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* Pauline Newman Professor of Law, New York University School of Law. 201045 H @
MIPLC DL 0 T 5 Nari Lee & Josef Drexl (ZkF L CZ O BEEAEEIZ OV
THORRZEFHRET DR E 52 T/ Z £122W T, Filomen D’Agostino and
Max E. Greenberg Research Fund (Zxf L CZ DIFZEAEI L T< 7z 2 & 12oW T,
Jim Evans and Dianne Nicol [Z%f L CH /2 A2 &< N2 &IZD0 T, NYU O
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NBEFRTE 74 B RAEE, KOBFEOBBTFRE~DT 7R IZONTZEN
ODNE 2 5EEBIIETAMEE] IOVWTARGRBILTHEMLTND, LrLRNG,
ZIZTCRTRFIE REHOLDOTH- T, ZEHESDOHOTIERW, AT,
PHARMACEUTICAL INNOVATION, COMPETITION AND PATENT LAW — A TRILATERAL PER-
SPECTIVE (Josef Drexl and Nari Lee, eds) TAEK TETH 5,

VOKETIE. 20X D RiEBI0Z < 1 the Bayh Dole Act, 35 U.S.C. §§ 200-212 (2006)
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Signature Financial Group, Inc. \Z31F 2 KN & 0 — [EFR D538 C & FFT
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* 149 F.3d 1368 (Fed. Cir. 1998) (Fifiitg 2 Efa Y 7 b v =7 L BV R A FiED
HR—=F 25 X HICPEE S 7). —~#%IZIX, Rochelle Cooper Dreyfuss, In Search of
Institutional Identity: The Federal Circuit Comes of Age, 23 BERKELEY TECH. L.J. 787
(2008); Rochelle Cooper Dreyfuss, The Federal Circuit: A Continuing Experiment in Spe-
cialization, 54 CASE W. RES. L. REV. 769 (2004); Rochelle Cooper Dreyfuss, Specialized
Adjudication, 1990 BYU L. REV. 377; Rochelle Cooper Dreyfuss, The Federal Circuit: A
Case Study in Specialized Courts, 64 N.Y.U. L. REV. 1 (1989) % £,

3 7= & 21X, Nat’l Research Council of the Nat’l Academies of Sci., A Patent System for
the 21% Century 59-64 (Nat’l Academies Press 2004) % 2,

* Kyle L. Jensen & Fiona E. Murray, Intellectual Property Landscape of the Human Ge-
nome, 310 SCI. 239-40 (2005).

> 7= & 2%, Ass’n for Molecular Pathology v. U.S. Patent & Trademark Office, 702 F.
Supp. 2d 181,203 (S.D.N.Y. 2010) (BRCA B DI % 1 F X DA v % U A Thid
FTHEE (T2 TIEBRCA DFFFFNT L 7 4 —ASITHRYY)  KEOD 35y
D 1Ol THL CRETREINGDRFIZT Y 74 —AINTND) I L &R
LCTn%) B,

% Michael A.Heller & Rebecca S. Eisenberg, Can Patents Deter Innovation? The Anti-
commons in Biomedical Research, 280 SCI. 698-701, 699-700 (1998) £,
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FHROEEZHNT) R EOFAFIC L 0, IFENMEESHh, EENZENTH
DOBEOREIZEOREIIBRR CH D MEMHLER] 2175 2 &M TE5H X
2T D7,

F I, BIEFO L) HFRAREZFFOWORFE., @BHIEO LD
1) HWRAEFIT D HEORFFCOWTOREN ., FHHFT L OBOR D3O
W7 TR L7i=DToh D, Laboratory Corp. of America Holdings v. Me-
tabolite Laboratories, Inc. \Z33\ T, I OFLEIIZ M IE I T 2 BFFHES
ONWCOFHETH ST (ZOFETIE, HOFEDT I /RO LD
FAPEZI VB, ORBEMEERH D L SN TV REEDOAT —
Ty T TA YL, RO L, TIRFIC, I8 X TR AR
X, TR 2RO AR ZoR2EET 5] L) ko LA
LTS ERBLTNDS ZoORERE, BI50c, HIRKREIKICH L
T EDOFEIZ b—NZxT 27 7a—F &2 L0 —ROICBE 2 BT LR
LT3, 2, Inre Bilski |28\ CHERECHIFTIL, Fik7 L— A0
FRNHICHERAEET U LD L 2 L TWAIEAITIRY | Barbkk T
BB EBRRTOTH D, FEFREHIICLIUL, FIEZ L—AE, B e
O TV Dy, MBI A A b2 5T b O TRITIER 520, K

