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ACLU v. Myriad Genetics

In May 2009, the American Civil Liberties Union (ACLU) filed 
a lawsuit against biopharmaceutical and genomics company 
Myriad Genetics on behalf of a broad coalition including medi-

cal and scientific organizations, individual researchers and physi-
cians, and cancer patients. The suit is challenging the validity and 
constitutionality of seven of the company’s patents on two genes, 
known as BRCA 1 and BRCA 2; however, the true substance of the 
case lies in the challenge against gene patents in general. Because 
the public generally feels uneasy about a company having exclu-
sive rights over a part of the human body, the case has garnered a 
significant amount of media attention within the last year and has 
been dubbed “one of the most important legal battles in the history 
of biotechnology.” The case effectively highlights the practical con-
flicts raised by patents, but also raises questions as to whether gene 
patents require special consideration.  

The term “gene patent” is used to describe patents relating 
to methods of testing for genetic conditions, various markers or 
probes using particular genes, or even the genes themselves. Ap-
proximately 20% of all human genes are currently patented – in-
cluding genes associated with Alzheimer’s disease, muscular dys-
trophy and asthma. Prior to 1980, the U.S. Patent and Trademark 
Office did not permit the patenting of a biological organism; how-
ever, in a landmark decision, the US Supreme Court held that a 
genetically-modified bacteria for cleaning up oil spills was patent-
able subject matter.  The majority judgment, which remains the key 
decision in the US and in many countries (including Canada), stat-
ed that, “everything under the sun that is made by man” may be 
patented, including living organisms and genetic material. Shortly 
after the decision, the US Patent and Trademark Office was flooded 
with applications relating to genes and genetic testing methods 
and the number continues to grow. As of 2003, approximately three 
million genome-related applications have been filed.
 

Current international trade and patent harmonization agree-
ments, such as the Agreement on Trade-Related Aspects of Intellec-
tual Property Rights (TRIPS), affirm this position.  The signatories 
consider genes (including those of human origin) to be patentable 
material, provided they meet general patent criteria and are dem-
onstrated to be new creations (ie. artificial genes) or are isolated 
from nature and identified (i.e., cloned and sequenced), and shown 
to have a particular function and use. Myriad’s gene patents are on 

BRCA 1 and BRCA 2, which are the genes associated with heredi-
tary forms of breast and ovarian cancer. Although the patents do 
not claim the genes themselves, their claims cover isolated DNA 
molecules and all methods of diagnosing cancer using these mol-
ecules. Brian Poissant, a lawyer for Myriad states, “…this is not na-
ture’s handiwork. This is the ingenuity of man.” The claim does not 
specify any specific steps to compare the genes, nor does it recite 
any structural limitations or otherwise link the method to any par-
ticular instrumentation or equipment. With these patents, Myriad 
holds the only currently available diagnostic test for these genes 
(which they sell for a little over US$3,000) and they control the right 
to allow testing and experimentation on these genes.  

Hindering or Stimulating Innovation?
The Biotechnology Industry Organization warns that under-

mining a firm’s ability to sue patent infringers will deter invest-
ment in developing new tests and therapies, while the ACLU holds 
that the patents are deterring innovation by creating significant ob-
stacles for research.  Patents have long been viewed as an essential 
part of the innovation process - particularly in biotechnology, as 
noted by Robert Cook-Deegan and Stephen McCormack, “no other 
sector of the economy depends as much on strong patent protec-
tion” as the pharmaceutical and biotechnology industries. A poten-
tial monopoly is arguably a necessary incentive when big profits 
are often not achieved until decades after the initial discovery.  In-
vestment will only occur if there are significant rewards for years 
of research and substantial risk incurred. Furthermore, one of the 
rationales for the existence of patents is to facilitate the disclosure 
of useful information to the public, which will, in theory, lead to 
further innovations and technological developments. In order to 
receive monopoly protection, the inventor must provide a detailed 
description of his/her invention. 

Some ethicists argue that gene patents 
involve the ”commodification of life” be-
cause they place a commercial value on 
human life and reduce it to a marketable 
product.

Despite the support for patents within the biotechnology indus-
try and much of the research community, there is a growing concern 
that, in the context of human genetics, patents may actually deter 
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innovation. The human genome is essentially a finite resource, 
which has led some to believe the proliferation of gene patents will 
slow or stop researchers from working on particular regions of the 
genome for fear of infringing on an existing patent. With the cur-
rent system, upstream patents on “inventions,” such as expressed 
sequence tags, can slow or impede the development of practical, 
downstream inventions, including gene tests and therapeutics. A 
study by the Secretary’s Advisory Committee on Genetics, Health 
and Society found that conditions such as Huntington’s disease, 
cystic fibrosis and colorectal cancer, which do not have patented 
genes, have more widely available tests than for diseases such as 
breast cancer. 

Given the recent advancements in our knowledge of genetics, 
it seems unlikely that the judges from the Chakrabarty decision 
could have possibly contemplated the significance and conse-
quences of their decision back in 1980. In a symposium on the sub-
ject in the Chicago-Kent Law Review, John M Conley comments, 
“Every year, we seem to hear more about the multiplicity of tasks 
that our relatively few genes perform. With each year’s hindsight, 
last year’s understanding of how genes work looks incomplete and 
primitive.” As such, patent offices should be cautious when grant-
ing upstream and early patents since they can create rights of un-
known scope and significance.

