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Disclaimer

These materials are public information and have been prepared solely for 
educational and entertainment purposes to contribute to the understanding 
of U.S. intellectual property law. These materials reflect only the personal 
views of the authors and are not a source of legal advice. It is understood 
that each case is fact specific, and that the appropriate solution in any 
case will vary. Therefore, these materials may or may not be relevant to 
any particular situation. Thus, the authors and Finnegan, Henderson, 
Farabow, Garrett & Dunner, LLP cannot be bound either philosophically or 
as representatives of their various present and future clients to the 
comments expressed in these materials. The presentation of these 
materials does not establish any form of attorney-client relationship with 
the authors or Finnegan, Henderson, Farabow, Garrett & Dunner, LLP. 
While every attempt was made to ensure that these materials are 
accurate, errors or omissions may be contained therein, for which any 
liability is disclaimed.
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Prometheus v. Mayo

A method of optimizing therapeutic efficacy for treatment of an 
immune-mediated gastrointestinal disorder, comprising: 

(a) administering a drug providing 6-thioguanine to a subject 
having said immune-mediated gastrointestinal disorder; and 

(b) determining the level of 6-thioguanine in said subject having 
said immune-mediated gastrointestinal disorder, 

wherein the level of 6-thioguanine less than about 230 pmol per 
8x108 red blood cells indicates a need to increase the amount of 
said drug subsequently administered to said subject and 

wherein the level of 6-thioguanine greater than about 400 pmol per 
8x108 red blood cells indicates a need to decrease the amount 
of said drug subsequently administered to said subject.
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Prometheus v. Mayo – District Court

• Prometheus argued for broad claim construction
-- not limited to treatment of gastrointestinal disorders
-- Dr. need only receive metabolite range
-- no action based on test results necessary

• District Court relied heavily on LabCorp dissent
A method for detecting a deficiency of cobalamin or folate 
in warm-blooded animals comprising the steps of assaying 
a body fluid for an elevated level of total homocysteine; and 
correlating an elevated level of total homocysteine in said 
body fluid with a deficiency of cobalamin or folate.
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Prometheus v. Mayo – Federal Circuit

• Prometheus claims meets the machine-or-
transformation test

• administering step is transformative 
– administering drug causes the body to undergo 

transformation
• determining step confines patent monopoly

— by working a chemical and physical transformation on 
physical substances – involves manipulation such as 
high pressure chromatography

these are NOT data gathering steps
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Prometheus v. Mayo – Federal Circuit

machine-or-transformation test

“a useful and important clue, an investigative tool, 
for determining whether some claimed inventions 
are processes under § 101”  Supreme Court‘s Bilski decision

“a definitive test to determine whether a process is 
tailored narrowly enough to encompass only a 
particular application of a fundamental principle 
rather than to preempt the principle itself” 

Federal Circuit‘s Bilski decision
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Mayo v. Prometheus – Supreme Court

• “administering” and “determining” steps
insufficient to transform the nature of the claim

• “administering” step refers to the relevant audience

• “determining” step tells the doctor to determine the 
level of the relevant metabolites in the blood

• “wherein” clauses tell a doctor about the relevant 
natural laws and suggest taking those laws into 
account when treating the patient
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Mayo v. Prometheus – Supreme Court

• Confluence of § 101, § 102, and § 103

• “to shift the patent-eligibility inquiry entirely to 
these later sections risks creating significantly 
greater legal uncertainty, while assuming that 
those sections can do work that they are not 
equipped to do” 
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Mayo v. Prometheus

A method of treating a patient suffering from an 

immune-related gastrointestinal disorder 

comprising administering a therapeutically 

effective amount of a drug providing 6-thioguanine 

sufficient to produce no less than 230 pmole and 

no more than about 400 pmols per 8x108 red 

blood cells in the blood of a patient.

Finnegan, Henderson, Farabow, Garrett & Dunner, LLP

Myriad’s Next!
Patentable or Unpatentable?

April 9, 2012

presented by Michael R. McGurk
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Claims

• ‘282 patent, claim 1
An isolated DNA coding for a BRCA1 polypeptide, said 
polypeptide having the amino acid sequence set forth in 
SEQ ID NO:2

• Required identification of specific segments of 
chromosomes that correlated with breast and 
ovarian  cancer (BRCA1 and 2), followed by 
isolation of these seq. away from other genomic 
DNA and cellular components

Discovery of  the handiwork of nature; valuable 
contribution to science . . .  but not entitled to patent
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Claims

• ‘999 patent, claim 1
A method for detecting a germline alteration in a BRCA1 
gene  . . . , which comprises analyzing a seq. of a 
BRCA1 gene . . . . with the proviso that said germline 
alteration is not a deletion of 4 nucleotides 
corresponding to base numbers  . . .  of SEQ ID NO:1