T 7o & 21X, Margaret A. Hamburg & Francis S. Collins, The Path to Personalized Medi-
cine, NEJM.ORG, June 15, 2010, http://content.nejm.org/cgi/reprint/NEJMp1006304v1.pdf
Z 2,

8 Cf. Heller & Eisenberg, supra note 6; Kenneth G. Huang & Fiona E. Murray, Does Patent
Strategy Shape The Long-Run Supply Of Public Knowledge? Evidence From Human Ge-
netics, 52 ACAD. MGMT. J. 1193-1221 (2009), available at http://fmurray.scripts.mit.edu/
docs/Huang.Murray AMJ 09.16.2008 FINAL.pdf; Fiona Murray & Scott Stern, Do For-
mal Intellectual Property Rights Hinder the Free Flow of Scientific Knowledge: An Empir-
ical Test of the Anti-commons Hypothesis, 63 J. INDUS. BEHAV. & ORG. 648-87 (2007),
available at http://papers.ssrn.com/sol3/papers.cfm?abstract_id=755701.

¥ 548 U.S. 124, 126 (2006) (7 7 A v —fld¢, #f LIFROFEANT L TR ; id. at
137-38 (FAPIPBIGRICEE S < BBWr LI T B ARBLS ) Th 5 L HIr L 72) . Microsoft Corp.
v. AT&T Corp., 550 U.S. 437 (2007) (V7 b ¥ = 7 RFFO R % [RE) S0,

? In re Bilski, 545 F.3d 943, 965 n.27 (Fed. Cir. 2008) (en banc) (Metabolite % 758) ,
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IO BHIZ, ZOREMEITBEITIHD 2 & A HEH U TR 2 EE O M
BEIZOWT R FRMRART T a—F ZEATEN, HEFREHIFTIX State Street %
BIS TR L. FARERL, BB, KOS Y A 7 7 1 37F T &
NI EEMERLIZDTH DY,

PRI B, Bilski Dl OIWL, < ORMEEA—T VinEFE
LTS, ZOFRIE, BoxrFiE (VAT ~y POHE) (T2
HLOT, u/[ﬁjﬂi@ﬁﬁ ZBNTZ L—AENTWD LI 7, BRI
BICR ORI O b DO TIE AR o7z, Eio. HBE L8R OREF
DED 7, MOFFTFFEH S bOTh R olc, £3IT, 3T 1 ¥ H b
DEHE b B LI SHEROF TR TV S K 91T, TEERZI
NG OFFFFEEMEIC OV TR SN WEE 2720 TH D",
LLRBE, WS OPOFFFTCTREG DT> Tz, 12013
Prometheus Laboratories v. Mayo Collaborative Services'> T, Metabolite CIHi]
BUZZ2 o Te b D XV WL S EMERZITECET 2 b0 TH D, 200
X, Classen Immunotherapies, Inc. v. Biogen IDEC" T, FRHHREFH M Dt
DFHEZDNTDH DT D, 3 2L, dssociation for Molecular Pathology

aff ’d sub nom. Bilski v. Kappos, 130 S.Ct. 3218 (2010); id. at 1006 (A A ¥ —H|F St
B /) (Metabolite \Z331F 57 7 A ¥ —&ERZ51H).

10 Bilski, 130 S.Ct. at 3225. F§lC, 774 Y —fFiL, A — U THFELSIM L@
BRI WT, Rt ic>WT THH. BR8N, »ofFeER] 77 e
—FHEANTDHZ EE, HERKEIX D State Street P & FEOST T AR, T84 30
T2 b ON LA LN L DOICE TS Fraft 595 2 L IcHd 2 &
BbH, ) ML TS, 1d at 3259 (77 A ¥ — 2B —1 7HFE, FEEL (Bilski,
545 F3d at 1004 (A A v —fild, SOFER) 251 ).

