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Good morning.  And thank you Senator Ortiz, Assembly Member Chan and Assembly Member Jones for chairing this informational hearing. 

I am delighted to have this opportunity today to be able to share with members of the California State Senate and Assembly the results of the California Council on Science and Technology’s interim report, Policy Framework for Intellectual Property Derived from Stem Cell Research in California.  I was a member of the Study Group that authored that report, which was released on August 23.  

Our goal with this report, as it is with all other CCST studies, was to provide independent, sound, evidence-based advice to the State’s policy makers in the legislature and the executive branch.   

The California Council on Science and Technology, or CCST, is a nonpartisan, nonprofit 501c(3) organization that was established in 1988 by state legislation authored by Sam Farr.  It was created for the purpose of offering nonpartisan, expert advice to the state government on science- and technology-related policy issues.  Because science and technology are at the center of so many of today’s policy concerns, policymakers have rightly looked for independent expert advice to help them think through appropriate actions. Over the past 17 years, CCST has been asked by the state to provide advice on topics ranging from genetically modified foods, to education and workforce development, nanotechnology and energy.  

Accordingly, the State Assembly passed Resolution 252 in September 2004, asking the CCST to provide advice on how the State of California should treat intellectual property created under state contracts.  

Legislators were concerned that California, home to many of the world’s leading research universities, national laboratories, and high-tech firms, did not have systems in place that could work smoothly with the research enterprise to facilitate technology transfer. In fact, a 2000 report by the Bureau of State Audits referred to the state’s approach as “Balkanized,” with policies splintered among various state agencies – creating a multitude of inefficiencies, a lack of consensus, and a bureaucratic tangle that has resulted in few, if any, incentives to business to develop state-funded IP into marketable products.

In November of last year, California voters passed Proposition 71, after which Assembly Member Mullin authored ACR 24, requesting that the CCST study group formed in response to ACR 252 produce an interim report with specific IP guidelines for the California Institute for Regenerative Medicine.  Senate Amendments to ACR 24 in mid July raised additional issues that were addressed briefly in the interim report’s addendum.

So let me now tell you about our study group.

We assembled a group of 17 leaders from California’s science and technology community representing a range of expertise -- including research management, inventor-to-IP process, federal and state technology transfer, economics, and public policy.  

The co-chairs and one member of the study group are here with me today – Alan Bennett, associate vice chair for research at UC Davis, Stephen Rockwood, executive vice president, Science Applications International Corporation.

The study group members included:

· 4 from business and industry

· 7 from university campuses (S&T experts and IP/tech transfer experts)

· 2 private-sector lawyers

· 1 from a national laboratory (run by DOE)

· 1 from a federal funded laboratory (run by NASA)

· 1 from a state government agency

· 1 from public interest/economic development

Five members are either on the CCST Council or CCST fellows.  Two members of the study group are also members of the ICOC – Susan Bryant and Michael Goldberg. 

In addition, a working group of 11 technical experts familiar with IP issues, policy, state government and the research community assisted the study group in its work. 

We looked carefully at the backgrounds of each to ensure no conflicts of interest and a balance of bias.  With every study we undertake, we know that integrity and credibility are key.  We therefore take the greatest of pains to assemble a group of individuals who have a range of expertise but are free of conflict of interest.  No one comes without bias, however, and so we work mightily to balance that, so that all views can be considered accordingly.

Once the Study Group’s report was drafted, it was put through a rigorous and anonymous peer review, involving several dozen experts, both within and outside of the CCST, from private foundations, government agencies, academia, venture capital firms, and the high-tech industry including biotech.  

The result is this interim report.  Our final report is scheduled for completion at the end of this calendar year. We do recognize that despite the considerable efforts that have gone into producing this report, there are many questions that remain.  It is our hope that this report serves as a starting point for discussion that will lead the state toward developing sound, well-reasoned IP policy that serves as a model for the rest of the nation.

Let me take a few moments to talk about intellectual property, in particular, what it is and why it is important. 

Intellectual property is the legal mechanism by which we protect the products of creativity.  Intellectual property, or IP, comes in a variety of forms – trademarks, patents, copyrights, and trade secrets to name a few.  IP permits us to lay claim to things we create, just as we would lay claim to physical property.  It is important, because, in a free market environment, IP provides incentive for further creativity; in other words, it helps to spur innovation and the creation of new knowledge.  In many ways, it provides the fuel for advances in many fields, not the least of which are the rapidly expanding disciplines within biomedical science.  

Since 1998, one of those rapidly expanding arenas has involved stem cell research.  

For California, a state long known and well respected for innovation, the promise presented by stem cell research signaled opportunities that absolutely could not be passed up, for example, an opportunity to conduct basic research in new areas, and then leverage new findings in biomedical science to develop new therapies and cures for diseases that have none today; and an opportunity to strengthen California’s economy with new jobs and new businesses, and a new, powerful government-university-industry alliance.