• Even if isolating and sequencing are deemed 
“transformative,” they are no more than data 
gathering  and not central to purpose of claims

Method claims in suit are directed to abstract mental 
process of comparing and analyzing gene sequences
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Claims

• ‘282 patent, claim 20
A method for screening potential  cancer therapeutics which 
comprises growing a  . . . cell containing an altered BRCA1 gene . . 
. in the presence of a compound suspected of being a cancer 
therapeutic, growing said . . . cell in the absence of said compound, 
determining the rate of growth of said  . . . cell . . . [in the presence 
and absence of said compound] and comparing the growth rates  . . 
. wherein [slower rate = therapeutic]

• The essence of the claim is comparing cell growth rates 
and concluding a slower growth rate in the presence of a 
compound is indicative of a cancer therapeutic; claim 20 
seeks to patent a basic scientific principle; preparatory, 
data gathering steps to obtain growth rate information

The claimed mental process is not patent eligible
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District Court

• 702 F.Supp.2d 181 (April 2010)
• Statutory subject matter, “process, machine, 

manufacture, or composition of matter, or any new 
and useful improvements”

• Judicially created “products of nature” exception, 
i.e., “laws of nature, natural phenomenon, and 
abstract ideas”
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District Court

• “ a change that results in a fundamentally new 
product”

• “possesses a new or distinctive form, quality, or 
property” compared to the naturally occurring article

• “markedly different characteristics”
• “mere purification of know materials does not result 

in patentable product, unless the product  . . . had 
properties and characteristics which were different in 
kind from those of the know product rather than in 
degree”
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District Court

• DNA, and in particular the ordering of its 
nucleotides, serves as the physical embodiment of 
laws of nature that define the construction of the 
human body

• None of the structural and functional differences 
between native and “isolated” BRCA1 DNA render 
the claimed DNA “markedly different”

• Unpatentable products of nature!
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District Court

• This conclusion is driven by the overriding 
importance  of DNA’s nucleotide sequence to both 
its natural biological function as well as the utility 
associated with DNA in its isolated form

• To extent claim reads on unpatentable subject 
matter, the entire claim must be deemed invalid
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Federal Circuit

• 653 F.3d 1329 (July 2011)
• Reversed district court’s decision that Myriad’s 

composition claims not patent eligible; the claimed 
DNA molecules do not exist in nature

• Reversed district court’s decision that Myriad’s 
method claim to screening potential cancer 
therapeutics via changes in cell growth rates is not 
patent eligible; transformative steps were involved

• Affirmed that Myriad’s method claims to comparing 
or analyzing DNA seq. not patent eligible; no 
transformative steps, only abstract mental steps 
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Federal Circuit

• The Chakrabarty bacteria had markedly different  
characteristics from any bacterium found in nature 
based on the efforts of the patentee; as distinct 
from the bacterial mixture with anti-inhibition traits 
(product of nature) in the Funk Brothers patent

• Distinction between product of nature and human-
made for purposes of §101 turns on a change in 
the claimed composition’s identity over that which 
exists in nature
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Federal Circuit

• Supreme court has established a line between 
compositions that human intervention has given 
“markedly different” or “distinctive” characteristics 
and those in nature, even if combined or altered in 
a manner not found in nature but having similar 
characteristics as in nature
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Federal Circuit

• Myriad composition claims are drawn to patentable 
subject matter because they cover molecules that 
are markedly different-have a distinctive chemical 
identity  and nature-from molecules that exist in 
nature

• Unlike Dist. Ct, Fed. Cir. looked at differences 
between native and isolated DNA, not similarities

• Genes are materials having  a chemical nature 
and are best described in patents by their 
structures rather than their functions; rejected Dist 
Cts “magic microscope” test
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Federal Circuit

• Changes to longstanding practice should come 
from Congress

• PTO has issued patents to DNA molecules for 
almost 30 years

• Estimated that PTO issued over 2,600 patents 
claiming isolated DNA over last 29 years
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Federal Circuit

• Myriad’s method claims to “comparing” or 
“analyzing two gene sequences fall outside the 
scope of 101 because they claim only abstract 
mental processes

• Myriad’s method of screening for potential cancer 
therapeutics involves transformative steps, 
including growing host cells transformed with an 
altered BRCA1 gene in the presence or absence 
of potential cancer therapeutics

2424

Supreme Court

• Petition for writ granted, judgment vacated and 
remanded to Fed. Cir for “further consideration in 
light of” Mayo v. Prometheus, 566 U.S. __ (March 
26, 2012)

• What’s next?
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Thank you!

Leslie A. McDonell
617.452.1650

leslie.mcdonell@finnegan.com

Michael R. McGurk
617.452.1619

michael.mcgurk@finnegan.com