" Bilski, 130 S.Ct. at 3227 (W FRIK[EI X O [k 1% 28 i 3 % machine-or-
transformation test] (%, P2 7112 B U CARMEFEMEZ A0 U728, FEREH T I
eI TR BB D T D e B IFREE ORI O RS _’Jb"C%ﬂi‘f\’Cb\f;?
MoloZ EEEHMLTND).

12 581 F.3d 1336 (Fed. Cir. 2009), vacated and remanded _U.S. , 2010 WL 2571881 (U.S.

June 29, 2010)(No. 09-490).
13 304 Fed. Appx. 866 (Fed. Cir. 2008), vacated and remanded _U.S. _, 2010 WL 2571877
(U.S. June 29, 2010)(No. 08-1509).
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v. US PTO" [AMP] T, EXIZEEBET2ZMCET 200 THD, ZOFEF
FET, moAA— b - AL — MHEOHW L7z & 2 A LiLE Myriad
Genetics fLICHELMIIZ T A B A SN TWIEH L EDEMR DA R
(TBRCAJ ZBR L WbiLD) LA OEE T IOV T R ) &
Sz, AT, Myriad #2545 > Tu /2 BRCAL & BRCA2 HE{n+ DELSI
DEF T % FTHHE DNA (T72bb BERMEZLE, AT DY
A7 ZWINESE D 2 &7 RS 2 & e DNA 737) IZ DWW T ORFF
LI L SO TH S,

Kz A BRMIR S . Z ORBEIC OV TR L TV b, 20054E12, [ESLT
AT I —OERLR PR B E, ESCHAENTERT INIH] 025 T, 8
TR OZ 3T BEIZHOWN T ORFEF O EFRAFIEIS 6 2 B3I D W T o BF
RAESERSET, ZIUCE B &, R & THICBET 2768 GRElo3ta
MIEL NS TNRNWT L) ITX- T, EBHES N TS Z &N
PNSTERN T AT I—0FEIZEL LTNHOHR— ML &0k
FINTBRE SAL TV, BABT « @ - RIcBT 2 REORMEERS
[SACGHS] 1%, frEEIA R EICHS 2T OMBE CTH LI, BEOT /&
AMREIZ DWW TR 2T o 7o, RIS T _REFEE LV FEMIC AL 72D
SACGHS (Z—3#D & — AW & ZFE L 72", SACGHSIZ, Zh b Ofst%
SN L. kAR RS L, EMFEEHEL, TV v - a A hERD

7ot 20104E10, R S TFSEE OMFIZ M HIEN LV R ATRE L 70 5 &

1702 F. Supp. 2d 181 (S.D.N.Y. 2010).

! NAT’L RESEARCH COUNCIL, REAPING THE BENEFITS OF GENOMIC AND PROTEOMIC
RESEARCH: INTELLECTUAL PROPERTY RIGHTS, INNOVATION, AND PUBLIC HEALTH (Nat’l
Academies Press 2006) [ LA REAPING THE BENEFITS & U9 ],

1S Patently Complicated: Case Studies on the Impact of Patenting and Licensing on Clini-
cal Access to Genetic Testing in the United States, 12 GENETICS IN MED. S1-S211 (Supp.
2010), available at http://journals.lww.com/geneticsinmedicine/toc/2010/04001; Robert
Cook-Deegan & Christopher Heaney, Gene Patents and Licensing: Case Studies Prepared
Jor the Secretary's Advisory Committee on Genetics, Health, and Society, 12 GENETICS IN
MED. S1-S2 (Supp. 2010), available at http://journals.Iww.com/geneticsinmedicine/Fulltext/
2010/04001/Gene_patents_and_licensing  Case studies prepared. 1.aspx % 2,
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ARG D 1B, AR TR MR T 2R OREZ A 5202 57
DI, BT ZEOBEAN RO R BEEEZBI L, 2 ORSkN72IA
#D%&%#é;o@*l@ s 7 RrT O F2 B A fEfi 9~ 2 . SACGHS D
FIHHLL , F2H T, IO ORFREEOERICADEEL
DRI BT BWTTEDORIECEEMICHIZ L A ERRRNZ &2 Tk
T2, BIMWMTIE, 77 BRZUET D7D O e FIEIZ OV Tk
%, ZOfETE WAL, TR T OB T B 2 R i 72 £/ O b
< Z &L, Bilski D FTHEETIE®H VAMP IZHE W T AL — MHFEIZL Y E
BRI S AU L7228, Metabolite \Z3\WNT 7 7 A Y —HF0VURIE L7z &
T, ZOMEE O FL AT HITEH E ITUNBROEVERTH D,
FRADBERS &9 HRIL, B REMTIZ W T ORI & - TEZ
MIRHFEDPD LIVRWA TR TORIE 7 BER IOV T ORFFF 2 RS
LTLED & HEWRBEHE FEFRH 2REIINEN S L)
RV E PR RAIR THDH EEZEZHILD) IZ20WTDA BT 4
TEMHBIETLES, IHIT, FroMmoBEE2 MR 25 2 &0,
KR A RANC EEO DT TV —Z PR Lo & SR L T2 &
HZO—FITERS, G N HE R LB A D O+ 7l BTl
R, Flm, HEHEIZ, T BADREBEMRRT HIIE, XA NS T T
A AZDWTDHA BT A L RORE T — V70 & Kfix 72 BE OB i 234 %)
ThdHERBELTNDINY, BETRTFOHEFENZNLLDTA KT A

