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STATEMENT OF INTEREST OF AMICI CURIAE*

As physicians, we encounter peopletteg happiest moments of their lives
and at the most traumatic. Increagy, each of those encounters—from
conception to terminal disease—requi@sysicians to haveaccess to genetic
information about the patietd make correct diagnostand treatment decisions.
Genetic information is relevant to detening which disease a patient might be
suffering from and which medication migbenefit or harm that patient. The
patent system should not interfereittw such decisions, and if properly
implemented it would not do so.

Amici medical organizations seek to proithis Court with insight into the
adverse effects on medicadre and innovation caused ggne patents. These
adverse effects could andaild have been avoided besawgenetic sequences and
comparisons between sequences—includimgge covered by the Myriad patents

at issue—have never been puteligible inventions.
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tools. But gene patentseaprofoundly different fronother patents. They limit
access to products of nature, laws dfurg and informatiormbout those natural
phenomena. They also interfere with ghians’ use of abstract ideas and mental
steps. This conflicts with long-standing mmiples of scientific and medical ethics
that the sharing of natural scientifiacamedical information is a basic necessity
for further advances iscience, technologand medical care.

Patents on gene seques and on comparisonstiveen a patient’s gene
sequence and a patented geegquence affect physician®actices differently than
patents on pharmaceuticals or opemtiroom devices. When a physician
prescribes a medicine to a patient or usgsatented scalpel, he or she does not

have to worry about patent infringement.



patent database or call a pdateawyer to determine if kior her assessment of the

Consequ T,ly,Amici medical organizations urge the Court to uphold the
lower court’s decision and to find the claimisissue in this case invalid. Although
the U.S. Government also urges affiroarfor claims applying to isol49 d and

rationales for reversdbr claims to cDNA would
allow these harms to mediazdre and innovation to contie. Similarly, affirming
solely on either the composition clairas the method claims will not adequ49 ly
protect medical care andnavation. Accordingly,Amici urge the Court to
establish clearly that not only isol49 d also cDNA, synthetic

erent functions from naturally occurring

ineligibl] subject mat9 r.

Amicus CuriaeAm rican Medical Association (AMA) founded in 1847is
the largest professional association of ptigss, residents and medical students in
the Uni9 d St49 s. Additionally, through%t and specialty medical soci]ties and

other physician groups se49 d in its Ho



physicians from patenting medical proceshibecause thesetpats compromise
patient care.

The AMA joins this brief on its own behalf and as a representative of the
Litigation Center of the American Megfil Association and the State Medical
Societies. The Litigation Center & coalition of the AMA and the medical
societies of every state attte District of Columbia.

Amicus CuriaeAmerican Society of Human Genetics (ASHG)s a non-
profit, tax-exempt organization that consisf over 8,000 professionals in the field
of human genetics including researchecdinicians, academicians, ethicists,
genetic counselors, and nurses whose wavklves genetic testing. ASHG has
studied the gene patent issue and fotlnad patents on sequeas and correlations
interfere with research and medical care.

Amicus CuriaeAmerican College of Obstetricians and Gynecologisis a

Xi
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SUMMARY OF ARGUMENT

Patents on gene sequences, DNAleatgles, cDNA, and comparisons of
gene sequences harm thegiice of medicine and the pursuit of science. They

interfere with diagnosis and treatment, lfyassurance, access to health care, and



ARGUMENT

l. Patents on Gene SequencesPNA Molecules, cDNA, and the
Comparison of Such Sequences Harnvedical Practice and Scientific
Innovation.

Gene patents are being asserted against physicians across the country.

Debra G.B. Leonardyledical Practice and Gene Paits: A Personal Perspective

77 Academic Medicine 138@002). Physicians angksearchers receive cease-

and-desist letters to “gpoconducting tests ... develapdéor a neurodegenerative

condition of the cerebellum, for hereditamgmochromatosis, for cystic fibrosis

delta F508, and for CanavaniBsease.” Gina Shavoes the Gene Patenting

Stampede Threaten Scienc@€AAMC Reporter (2000).Like other gene patent



from these and similar patents on isolategurified gene sequences, cDNA, and

medical and research usedlifcovered genetic information.

