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in august of 2000, a group of cancer researchers and care providers in the united kingdom sent a letter to
the then minister of health, john reid. the letter was based on the brca1 and brca2 gene patents held by
myriad and the possibility that the patents could have a serious impact on the provision of genetic tests.
they pointed out that the uk's national health service (nhs) had plans to launch a clinical breast cancer
screening program for women of high-risk groups and that genetic tests would be required for this
program to be effective. the letter argued that since the nhs already owned these patents it should be
allowed to offer these tests for free to women on the nhs screening program. the letter's authors also
pointed out that similar tests were already available in the united states at a lower price and that us and
uk researchers could not be sued in either country for performing these tests. many brca mutations fall
into a category called brca1-associated cancers. this is the area of mutation testing that is covered by
myriad's patents. at the time, researchers did not know whether mutations in the brca2 gene were
associated with breast cancer or were more common in populations with brca1 mutations. although the
myriad patents claimed the entire brca2 gene and identified only the brca1 mutation for brca1-associated
cancers, the uk group found that brca2 mutations occurred in around 20 percent of women with breast
cancer. this was announced in the journal of the american medical association on august 6, 2001,
following a separate study by the national cancer institute in the united states, also reported in nature
genetics on the same day. 27 this article was also coauthored by researchers from myriad and the united
kingdom. the researchers in the united states were led by ronald w. lee and jeffrey c. mulvihill at the us
national cancer institute's (nci) human genome research institute (hgr) and david m. scherer of myriad.
the researchers from the united kingdom were andrew s. franklin, nicola j. h. north, and david a. easton,
also of myriad. the article stated that women with brca2 mutations had an increased risk of breast cancer
that was roughly two to three times that of women without brca2 mutations. myriad filed a patent for the
brca2 gene and mutations on may 24, 2001. the patent claims "a method for identifying a mutation in the
brca2 gene which is associated with predisposition to or susceptibility to cancer.. " and a method of
"detecting the presence or absence of a brca2 mutation. " among the claims are the following: a method
of determining predisposition to or susceptibility to breast cancer comprising the steps of a) identifying in
a patient a mutation of the brca2 gene; b) determining the presence or absence of a mutation of the
brca2 gene in said patient; c) comparing the presence of the mutation in the brca2 gene with the absence
of the mutation in the brca2 gene in the patient; d) determining whether the mutation of the brca2 gene
is present in the patient and whether the absence of the mutation of the brca2 gene is present in the
patient; and e) correlating the presence or absence of the mutation of the brca2 gene with the presence
or absence of the presence or absence of the absence of the mutation of the brca2 gene with respect to
the onset of breast cancer in the patient.
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the united kingdom faced a challenge with the exclusivity of its patents. although the united kingdom had
the brca1 and brca2 patents, the united states had brca1 and brca2 patents that were valid for the united
kingdom. as we have seen, france had patents covering the brca1 and brca2 genes but not the proteins
that they produce, and germany had an apo b patent. this led to the arrangement that the nhs would be

able to provide testing services for the genes that it owned free of charge, but rosgen, the nhs's
commercial partner, would be able to charge the nhs for the testing of the brca1 and brca2 genes. the

nhs would, therefore, be able to test patients for mutations that were not covered by the patent but would
have to pay for the testing of those mutations covered by the patents. in a further compromise, the

united kingdom agreed to provide an unlimited number of brca1 and brca2 tests to the nhs for free. it also
agreed to provide information about which patients had the mutation and which did not. this information

would be made available to researchers and to the public, but it would be available only after the test
results were known. other industries that used genetic and genomic technologies had to wait to see the

outcome of myriad and seek to avoid a similar fate. they also expressed concerns about the regulation of
these new technologies. in this context, researchers were concerned about whether they could continue
to develop or use research tools on which they were trained and developed. they were concerned about
whether they would be able to invest in research and develop new tools for the benefit of society and,

therefore, the advancement of health care. 86 the new draft legislation in the united states, for example,
did not include the interests of such researchers or clinicians. in contrast, the world health organization's
(who) international patent policy included such interests in its guidance on patenting of human genes and
its policy document on intellectual property and public access to knowledge. the who guidance includes
the following relevant considerations: the importance of genetic data in the context of public health; the
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public health value of research in the area of human genetic variation; the clinical significance of genetic
discoveries and the rapid pace of technological development in the area of human genetic variation; the
need to encourage open access to knowledge; and the need to ensure that access to knowledge is not
restricted by patents or other ip rights that hinder or restrict access to or use of knowledge. the policy

sets out the following as appropriate areas for patent protection: any new invention, process, or method
of diagnosis, treatment, or prevention of disease, and any new knowledge, regardless of the scientific

field in which it is developed. 5ec8ef588b
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