7 Sec’y’s Advisory Comm. on Genetics, Health, and Soc’y, Report on Gene Patents and
Licensing Practices and Their Impact on Patient Access to Genetic Tests, available at
http://oba.od.nih.gov/oba/SACGHS/SACGHS%20Patents%20Report%20Approved%202-5
-20010.pdf [LA I Report on Gene Patents & ™ 9 ]; see also Testing Time for Gene Patents,
464 NATURE 957 (2010) (ZERXO#EHEEZ Y R—F LT D).

'8 State Street Bank & Trust Co. v. Signature Financial Group, Inc., 149 F.3d 1368, 1375
(Fed. Cir. 1998).

!9 Geertrui Van Overwalle, Of Thickets, Blocks and Gaps, in GENE PATENTS AND COLLAB-
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N T = ZBINT 5725 5 ERERF TS HBIIT L A ER0,

Kim L OfEmIE, 77 B ARBEE RS 25 b LWITEL, 255
HORFFEC IR OERIZHER T 57126t L TREFTOH LW His 2 Al
T aZe72, LWVnHZEThD, iRDE A, BIRIEMAFEHI I
KLU CRIBEZIRET 2D, IR EZB L VD 2 DORE < Bip 5 EHIE
WL > T, TANRE DO TEEL NG Th 5, FEHEEN OREEET
BAE, fikpaim o [ZHmERARME) kL TETHY, B2 LA
THHOHIEICE O TERASN TERLRIKINEY bOTH 5,

B8 EiTFOM TOFEM LR

a. BEH

EOHEAMICBT DREF S | B IR 2 S L CE DT 7 A
2 BT L LA 23R4 2 L 2RO TH IV E L TEERD L LI I
RSN TVHHRIZBWT, HARERT 7 B AMEEARLETHSLOTH
Ly FRUTHDN D BT, BEFONBFITEICEH LT\ 5, BEHIZW
DEART, & OBE ORBEOUGEITF Y LTI Z D TV D, A
ONTHELNDIERIT, BETHD L L HIT, BRI L TAE LA =N
—IWREFFSTNWBEDTH S,

ROUIAR O, BEMEIE, ERAZUE LThl ’%Eéﬁﬁ?}?%ﬁﬁa?‘
ZEMTEDENS ZETHD, HD(TNTTIEHRW)HAITIE, B
B DRI D TR DRUBER N B 5 Z L 2T B, Thic