Patentable Material?   
Many critics argue that the genes are products of nature that 

occur without human manipulation and that the useful properties 
of the “invention” are natural properties of the gene.  In its submis-
sion, the ACLU claims that Myriad did not “invent, create or in any 
way construct or engineer” the genes, but merely “located them in 
nature and described their informational content as it exists and 
functions in nature.” An “isolated and purified” gene, which is 
what Myriad has patented, is essentially a gene that was identi-
fied and reproduced outside of the body – a cloned gene. Myriad’s 
clone, or cDNA version of the naturally-occurring gene, differs 
from the naturally-occurring variant only in that the introns, or 
non-coding regions, are absent. This “isolated and purified gene” 
is used to compare with a patient’s gene to search for mutations in 
the genetic sequence known to cause cancer. Thus, while an isolat-
ed gene is different in terms of chemical structure, the entire utility 
of the claimed isolate lies in the fact that it is functionally indistin-
guishable from the natural version.  

  
Morally Wrong?

The case has received significant media attention largely due to 
the personal and human aspects of the material.  As Mark Perry, 
Professor of Biotechnology Law at Western, describes, people are 

drawn in by the connotations associated with owning genes be-
cause “we don’t like the idea of people owning human life.”  Some 
ethicists argue that gene patents involve the ”commodification of 
life” because they place a commercial value on human life and re-
duce it to a marketable product.  In more extreme situations, gene 
patenting may support an increasingly market-driven view of dis-
ease, disability and normality, as companies would clearly benefit 
from a broad definition of “disease” and a narrow definition of 
“normalcy”.  Through active advertising and marketing, compa-
nies like Myriad may facilitate “inflated perceptions of the value 
of specific genetic tests [and] could drive a wave of inappropriate 
testing”.  

What does the Decision Mean for the Pub-
lic and the Biotechnology Industry?

Patent holders are granted a twenty-year monopoly over the in-
vention, allowing them to charge a premium to help recoup their 
costs from research and reward their innovation and risk. How-
ever, this premium may also prevent the patients who could ben-
efit from accessing their technology.  Myriad has actively enforced 
their patent rights in the past, as seen in 2001 when they were 
upheld in Canada against a challenge from provincial health care 
ministries. As a result, a number of Canadian provinces have stated 
that the public system cannot afford the Myriad test. Several prov-
inces have taken the position that they will either ignore or fight 
the patent.  Women with one of these gene mutations in the BRCA 
1 and BRCA 2 gene have an approximately 40-85% lifetime risk of 
developing breast cancer.  This test would be especially beneficial 
for women predisposed to a higher risk of cancer, such as those a 
family history. If they had access to this test, this knowledge would 
lead to earlier and more vigilant screening for the cancers and im-
prove their medical decisions. 

This test would be especially beneficial 
for women predisposed to a higher risk 
of cancer, such as those with family his-
tory. If they had access to this test, this 
knowledge would lead to earlier and 
more vigilant screening for the cancers 
and improve their medical decisions. 

Gene patents also raise concerns regarding the quality of genetic 
tests.  In the rush to patent the findings from research, others in the 
field cannot verify the results of these findings. For example, the 
accuracy of newly patented genetic tests, for example, cannot be 
confirmed.  With more open access to the genes, more tests could 
be developed to provide an opportunity for a second opinion.  
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As of this date, Judge Robert Sweet has still not issued a de-
cision from the February 2nd hearing at the New York Southern 
District Court. Myriad does not appear worried about the outcome, 
despite the company’s share price dropping from $32.55 on the day 
before the suit was announced to a low of $20.62 in mid-February. 
Myriad’s CEO has attempted to calm investors, assuring them that 
the ACLU is only challenging 15 method and composition claims 
on seven BRCA patents of Myriad’s 23 patents and 179 claims on 
BRCA Analysis.  However, Myriad should not be too comfortable, 
as it is a company built upon a narrow intellectual portfolio.  The 
ACLU has a much larger goal in mind, and it was only a matter of 
“pick[ing] one case as our case.” Despite focusing on a narrow set 
of claims, the ACLU intends to not only invalidate Myriad’s pat-
ents, but the concept of genetic patenting in general. Such a result 
would lead to a massive overhaul in the biotechnology industry 
and open up research completely. 

As previously mentioned, the potential for a monopoly is a 
driving force behind a company’s research.  The invalidation 
of gene patents would create a tradeoff: researchers would have 
greater access to information and further innovation, yet the fund-
ing and investment would almost certainly decrease. Who will fill 
this funding gap? While public funding is available, it will never 
compare to that of the private sector.  One must ask what is more 
important, improving access to new discoveries and technology or 
fostering innovation and promoting the economy? These are policy 
questions that would need to be addressed prior to a decision abol-
ishing patents on genes.  

What Can We Expect?
Despite the arguments presented above, it would certainly be 

premature to sell one’s shares in Myriad Genetics at this point.  It 
is possible that the courts will reinterpret or reverse the precedent 
but it is far more likely to continue the status quo of limiting gene 
patents at the margin. The most probable of the outcome of the case 
will be a narrowing of the scope on some of Myriad’s patents, some 
of which are very broad.  In fact, Myriad’s European patents have 
similarly been challenged, with parts of them being overturned.  
Ultimately, it will be a long, uphill fight for the ACLU.  

The invalidation of gene patents would 
create a tradeoff: researchers would have 
greater access to information and further 
innovation, yet the funding and invest-
ment would almost certainly decrease. 
Who will fill in this funding gap?

Given the billions of dollars invested in gene patents, it safe to 
assume that even if the court ruled against gene patents, the bio-
technology industry would appeal this decision as far as possible 
- a process which could take years.   However, some commenta-
tors have suggested that the outcome of the case will become un-
predictable once it reaches the Supreme Court, where policy plays 
a greater role.  It has been almost 30 years since the Diamond v. 
Chakrabarty decision and a lot has changed in the area of biotech-
nology, which may warrant revisiting the issue. As Conley for the 
Genomics Law Report explains, “there is some concern on the Su-
preme Court that biotech patents have gone too far.  In a couple of 
years we may finally find out just how deeply that concern runs.”
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