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Thank you.  My name is Alan Bennett and I am the Associate Vice Chancellor for Research at UC Davis and I co-chaired the CCST report that you’ve just heard about.  

I would like to preface my remarks with a description of the university situation.  We primarily conduct basic research and this is largely what CIRM contemplates funding.  Public research and public research funds do not develop products.  For that we rely on partnerships with the private sector and its estimated that $100 of academic research requires on the order of $10,000 of private capital to bring a product to market.  This single point creates the tension in IP policy targeted to address fundamental research – the policy needs to balance incentives for research institutions to protect and manage IP and incentives for follow-on and high risk investment to the development of new therapies and products. 

Bayh-Dole is the national policy framework that seeks to balance these incentives.  Its critics view the incentives as unbalanced – but after 25 years of deliberations, no single concensus has emerged on a framework likely to be more effective.  So what is Bayh-Dole?

Bayh-Dole is quite simple in concept and in practice.  It allows universities and other research institutions to claim ownership of inventions developed through Federal funding.  The other side of that coin is that it also creates a number of requirements for universities who elect to own federally sponsored inventions.  Under Bayh-Dole, those institutions:

· must file patents on inventions for which they decide to claim ownership 

· must have written agreements with faculty and staff requiring disclosure of inventions and to assign ownership of those inventions to the university 

· must share a portion of revenue with inventors, and 

· must use any excess revenue to support research and education

For  its part, the Government funding agency

· retains non-exclusive license to the invention and 

· retains march-in rights.  This permits the government to step in and work to achieve practical application of the university’s invention if the university hasn’t done so within a reasonable amount of time.   

And there is an additional requirement that any manufacturing that results from inventions created with federal funding must happen in the United States.

Within the technology transfer community, these requirements are often referred to as Bayh-Dole obligations – and they are legal obligations which universities take seriously, particularly because the vast majority of research funding is from federal agencies.  It’s also important to note that these requirements still apply even if the federal government only supplied a portion of the research funds – this is the “one federal dollar rule”.  As a consequence, most universities also have IP policies that mirror these federally mandated obligations and these institutional policies also have the force of law ---  if we violate or change that policy midstream, then we are subject to legal actions by our own faculty researchers.
One thing about Bayh-Dole is that this framework is not prescriptive in many respects and allows a great deal of flexibility – for example, it does not require exclusive licensing – in spite of what Bayh-Dole critics suggest; it does not require specific royalty rates and it does not require provisions for low-cost access to resulting products.  This built in flexibility recognizes that a wide range of approaches may be necessary to effectivel transfer technology and elicit private sector investment.  Bayh-Dole also allows flexibility in overlaying additional policies to achieve social benefits, such as a requirement to make certain types of results widely available.  

Bayh-Dole basically did three very important things, all of which help facilitate and accelerate the development of scientific discoveries into therapies, products and services that can benefit the public:
1.  Bayh-Dole created clarity about IP ownership.  This was and continues to be critical.  To effectively transfer IP there needs to be a high degree of clarity about who owns the invention and who is authorized to license the IP rights.  Any lurking uncertainty will kill any burgeoning technology and compel potential licensees to move on to the next opportunity.  

2. Bayh-Dole gave primary responsibility for licensing to the inventors’ institutions.  The ability for licensing negotiations and decisions to be close to the research itself – and close to the researcher continues to be critical in really understanding the technology in the context of its potential applications.  A 2004 report from the California Technology Trade and Commerce Agency emphasized this local licensing activity as a key element in streamlining technology transfer from state universities in California.

3.  Bayh-Dole provided incentives to build the human resource and financial infrastructure to manage IP.  Because the revenues from IP licensing remained with the grantee institutions, this provided an incentive for universities to invest in protecting intellectual property – filing patents, and in building the human resource infrastructure to effectively manage and license IP.  This is not inexpensive and of the many patents the UC obtains, only about 40% generate revenue.  This investment requires a financial model that is capable of sustaining long-term up-front investment in protecting IP.  Because the missions of most universities are also linked to their regions – local IP management also provided the basis for universities to focus their licensing strategies to support local companies. 
So what has resulted – nationally and in California?  Bayh-Dole has been referred to as “Innovation’s Golden Goose” in The Economist and cited as the primary policy measure that reversed “America’s precipitous slide into industrial irrelevance” in the late 1970s.  There are certainly other coincident factors and legal rulings which have worked in concert with Bayh-Dole - but it’s very hard to dismiss Bayh-Dole as NOT having been a significant contributor to the development of technology-based sectors of our economy.

How has California fared under Bayh-Dole?  In fact, the California economy has done disproportionately well under Bayh-Dole – precisely because the framework allows universities to control and manage their IP locally and responsively to local conditions.  Because the State is home to the most competitive universities in the world, it receives a disproportionate share of federal research dollars and has enjoyed the spin-off of a wide range of technology-based industries that employ Californians and provide life-enhancing products and healthcare.  In fact, 1 in 4 biotechnology companies were started by UC scientists and California is home to the #1st, 2nd, 3rd, and 5th largest biotechnology companies in the world.  These are the major benefits that the stem cell initiative will spawn – and the narrow focus in defining benefits to the state in terms of royalty revenue is, in my view, missing the forest for the trees.

In short, Bayh-Dole is the law of the land and governs the vast majority of research results in California universities – California institutions received a total of $2.9 billion in research funding from the NIH alone in 2004.  Thus, for most situations, the Bayh-Dole framework is not optional –it drives most IP policy in non-profit research institutions.  Although Bayh-Dole is imperfect and I believe could be adjusted in ways that I’ll mention – it has served the nation and California well.  In 25 years, it is deeply rooted in both universities and industries and has led to establishment of many strong and effective partnerships in technology transfer.
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