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U.S. Supreme Court Holds That Portions of DNA Isolated 
From Naturally Occurring DNA Are Not Patent Eligible But 
That Synthetically Created DNA Is Patent Eligible

In a case closely followed by the genetics, pharmaceutical, and biomedical industries, the U.S. 
Supreme Court held on June 13, 2013 that patent claims directed to DNA fragments that are 
isolated from naturally occurring DNA strands are not eligible for patenting. Justice Thomas, 
writing for a unanimous Court, also ruled that synthetically created DNA fragments are eligible 
for patenting because they do not naturally exist. 

35 U.S.C. § 101 of the U.S. patent laws states: “Whoever invents or discovers any new and 
useful . . . composition of matter, or any new and useful improvement thereof, may obtain a 
patent therefor, subject to the conditions and requirements of this title.” Under Section 101, 
the Supreme Court has long held that laws of nature, natural phenomena, and abstract ideas 
are not eligible for patenting. Following this precedent, the Court held that Myriad’s patent 
claims directed to isolating BRCA1 and BRCA2 genes (i.e., “DNA fragments”) from strands 
of naturally occurring DNA are not patent eligible. Once isolated, BRCA1 and BRCA2 genes 
may be tested to determine a woman’s risk for breast cancer. But, as the Court ruled, 

It is undisputed that Myriad did not create or alter any of the genetic information 
encoded in the BRCA1 and BRCA2 genes. The location and order of the [genes] 
existed in nature before Myriad found them. Nor did Myriad create or alter the genetic 
structure of DNA. Instead, Myriad’s principal contribution was uncovering the precise 
location and genetic sequence of the BRCA1 and BRCA2 genes . . . .

At the same time, the Court also held that Myriad’s patent claims directed to DNA fragments that 
are created from removing the non-reproductive properties of the BRCA genes are not naturally 
occurring and, thus, are patent eligible. These DNA fragments (known as “complementary 
DNA” or “cDNA”) are used for replicating the BRCA genes from which they came. These 
replicated BRCA genes are also used to test a woman’s risk for breast cancer. 

Justice Scalia succinctly summarized the Court’s ruling in his concurrence: 

It suffices for me to affirm, having studied the opinions below and the expert 
briefs presented here, that the portion of DNA isolated from its natural state sought 
to be patented is identical to that portion of the DNA in its natural state; and that 
complementary DNA (cDNA) is a synthetic creation not normally present in nature.
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On the same day as the Supreme Court’s Myriad ruling, the U.S. 
Patent and Trademark Office issued interim procedures to patent 
examiners for examining patent applications directed to DNA 
technologies. The interim procedures state:

As of today, naturally occurring nucleic acids are 
not patent eligible [when] they have been isolated. 
Examiners should now reject product claims drawn 
solely to naturally occurring nucleic acids or fragments 
thereof, whether isolated or not, as being ineligible 
subject matter under 35 U.S.C. § 101. Claims clearly 

limited to non-naturally-occurring nucleic acids, such 
as a cDNA or a nucleic acid in which the order of the 
naturally occurring nucleotides has been altered (e.g., 
a man-made variant sequence), remain eligible. Other 
claims, including method claims, that involve naturally 
occurring nucleic acids may give rise to eligibility issues 
and should be examined under the existing guidance in 
MPEP 2106, Patent Subject Matter Eligibility.

See here. 
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