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Good Morning.  First, I would like to thank the committees sponsoring this hearing for inviting me here to testify.

The intellectual property issues that we are exploring today could not be more important.

They will determine not only what benefits the state reaps from its $3 billion investment in stem cell research… but also how those benefits are allocated among the various stakeholders involved: universities, patients, biotech companies, pharmaceutical firms, taxpayers, business groups.  This IP policy framework will also influence and shape California’s research culture for years to come.

I have been invited to testify because, for the last six years or so, I have been studying the effects of the Bayh-Dole Act on the nation’s universities and the broader scientific research culture, both in my capacity as a journalist and as the author of a recent book, titled University Inc., which was published earlier this year by Basic Books.

The question I was asked to answer in my testimony is whether I concur with the California Council on Science and Technology’s recommendation that the state should adopt an IP policy modeled after the Bayh-Dole Act.

The short answer is NO.  And here’s why: The state of California can do better than merely mimic the Bayh-Dole Act.  The state has a rare opportunity to address the Bayh-Dole Act’s most glaring problems, and it should not be shy about finding ways to do just that.
Reading through the CCST’s “Interim Report”, I noted that it did, on numerous occasions, make reference to an issue that Bayh-Dole’s critics are deeply concerned about: the need to keep a large amount of the basic research (generated through public funding) broadly available to scientists in the public domain.
On page 8 of the Interim Report, the CCST mentions at least four times the importance of keeping basic, platform research available for use by the entire scientific community.

It clearly states, for example, the one mission of the CIRM should be to “ensure that discoveries and research tools… useful for further research are made broadly available to the research community.”  And so on.

Yet the CCST recommended giving grantee institutions—universities, private firms, research institutes etc.—complete freedom to license their research however they saw fit.  In other words, the CCST recommended replicating the Bayh-Dole model exactly, even though this is precisely the area where Bayh-Dole has failed most egregiously and encouraged the wrong kind of licensing behavior.

You see, the Bayh-Dole Act actually had many unintended and adverse consequences.  One of which was that it actually created a perverse financial incentive for universities to seek the most restrictive license possible, since exclusive licenses are nearly always more profitable for the university, and most companies will opt for an exclusive license (or monopoly control over an invention) if they think they can get it.

Consider the following example, which is one of many I cite in my book:
· When a professor at the University of Utah discovered an important human gene responsible for hereditary breast cancer, the school didn’t make this gene freely available to the scientific community…

· Even though US taxpayers paid $4.6 million to finance the research, the University of Utah raced to patent the gene and licensed it exclusively to the professor’s own start-up company, Myriad Genetics.

· This company then proceeded to hoard the gene and prevent other scientists throughout the academic community and the world from using it in their own breast cancer research and diagnostic testing.

· The company even went so far as to send “cease and desist” letters to academic scholars who work on breast cancer research.

Clearly, when the Bayh-Dole Act allows universities to build monopolies around basic research in this manner, it runs contrary to the public interest and the interests of science.

Today, a growing number of economists and legal scholars, and historians of scientific innovation are concerned that the Bayh-Dole Act’s emphasis on patenting and licensing may actually harm, rather than enhance, innovation over the long term by shrinking the public domain for knowledge, imposing high rents on creators, stifling competition, and clogging the pipeline for future innovation.

Universities used to play a vital role in preserving the information commons—the wellspring for all future invention and discovery.

It’s hardly an accident that both the biotechnology and computer revolutions were born in academia, not in industry.  Here, publicly funded scientists were free to work on basic research that did not appear to have any short-term commercial potential.  Scientists freely exchanged basic knowledge and built upon it, until one day they made the breakthrough discoveries that launched both the Internet and biotechnology.

Now, by contrast, schools are slapping proprietary restrictions on basic research—even in cases where such proprietary restrictions are NOT NECESSARY to promote broad use of a particular invention—and instead only serve to maximize the university’s own profits.

· Columbia University, for example, taking its cue from the drug industry, recently obtained a second patent on a lucrative biotechnology technique, known as “cotransformation.”

· This second patent just happened to issue shortly before Columbia’s original patent was due to expire.

· The biotech industry, which had long been paying royalties to Columbia for use of the technique, was outraged and promptly filed suit.

· These biotech companies accused Columbia of egregiously trying to maximize its own profits by seeking a duplicate patent on an invention that was, after all, almost entirely paid for by US taxpayers.  

In a case like this, Columbia’s license does nothing to promote commercialization it is merely a tax on industry.

I’d like to cite just one other example from the  University of Wisconsin relating directly to stem cells directly.  I thought Rebecca Eisenberg would address this case, because she has written about it extensively, but since she did not  I will just briefly mention it here.

