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On behalf of the California Healthcare Institute (CHI), whose 260 members include California’s leading academic organizations and biopharmaceutical companies, I would like to present our perspective on intellectual property (IP) and technology transfer policies as they pertain to the California Institute for Regenerative Medicine (CIRM).  

In November 2004, California voters by an overwhelming margin approved Proposition 71 in hopes that state funding for embryonic stem cell research would lead to scientific progress toward cures for a range of dread diseases, from diabetes to Alzheimer’s.  As a practical matter, scientific breakthroughs in the laboratory are only the first step in a long journey.  The history of the biotechnology industry shows that, on average, it takes about 15 years and $800 million to develop a basic discovery like a genetically engineered human protein (e.g. human growth hormone) into a product that can be widely used to benefit patients.  There is a tendency to underestimate the complexity, cost and financial risk associated with drug development.  But the fact is, only a tiny fraction of inventions, promising as they may seem at early stages, ever survive the three stages of clinical trails required by the U.S. Food and Drug Administration (FDA). And the FDA is becoming increasingly demanding, requiring more and more expensive controlled trials to ensure that new drugs are safe and effective.

The high cost of drug development has a direct impact on biotechnology companies and their investors: it leads them to reduce risk whenever possible.  Risk aversion on the part of corporations that commercialize basic academic research is a critical factor in considering how CIRM should approach IP and technology transfer.  More than twenty years of experience in managing IP and transferring technology from academic institutions to corporations within the framework of the federal Bayh-Dole Act suggests some fundamental principles.

1. Maximum public health benefits, thus the greatest social good, result from commercializing publicly-funded basic science as expeditiously as possible.  When Congress originally debated Bayh-Dole, and the principles of transferring science funded by the National Institutes of Health (NIH) to the private sector, some argued for a federal tax on such contracts to compensate taxpayers for their investment.  Congress finally agreed, though, that such a tax would decrease corporate investment in licensing technologies, and that the result would be fewer new medicines.

2. Bayh-Dole has served as a good framework.  In fact, the U.S. is by far the world leader in accelerating advances in basic research into the marketplace.  

3. Bayh-Dole is well understood by technology transfer offices in academic institutions across the country and by corporations around the world.

4. Any state-based system that substantially departed from Bayh-Dole, say, by placing certain restrictions on the ownership of IP or by imposing additional taxes on royalty agreements, could make research sponsored by CIRM less attractive to corporations.

The most important principle in creating IP and technology transfer policies for CIRM, however, is the most basic principle in medicine: First, do no harm.  The impulse to tax or place constraints on transactions between CIRM and the academic institutions to which it makes grants is understandable.  But the ultimate goal of CIRM is not merely to fund breakthrough science.  It is to do everything possible to exploit advances in stem cell science for the benefit of patients.  And this demands carefully crafted IP and technology transfer policies that reflect the complex, sensitive realities of our competitive market.
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