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In a unanimous decision on June 13, 2013, the Supreme Court distinguished between patent-ineligible DNA and patent-eligible
cDNA, and held that DNA that has been merely isolated from its natural environment but not otherwise altered is not patent eligible

subject matter.

At issue in this case were composition claims from several patents owned by Myriad Genetics, Inc. that claim the DNA and cDNA
for the BRCA1 and BRCA2 genes. Myriad's patents have garnered considerable attention and controversy since these genes are
associated with an increased risk of breast cancer, with opponents arguing that these patents blocked access of patients to

screening.

Myriad discovered the precise location and sequences of these genes, and in their patent disclosure describe the process whereby
these sequences were discovered and isolated. The Court's rationale for finding isolated DNA unpatentable was that isolated DNA
contains the same genetic information as that found in the genome; the act of breaking covalent bonds to release a particular gene
from its surrounding DNA does not create a new composition of matter. Since Myriad did not create or alter any of the genetic
information encoded in BRCA1 and BRCAZ2, and the location and order of the nucleotides in the genes existed in nature before
Myriad found them, the DNA is not eligible to be patented under 35 U.S.C. § 101.

Conversely, the Court found that cDNA does not present the same obstacles to patentability. cDNA is created in a laboratory from
mRNA and results in an exons-only molecule that is not naturally occurring. Because the intron-less cDNA is distinct from the intron-

containing DNA from which it was derived, it is not a product of nature and is therefore patent-eligible.

The decision highlights that the Court did not consider the patentability of DNA which has been manipulated so that it is
distinguishable from naturally occurring DNA. The decision also stresses that new methods and applications of the knowledge of
the newly identified genes would still be patentable subject matter. The Court merely holds that simply isolating a gene does not

render it, or the information it encodes, a new composition of matter that is eligible for patenting.

In press releases issued after the decision, Myriad noted that the claims in this case represent only a small portion of Myriad's
portfolio and the company retains many other patents that protect their BRACAnalysis® test. The Patent & Trademark Office
issued Preliminary Guidelines for examination yesterday afternoon instructing examiners to reject "product claims drawn solely to
naturally occurring nucleic acids and fragments thereof, whether isolated or not, as being ineligible subject matter under 35 U.S.C.

§101" but affirming patent eligibility of claims to cDNA sequences and man-made variant sequences.

Stay tuned for a more detailed analysis in the near future regarding this decision and the impact it will have on patent prosecution

and litigation. Read the full decision of Association for Molecular Pathology et al. v. Myriad Genetics, Inc., et al.

This content is provided for general informational purposes only, and your access or use of the content does not create an
attorney-client relationship between you or your organization and Cooley LLP, Cooley (UK) LLP, or any other affiliated practice or
entity (collectively referred to as “Cooley”). By accessing this content, you agree that the information provided does not constitute
legal or other professional advice. This content is not a substitute for obtaining legal advice from a qualified attorney licensed in
your jurisdiction and you should not act or refrain from acting based on this content. This content may be changed without notice. It

is not guaranteed to be complete, correct or up to date, and it may not reflect the most current legal developments. Prior results do


http://www.supremecourt.gov/opinions/12pdf/12-398_8njq.pdf

not guarantee a similar outcome. Do not send any confidential information to Cooley, as we do not have any duty to keep any

information you provide to us confidential. This content may be considered Attorney Advertising and is subject to our legal

notices.

Key Contacts
Michael Tuscan mtuscan@cooley.com
Washington, DC +1 202 842 7802
Bonnie Weiss McLeod bweissmcleod@cooley.com
W ashington, DC +1 202 842 7833

This information is a general description of the law; it is not intended to provide specific legal advice nor is it intended to create an
attorney-client relationship with Cooley LLP. Before taking any action on this information you should seek professional counsel.

Copyright © 2023 Cooley LLP, 3175 Hanover Street, Palo Alto, CA 94304; Cooley (UK) LLP, 22 Bishopsgate, London, UK EC2N
4BQ. Permission is granted to make and redistribute, without charge, copies of this entire document provided that such copies are

complete and unaltered and identify Cooley LLP as the author. All other rights reserved.


https://www.cooley.com/legal-notices

	The Supreme Court Rules on Myriad
	Key Contacts