ORATIVE LICENSING MODELS 383-463 (Geertrui Van Overwalle ed., Cambridge Univ. Press
2009) [LAF LICENSING MODELS & V9 ]; Geertrui Van Overwalle, Designing Models to
Clear Patent Thickets in Genetics, in WORKING WITHIN THE BOUNDARIES OF INTELLEC-
TUAL PROPERTY 305-23 (Rochelle Dreyfuss et al. eds., Oxford Univ. Press 2010) [LL T
Van Orwalle, Designing Models &> 5 ]; ORG. FOR ECON. CO-OPERATION & DEV., GUIDE-
LINES FOR LICENSING OF GENETIC INVENTIONS (2006) [LA N OECD GUIDELINES & 9 ],
available at http://www.oecd.org/dataoecd/39/38/36198812.pdf & £,
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XU CTPHATEIZ D Z LN CTE 5, £bdLAICiE, [MARTD R
ETAITEVT 726D TH D, 72& 21E. AMP OFf:CTRIEICR2 - 72
BRCA AL, HH U MWRIET DY A7 B APEITB VT %ML, Jik
T DFIED Y A w26~30%HMTHbDTHDH, ZOEREFFoT- Lk
PEE, LI LI, TRIMICHE BIBR RN SO LT H IR R 24T 5 2, o
WAL, PHHEZTL VRSO TH D, & 208, BENICHERT > O
U A7 DEMPNRE SN TOAEAICBW T, ML s 27 ) —=
VU OBER BT D2 ERHER S DY, DR O ) A7 305 < 2o T
ZHAREPEICRA N B K0 Il LR A S TR AR 230 Lt
— I, RARET D Z & T, ERITADO DI ART xR A
EROTIENTEEDOTHDHE,

BTN IEFE OB A PR 2 0lc bl Z LN TX 5, i
WDz IERERIC KV | FRROMESTO TSR &~ 7 Bk 5 kO G A U E
THIENTED, KEREO—FITH D, WRFEEEDFIA & 722 5 B0
STV ODFIET D, BEOREDEREZ UL, EFIIREENED
EORAEL, TNN UL TREN DL I R b DO0EFRIT S 2 &M
T& %, MAT, FFEOERICE Y | BEDSMTEREZ AV 0 EBR %
L) LTEBENKETLNEPERETESLZ b DY, &6l 3

2 4MP, 702 F. Supp. 2d, at 203.

2 7= & 21X, Guy de Backer et al., European Guidelines on Ccardiovascular Disease
Prevention in Clinical Practice, 24 EUR. HEART J. 1601-10, 1605 (fT@EIA972 U R 7 BE[K]
To & ZATBERPE - TEN Y OEEZED Z L. 2O T2 &0, LIBHOEN Y
AT ERATODHEILL > TRETHD Z L2l 22 M,

# 7= & 213 Theresa M. Marteau & Caryn Lerman, Genetic Risk and Behavioral Change,
322 BRITISH MED. J. 1056-59 (2001) % £ 18,

¥R, BRERAERZNE L OB M 2O 3L 9 E, BRI Lb
MHIR, B LOBRAERL PRHATE T, HRISTRV E BB Sz Ax Oz
A7 DB AT EFHFKTH LB D, Kelly E. Ormand et al.,, Challenges in the
Clinical Application of Whole-Genome Sequencing, 375 THE LANCET 1749-51 (2010) 28,
2 Subhashini Chandrasekharan & Melissa Fiffer, Impact of Gene Patents and Licensing
Practices on Access to Genetic Testing for Hearing Loss, 12 GENETICS IN MED. S171-S193
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ETIE, BRAIEOREORICTEIC R T 2 LB S Tl 0>, EE
TR RE T, bR L Bbh 2ia8iE, 27 & b bRIE
Mobipn & b 2 1BFHEZ 3R 2 Z LA TE 2,

FHACHET 2 b ol2, EROBRRBEBEICE T 2 EEEROEN N H
5%, BATSERICH A DV IZ, BIFET-HIXS0, BB T &R sgE
T2 (RICEESED) ¥ 2"V BOREICOWTOEHRAH - T, W5
EARI V== VOREERE L THDY, BERRBRIC A 5RO
Bomol=b, #FEEZHIZZORBTIMEND, HEer 525 (UL,
Flik % 5 2 720) WREMED WK EZ BRIV 5 Z LB TE D, ITHO AR
BELND N, REMEEGIEELRTZERTEENTKETHDOT,
Z OIOBAFITHT B FEEAR P T T u—F I Lo T H LW IR IS
ICH7EDENDITENRNL, < DAXITE > TUTLEIAR TIEA
WFE DG T 70 7 7 A VR T BRE I T & DN IS
HTESZHDHND LiLZenE,

EOMICERIEHREZBEZ D D1%, FEFIETH D, 722X, 74 =7
VI AT, Ty ar TV AEN D 2 NOEM (FEKCUZERK ISR

(Supp. 2010).