In the 1990s, a researcher at the University of Wisconsin succeeded in deriving important stem cells from primates.  But, again, rather than making these broadly available to the scientific community, the U. of Wisconsin chose to license many of the most important of these stem cells lines exclusively to the Geron Corporation (based here in Menlo, California.)
The U. of Wisconsin (together with its licensee) imposed onerous licensing fees and other conditions on the use of these stem cell lines, which generated considerable outrage in the scientific community especially after the Bush Administration restricted federally-funded stem cell research to stem cell lines already in existence.  One scientist, Douglas Melton of Harvard, complained to the New York Times, “Those conditions would mean that I am the ideal employee of Geron. They don’t pay my salary, they don’t pay my benefits, but anything I discover they own.”
Today, fears about aggressive university patenting and licensing have spread to a wide range of fields, including medicine, software, electronics, and agriculture.

Allan Bennett, who co-chaired the CCST’s study group, is intimately familiar with this problem in the agricultural field.

In 2003, the heads of more than a dozen of the nation’s top agricultural colleges and research institutes published an editorial in Science magazine complaining that public-sector scientists were hampered from performing basic crop research, because so much of the fundamental knowledge base they require is now under proprietary lock and key.

Remarkably, these research heads admitted that they, themselves, were culpable.  Why?  Because, as it turns out, a sizable portion of this basic plant research was developed at public-sector institutions with public funding only to be licensed off to private industry under terms that severely restricted future public use.
  

So the question is this: How can the state of California fine tune its own IP policy to more clearly distinguish between two very different types of basic research. The first is research that won’t get developed commercially unless the investor is granted an exclusive license or monopoly.  The second is research that is so basic and useful and has such a diversity of potential applications that scientists, both in academia and in industry, are happy to use without any exclusivity or proprietary licensing at all.  In the latter case, companies often feel comfortable working with this type of invention because they know that any end product they discover can later be patented.

When Jeanette Colyvas, Michael Crow, and other scholars took a rare look inside Columbia University’s patent portfolio, they discovered that, out of a total of 11 key inventions, 7 would have been commercialized without any patenting or licensing by the university’s tech-transfer office at all.  Industry was already aware of these inventions simply through traditional open channels like publication.

So what are California’s options for fixing the problems associated with Bayh-Dole?  I will just mention a few.

Alternative Patent Frameworks:

Well, first, as has already been discussed, the state could experiment with alternative patent frameworks such as patent pooling, patent auctions, prizes, etc. designed to better safeguard the public domain.

Independent, Third-Party Licensing:

The state could also establish an independent non-profit to handle all the intellectual property stemming from its stem cell program.

This could have several potential benefits.

First, transferring the IP decision-making process to an independent third party could eliminate many of the institutional conflicts of interest that currently exist as a result of vesting this power exclusively with the individual universities (which have an interest in maximizing their own profits).

The governing board of this non-profit could be made up of some full-time, highly qualified tech-transfer professions (hired by the state), representatives who volunteer their time from several of the major research universities and research centers, as well as members representing various public constituencies.

Unlike the individual universities, this collective body would be more likely to properly balance the need to commercialize new inventions with the need to preserve the public domain for basic scientific knowledge—the wellspring for all future invention and creativity.

Another potential benefit of the third-party non-profit is that it might permit the state of California to receive a portion of any royalty revenues that derive from its investment in stem cell research, without compromising its ability to use tax-exempt bonds.
This royalty stream is not likely to be large, especially in the short term.  But, if a particular invention proves to be highly profitable, why shouldn’t the state recoup at least a portion of its investment?  Currently, this is what universities do under the Bayh-Dole Act.  And the state could certainly insure that these royalty payments in no way inhibited the commercialization process by writing into its IP policy that royalties would only kick in after the invention had generated at least $700,000 in sales.  These royalty fees should also be reasonable and proportionate to state’s actual investment in the final product.
If the state were not prohibited under federal tax law from receiving royalties through a third-party, it could use the proceeds to subsidize the cost of new drugs and therapies through its Medi-Cal program.
Revising the Language of Bayh-Dole:

A final option the state might consider, when drawing up its own IP policy, is adjusting the language of Bayh-Dole to better safeguard the public interest.

The state’s IP policy could be broadly compatible with Bayh-Dole, but not identical.

Various experts, including Rebecca Eisenberg (who testified earlier), Arti Rai, and Richard Nelson, have already proposed revising the language of Bayh-Dole at the federal level.

Richard Nelson of Columbia University, for example, has proposed rewriting the Act to emphasize that the principal objective of the tech-transfer office is to promote the “widest possible use” of taxpayer-funded inventions.  Nelson recommends that this new language clearly state that the “willingness of firms to take up university research results without an exclusive license should be evidence that an exclusive license is not appropriate.”

Additionally, the state could require that any university wishing to pursue a more restrictive license provide an explicit rational, and present it for review to an outside board appointed by the state.  (This board’s membership could be similar to one I proposed above.)

This would ensure that, when it comes to state-funded stem cell research, more restrictive licensing is the exception rather than the norm.

I hope these comments have been helpful.  I’m happy to take questions.

Thank you.
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