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2) United States Court of Appeals for the Federal Circuit THE ASSOCIATION FOR MOLECULAR
PATHOLOGY, THE AMERICAN COLLEGE OF MEDICAL GENETICS, THE AMERICAN SOCIETY FOR
CLINICAL PATHOLOGY, THE COLLEGE OF AMERICAN PATHOLOGISTS, HAIG KAZAZIAN, MD,
ARUPA GANGULY, PHD, WENDY CHUNG, MD, PHD, HARRY OSTRER, MD, DAVID LEDBETTER,
PHD, STEPHEN WARREN, PHD, ELLEN MATLOFF, M.S., ELSA REICH, M.S., BREAST CANCER
ACTION, BOSTON WOMEN'S HEALTH BOOK COLLECTIVE, LISBETH CERIANLRUNI LIMARY,
GENAE GIRARD, PATRICE FORTUNE, VICKY THOMASON, AND KATHLEEN RAKER,
Plaintiffs-Appellees, v. UNITED STATES PATENT AND TRADEMARK OFFICE, Defendant, and
MYRIAD GENETICS, INC., Defendant-Appellant, and LORRIS BETZ, ROGER BOYER, JACK BRITTAIN,
ARNOLD B. COMBE, RAYMOND GESTELAND, JAMES U. JENSEN, JOHN KENDALL MORRIS,
THOMAS PARKS, DAVID W. PERSHING, AND MICHAEL K. YOUNG, IN THEIR OFFICIAL CAPACITY
AS DIRECTORS OF THE UNIVERSITY OF UTAH RESEARCH FOUNDATION, Defendants—-Appellants.
2010-1406 Appeal from the United States District Court for the Southern District of New York in
Case No. 09-CV-4515, Senior Judge Robert W. Sweet. Decided: July 29, 2011

3) Diamond v. Chakrabarty, 447 U.S. 303 (1980).
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(1) BRCAE o]-&g e, G4 Id 7<=
BRCA o] Wol7t A7 ek} daagke] Al 93 o] wopxitial
sto), = ofAdo] fkdte] 2E 91382 12~13%A4 % H&d WHolrt dof
W BRCA 325 7FAAL sle oA A% 1 93do] 50~80%¢taL gt}
aelB 2 BRCA frdzte] Wol7b dojte=A] o5 &1 4 glow {1
At ik ko] 2 EHo] H
A At A A7 ® EFE st AFAELS positional cloning©]
= 7]+=S AHg3iA BRCA1Z BRCAZ2 W3 fAAE 93t o=
Aate] et dagte] S H o R UEe SxpE A4 DNA &S W
obx] ofWl FHA7E oF WA AP =X AFEATial ok o] A
skl BRCA Fdz7F QIZF Fd2k 5 odo] YAet=A AxE e
BRCA #3725 &elsted 2 A&F nucleotide MEE ZAAst=d A4
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4) Circuit Court of Appeals, Second Circuit. PARKE-DAVIS & CO. v. H. K. MULFORD & CO. (two
cases). Nos. 182, 183. April 22, 1912.

5) ik el 2491 14 AMNLe o WA el BRCA H74 AQ Aol U S8l ojpAge »
A3PHA] Lab. Corp. of Am. Holdings v. Metabolite Labs., Inc., 548 U.S. 124, 126-27, 126 S.Ct.
2921, 165 L.Ed.2d 399 (2006)°l4 W& Breyer7} 93l oJAS <3l v}y ‘U Hiald Ed=2
B35 HW 28y e dHs P ¢ Jorg 5359 gidAAd dAlE AAg o] gdeitt)
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Hokar ghrf 12jal BRCAZ DNAS’Jr ol& o] &3t X W] digk F
WA 532 199593 129 98k 19989 11€ 17¢0 S=HATtx
El=

199639 Pennslvania's Genetic Diagnostic Laboratory® BRCA1/2 %I
G AHAE AFSI AT 1999 Myriad7F 53 & o]F=2 o] & A
718k al a2 A& I Mulae FaEdva ok o 1997del =

F
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6) Myriad Genetics v. Oncormed. Nos. 2:97-cv-922, 2:98-cv-35 (D. Utah)

7) Myriad Genetics v. Univ. of Pa., No. 2:98-cv-829 (D. Utah)

8) THE ASSOCIATION FOR MOLECULAR PATHOLOGY, THE AMERICAN COLLEGE OF MEDICAL
GENETICS, THE AMERICAN SOCIETY FOR CLINICAL PATHOLOGY, THE COLLEGE OF AMERICAN
PATHOLOGISTS, HAIG KAZAZIAN, MD, ARUPA GANGULY, PHD, WENDY CHUNG, MD, PHD,
HARRY OSTRER, MD, DAVID LEDBETTER, PHD, STEPHEN WARREN, PHD, ELLEN MATLOFF, M.S.,
ELSA REICH, M.S., BREAST CANCER ACTION, BOSTON WOMEN'S HEALTH BOOK COLLECTIVE,
LISBETH CERIANLRUNI LIMARY, GENAE GIRARD, PATRICE FORTUNE, VICKY THOMASON, AND
KATHLEEN RAKER



