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Thank you for inviting me to participate in this hearing.  I have spent many years studying the role of intellectual property at the public-private divide in biomedical research, and I appreciate the opportunity to speak to you as you formulate the IP policies that will govern the research to be sponsored by CIRM.

Like many Americans, I am grateful to the state of California for the resources that it is committing to stem cell research at a time when the federal government is lagging in its support of this promising field.  This is a smart move that will bring benefits not only to the people of California, but to all of us.

Nonetheless, it is important to recognize that stem cell research is not an isolated domain of research, but a part of a much larger biomedical research enterprise.  Stem cell research both draws upon and contributes to advances in other parts of this enterprise.  It is a cross-cutting technology that we can expect to connect up to the seamless web of biomedical research at many different points.

California has long been a leader in biomedical research, but it has never been an island within the biomedical research community, and it would be bad for both California and for the rest of the nation if it were to become such an island. 

These two realms of connection - first, connections between stem cell research and other fields; and second, connections between research in California and research elsewhere - are important to keep in mind in thinking through an appropriate IP strategy for CIRM.

As a long-time student of the Bayh-Dole Act and its consequences, I see that legislative initiative as a mixed success.

On the bright side, the Bayh-Dole Act has done a reasonably good job of promoting technology transfer from universities to the private sector, and has facilitated the development of commercial biotechnology.  Technology transfer and commercial development were its primary goal, and this is an important success.  Universities have not, with a handful of exceptions, made much money from their Bayh-Dole patents, but this was never the goal of the Bayh-Dole Act, and it shouldn’t be the goal, in my view.

On the other hand, the Bayh-Dole Act has had a downside for academic research that is harder to measure.  It has sometimes led to overly aggressive patenting and licensing strategies for “upstream” research discoveries of a sort that could otherwise be readily disseminated in the public domain without the need for patents.  In some cases, the patenting of these discoveries has led to wasteful transaction costs and obstacles to research, perhaps to the long-term detriment of progress in research and product development.

Because most university research discoveries are of this “upstream” character, it is important to exercise careful judgment in choosing what to patent and what to leave in the public domain, as well as in figuring out appropriate licensing strategies for inventions that are likely to be important for subsequent research.

I have my criticisms of the Bayh-Dole Act, and I have followed with considerable interest the debates about what sort of IP policies would be appropriate for CIRM.

Nonetheless, it’s important to bear in mind that the state of California does not and cannot write its IP policies for this important initiative on a clean slate.  CIRM is a relatively small part of a large biomedical research enterprise that has been operating for 25 years under the scheme put in place by the Bayh-Dole Act.  This matters.

Universities inside and outside California have been on a long learning curve under the Bayh-Dole Act.  There is a notable difference in the success of those universities that have had technology transfer offices up and running since the 1980s and those that have jumped more recently on the tech transfer bandwagon.  The old-timers are typically more savvy, less greedy, and more responsible about the role of their patents in the research community than the newcomers.  A new scheme that departs markedly from the Bayh-Dole status quo would start CIRM grantees on a whole new learning curve, and it would take a long time for everyone to learn the new moves.

Moreover, research institutions within California are operating under the Bayh-Dole Act for a substantial proportion of their biomedical research portfolios, including the stem cell research that they do with government funding.  This research is yielding inventions that, by the terms of their grants from the federal government, these institutions seek to patent.  Introducing a new scheme alongside the Bayh-Dole that governs inventions made with CIRM funding could potentially create conflicting and confusing obligations.

It is unlikely that CIRM funding will displace federal funding even for researchers and institutions working with stem cells within California; indeed, any such displacement would limit the benefits of CIRM funding and would be undesirable.  But even if stem cell research within California could be governed by a different IP regime, researchers within California are part of a larger biomedical research community that extends beyond the borders of the state.  To the extent that the Bayh-Dole approach reigns beyond the state, researchers and institutions within California might find themselves at a disadvantage if they don’t have the same sorts of rights and bargaining chips as other members of this community.  So long as other researchers and institutions hold patents on stem cell technology and are prepared to enforce them against recipients of CIRM funding, CIRM-funded researchers might need their own patent portfolios to protect their own freedom to operate.

So I think that a sharp departure from the Bayh-Dole approach for CIRM-funded research could backfire.

I have a few suggested modifications, consistent with the overall Bayh-Dole framework, that might alleviate some of the problems that have arisen under the Bayh-Dole Act and help to advance the goals of CIRM:
1. Under the Bayh-Dole Act, the federal government keeps a retained license to practice invention for government purposes.  The theory is that if you pay for the research, you shouldn’t have to pay patent royalties to use the results.  NIH has taken the conservative position that this retained license does not cover use of patented inventions by its grantees.  Other federal agencies feel differently, and I would urge California to clarify in its statute that its retained license includes, at a minimum, a right for researchers who are sponsored by the state of California to use the patented inventions that have arisen out of previous CIRM-sponsored research.  You might want to aim for a broader retained license for any research uses within the state of California, but at a minimum your grantees should not have to pay for access to technology that you paid to develop in the first instance.