* Richard Weinshilboum, Inheritance and Drug Response, 348 NEW ENG. J. MED. 529-37
(2003).

% 7= L 21X, Richard P. Lifton, Individual Genomes on the Horizon, 362 NEW ENG. J. MED.
1235-36 (2010) [,

* Human Genome Project, Pharmacogenomics, available at http://www.ornl.gov/sci/
techresources/Human_Genome/medicine/pharma.shtml (last visited June 27, 2010); see
also Arti K. Rai, The Information Revolution Reaches Pharmaceuticals: Balancing Innova-
tion Incentives, Cost, and Access in the Post-Genomics Era, 2001 U. ILL. L. REV. 173-209
S,

3 7= & 2%, Nat’l Ctr. for Biological Info., A Science Primer, available at http://www.ncbi.
nlm.nih.gov/About/primer/pharm.html; Mark Henderson, Gene Test Could Prevent Ineffec-
tive Use of Taxol in Breast Cancer, THE TIMES, March 1, 2010, available at http://www.
timesonline.co.uk/tol/life_and_style/health/article7044486.ece Z: [,
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ERALC, HEREELFo- TN EEINHDEBHINED | Aib o T
BEFIC L > TERIZH D DRI AIICONTHEfF L= 35 2 &0
T&5, EZIE VT -2V F, FY R MFEHETRETH D 2008
IEORAEITB W TRIRMEBEM . b LTz, ZIUT b 20b
P AWLIIRO TN T AENE D DEMD I, s TR E
HALi=0THDHY,

BRI, MAEOHMIAKE S TREOERANZ RIUE, bo
ERELER LD D, L0 RESZERBERN S OT =2 RN hiE, A5
LIRR & OB T B 5 VITBIEIEE & R~ OFUGH: & o BE A
R0 —F L TRV EMREMA T - LT 52 LN TE
LRI DY, ARk, ol bH D, 7ol 2 X, VAV AICEET D
EEFRICLY BRI, ST Iy 7 RBRL, BERL, MLl T
Bid 22 LM TE L L9170 5 5%, MHSLEYOBBFEIONTONRE
WICED ., BOLEENLETE DY, TV XT 47 ALEVIH L

% PHG FOUNDATION, TAY SACHS DISEASE CARRIER SCREENING IN THE ASHKENAZI JEW-
ISH POPULATION 1 (2009), available at www.phgfoundation.org/file/4591/ £,

% Sarah Palin, Sarah Palin: My Life With Trig, Our Down Syndrome Child; Excerpt From
New Book, LIFENEWS.COM, http://www.lifenews.com/state4591.html 2,

st Cf. Nicholas Wade, 4 Decade Later, Human Gene Map Yields Few New Cures, N.Y.
TIMES, June 13, 2010, at Al, available at http://www.nytimes.com/2010/06/13/health/
research/13genome.html (BAED T — 4 (X, F L EERIGFIEOBRE 24 A T
W2 EEEfLTVND).

3 U.S. Dept. of Agriculture, Agricultural Research Service, ARS National Research Pro-
grams in Genomics and Genetics for Food Security, available at http://www.ars.usda.gov/
is/AR/archive/may10/research0510.htm (last visited June 27, 2010).

# U.S. Dept. of Agriculture, Agricultural Research Service, ARS National Research Pro-
grams in Genomics and Genetics for Food Security, available at http://www.ars.usda.gov/
is/AR/archive/may10/research0510.htm (last visited June 27, 2010).
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I, B N ADBELE20%ICIIFTF R H 5, ZNHDRFTFD 7 L —
LOFFEERD H01E, BEHELV, g OPITiE. 2 OMORFERTE
DOTRNWEFECLHZNNL =TT, IR HLFED I L— Lk L
IR D EREICHND 2 LIIRARRTH L%, MOREro— L, £

TR HTEORHTOZ X, LD TRAWVWEIIZEZ2Y, L LT,
KEFFFFD, 837, 49252 DWW TEXTH LD, ZHIEIHMOFFFCcHY . 7
L—AD—EH%ERTELUTO®EY Thd,

1. BRCA2 R U RTF K& a— R4 2 HEEDNA 73 7 CTh > T, #%DNA ST
M SEQIDNO:2 \Zor L= T R/ EEBCAN & 22— N3 2 BERd I &k 5 | HLEfE
DNA %3,

¥ —fBHI1Z1%, DAVID ALLIS ET AL., EPIGENETICS (Cold Spring Harbor Lab. Press 2007)
% Eleftherios P. Diamandis, Next-Generation Sequencing: A New Revolution in Molecular
Diagnostics?, 55 CLINICAL CHEMISTRY 2088-92, 2091 (2009).

