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Gene Patents Come Under Fire Again

The debate over whether patents covering genetic tests should be allowed 
escalated dramatically on May 12, 2009.   On that day, the American Civil 
Liberties Union (ALCU) and the Public Patent Foundation, a not-for-profit 
organization affiliated with the Benjamin N. Cardozo School of Law (PPF), filed 
a complaint in the U.S. District Court in the Southern District of New York.  The 
complaint alleged that certain patents for “breast cancer genes,” owned by the 
University of Utah and licensed by Myriad Genetics, are invalid and unconsti-
tutional. 
 
From December 1997 to December 2000 the United States Patent and Trade-
mark Office (“USPTO”) issued at least eight patents, related to the BRCA 1 
and BRCA 2 genes, to researchers at the University of Utah and Myriad Ge-
netics (U.S. Patent Nos. 5,747,282, 5,710,001, 5,753,441, 6,162,897, 5,837,492, 
6,033,857, 5,693,473, 5,709,999).  Through licensing, Myriad Genetics gained 
exclusive control over all of these patents.  In October 1996, Myriad Genetics 
launched BRACAnalysis®, a test for analyzing a subject’s genetic makeup at 
the BRCA locus.  The test has typically been sold for up to $3,000.    As muta-
tions in the BRCA 1 and 2 genes are related to breast and ovarian cancer, this 
test has been used as a diagnostic tool for these cancers.
 
The ALCU suit represents the current high water mark in the ongoing public 
flood of anxiety over the general state of the American healthcare system, the 
cost of healthcare in America, and profiteering by drug and biotech innova-
tors.  Particularly vexing to many are genetic related inventions, such as those 
at issue in the ALCU suit.  
 
The fundamental question of whether patents should be granted on human 
related biological material, such as isolated genes, proteins, mutations in 
the same, or cells, such as stem cells, forms the matrix upon which all other 
arguments and debate hang.  Why should society grant a monopoly for an 
invention covering a naturally occurring gene, for example, as alleged in the 
ALCU complaint?  “The patents cover human genes themselves.” Paragraph 
3 of the ALCU complaint.  The Founding Fathers in Article 1, section 8, said 
“Congress shall have the power . . .To promote the Progress of Science and 
useful Arts, by securing for limited Times to Authors and Inventors the exclu-
sive Right to their respective Writings and Discoveries.”  Via the power vested 
in them, Congress has passed laws defining what is patent eligible, including 
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a “process, machine, article of manufacture, or composition of matter.”  35 U.S.C. § 101.  The Supreme Court 
of the United States has interpreted this, as well as congressional intent, to include “anything under the sun 
touched by the hand of man.” Diamond v. Chakrabarty, 447 U.S. 303 (1980))  Chakrabarty created precedent 
for the patenting of life itself, because one of the claims at issued covered a genetically modified bacterium.  
 
Clearly, an isolated gene, an isolated protein, purified or recombinantly produced are “touched by the hand 
of man.”  However, not everyone agrees that this is the right result.  Many believe that an isolated gene or 
isolated protein is part of the natural world.  The ALCU complaint asserts this to be true, even though the 
patents at issue have limitations such as “isolated.”  In general, in patent law, the word “isolated” differenti-
ates the material from material which is not isolated.  It is believed that this then distinguishes naturally 
occurring products from non-naturally occurring products. Thus, a gene in an organism is not isolated, and, 
therefore, a claim to the “isolated gene” would not cover this naturally existing gene.  A staff attorney for the 
ALCU, Chris Hanson, has said “[p]atents are meant to protect inventions, not things that exist in nature like 
genes in the human body.  Genes isolated from the human body are no more patentable than gold ex-
tracted from a mountain.”  See http://www.aclu.org/freespeech/gen/39572prs20090512.html.  The interest-
ing thing is that gold isolated from a mountain in a purified or modified form would be patentable if it was 
the first time it was isolated as such, having never been in that form before.  In 1955 the USPTO issued U.S. 
Patent No. 2,708,656 to Glenn Seaborg having as claim 1, “Element 95.”  The patent covered an element of 
the period table studied in basic chemistry classes.  In fairness though,  the element in the claims, Element 
95, was not a “naturally occurring” element in the since that it was “isolated from a mountain.  However, no 
one disputed it this element could have existed somewhere at sometime.  It was patentable because it was 
made by man in an isolatable form, and it had never been seen or isolated before.  
 
Much of this debate centers on a commonly recited restriction on the scope of patent eligible subject mat-
ter that one cannot patent “laws of nature, natural phenomena, or abstract ideas.” Diamond v. Diehr, 450 
U.S. 175, 185 (1981) (citing Parker v. Flook, 437 U.S. 584, 589 (1978)).  Generally, the patent offices in all three 
major jurisdictions allow the patenting of isolated, purified, or modified natural products, such as a gene, a 
protein, macromolecule, or a cell under the theory that the natural product has been manipulated by man 
in a way such that it now exists in a form in which it did not exist in nature.  Therefore, the patentable form 
can have a use and benefit to humans that did not exist before.  This concept applies not just to gene pat-
ents.  For example, U.S. Patent No. 5,415,869 is related to pharmaceutical formulations of taxol, a naturally 
occurring compound from the Yew plant.  Another example is U.S. Patent No. 5,656,667 having as claim 1 
“[a] pharmaceutical mixed-fatty-acids composition in which  a) at least 80% by weight of the composition is 
comprised of a combination of (all-Z omega-3)-5,8,11,14,17-eicosapentaenoic acid (EPA) and (all-Z omega-
3)-4,7,10,13,16,19-docosahexaenoic acid (DHA) in a weight ratio of EPA:DHA of from 1:2 to 2:1 and  b) (all-Z 
omega-3)-6,9,12,15,18-heneicosapentaenoic acid is present in an amount of at least one percent by weight.”  
This claim covers the omega-3-fatty acid pharmaceutical product, Lovaza®, marketed by Glaxo Smith Kline.   
Clearly, EPA is a natural product and DHA is a natural product, but in the claimed ratios and states, the claim 
covers something more than just the natural product.  Conceptually, this very issue is at play in the discus-
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sion of an “isolated” gene.  The issue:  Is a piece of DNA having a particular sequence, such as that of a gene 
occurring in a human, which is sitting in a test tube on a bench, and not in a cell and not in a body, like the 
patentable form of EPA or is it like the unpatentable form of EPA naturally occurring in all human cells.  Just 
like the sequence of the gene in the test tube is the same as the gene naturally occurring in the human 
body, so too the structure of the EPA in a certain state is the same as the structure of the EPA naturally occur-
ring in a cell. 
 
The debate on whether “genetic patents” are valid and constitutional will continue to be waged.  One thing 
that is clear, however, is that, when it comes to “genes,” the passion and tenor arise, not from just the cold 
and calculating analysis of patent eligible subject matter and patentability questions, but from some deep 
place in the human psyche regarding the very essence of what it means to be alive and human.  Only time 
will tell whether the decisions from this debate will come from viewing genes and proteins like any other 
natural occurring molecule, such as taxol or EPA, or whether the decisions will come from granting special 
status to the “molecules of life.” 