But before that can happen, we must keep in mind that a long time horizon is necessary to take basic research through the many steps – some of which occur serendipitously – that eventually lead to a marketable product.  

We also need to acknowledge the extraordinary costs involved in developing this particular type of IP – and the extent to which these costs will be borne by industry.  The $3 billion invested by the state is a great deal, and certainly the largest made by any state on any basic research program to date.  But it is the industry investment -- hundreds of millions of dollars and over many years -- that will lead to commercialization.  And let me just put it this way – if industry does not find competitive incentives to invest in CIRM research, it will simply invest elsewhere.  IP policy must be sensitive to this reality. 

CIRM’s mission, as a new state agency, is to make grants and provide loans for stem cell research.  Given that premise, our committee provided 10 straightforward objectives that CIRM should consider in setting IP policy, and these are described in turn in the interim report.   

Let me highlight one in fuller detail.

We believe CIRM’s policies should support the open dissemination of research results and the transfer of knowledge.  This is because widespread dissemination of research results is critical for the advancement of stem cell science and the development of practical application.  Knowledge begets knowledge.  The only way for the science to move forward is for scientists to have access to new findings. Most new knowledge created from the stem cell initiative, particularly early on, will be in the form of new research tools, computer programs, and databases.  Particular attention needs to be paid to how these new data are treated – making them as widely available as possible.

Following World War II, the federal government began to invest heavily in science and technology, as the Cold War ramped up.  With the launch of Sputnik in the late 1950s, a new era in federal S&T funding was born, involving a range of entities including universities, non-profit institutions, as well as private contractors.  

But with it came the inevitable question – who owned the resulting IP?  And because there were no easy answers forthcoming, a huge inventory of patentable inventions built up, with industry reluctant to invest, given the lack of clarity around licensing.  By 1980 the US Government held title to approximately 28,000 patents with less than 5% licensed to industry for development of commercial products.  Without strong IP protection, clarity over ownership and the ability to obtain exclusive licenses, companies had little incentive to invest in transforming the research discoveries into marketable products.  

At the same time, a real bureaucratic tangle had evolved, with each federal agency negotiating their own agreements with each research entity – resulting in a multitude of policies and an impossibly incoherent system – if one could call it a system at all.

So in 1980, the Bayh-Dole Act was passed, intended to streamline the process for managing federally funded IP, and providing for a healthy process of technology transfer – so that universities and their industry partners could, indeed, take knowledge created in the lab and move it from the bench to commercialization.

Bayh-Dole led to the development of consistent IP policies that permitted grantees to patent inventions resulting from federally funded research, which they could then license to other entities, including to private firms willing to invest in commercialization.  As a result, many research universities and labs began to encourage faculty and other researchers to identify and report discoveries that could be patented for commercial development.  And they established technology transfer offices to handle patent processing and licensing.  

Bayh-Dole is generally credited with having led to the development of some technologies that may not have been made available to the public in its absence. In many respects, it is considered the standard for managing the IP process at the nation’s universities and non-profit research entities.  Bayh-Dole serves as the driver for technology transfer in this country.

So it is with this reality front and center that we made our set of recommendations:  State funded research should be guided by IP policy that is consistent with Bayh-Dole.  We did not say identical, but we do believe that whatever policies are established in California, they should not conflict with Bayh-Dole.  Specifically:

Recommendation 1

To encourage robust participation in CIRM-funded research by both for-profit and non-profit organizations, we recommend that grantees be permitted to own the IP that they create in projects that are fully or partially funded by CIRM.  This is consistent with Bayh-Dole.  And here is why that’s important.  From the grantees’ perspective, it allows them to leverage other funding, as appropriate, and avoids the administratively burdensome need to isolate CIRM-funded research from other research.  It also gives them credit for knowing the best strategy for moving their invention from basic research toward the commercial realm; they’re in the best position to know this, and their knowledge should be leveraged accordingly.

Recommendation 2

We also recommend that CIRM require grantees to provide a plan that describes how the resulting IP will be managed in a way that advances science and benefits the state of California.  No doubt, there is heightened public interest in this program and, frankly, to be responsive to a public that overwhelmingly voted “yes” to this initiative, we believe that providing a plan from the outset is simply the right thing to do.  It makes sense to ask grantees to explain how their work will benefit California and spell out their strategies for directing commercialization opportunities to the state.  

Recommendation 3

At the same time, we feel strongly that CIRM should not require grantees to guarantee that their work will provide a revenue stream to the state.  Neither the state nor CIRM should create financial burdens that impede the rapid development of therapies.  There is significant evidence on the federal level that policies requiring direct revenue sharing have had negative effects on the technology transfer process.   

Recommendation 4

Advances in stem cell research is a process of knowledge building – scientists move forward in their understanding of complex matters by studying the work of other scientists and adding to that knowledge base.  We see this play out in the numerous scientific journals published each week, as new research findings are reported out – some incremental, some controversial, some groundbreaking, some seemingly inconsequential.

