Hale, Ph.D., Founder, CEO and Chair of the Board established her expertise in all stages of pharmaceutical drug development as a Senior Reviewer for the FDA, and as a Scientist at Genentech where she served as project subteam leader for numerous protein drug products. She was a co-founder of Axiom BioMedical, Inc., a development and pharmaceutical liability consulting organization. She is an Advisor to the World Health Organization for building ethical review capacity in the developing world, and has also served as an Expert Reviewer to the NIH. She received her Ph.D. from UC San Francisco where she is currently Adjunct Associate Professor in the Department of Biopharmaceutical Sciences.  

Ahvie Herskowitz, MD, COO and Medical Director, is a graduate of Johns Hopkins School of Medicine, with training in cardiology, immunology and pathology. He has been a clinical professor of medicine at UC San Francisco, and head administrator for the Ischemia Research Foundation, a nonprofit institute that designed and executed large-scale international Phase II/III clinical trials.

OneWorld Health is staffed with a team of pharmaceutical scientists who identify and secure promising drug candidates and advance them through clinical trials and regulatory approval. Our accumulated experience across all four sectors provides a unique blend of expertise.

· Pharmaceutical and Biotech experience

225 years

· Business and New Ventures experience

200 years

· Food and Drug Administration experience
  
70 years

· Global Health experience



250 years

· OneWorld Health Staff:


  
25 people (San Francisco)

· Directors and Scientific Advisors:

  
25 people worldwide

The Drug Development Process

OneWorld Health separates profitability from a drug’s potential to cure disease, enabling promising, but unprofitable, drug technologies to be fully developed into the medicines so urgently needed in developing countries.  Functioning as a pharmaceutical company with a nonprofit social mission, OneWorld Health staff is made up of pharmaceutical scientists with decades of experience in the science and art of new drug development.  This experience spans the length of the drug development process, from pre-clinical optimization of compounds to broad-scale clinical testing and final regulatory approval.  

The development of medicines follows a rigorous and a well-defined sequence of steps:  

· Research – The pharmaceutical and biotechnology industries are the world’s greatest sources of new drug leads.  University and government researchers also produce exciting new leads for tropical infectious disease.  These potential treatments and cures are often idle for lack of outlets to advance their research into development. 

· Screening - OneWorld Health is able to screen promising leads and secure the licensing or donation of intellectual property to complete the development.  Optimal late-stage drug and vaccine candidates are especially targeted in order to capitalize on the investment and shorten the time required to bring urgently needed new drugs to market.

· Optimization – Once a compound has been identified, OneWorld Health optimizes the drug chemistry and synthesizes the compound for use in clinical testing.

· Clinical Trials – Preclinical trials are performed in the laboratory and in animal studies to determine safety and biological efficacy.  Late-stage drug candidates are prepared for human clinical trials in the countries of targeted disease applying the highest international ethical research standards. 

· Regulatory Approval – OneWorld Health prepares and submits the clinical trials findings for review by international regulatory authorities.

· Manufacturing – OneWorld Health seeks out and partners with manufacturers in developing countries to produce high-quality medicines at affordable prices.  

· Distribution – OneWorld Health partners with government health ministries and other health-based organizations to ensure distribution of medicines to the people who need them most.

Our Partners

OneWorld Health’s innovative nonprofit model encourages a unique set of partnerships and investments. Pharmaceutical and biotechnology companies find an appealing outlet for idle intellectual property. Pharmaceutical scientists, drawn to a mission of saving lives and improving health worldwide are eager to participate in groundbreaking and compassionate research and development. International health advocates, from governments to academic institutions welcome a powerful new ally for improving global health. And foundations and donors recognize a strategic and pioneering opportunity to invest in a company that will save lives, improve health and fulfill the promise of medicine for millions of people that are most in need.

Funders:









· Bill & Melinda Gates Foundation






· National Institute of Allergy and Infectious Diseases



· Stanley Thomas Johnson Foundation

· Sapling Foundation

Industry:

· Celera Genomics
· Gilead
Academia:











· Thammasat University (Bangkok)

· UC Berkeley
· UC San Francisco







· University of Washington









· Yale University



Government:

· World Health Organization

· National Institutes of Health

· Center for Health and Population Research, Dhaka, Bangladesh 

· Indian Council of Medical Research

· National Institute Of Cholera And Enteric Diseases

Building a Sustainable Venture
It is expensive to do drug development and to build the infrastructure for a successful venture. We have initially sought funding for projects through foundations and sought pro-bono contributions from scientists around the world. To date, we have obtained close to $10 million in funding. Scientists and others have contributed pro bono services estimated at $100,000/month. 

We envision corporate partnerships and targeted funding from individuals and foundations, which will enable us to build our internal capacity. We believe that some additional revenue can be generated from revenue generating products.

OneWorld Health is dedicated to three key financial concepts regarding drug development and revenue generation.  

· First, to develop affordable new drug therapies for the lowest possible cost to the public sector. 

· Second, to recuperate development costs through manufacturing and distribution royalty fees and reinvest those revenues in new drug development. 

· Third, to charge a premium for medicines where there is profit potential in the private sector, establishing an endowment to further subsidize ongoing drug development.

Our anticipated project funding over the next five years totals approximately $90 million.

Strategic Principles

We have built OneWorld Health upon a set of principles and shared core values that guide management in its day-to-day activities and help advance our mission.

· Work closely with the pharmaceutical industry by protecting partner interests, such as patent protection, liability and gray market distribution. Ensure our partners receive desired benefits/rewards through, for example, shared royalty agreements, tax-deductible contributions, positive public relations.

· Collaborate with NGO’s and international governments.

· Partner with manufacturing companies and distribution organizations located in the target geographies if at all possible.

· Retain a staff of accomplished scientists, drug experts, and businesspeople necessary to provide the clinical and business development services required to be successful.

· Foster a mindset of dedication and learning within the OneWorld Health staff, volunteers and donors, needed for the successful outcomes of multi-year drug development projects.

Our four key driving strategies over the next five years (2004 – 2008) are:

I. Develop new medicines that cure

II. Create partnerships that produce desired results

III. Foster social entrepreneurship for positive change

IV. Strengthen operational infrastructure & financial sustainability

Our core shared values are: 

· Integrity

· Courage

· Collaboration

For further information, please contact:

Dr. Victoria Hale, Founder and CEO

Institute for OneWorld Health

580 California Street, 9th Floor

San Francisco, CA 94104

415.421.4700

www.oneworldhealth.org
