Free Access to Biological and Medical Knowledge: Scientific Imperative or Quixotic
Pursuit

The ownership of knowledge in biology and medicine is one of the most controversial areas
confronting biomedical researchers and health care practitioners. Although this controversy
has been simmering for more than a decade, it is now beginning to boil as the fruits of the
genomic revolution are becoming clinically useful [1]. Proponents of strong intellectual
property laws such as the American Intellectual Property Law Association argue that the ability
to patent biological and medical knowledge is an essential motivation for continued discovery
and innovation [2]. In contrast, biomedical organizations such as the U.S. National Academy of
Sciences, and the Nuffield Council on Bioethics argue that ownership of biological knowledge
will stifle innovation because most biological discoveries are incremental and require the use of
previous discoveries; and that patents on medical knowledge are antithetical to medical
practice which requires the unrestricted dissemination of clinical knowledge [3,4].

As HIV researchers who are regular users of the Stanford HIV Drug Resistance Database, we
read the Science News article “Tangled Patent Dispute Over ‘Free’ Drug-Resistance Database”
with great interest but also with a certain perplexity. The article mainly focused on the tabloid
aspects of the patent dispute between Advanced Biological Laboratories, Stanford University,
and Robert Shafer, the creator and principal investigator of the Stanford Database. This
dispute is indeed related to one of the most pressing ethical, social, and legal aspects of
biomedical research.

The patents at the center of the dispute (U.S. patents 6,081,786 and 6,188,988) are described
as: “Systems, methods and computer program products for guiding selection of a therapeutic
treatment regimen for a known disease such as HIV infection are disclosed. The method
comprises (a) providing patient information to a computing device (the computer device
comprising: a first knowledge base comprising a plurality of different therapeutic treatment
regimens for the disease; a second knowledge base comprising a plurality of expert rules for
selecting a therapeutic treatment regimen for the disease; and a third knowledge base
comprising advisory information useful for the treatment of a patient with different
constituents of the different therapeutic treatment regimens; and (b) generating in the
computing device a listing (preferably a ranked listing) of therapeutic treatment regimens for
the patient; and (c) generating in the computing device advisory information for one or more
treatment regimens in the listing based on the patient information and the expert rules.”.

Although most scientists may be quite unfamiliar with patent lingo, it is immediately apparent
that what was patented in US (but not in Europe indeed) is broad and vague. A press release
issued by ABL itself in 2004 when it acquired the patents from Therapy Edge seems to confirm
this impression: "We believe the patents will prove seminal to the diagnosis and treatment of
most chronic diseases. The patents broadly cover the computer analysis of multiple databases,
which lead to a report meant to guide physicians towards the optimal therapy for a given
patient. Historically, such reports were principally associated with the treatment of HIV, but we
envision that eventually the diagnosis and treatment of most chronic diseases will fall under
the claims of these patents as well. We intend to widely license the patents to diagnostic
companies, diagnostic service providers and therapeutic manufacturers.” [5].

A second objection seems also obvious. Computer based medical expert systems assisting the
choice of therapy have been around for years before the two ABL patents were issued.
Innovation is a fundamental requirement for patenting and protecting new knowledge and
intellectual property rights, however it is hard to find any novelty or creative contribution in
these patents.



According to what is documented on the www.harmfulpatents.org web site recently
launched by Robert Shafer, ABL filed lawsuits for patent infringement against five companies
prior to threatening Stanford University with a similar lawsuit in 2007. While this was not
noted in the Science article, it is suggestive of a rather aggressive patent litigation policy.

In conclusion, the dispute between ABL, Stanford, and Dr. Shafer reflects a disturbing trend in
which biological knowledge and medical reasoning are increasingly considered property that
can be bought and sold but not shared. How this trend is resolved has important implications
for biomedical research and the practice of medicine. We are confident that Science can
understand our point of view and that the proposed analogy with the Cervantes’ 17th century
novel “Don Quixote” will turn to be inappropriate since biomedical scientists do not represent a
pursuit of idealistic but unreachable and impractical goals.
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