2. A second restriction on the rights of grantees under the Bayh-Dole Act that could be fortified in this context is the ability of the sponsor to deviate from the usual rules when a nonproprietary approach is more likely to further the goals of technology transfer.  Under the Bayh-Dole Act such departures are limited to “exceptional circumstances,” reflecting a worry that government sponsors would be quick to assume that patents would always be inappropriate.  But the world has changed greatly since 1980, and today research sponsors are much less hostile to patent rights than they were at the time of the Bayh-Dole Act.  The term “exceptional circumstances” suggests that patenting should be the rule rather than the exception, but in fact patenting has always been and remains the exception in university research.  Most university-based research results are primarily of interest to other researchers and are not worth patenting.  For upstream research in technologies that are far removed from the marketplace, such as stem cell research, much of the research that CIRM wants to sponsor research is likely fall into the category that the Bayh-Dole Act presumes will be exceptional.  For example, CIRM may wish to sponsor research projects to catalog changes in gene expression as stem cell lines become more differentiated in different environments.  Such a resource would be a fundamental research tool with relevance to a great many different problems, and can be expected to be disseminated and utilized more promptly and efficiently in the public domain without having to negotiate licenses.  CIRM should have the authority to specify in advance that particular sponsored projects are of this character, unburdened by any statutory presumption that such departures from the ordinary proprietary scheme are only appropriate in “exceptional circumstances.”

3. Third, I am intrigued by Merrill Goozner’s suggestion that CIRM might create a patent pool for stem cell patents.  A problem with the Bayh-Dole system is that it has the effect of fragmenting ownership of patent rights in the hands of multiple owners, making it necessary for firms that want to develop a technology to gather up licenses through many separate negotiations with different owners.  This is costly, wasteful, and discouraging, and as the number of owners proliferates, the risk that product development will be stalled increases.  There may be a role for a patent pool in this area at some point, and if CIRM becomes an important enough player in this field, it might be a logical institution to get it going.  But I would not make that the organizing principle of your IP policy at this stage.  There are already lots of other stem cell patents out there that are broader and more far-reaching than any patents that CIRM grantees are likely to get.  It’s not yet clear what commercial development opportunities will arise in the stem cell field, nor what patents will be relevant to those opportunities, but it’s unlikely that all you will need is the CIRM patents.  So I think this is something to keep an eye on, and you might want to be sure that CIRM has the authority it needs to put together a patent pool in the future if that seems to be called for, but I wouldn’t start off requiring that all grantee patents go into a patent pool without knowing what they are about and how they relate to other patents in the field.

4. One final suggestion:  Think about data dissemination.  Data as such are not generally considered patentable, and therefore are not covered by the Bayh-Dole Act, which applies only to patentable inventions.  But one of the most valuable outputs from CIRM-funded research is likely to be data.  NIH has made a point in recent years of promoting data dissemination by grantees, e.g., by calling for grant applications to address plans for data dissemination.  This is a very good thing for science, and CIRM would do well to follow the lead of NIH by encouraging grantees to make data available to the scientific community in a timely fashion.

There are a few other items that you may be considering that I would caution against:

1. First is recoupment of royalties for the state from patents on CIRM-funded inventions.  Recoupment provisions have been repeatedly proposed in Congress, and so far they have always been defeated.  The reason for this is that the point of the Bayh-Dole Act has been to promote technology transfer, not to tax it.  Recoupment is a tax on product development.  You want to encourage businesses to take risks in developing these technologies.  Congress has always concluded that the best way to profit from the results of government-sponsored research is to allow the licensee businesses to flourish, and to collect their usual taxes on preference.

2. Second is a preference for California businesses in the licensing of inventions.  The Bayh-Dole Act directs grantees to give a preference in licensing to businesses that will manufacture products in the United States.  A preference for California-based businesses would be significantly more restrictive.   Of course, you are all accountable to California constituencies, and the temptation to include a California preference may be irresistible.  But it’s probably unwise, and you want to be sure that you don’t make it too firm.  Mandatory preferences for local businesses as licensees of inventions emerging from state-funded research threaten to bring about the balkanization of intellectual property rights in the hands of different firms in different states.  This may make it difficult for firms to collect the rights they need to move forward towards product development.  This worry is particularly acute for broad, cross-cutting technologies like stem cells that may have implications for a range of problems.  Geography should not be the primary criterion for picking licensees, and it may prove to be a significant constraint.  As a practical matter, firms will probably want to locate near the stem cell scientists whose work is funded by CIRM.  You don’t need to try to make it the law.  Let grantees find the best licensees to get the technology developed, and trust that California will get its share of the resulting work, and that California residents will benefit along with the rest of the country in the resulting therapies.
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