% Jensen & Murray, supra note 4, at 239.

37 7= &z, LICENSING MODELS, supra note 19, at 387 (—¥, BRI AEFFF D434 IS AL
L Cu%); Christopher M. Holman, The Impact of Human Gene Patents on Innovation
and Access: A Survey of Human Gene Patent Litigation, 76 UMKC L. REV. 295-361 (2007)
¥ J= & 21X, Kimberly A. Moore, Markman, Eight Years Later: Is Claim Construction
More Predictable?, 9 LEWIS & CLARK L. REV. 231-47 (2005) 2/,

WO Y L— MERIE. HEEINZNERE Ch D, A0 7 L— MRS ER S 11D
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Z DRFEFIE, %mé%ﬁijME%mm#hﬁﬁmf ZE L7 DY, HE
B T AR ERET H720DICUERZ ENZ O T, B SN Z OFRFHT
_;of\M%ﬁBmm%Lwﬂw/_%wﬂ&9#%&%5@&%%@
Bz, ZHMEBATTLZENEDD THREEZR S,

P HIED 7 =%, EBIEWS DL H D, -8 ZIE, B
5,693, 4705 1%, HIEORKHFTHY, 7 L—AFLTFTO#EY Th D,

1. BT WREEZRET 5 H1ETH - T, b hOFRREZ R L
hMSH2 & LCTIRIE SN TV A IR FICERBNEET HZ L H 2Ry
TWERETHLZ LOWBETHDHZD L) RERNEETDH 2 L 2R
THIENLED, Sk,

2. BB DNATH D, FERIE 1 Gk 7L
Z ORI, BFEOER LT U EEOMNIT R o T AL Th D, B

REBAMT 20025 HES . ZOBEMITITKILT 5RY . ZORFFO
REELD LEDND, LIii-> TRIEE OB TIEBRBER LB - 7225,

1" Chromosome 13-Linked Breast Cancer Susceptibility Gene, U.S. Patent No. 5,837,492
(issued Nov. 17, 1998).

TORR T AT D DNA OBBESNIE, ERORHD HIFEM LTV 508, FEF
EZRAIVIRDIT D ZLRTED,

2 Linked Breast and Ovarian Cancer Susceptibility Gene, U.S. Patent No. 5,693,473 (is-
sued Dec. 2, 1997).
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DN, AT AD DA G L TV 5D XK )1, FrrkEE DI 2 IRE L

¥ 7= & 21X, Gert Matthijs & Gert-Jan B. Van Ommen, Gene Patents: From Discovery to
Invention: A Geneticist’s View, in LICENSING MODELS, supra note 19, at 311-30; Isabeele
Huys et al., Legal Uncertainty in the Area of Genetic Diagnostic Testing, 27 NATURE BIO-
TECHNOLOGY 903-09 (2009) £,

# Edwin Mansfield et al., Imitation Costs and Patents: An Empirical Study, 91
J. ECON. 907, 913 (1981) (Z DAFIEN X HIC L7 Rl i 060% 1%, 35 L2 4 FLN
(ZHERFEI STV 2) B,

