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BIO Opposes the Patent Reform Act of
2007

By Jim Greenwood (Saturday, October 20, 2007)

On Sept. 7, 2007, the House of Representatives passed patent
reform legislation (H.R. 1908) that will undermine the strength and
predictability of patent rights. The Senate is currently considering its
own version of the "Patent Reform Act of 2007" (S. 1145). While
BI1O supports meaningful patent reform designed to improve the
system, we oppose both bills in their current forms.

Patent reform, if done properly, can truly improve the system for all
innovators across the spectrum of American industry. For example,
S. 1145 includes provisions to move the United States to a first-
inventor-to-file system and to improve patent quality by allowing for
third-party submission of prior art. The legislation also includes
provisions to reform the vague standard of "willfulness," which can
help to address litigation reform. There is broad consensus on these
reforms. Most, if not all, stakeholders agree there is room for
improvement in our nation's patent system.

But the legislation also contains provisions that weaken the
fundamental basis for patent rights. Many concerned groups agree
that the Senate’'s legislation undermines the value of patents and
will threaten our nation's continued innovation, job creation, and
competitiveness in the global economy. Among those voicing
concerns with the legislation are labor unions such as the AFL-CIO
and the United Steel Workers, patient groups such as the National
Multiple Sclerosis Society and Genetic Alliance, large and small
manufacturers in virtually all segments of the American economy,
patent law experts, the U.S. Department of Commerce (which
oversees the U.S. Patent and Trademark Office), and the academic
community.

In short, the legislation threatens the ability of biotechnology
companies and researchers to protect and enforce their inventions.
In doing so, the bill will stymie efforts currently under way to
develop innovative treatments for some of the world's most deadly
diseases, such as cancer, heart disease, Alzheimer's, Parkinson's
and HIV/AIDS, as well as new solutions to address critical
agricultural and environmental challenges facing the global
community.

As an industry, we must take every opportunity to remind Congress
that patent protection is the linchpin for biomedical research. There
is no industry that spends more on research and development per
employee than the biotechnology industry. Furthermore, no industry
requires more time to get through an extensive regulatory process
to bring its products to market. Patent protection provides investors
with the confidence and security they need to fund biotech research.
Without strong and predictable patent protection, investors will turn
to other sectors for investment.
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Provisions contained in the legislation would dramatically shift
patent law in favor of infringers and challengers over innovators. S.
1145 would create a new post-grant opposition system under which
a patent repeatedly could be challenged administratively throughout
its term, on a broad array of grounds and under a lower standard of
proof than in court. The cloud of uncertainty this change will create
over the validity of issued patents and intellectual property will be
unacceptable to investors. If a patent can be challenged at any
time—even years after the patentee and the public have come to
rely on it and years after a biotech companies has invested
hundreds of millions of dollars to bring a patented invention through
clinical trials and regulatory approval—patents will have much less
value. Investment predicated upon these patents will likely diminish.

S. 1145 would also change the calculation of damages for patent
infringement to reflect the value of the patent's "specific
contribution over prior art,” rather than—as under current law—the
value gained by the infringer by infringing the patented invention. If
damages are calculated upon some arbitrary value of a part of an
invention, rather than the value of the invention as a whole to the
infringing product, infringement may become cheaper than licensing
the technology. Infringing a patent could be considered just another
cost of doing business.

The Senate bill also fails to truly reform the often-abused doctrine of
unenforceability, whereby a perfectly valid patent may be deemed
unenforceable because a patent owner failed to provide material
information or allegedly misled the PTO during the patent
examination process. Patent law experts and the National Academy
of Sciences have called for the repeal or reform of this doctrine,
which has been described as an "absolute plague" by the federal
court of appeals that handles patent litigation. Yet the Senate bill
would codify the worst aspects of the current doctrine, rather than
restrict its abuse.

Weaken patent protection, as the current legislation would do, and
biotech innovation is stifled. Stifle innovation and the world may be
deprived of the next biotechnology breakthrough to help save lives,
reduce our nation's dependence on foreign oil, feed the hungry, or
provide a cleaner environment. The Senate should NOT vote on this
legislation until the concerns of the patent-holding community,
including the biotechnology industry, have been addressed in the
legislation.

Jim Greenwood is president and CEO of BIO.
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