AT}, (‘282 patente] 1W, 2W¥, 5¥ #F319)

'282 £319] 1 A7 BRCA1 @A o] ofm=it Mol i3l AR

T Qe ¥ DNAS 7] AES 7Hel7la o 2 A4S 1

2l¥l DNA 2AHAE 7He)71ar vk 5™ A3 1WH 7732 DNAoIA]
% 15709 nucleotide® 7FA+ 8] DNAE 7hg|Z1tH0),

S A

], g ATRE FAZE A o] WHe BaA o
o] A7 Wole] EAE AT 4 Yhm ) (999108} 001 S5]12)e]

AutoE GAE Fe duel td 587k dsieh. (282 S99 200
2 - 3HD)

9) d#& v 2. SEQ ID NO:2+= BRCAL w9 opn|iib A EE oJm|slal SEQ ID NO:1& BRCAL
DNA<] nucleotide Ag& <n|gh

1. An isolated DNA coding for a BRCA1 polypeptide, said polypeptide having the amino acid sequence
set forth in SEQ ID NO:2.

2. The isolated DNA of claim 1, wherein said DNA has the nucleotide sequence set forth in SEQ ID
NO:1.

5. An isolated DNA having at least 15 nucleotides of the DNA of claim 1.

10) A7F 53] A-gel tsf & 4] Kool sfdel] glold 1 FEol & & sl Fol.

11) ‘999 539 19 A7 v 2o

1. A method for detecting a germline alteration in a BRCA1 gene, said alteration selected from the
group consisting of the alterations set forth in Ta-bles 12A, 14, 18 or 19 in a human which
comprises analyzing a sequence of a BRCAl gene or BRCAl RNA from a human sample or
analyzing a se—quence of BRCA1l c¢cDNA made from mRNA from said human sample with the proviso
that said germline alteration is not a deletion of 4 nucleo-tides corresponding to base numbers
4184-4187 of SEQ ID NO:1.

12) ‘0015319 1H 732 53 &a

1. A method for screening a tumor sample from a human subject for a somatic alteration in a BRCA1
gene in said tumor which comprises [] comparing a first sequence selected from the group
consisting of a BRCA1 gene from said tu—mor sample, BRCA1 RNA from said tumor sample and
BRCA1 ¢DNA made from mRNA from said tumor sample with a second sequence selected from the
group consisting of BRCA1 gene from a nontumor sample of said subject, BRCA1 RNA from said
nontumor sample and BRCA1l c¢cDNA made from mRNA from said nontumor sample, wherein a
difference in the sequence of the BRCA1l gene, BRCA1 RNA or BRCA1l c¢cDNA from said tumor
sample from the sequence of the BRCA1 gene, BRCA1 RNA or BRCA1 c¢DNA from said nontumor
sample indicates a somatic altera—tion in the BRCA1 gene in said tumor sample.

13) ‘282 E3]9] 2091 AFd2 v 2.

20. A method for screening potential cancer therapeutics which comprises: growing a trans—formed
eukaryotic host cell containing an altered BRCA1 gene causing cancer in the presence of a
compound suspected of being a cancer therapeu-tic, growing said transformed eukaryotic host cell
in the absence of said compound, determining the rate of growth of said host cell in the presence of
said compound and the rate of growth of said host cell in the absence of said compound and
compar-ing the growth rate of said host cells, wherein a slower rate of growth of said host cell in
the pres—ence of said compound is indicative of a cancer therapeutic.
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14) Assoc. for Molecular Pathol-ogy v. U.S. Patent & Trademarik Office, 669 F. Supp.
2d 365 (S.D.N.Y. 2009)

15) Assoc. for Molecular Pathology v. U.S. Patent & Trademark Office, 702 F. Supp.
2d 181 (S.D.N.Y. 2010)
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(1) E31& 95 4+ d+= A (Patentable Subject Matter)

n= E3H 35 U.S.C. § 101100 EFE WS 4 9= diato] thse}
o] Z2AHo g Aty Y1 v AWgHdoe] FdS EF ol A3}
ghed) o] 1 W9E Wil Zoz Fasolgtl. Chakrabarty AFA1N]
A ol AYYRHALS BE o] EFE WS 4 Qe A OMFQ"P 2
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16) 35 U.S.C. § 101 Whoever invents or discovers any new and useful process, machine, manufacture,
or composition of matter, or any new and useful improvement thereof, may obtain a patent therefor,
subject to the conditions and requirements of this title.

17) Diamond v. Chakrabarty, 447 U.S. 303 (1980). Ateo] AAoA M2 F-Ax %
S oz e nAlEe] 559 tide] € 4 Qlvkal g A,
18) Bilski v. Kappos, 130 S. Ct. 3218, 3225 (2010).
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