A. Gene Patents Interferewith Diagnosis and Treatment.

Patents on gene sequendaterfere with diagnas and treatment. For
example, a company has filed for patg@mbtection on a genetic sequence that
indicates whether patients will beneftom its asthma drug. The company,
however, has said that, for the 20-yeamt®f the patent, ivill not allow anyone
to use the sequence to determine whetheiritg will help or harm patients. Geeta
Anand,Big Drug Makers Try to Postpone Custom Regim&viall Street Journal,
June 18, 2001, at B1. While such infotioa is crucial to phyisians and patients,
the use of the sequence to identify deopho would not benefit from the drug
would diminish the market for the drug.

Patents on gene sequences have doned to patients’ deaths. Long QT
syndrome is a disorder of the heart's &ieal system thats characterized by
irregular heart rhythms and a risk of suddkath. A gene associated with Long
QT was patented and assigned to theveisity of Utah Research Foundation.
U.S. Patent No. 6,207,383The company witlthe exclusive license to the Long
QT sequence went through corporate eglals. For a two year period, the

licensee did not offer diagnostic testing faong QT syndrome. Other laboratories



had the capability and willingness to offeettest, but were forbidden to do so by
the patent licensee. During this periodestst one patient, age 10, died from her
undiagnosed Long QT syndrome; her deathld have been prevented had testing
been available Stifling or Stimulating — The Rotd Gene Patents in Research and
Genetic Testing: Hearing Before theild8omm. on Cts., the Internet and Intell.
Prop. of the H. Judicary Comml10th Cong. 40 (2007) tteeement of Dr. Marc

Grodman) [hereinafter “Grodman”].

B. Gene Patents Interfee with Quality Assurance.
Myriad’'s exclusive combl over the use of theBRCA1l and BRCA2

sequences has led to the misdiagnosfs patients and has precluded the



unnecessarily when they receive a false positive dBR&A1 or BRCA2 test
because they do not have access tandependent confirmatory testSee, e.qg.
Judy Peres(enetic Testing Can Save Liveshut Errors Leave Scar€hicago
Tribune, Sep. 26, 1999 (patient underwenhecessary removal of ovaries based

on erroneouB8RCAgenetic test result).

C. Gene Patents Interferewith Access to Health Care.

Patents on gene sequences and ngat®n the comparisons of gene
sequences increase the eost health care unnecessgr making genetic tests
inaccessible for many people and impgsithe costs of unnecessary medical
procedures due to false positive resultotrers. Because of the ability to charge
royalties under patents on tB&RCAL andBRCA breast cancer genes, Myriad’s
test costs $3,000 (A3396), despite the texise of other labs willing to offer
testing for one third othat cost. CBC New®ntario to Offer New Genetic Test
for Breast Ovarian Cancei(Jan. 8, 2003rvailable at
http://www.cbc.ca/health/story/2003/06/6est_genetic030106rmt.  Patents on
the Long QT genes drove the cost of that te $5,400, when the test could have
easily been undertaken for 75% less. Grodreapta,at 39.

Technology will soon allow the sequémg of a person’s entire genome of

approximately 30,000 genésr $1,000 or less. Francis S. Collins et AlYision



for the Future of Genomics ReseardR2 Nature 835, 842003); Nicholas Wade,
Cost of Decoding a Genome Is Lower&étle New York Times, Aug. 11, 2009, at
D3. The patient can then takesventive measures to mmize his or her risk for
disease. But testing all 30,000 genes atidys royalty rate would cost over $45
million. Applying even a seemingly modesiyalty of $100 per gene would total
an unaffordable $3 million per test. Eweith much lower royalty rates on many

fewer genes, personalized gamalyses would be infeasible.

