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Locked in a bitter dispute over how he can use the fruits of his research,

Bob Shafer is asking the same question the courts are now grappling
with: Just what can be patented, anyway? By Joe Mullin

ob Shafer is one unhappy doctor.
An expert in bioinformatics—the science of using computers to
enhance medical treatment and decision making—Shafer has learned
more in the past year about how the country’s patent system works than most
medical researchers will ever know, and certainly more than he ever wanted to
know. His newfound knowledge has come at a steep personal cost: Waging a
battle to wipe out a pair of patents that he believes threaten to destroy his life’s
work, Shafer has racked up more than $100,000 in legal bills while putting
himself at odds with Stanford University, where he is an associate professor of
medicine and pathology.

The cause Shafer is staking his career, reputation, and retirement nest egg
on is the HIVV Drug Resistance Database, a highly regarded free resource that
he developed, Stanford hosts, and doctors and scientists around the world rely
on. Shafer says he’s fighting for more than the survival of his creation—he’s
fighting for the future of bioinformatics research itself. It’s something he and
many colleagues believe is imperiled by a European company’s move to assert
a patent claim against Stanford over the database. “They are saying that if you
want to use computers to help doctors make medical decisions, you have to
give us money,” Shafer says of the company, Advanced Biological Laboratories,
S.A. “They could go after users. It’s a slippery slope.”
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University campus. He sees
ABL’s patents as a threat to,
his HIV database.
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Meanwhile, what started as a patent dispute has turned
into something else. In December, ABL sued both Shafer
and Stanford for breach of contract—and Shafer alone for
defamation—for failing to fulfill an agreement meant to
resolve the original conflict. In April, ABL settled with Stan-
ford, but its defamation suit against Shafer continues.

The standoff among Stanford, Shafer, and ABL is unique
in its details, but it comes at a time when the outer boundar-
ies of what constitutes patentable subject matter are in flux,
following the decision in In re Bilski issued last December
by the U.S. Court of Appeals for the Federal Circuit. The
dispute also comes as another closely watched case—one
that raises the specter of a future face-off between the
medical establishment and the patent bar—makes its way
to the nation’s top patent court. The rules of this game are
being rewritten on the fly.

in a monotone staccato, and when he talks, he tends
to delve so deeply into details that a conversation’s
starting point can soon become a distant memory.

Shafer arrived at Stanford nearly 20
years ago, and launched the HIVdb
online in 1998. Since then, the data-
base has built a following among HIV
researchers and practitioners around the
world, attracting some 50,000 unique
visitors a month. Those who use it gen-
erally fall into three categories: academic
researchers, commercial and noncom-
mercial laboratories, and doctors.

The database allows users to enter
genetic information for viruses from indi-
vidual patients or groups of patients, and
to retrieve drug resistance information,
which can then be used to help devise
treatment regimens. Such information is
critical to HIV research and drug development, as well as to
treating individual patients. HIVVdb is especially popular in
the developing world—not least because it’s freely available
to anyone with an Internet connection. In some developing
countries, medical practitioners have heard of Stanford Uni-
versity mainly through their interactions with HIVVdb.

“Fantastic” is how Mark Wainberg, a professor of molecu-
lar biology at McGill University in Montreal, and a former
president of the International AIDS Society—USA, describes
the database: “It provides the ability to interpret what can
sometimes be very complicated patterns of resistance.”

The threat to this renowned resource emerged in Janu-
ary 2007. That’s when ABL, a medical software company
based in Luxembourg, first claimed, via an e-mail sent to
Stanford lawyers, that the database infringed the company’s

B ob Shafer is 51 years old and slightly built. He speaks
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“In medicine
and in
research, the

word would be
out that
| sold out,”
Bob Shafer says.

patents. Though ABL’s cofounder and CEO, a French doc-
tor named Chalom Sayada, won’t discuss specifics of the
alleged infringement, the company did buttress its initial
e-mail to Stanford with an accompanying Excel spreadsheet
that detailed how HIVVdb met each claim.

ABL acquired the patents—which describe a way of doc-
tors using databases to diagnose and treat diseases—as part
of its 2004 purchase of a failing North Carolina medical
software company, TherapyEdge. Today, Sayada says, ABL
markets TherapyEdge software in Europe, where it’s mainly
used as a diagnostic tool, and in the developing world, where
it helps doctors and hospitals manage patient care. Sayada
has also launched a side business in patent licensing. To date,
the ABL patents have just one public licensee: Viralliance,
which took its license after Sayada sued Viralliance’s parent
company in 2007.

Sayada now insists that the database’s “commercial”
users—those who would seek to develop money-making
products by using HIVdb—are the only true targets of
ABL’s patents. “We respect the science done by Dr. Shafer,
and we respect the database as a tool,” he says. “Our goal
is not to be overwhelming, or prevent
scientific research.”

ABL wasn’t taking that position in
early 2007, though, which is why Stan-
ford was concerned about a possible
patent infringement suit. The university
called in Shantanu Basu, a lawyer from
Morrison & Foerster, one of several firms
that regularly act as outside counsel to
Stanford on patent matters.

After grilling Shafer about HIVdb’s
workings and analyzing ABL's claims,
Basu (now with Mintz, Levin, Cohn, Fer-
ris, Glovsky and Popeo) said the database
did not infringe the patents, which had
been issued in 2000 and 2001. In fact,
Shafer says, Stanford’s lawyers said it was unlikely that the
patents—which read as they covered the basic concept of
creating software to help physicians make treatment deci-
sions—would be issued today: “They told me,” he says, “these
are ridiculous patents, and could easily be invalidated.”

Still, worried about getting mired in litigation in the
plaintiff-friendly Eastern District of Texas, Stanford moved
to invalidate the patents by filing a declaratory judgment
suit in California in October 2007. Several months later,
after the opening salvos of litigation, the two sides reached
a settlement: ABL agreed not to sue Stanford for patent
infringement; Stanford agreed to put a prominent dis-
claimer on the HIVdb, informing those who used it that,
depending on the nature of their work, they might need a
patent license from ABL.







