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Supreme Court Hears Oral Argument in Case
Concerning Patent Eligible Subject Matter

The Supreme Court heard oral arguments yesterday in a patent case involving diagnostic
testing, Mayo Collaborative Services v. Prometheus Laboratories. This case marks the
second pharmaceutical patent related case the Court heard this week, Caraco v. Novo
Nordisk having been argued on Monday.

The background. This case is another installment in a series of recent cases attempting to
define what exactly is patent eligible subject matter under 35 U.S.C. § 101. That statute
states that an individual may obtain a patent on “any new and useful process, machine,
manufacture, or composition of matter, or any new and useful improvement thereof, subject to
the conditions and requirements of this title.” The Supreme Court has long-held that “laws of
nature, natural phenomena, and abstract ideas” are not patent eligible. But practical
applications of those subjects can be patented. Federal courts, including the Supreme Court,
have recently attempted to clarify just where to draw that line.

The patents at issue in the case, exclusively licensed to pharmaceutical and diagnostic
manufacturer Prometheus, relate to multi-step processes for improving the treatment of
autoimmune disorders (like Crohn’s disease) using a drug consisting of synthetic thiopurine
compounds. Research revealed a correlation between a safe and effective dosage of the
drug and the level of certain metabolites in the bloodstream of a patient after such a drug had
been administered. The patents at issue therefore claim a method of (1) administering the
drug, and then (2) determining the level of metabolites in the bloodstream, where (3) that
determination will indicate that the amount of the drug will either need to be increased or
decreased for safe and effective usage.

Proceedings below. Mayo had purchased Prometheus’s PROPredictRx metabolite tests for
five years before deciding to use and sell a test of its own. Prometheus then sued Mayo,
claiming Mayo’s test infringed its patents. In response, Mayo argued that Prometheus’s
patents were invalid because they claimed subject matter that was not patent eligible. The
district court agreed and entered summary judgment in favor of Mayo. The court found that
the patents improperly claimed natural phenomena—the correlations between the
administered drugs and the metabolites in the bloodstream. The “administering” and
“determining” steps were, in the court’'s view, merely data-gathering steps which could not
convert an otherwise “unpatentable principle” into a “patentable process.” It held that the
patents were invalid.
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transformation” test was “useful,” it was not the sole test for determining patent eligibility. The
Court thereafter granted certiorari in the Prometheus case, vacated the Federal Circuit's
decision, and remanded for further consideration, in view of Bilski.

On remand, the Federal Circuit again concluded that Prometheus’s claims were patent
eligible. First, the court held that that the claims did not wholly preempt natural phenomena,
reasoning that although the correlations between the metabolite levels and the drug’s efficacy
were a matter of natural principles, the patents claimed a particular method of applying those
correlations. Second, the court returned to the machine-or-transformation test. It concluded
that the treatment-specific steps of administering the drug and then determining the level of
metabolites in the blood caused actual transformations within the body, thus passing the
machine-or-transformation test.

Mayo again appealed to the Supreme Court.

Merits briefs. The overarching theme of Mayo'’s brief is that Prometheus’s patents fail to
claim a real-world application of natural phenomena and are therefore invalid. Mayo argues
that the claims are not brought back within the field of patentable subject matter by adding the
“administering” and “determining” steps, which it characterizes as mere data-gathering. Mayo
further argues that these steps were well-known in the field, lacking the novelty it contends is
necessary for patent eligibility. Ultimately, Mayo views the claims as covering a mental
observation that preempts natural phenomena.

Mayo also raises several policy-based arguments. It argues that patents like the ones at
issue here harm competition and research in the medical field and that patent protection is
unnecessary for diagnostic medical research, where costs are low and scientists are
intrinsically motivated to reach results. It also argues that treatment-specific patents like the
ones at issue here interfere with a doctor’s ability to treat patients.

Prometheus, on the other hand, contends that the Federal Circuit got the analysis right.
Prometheus frames the inquiry as two-pronged, and argues that it satisfies both: subject
matter is patent eligible if it (1) claims not an abstract principle, but a concrete application of a
principle, and (2) does not effectively preempt basic scientific knowledge. Prometheus’s
claimed process here passes both tests, it argues, because its claims describe a process of
applying natural phenomena and are sufficiently narrow as to not preempt an entire field of
science.

Prometheus disagrees also with Mayo’s argument that novelty and non-obviousness are
appropriate considerations in considering patent eligible subject matter. Prometheus argues
that these requirements stem from separate statutory provisions (35 U.S.C. §8 102 and 103),
and must therefore be analyzed separately. Finally, Prometheus argues that a ruling in
Mayo’s favor would hinder medical research and development.