D. Gene Patents Interfere with Scientific and Medical Innovation.

Appellants and thei#mici willfully ignore the volume of literature that has
found that patents on genes actually haesearch and innowan. Forty-nine
percent of the members of the Americaociety of Human QGeetics have had to
limit their research due to ge patents. Isaac Rabirtdow Human Geneticists in
U.S. View Commercializatioof the Human Genome Proje@9 Nat. Genetics 15
(2001). A survey of directors of labooaies that perform DN-based genetic tests
indicated that over half (53%) of the pesdents had not developed a test for fear
of infringing patents, and that one four laboratorieshad stopped performing
certain genetic tests becaus€ patent restrictions or excessive royalty costs.
Mildred K. Cho et al.Effects of Patents and Licensas the Provision of Clinical

Genetic Testing Services J. Molecular Diagnostics(2003). SARS research was



impeded because of concerns about ghtents on the genetic sequence of the
SARS virus. James H.M. Simon et dllanaging Severe Acute Respiratory
Syndrome (SARS) Intellectual Property Rigi&3 Bull. World Health Org. 707,
709 (2005).

Notably, Amicus BIO erroneously claims that “[aJrguments about stifling
research also ignore the research exception.” 8l Br. 32. However, under
current Federal Circuit doctrine, the verynoav research excepin that exists “for
all practical purposes [is] a rnity.” Janice M. Mueller, The Evanescent
Experimental Use Exemption from Unit&dates Patent Infringement Liability:
Implications for University andNonprofit Research and Developme®6 Baylor
L. Rev. 917, 980 (2004Madey v. Duke Uniy.307 F.3d 1351, 1362 (Fed. Cir.

2002).



[I.  Existing Non-Patent Incentives are



Scientists were searcly for and findinggenes long before patents were
available for them, and there is no eviderthat the grant of gene patents (as
opposed to the patent on tgene sequencing machinexifaated this process.
Scientists and doctorsytrto discover genes for aumber of reasons—to help
mankind, to aspire to Nobel Prizes, anchthieve academic advancement. When
the Human Genome Project was undertakeidentify the sequence of the human
genome at the cost of billions of taxpayellas, key researchers in the field at the
time warned about the risks of grantindeitectual property rights over genes.
Leslie RobertsWho Owns the Human Genome&?37 Science 358 (1987). |If
scientists were allowed to “own” geneand reap finandiazewards by having
exclusive rights to any diagnostic oe@tment technologies developed with the
gene they discovered, theould be less likely to share copies of those genes or
even to share information about theifhose harms haw®me to pass.

Moreover, many geneticists are eagedisrover and sequence genes and to
develop diagnostic tests itlwout patenting either & genes or methods of
comparing gene sequences. In a stofiAmerican Society of Human Genetics
members, 61% of its members in indus$% of those in government, and 77%
of those in academic science statedt tthey disapproved of patenting DNA.

Rabino,supra,at 15.



Amici supporting Myriad assert that patents are needed to promote genetic
innovations. BIO Br4; PhRMA Br. 17. However, none of the&eici actually
provide evidence that the possibility oftaiming gene patestwas necessary for
the discovery of gene sequences arglrthorrelation to east cancer or other
diseases, or for the discovery of new di@stics or treatments fahose diseases.

Rather, the examples cited by thégeici actually prove the harm that such patents

10



Even the genetic sequences at issubigicase would have been discovered

11



Danger of Losing Out on BRCAL1 Pate?66 Science 209 (1994). The public thus
has paid for the work underlying Myriadpatents, yet is paying nearly two
hundred million dollars more iroyalties each year because of the patents at issue
here? And if Skolnick had not soughtéhpatent, the gene sequence would have

been put in the public domain.

lll. The Government's Admitted Error of Granting Patents on Gene
Sequences Has Needlessly Imposéthtold Costs on the Health Care
System.

