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Supreme Court Applies “Machine-or-Transformation Test”
to Diagnostic Patents

On March 20, 2012, the Supreme Court unanimously ruled in Mayo Collaborative Services v. Prometheus Laboratories
Inc. that a method for adjusting a drug dosage after observing a patient’s reaction to a drug administration was patent-
ineligible subject matter under 35 U.S.C. 8 101. The Supreme Court overturned the US Court of Appeals for the
Federal Circuit and ruled that two patents owned by Prometheus are invalid because they covered naturally
occurring phenomena.

Prometheus is the exclusive licensee of two patents that involve measuring the level of certain metabolites in the
blood of patients taking thiopurine drugs for treatment of autoimmune diseases. The claimed method of invalidated
claim 1 of US Patent No. 6,355,623 relates to optimizing therapeutic efficacy for treatment of an immune-mediated
gastrointestinal disorder comprising administering a drug providing 6-thioguanine to a subject having an immune-
mediated gastrointestinal disorder and determining the level of 6-thioguanine in the subject. The wherein clauses of
claim 1 indicate that the levels of 6-thioguanine are indicative as to whether the dosage of the 6-thioguanine drug
needs to be increased or decreased.

Prometheus sued Mayo for patent infringement and alleged that Mayo’s tests measuring 6-thioguanine infringe the
patents. In 2009, the Federal Circuit overturned a lower court’s finding of patent ineligibility. The Federal Circuit held
that the claims met the transformation prong of the machine-or-transformation test, which the Supreme Court held to
be a valuable tool, but not determinative in Bilski v. Kappos. The machine-or-transformation test is a test of patent
eligibility under which a claim to a process qualifies to be considered for patenting if it is implemented with a particular
machine or else transforms an article from one thing or state to another.

On the day after the Bilski decision issued, the Supreme Court remanded two biotech cases in view of its decision,
including the Prometheus case, to the Federal Circuit for reconsideration in light of the Bilski decision. On remand, the
Federal Circuit confirmed the patentability of the disputed claims.

In its decision, the Supreme Court identified correlating 6-thioguanine levels and drug dosage levels to be an
unpatentable law of nature. The Supreme Court believed the correlation between 6-thioguanine blood levels and its
dosage to be a consequence of the metabolism of thiopurine compounds in the human body, in other words, a natural
occurrence. The Supreme Court further opined that any physical and transformative elements of the invention were
routine and insufficient to transform an unpatentable law of nature into patent-eligible subject matter.

It seems that the Prometheus decision is consistent with the Supreme Court’s previous holding in Bilski, with
respect to the machine-or-transformation test as well as the recent Federal Circuit decision in Association for Molecular
Pathology v. Myriad Genetics, Inc. In particular, the Federal Circuit held in Myriad that method claims directed to only
“comparing” or “analyzing” DNA sequences are patent ineligible because they have no transformative steps and cover
only patent-ineligible abstract, mental steps.

What ramifications does this decision have for diagnostic patents? Unfortunately, diagnostic gene patents were
already under scrutiny in view of Bilski and Myriad. The Prometheus decision does not necessarily signal the end of
personalized medicine patents. Rather, the decision affirms previous holdings regarding the importance of the
machine-or-transformation test and further clarifies the nature of patent-eligible subject matter.

The US Patent and Trademark Office recently issued a memorandum to patent examiner as to how to apply the
ruling top ending patent applications.

For now, diagnostic companies may wish to ensure that their patent claims directed to methods involving “analyzing”
or “comparing” samples include a transformation step that complies with the machine-or-transformation test.

www.vedderprice.com



VEDDER PRICE.

IP Bulletin m March 2012

Intellectual Property Group Members

Chicago

Robert S. Beiser...............
Angelo J. Bufalino, Chair..
Mark A. Dalla Valle ........... 312) 609 7620
Jeffrey C. Davis................. 312) 609 7524

+1(312) 609 7848
+1(312)
+1(312)
+1(312)
Christopher P. Moreno....... +1 (312) 609 7842
+1(312)
+1(312)
+1(312)
+1(312)

312) 609 7850

John E. Munro 312) 609 7788
Robert S. Rigg 312) 609 7766
Michael J. Turgeon............. 312) 609 7716
Alain Villeneuve................ 312) 609 7745

VEDDER PRICE.

222 NORTH LASALLE STREET
CHICAGO, ILLINOIS 60601
T: +1 (312) 609 7500 | F: +1 (312) 609 5005

1633 BROADWAY, 47TH FLOOR
NEW YORK, NEW YORK 10019
T: +1 (212) 407 7700 | F: +1 (212) 407 7799

1401 | STREET NW, SUITE 1100
WASHINGTON, DC 20005
T: +1 (202) 3123320 | F: +1 (202) 312 3322

200 ALDERSGATE
LONDON EC1A 4HD

T + 44 (0)20 3440 4680 | F: + 44 (0)20 3440 4681

www.vedderprice.com

New York

Raymond Chung, Ph.D.,

Patent Agent................ +1 (212) 407 7647
John C. Cleary ... ¥1(212) 407 7740
Thomas J. Kowalski........... +1 (212) 407 7640
Deborah L. Lu, Ph.D.,

Executive Editor............ +1 (212) 407 7642
Smitha B. Uthaman, Ph.D.,
Patent Agent............... +1 (212) 407 7646

Intellectual Property Group

Vedder Price offers its clients the benefits of a
full-service patent, trademark and copyright
law practice that is active in both domestic and
foreign markets. Vedder Price's practice is
directed not only at obtaining protection of
intellectual property rights for its clients, but
also at successfully enforcing such rights and
defending its clients in the courts and before
federal agencies, such as the Patent and
Trademark Office and the International Trade
Commission, when necessary.

We also have been principal counsel for both
vendors and users of information technology
products and services.

About Vedder Price

Vedder Price is a business-oriented law firm
composed of more than 265 attorneys in
Chicago, New York, Washington, DC and
London. The firm combines broad, diversified
legal experience with particular strengths in
commercial finance, corporate and business law,
financial institutions, labor and employment law
and litigation, employee benefits and executive
compensation law, occupational safety and
health, general litigation, environmental law,
securities, investment management, tax, real
estate, intellectual property, estate planning and
administration, health care, trade and
professional  associations and  not-for-
profit organizations.

Washington, DC
Marc W. Butler,

Patent Agent................. +1(202) 312 3379
Mark J. Guttag +1(202) 312 3381
Ajay A. Jagtiani................ +1 (202) 312 3380
Rebecca G. Rudich............ +1 (202) 312 3366

IP Bulletin is published periodically by the law firm
of Vedder Price P.C. It is intended to keep our
clients and interested parties generally informed
about developments in the Intellectual Property
industry. It is not a substitute for professional
advice. For purposes of the New York State Bar
Rules, this bulletn may be considered
ATTORNEY ADVERTISING. Prior results do not
guarantee a similar outcome.

Vedder Price is an international law firm
operating through various separate and distinct
entities. One of those entities s
Vedder Price LLP, which operates in England
and Wales and is regulated by the Solicitors
Regulation Authority. For further information,
please refer to www.vedderprice.com.

© 2012 Vedder Price P.C. Reproduction of this
bulletin is permitted only with credit to
Vedder Price P.C. For additional copies or an
electronic copy of this newsletter, please contact
us at info@vedderprice.com.