Fundamental to this process is the sharing among scientists of research tools.  Our study group underscored this tenet by urging CIRM to require researchers to share their CIRM-funded research tools with as few encumbrances as possible.  We believe it’s important that grantees preserve, in any agreements they make with third parties, their ability to broadly share research tools and data, and to publish freely any new findings, as appropriate.  In any licensing of CIRM-funded inventions, IP policy should also make clear that grantees should be expected to reserve their own right to use the invention for research and educational purposes.  

Recommendation 5

We further recommend that licensees be required to work diligently to develop CIRM-funded IP into therapeutics and diagnostics.  Any exclusive commercial license should include such a provision.  This would permit the grantee to terminate the license if the licensee does not work to develop the invention in a timely manner.  And if a grantee did not move forward with commercial development, there should be a requirement that they notify CIRM and provide CIRM with the opportunity to do so.  In the same vein, any inventions resulting from CIRM funding should be reported by the grantee promptly to CIRM, and CIRM should require annual updates from grantees with respect to the status of inventions.  

Recommendation 6

Consistent with Bayh-Dole, if grantees do not move forward in developing their inventions for the public benefit, then CIRM should retain the right to step in to do so.  Under Bayh-Dole, the federal funding agency has the authority to license an invention it funded if the grantees don’t take action to achieve practical application of the invention in a reasonable amount of time.  These so-called “march-in” rights have been controversial; industry, for one, worried early on that this would leave them vulnerable to meddling by the government – and so they showed a great deal of reluctance to invest in federally funded inventions.  But in the 25 years since passage of Bayh-Dole, “march-in” has never been used.  

There have been arguments to do so – and in one case in particular, petitioners called on the government to “march in” to control the price of a new drug on the market.  The thought was that “march in” rights could be used to regulate pricing.  The funder, NIH, was not convinced; ultimately it was determined that this wasn’t what “march in” rights were created to do.  In fact, as has been pointed out, there are other, more appropriate, mechanisms for dealing with pricing issues, including anti-trust laws.

The important thing to emphasize here is that while CIRM absolutely must retain the right to step in to ensure that inventions are developed in a timely manner, this should be a right that is used only with great caution.  

Bayh-Dole, while far from perfect, illustrates how delicately the balance among academe, the government, and industry must be managed if technology transfer is to be successful.  The government must see that taxpayer dollars have been spent wisely, and for the public benefit; universities must also see the benefits – in revenue-sharing, in prestige, and in attracting and retaining high-quality researchers; and industry must be assured that their investment is a wise choice, not a blind gamble.

Recommendation 7

We also recommend that CIRM leave the details of licensing to the owner of the IP.  Again, they are in the best position to judge the most effective ways for commercializing their discoveries.  We noted earlier that CIRM should avoid overly prescriptive policies for IP, and this is, in part, what we mean by that.  Grantees have the expertise to negotiate deals with the private sector, and they are in a position to monitor those who license the IP, to ensure that they are being diligent in their efforts to develop useful products.

Recommendation 8

Finally, in the spirit of Bayh-Dole, we also believe CIRM should have full rights to all CIRM-funded inventions – non-exclusive and royalty free.  This would mean that CIRM would also have the right to allow other CIRM grantees to use such inventions in their CIRM-funded research activities.  This, again, is consistent with federal policy – and it brings us back to the notion of making information as accessible to researchers as possible in order to keep moving knowledge – and the science – forward, and as quickly as possible.

Recommendation 9

Our final recommendation focuses on an important administrative task.  Given the complexities involved in the start-up of a new research program and given the volume of activity it is likely to generate, our study group recommends a very explicit tracking system.  We urge CIRM to establish a database to track CIRM-funded projects and a way to collect and update the information.  The database is important housekeeping tool, quite obviously, but it’s much more than that.  It would serve as a useful source of information to other researchers as well as to companies interested in engaging in commercial development of stem cell technology.  We also think it makes the most sense for CIRM-funded researchers to be required to provide CIRM with regular reports that can be, essentially, poured into the database.  This makes information even more readily accessible – to researchers but, really, to anyone interested in keeping tabs on CIRM-funded activities.

CIRM is faced with many challenges.  It is a new organization; it is, essentially, writing its own rules – and making its own way.  All the while, it is being closely watched by the nation and the world.  

We believe that the IP policies that are put in place and the way in which IP is managed will be the determining factor in whether this program functions as intended – that is, whether it is successful in taking the intellectual outputs of this public investment and translating them into useful products, therapies, and treatments.

The burden for CIRM is great; the expectations enormously high, and the pressures unyielding.  We know we have not provided all the answers, and ultimately, perhaps but a fraction.  But we do believe that with this interim report we have addressed many of the key issues that CIRM and the State will need to consider as it undertakes its important work.

Thank you.
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