12



Biotechnologies, Industry and Public Goanl Living Properties, 39 (2009) (Jean-
Paul Gaudillere et al., eds.)Moreover, the Pasteur patent aRarke-Davis
preceded the U.S. Supreme Court decisiorAmerican Fruit Growers, Inc. v.
Brogdex Ca. 283 U.S. 1 (1931). As noted stiprthereafter by Pasquale J.
Federico (later Commissioner of Pateatsl principal drafter of the 1952 Patent
Act), the Supreme Court’s decision American Fruit Growersundermined the
earlier Patent Office holding that isolatadd purified naturamaterials might be
patent eligible subject matt Pasquale J. Federidmuis Pasteur's Patent6
Science 327 (October 8, 1937) (citiAgherican Fruit Growers “A claim of this
type would now probably beefused by the examineasince it may now be doubted
that the subject-matter is capable of being patentied.”

The costs and harms resulting from thesroneous and uathorized patent
grants cannot be overstated. Billionsdollars have likely been spent by patients
and the health care system due to tmistake. Gene geence patents have
prevented medical treatmeand interfered with innovationNone of this should
ever have occurred given the Supreme Cpretedents. It is gy past time to put
an end to the grant of such pateriy, following those precedents and clearly

declaring gene sequence, cDNA, and compar

13



IV. Isolated Gene Sequences and ¢&TA Are Not Patentable Inventions
under 35 U.S.C. § 101.

Patent eligibility is a “threshold test be applied before other requirements
of the patent law are applied the purported inventionBilski v. Kappos130 S.
Ct. 3218, 3221 (2010). A categorical threkl for eligibility preserves the public
domain of “laws of nature, physical phenema, and abstract ideas” that may not
be privately owned.Diamond v. Chakrabarty447 U.S. 303, 309 (1980). It also
reduces burdens on the patent systemdamedts investment and innovation efforts
towards the kinds of inventions theate the goal of the patent system.

Patents are not needed to incentivize discovery of hunragenes or other
physical phenomena, and patent law does exist to reward the discovery of
products of nature and law$ nature with exclusive rightto such discoveries. As
the medical and scientific communitiesvealong held, and as the patent law
continues to reflect, to deo would be unethical.See, e.g.American Medical
Association, Opinion 9.095—The Use of Patents and Other Means to Limit
Availability of Medical Procedures(adopted June 1995)available at
http://www.ama-assn.org/ama/pub/physici@sources/medical-ethics/code-
medical-ethics/opinion9095.shtml;William C. Robinson, Th Law of Patents for

Useful Inventions 39 (Little, Brown 1890)Rather, such discoveries must remain

free to all men and reserved exclusivety none,” both to meet shared ethical

commitments and to foster further sdiga discovery and me rapid sequential

14



innovation. Chakrabarty 447 U.S. at 309 (quotingunk Bros. Seed Co. v. Kalo
Inoculant Co.,333 U.S. 127130 (1948));Gottschalk v. Bensod09 U.S. 63, 67
(1972) (products of naturend laws of nature are the “bagools of scientific and
technological work”).

For over 150 years, the productedgrocesses of nature have fremally
been patent eligible subject matteBilski, 130 S. Ct. at 3221 (citinge Roy V.
Tatham,55 U.S. (14 How.) 156, 174 (1853)¢hakrabarty 447 U.S. at 313
(stating that the relevant distinction foec@ion 101 patent eligility is “between
products of nature, whether living orthand human-made inventions”). Myriad
seeks to deny the very existence of tlisgstanding products of nature doctrine
(Appellants’ Br. 34), although the history ¢¢ear and indisputable, as the United

States recognizes (U.S. Br. 13-14).

A. Isolated Gene Sequences Are Unpentable Products of Nature.

“A new mineral discovered in the earth a new plant found in the wild is
not patentable subject matterChakrabarty 447 U.S. at 309. Just as removing a
mineral from the surrounding rock and earth, or removing a plant from the
surrounding flora and soil does not traorsfi the mineral or pint (a product of
nature) into patentable subject mattasolating” a gengc sequence does not

make it patentable. Thushe Supreme Court iAmerican Wood-Paper Co. v.

15



Fibre Disintegrating Co.held that a patent claim dicted to isolated cellulose
(vegetable pulp) derived from straw, woahd fibrous sources was not patent
eligible subject matter. 90.S. (23 Wall.) 566, 594 (1874).