Amicus curiae. Interested parties weighed in on all sides — including some who sided with
neither of the named parties.

Those supporting Mayo included such diverse groups as the Cato Institute, the ACLU, AARP,
and the American College of Medical Genetics. Parties filing briefs in support of Prometheus
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included Myriad Genetics (who is also involved in a § 101 case), SAP, and the
Pharmaceutical Research and Manufacturers of America.

The United States weighed in but supported neither party, concluding that the claims here are
patent-eligible — but not likely patent-worthy. The government views the patents as (1) within
the bounds of § 101 patent eligibility, but (2) likely invalid on the basis that the steps were
either previously known, 8 102, or that they would have been obvious to someone skilled in
the field, 8§ 103. We note that the Solicitor General’'s views generally command respect from
the Court, but may carry even greater weight in patent cases, where, because the Federal
Circuit has exclusive intermediate appellate jurisdiction, there is no opportunity for a “circuit
split.”

The argument. Counsel for Mayo began by arguing that the patents here are so broad as to
foreclose an entire field of treatment methods. Justices Kennedy and Scalia then pushed
counsel to identify what type of specificity would be necessary to make the claimed processes
patent eligible. Justice Breyer approached the question from the other direction, seeking
counsel’s views on what could be added to the claims to make them applications of natural
phenomena, as opposed to the phenomena themselves. Counsel responded that what is
necessary is something more than just additional conventional steps.

The Solicitor General argued next, opening with the government’s contention that Mayo’s
argument focused primarily on a question of novelty, which is not proper under a § 101
analysis, and should be examined in a separate analysis under 8§ 102 and 103. The Solicitor
emphasized that while the patents at issue here may seem simple, the Court should not rule
in such a way as to prevent all processes involving natural phenomena.

Prometheus’s counsel argued that the patents were narrower than Mayo represented.
Responding to a question from Justice Breyer, counsel stated that there is a continuum, with
cases involving abstract ideas like the business method at issue in Bilski on the one end
(ruled not to be patent eligible), and the concrete application of principles on the other (which
are). He argued that Prometheus’s patents fell on the patent eligible side. In response to a
guestion from Justice Kagan as to whether Prometheus’s patents actually covered any
treatment protocol, as opposed to mere general observations of facts, counsel asserted that
the patents claim a process of taking data and making it useful.He stated that this was patent
eligible, citing examples of such other patents ending with a “mental step that produces
information” (including patents on identification of biomarkers and methods for identifying
locations and sizes of earthquakes on the San Andreas fault).

As noted by Mayo’s counsel, one issue underlying the dispute over this patent eligibility
framework is the fact that § 101 presents a threshold legal question, in contrast to the more
fact-intensive (and thus costly) determinations for novelty and obviousness. Both the Solicitor
General and counsel for Prometheus argued that the doctrines of novelty and obviousness
are complex and well developed, and should not be interjected into the initial question of
subject matter eligibility.

Notably, the “machine-or-transformation” test which garnered so much attention in Bilski went
unmentioned.
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Conclusion. The Supreme Court has the opportunity to issue a broad ruling on the scope of
patent eligible subject matter. But the arguments highlighted the challenge of drawing a line
as to when exactly something transforms from a law of nature to a patentable process. It may
be fair to assume that the Court will take an approach similar to the one it did in Bilski —
issuing a narrow decision, rather than resetting § 101 law.

* * * *
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About our practice.

The healthcare industry is under rising pressure due to increased regulatory scrutiny,
reinvigorated antitrust enforcement activities, highly publicized anti-kickback and fraud
investigations, and ever-present threats from the product liability and personal injury bar.
Paul, Weiss has a deep understanding of the issues that face your industry, and our
experience successfully helping clients negotiate through such issues sets us apart from our
competitors.

We represent some of the largest companies in the pharmaceutical and medical device
industries, handling some of their most complicated and critical matters. The American
Lawyer identified the firm's “sterling results” for medical device manufacturer Becton,
Dickinson and Company in selecting the Paul, Weiss Litigation Department as one of the best
in 2010. It also recognized Beth Wilkinson's string of trial victories for Pfizer in the recent
Prempro litigation: "Wilkinson seems to have something of a magic touch.”

Our work includes trials and complex mediations, civil and criminal cases, government fraud
investigations, antitrust enforcement actions -- both in the United States and abroad -- mass
tort class actions, and grand juries. We appear in federal and state courts around the country,
at the DOJ, SEC and FTC, before Congress and in state Attorney General offices from New
York to California on an array of cases, including:

o Off-Label Marketing Investigations
e Anti-Kickback Investigations
¢ Medical Device and Health-Related Product Liability Cases
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