There are many things well known anduable in medicine or in the

arts which may be extracted frodivers[e] substances. But the
extract is the same, no matter fromawit has been taken. A process

16



5,747,282; claims 1, 6, andof patent 5,837,492; clail of patent 5,693,473—are

thus invalid, as they apptp such isolated sequences.

B. cDNA Are Unpatentable Products of Nature.

cDNA (complementary DNA) isDNA with the non-coding regions
removed. The cDNA hathe same nucleotide seqeenas the coding regions
(exons) of the naturally occurring DNA and can perform the same functions as a
full nucleotide sequence or DNA moleculét. can produce the same protein that
the full chromosomal gene produces. N is single-stranded DNA that is
complementary to naturallyccurring mRNA. Stedman’s Medical Dictionary 28th
ed., 513 (2005). In fact, cDNA moleculean be found existing naturally in the
human bodyand make up about seventeemcpat of the human genomeSee
International Human Genome Sequencing Consortitmtial Sequencing and
Analysis of the Human Genomé0Q9 Nature 860, 8802001). Contrary to
Myriad’s assertion that DNA componentsgg#nes are not found to “float freely”
in the body (Appellants’ Br. 6), cDNAdoes exist in cells outside of the
chromosomes.SeeNicolas Gilbert et al.Multiple Fates of L1 Retrotransposition
Intermediates in Cultured Human Cel8 Molecular and Cellular Biology 7780

(2005).

17



Even if Myriad had claimed only isated DNA gene sequences having some
of the non-coding DNA nucleotides removéat would not have made Myriad’s
claimed “inventions” any less @ducts of nature. And this would still be true even
if cDNA did not occur without human intezation. As the Supreme Court held in
Funk Brothersjsolating certain naturally occurrirgpecies of root nodule bacteria
and recombining them in a different xture did not convérthe bacteria from
ineligible “phenomena of mare” to eligible inventons. 333 U.S. at 130. To
permit the patent for such isolateddarecombined materials performing their
natural functions would haveequired “allowing a patertb issue on one of the
ancient secrets of nature now disclosettl” at 132. Rather, combining naturally
occurring exons to generate a cDM#&uld serve as mere “packagingd. at 131.
Each exon, like each bacterial species-umk Brothers “has the same effect it
always had.... [and] perfornj[#n [its] natural way.” Id. “They serve the ends
nature originally provided and act quiiadependently of any effort of the
patentee.” Id. Myriad’'s claims aplicable to cDNA of theBRCAland BRCA2
genes—claims 1, 2, 5, 6@ 7 of patent 5,747,282; clains 6, and 7 of patent

5,837,492; claim 1 of patent 5,6933—should thus be invalidated.

18



C. Synthetically Created Versions of Genetic Materials that Lack
Markedly Different Functions fr

19



and non-naturally occurring function is noffgtient to convert a product of nature
into a patent eligible invention, unled® resulting product isarkedly different
from the natural productSee American Fruit Grower283 U.S. at 11 (addressing
fruit preservation by coating with borardrejecting as “not tenable” the Court of
Appeals’ holding that because “the complatécle is not foud in nature™ it was
patent eligible as an “articlef manufacture’) (citation omitted).

Addition of borax to the rind ohatural fruit does not produce from

the raw material an articléor use which possesses reew or

distinctive form, quality, or property. There is no change in the

name, appearance, or general charaafténe fruit. It remains a fresh

orange, fit only fothe same beneficial usas theretofore.
Id. at 11-12 (emphasis added)This was true even though the borax-treated fruit
did not exist in nature, was the resultsyithetic human action, and achieved a
useful new function by preserving the fruit.

The isolated DNA and cDNA claimed the Myriad patents do not possess a
markedly different form, quality, or pperty than naturallypccurring DNA. The
traits that Myriad points to as being rkedly different arethe ability to detect
natural “complementary sequee[s]” and to “hybridize] to a DNA target.”
Appellants’ Br. 7, 51. Even more tharr foreserved fruit, these uses rely entirely
on the natural function of genetic DN#g. its sequence.

The District Court below did not, as Mgd asserts, “eoneously divine([]

from Chakrabarty the “markedly different” standard. Appellants’ Br. 41. This

20



requirement has been part of the Patkcit essentially since its inception. The
Patent Act of 1793 stated that “simplyaciging the form or the proportions of any
machine, or composition of matter, iany degree, shall not be deemed a
discovery.” Patent Act df793, Ch. 11, § 2, 1 Stat. 328 (Feb. 21, 1793). As the
District Court held, even synthetically produced cDNA performs the same function
as naturally occurring DNA coding for a rpaular protein and thus is not
“markedly different” from its naturally@urring counterpart. A214-A228.

The U.S. Government errs when it suggdbat any of the cDNA claims at
issue might be valid. U.S. Br. 14-15. As noted above, cDNA is a product of
nature and excluded as suchRurther, products of naturabstract ideas, and laws
of nature, must be&‘assumed to be within the prior att,even when their
discovery by a patent applicant was tlesult of substantial investments and
difficult scientific research efforts Bilski, 130 S.Ct. at 3230 (emphasis added)
(quoting Parker v. Flook,437 U.S. 584, 594 (1978)'Reilly v. Morse,56 U.S.
(15 How.) 62, 115 (1853) (citintleilson v. Harford Web. Pat. Cases 295, 371
(1844)). Accordingly, even “syntheticDNA would reflect at most “token post-
solution components” to the “prior artiatural DNA molecles and sequences.
Bilski, 130 U.S. at 3231.

Since the DNA moleculess well as the exon seques used in cDNA, are

products of nature and as they mustrdeated as prior argny “synthetic” cDNA
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would necessarilybe obvious as well as beingeligible under Section 101See
Dann v. Johnston425 U.S. 219, 228 (1976) (reitéray the need to evaluate
whether the difference between the priorartl the claim is “sufficient to render
the claimed subject matter unobvious”). cAodingly, holding synthetic cDNA
claims categorically ineligiblender Section 101 will not cauaay hardship to the

biotechnology industry, because théysld be found obvious in any case.

D.  Section 103(b) Does Notddress the Patent Eligibility of
Nucleotide Sequences.

Myriad seeks to rely on Section 103(to argue that Congress “thought
DNA molecules were patemtigible,” analogizing tathe Supreme Court’'s focus
on Section 273(a)(3) in itBilski opinion Appellants’ Br. 32; 130 U.S. at 3228.
However, Myriad omits from its discussi the relevant langga and purpose of
Section 103(b), which demonstrate thanGress had no intent regarding what, if
any, nucleotide sequences w@aent eligible. RatheSection 103(b) addresses
only the obviousnessof “biotechnological process[es]sing or resulting in a
composition of matter that is novehder Section 102and nonobvious under
subection (a).” 35 U.S.C. 8 103(b)(1 The section further defines
“biotechnological process” to includmethodsof altering cells to alter their

expression of an “exogenous” éendogenous” “nucleide sequence.” Id. §

103(b)(3)(A). Nothing in this languagexpresses anything more than that
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Congress recognized that cetisuld contain native or iroduced genetic material
and that patents could issue for non-obvimethodsof affecting their expression.
Further, Congress made aldhat the compositions used in or resulting from the
process must themselves be patentedpatentable, as they must either be
contained in the same patent ot s®expire at the same timdd. § 103(b)(2).

This recognition by Congress thpatentable
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presence of a mutam from the “normal/ BRCAlandBRCAZ2genes, including by
visually inspecting the sequence data (be&r obtained). In doing so, the method
claims prohibit the use of ¢éhwery information that thénventors” disclosed to the
public as the “quid pro quo” foobtaining patent rights.Bonito Boats, Inc. v.
Thunder Craft Boats, Inc489 U.S. 141, 161 (1989)The “analyzing” claims,
moreover, may be infringed merely bgading and thinking about the sequence
data disclosed in the patenThe patent system waswvee designed to allow such
claims.

If a technique is developed to enableststs to sequence and read DNA in
its completely natural state while it eteasin the body, that technique would be
covered by these method claims. In fadthough Myriad argues that someone
cannot perform their method by merelyabizing or comparing the sequence data
(Appellants’ Br. 58), a software prograaiready has done just that. Steven
Salzberg and Mihaela Pertea have createtimade available to the public free of
charge a software program thaill allow users to search tieBRCAlandBRCA2
genes for 68 known cancer-causing motai Steven Salzberg and Mihaela
Pertea,Do-it-yourself Genetic Testingll Genome Biology 4042010). This
software is performing the “comparingind “analyzing” ofsequences that are
claimed in Myriad’'s methodlaims. This example highlights how broad Myriad’s

claims really are: using software tompare raw sequenakata generated by a
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sequencer infringes the claims. In faé8alzberg and Perteaanaged to practice
the method claims without actually colfexy the tissue from an individual, or
“isolating” the gene, osequencing the gene.

Myriad’'s method claims are invalid because no limitations are included on
how the information that the patent disclose to be obtained or used. Myriad’s
claims thus encompass physicians’ aesearchers’ thoughts, speech, and written
expression, interfering with a@nosis, research, and educafiofihe District Court
correctly found these claims to beatited to ineligible subject matter.

Mental processes are not patentabfdook 437 U.S. at 589Benson 409
U.S. at 67. Myriad’s method claims recibmly an ineligible mental process.
“Analyzing’ or ‘comparing’ would be undstood by one of ordinary skill in the
art to mean looking at the sequence ttedaine its characteristics, or looking at
two or more things to determine if tieeis a difference.” A2480. Comparing two
things to determine a difference is a g@ss that has been performed by man for
millennia and takes placetaely in the mind.

Further, these claims are ineligibés laws of nature. The claims add
nothing of significance to the medical fact that a mutation irBRREAlor BRCA2

genes increases the likelihood that a peraill develop breast or ovarian cancer.

* Amici agree with the Plaintiffs’ argument inettDistrict Court and on appeal that
the patents at issue violate the First Amendment.
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Claiming the medical fact as a processr@ntally recognizing it does not change
its character.See Flook437 U.S. at 590 (skill of thdraftsman cannot “transform
an unpatentable principal into a patentghiecess”). While this medical fact may
have been previously unknowihhas always existed; Myd may have discovered
it, but did it not invent it (and, as noted abpienust be treated as if it were in the
prior art). Myriad can nonore prevent people from using the fact by thinking than
Bilski could prevent people from employg the abstract idea of hedging risk.
Bilski, 130 S.Ct. at 3231.

Even if Myriad’s claimswere to be construed tequire data gathering to
perform the patented comparison, tBepreme Court just reiterated thafldok
rejected ‘[tlhe notion that post-soluticactivity, no matter howonventional or
obvious in itself, can transform an unp#sble principle into a patentable
process.” Bilski, 130 S.Ct. at 3230 (quotinglook, 437 U.S. at 590). Similarly,
this Court held inin re Gramsthat trivial pre-solution activity of performing a
clinical test and using data from thest to determine whether an abnormality
exists is not patentable subject matte888 F.2d 835, 837-4(Fed. Cir. 1989).
Such data gathering steps would consgitonly “token post-solution components,”
just like the “use of well-known random awsils techniques to help establish some
of the inputs into [Bilski’s] equation.’Bilski, 130 S.Ct. at 3231Myriad’s method

claims—claim 1 of patent 509,999; claim 1 of patent 5,710,001; claim 1 of patent
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5,753,441; claims 1 and 2 of pater@®3,857; and claim 20 gfatent 5,747,282—

are thus invalid.

CONCLUSION
One cannot patent “laws of nature, matyphenomena, and abstract ideas.”
Diamond v. Diehr450 U.S. 175, 185 (1981). For the foregoing reasons, the Court
should affirm the District Court’'s holdinghat all of the claims at issue are
ineligible under Section 1011t is crucial to patientare and to medal research
that the natural biological materials andsibascientific information that Myriad

has sought to propertize be freely shared, used, and analyzed.
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