o —fEIZ 1%, Nancy Gallini, Deterrence by Market Sharing: A Strategic Incentive for
Licensing, 74 AM. ECON. REV. 931 (1984); Dana W. Hayter, When a License Is Worse Than
a Refusal: A Comparative Competitive Effects Standard to Judge Restrictions in Intellectual
Property Licenses, 11 BERKELEY TECH. L.J. 281, 284 (1996) &,
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W L= DEENT, ERIEAZ AERICTLZENRTELHOLH 50D
L2, Lo L b, KO L0 25 o T, hoRsr
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¥ 7= & %21, Myriad Defendant’s Memorandum in Reply to Plaintiff’s Opposition to
Myriad Defendant’s Motion for Summary Judgment, Ass’n for Molecular Pathology v. U.S.
Patent & Trademark Office, 2010 WL 1048411 (S.D.N.Y. March 29, 2010) (No. 09 Civ.
4515) (IR 7o i, BARIEOIAT VR OYRRT v ZRET 2R E~—T—& L
THRIRAREZ: BB FORF A RIET 5 Z LTS L7z, 1) 2, — ki,
Talysia Howell, Genetic Screening, http://www.ndsu.edu/pubweb/~mcclean/plsc431/
students99/howell.htm (last visited June 27, 2010) (DNA & % > RV EDRA Y ) —=
ZIZHOWTCHIm LTV 2) 3,

1T 7= & 21X, Alessandra Colaianni et al., Impact of Gene Patents and Licensing Practices
on Access to Genetic Testing and Carrier Screening for Tay-Sachs and Canavan Disease,
12 GENETICS IN MED. S5-S14, S7 (Supp. 2010) (7 A =+ 7 ZJi & 1 F /30 o it
TOMHRAY V== JITE ) ThD Lifim LT D) B,

* Robert L. Nussbaum et. al, THOMPSON & THOMPSON’S GENETICS IN MEDICINE 213-16
(Saunders/Elsevier Press 2007) ZxHf,

19 7= & 21X, Christopher M. Holman, Learning from Litigation: What Can Lawsuits Teach
Us About the Role of Gene Patents in Research and Innovation?, 18 WTR KAN. J.L. & PUB.
POL’Y 215 (2009) 1,
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HREENE I DICHBEEX DX, 74 BV AL T3 —A X MNT
B3 217870 TH D,

SACGHS Id, EDLICHFRAZMED HT-0IZ, T 2 —7 KFETF ) LR - B
HWRGEAT, 7 MR 1 BER X —RTHDH, unN—F - 2y T
A =T AT, O — AW D K O ICEFE LT, TRARDEER
EEDTD, Vv T 4 —H L ZOREEHIL, BEEORE BB T
BEZFHATE 2 —HORT 25T, 10EOBRRKEZBRLY, Th
B ORREITIE, FFF2ED O LEDRWE D, ZORFFNIAS 74
ZENTND HDPLZ S TRVE D, LHIZHWREREZRT HD L/h

% 7= & 21X, Daniel J. Kevles & Ari Berkowitz, The Gene Patenting Controversy: A

Convergence of Law, Economic Interests, and Ethics, 67 BROOK. L. REV. 233-48 (2001) &
M,

S —f%IZi%, James P. Evans, Putting Patients Before Patents, 2 GENETICS IN MED.
S3-S4 (Supp. 2010), available at http://journals.lww.com/geneticsinmedicine/Fulltext/
2010/04001/Putting_patients_before patents.2.aspx Z:/, Report on Gene Patents, supra
note 17, at line 330. € ORAEL (L, (D FLH > /IVRET 0 QU FELT >, (3) RIE,
(4) FERIVERHEIE (CF) . (5) T /LY A ~ — I~ DBIRI RS2 E, (6) BIRTE~E
7m~ b= ZHH) . (1) FHEMHETAE (SCA) . (8) QT ZERJEMERE (LQTS) . (9)
TR Q0T A =H v 7 A, —ARSEEA T A4 CAFARETH D,
Supra notel7 2R,

°* Report on Gene Patents, supra note 17, at lines 345-46, 352-72.
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a. &H

Ar— ZRFGE D — kA . A % B2 —, SACGHS D32 T Hl-7-/37" )
v e AR ILOERTHi- CT—rd & ZAILLIE, FEFT GO
SHERE, MEIEND Lm0 LOTH L AREENH D, IR T4
TUAENTVAHFLHNIE, = 73— A SN TRV LH 5,
waﬂ%ﬂ%%w5@1%%#6%%%%%%#6@5%&?4tyy
—RRFHER DIFET A — T bbb 151, BRI LB R WOl SIfE
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% Id. at lines 336-46.

' Id. at lines 352.

PRI T R TEREZ T TE Y, BSRE (RS 2 50) 13, #MRE R THEED
FRVZFTIET 2 Z LR EN TS, id atlines 346-50. & 51T, SACGHS I35
DERITK L, DDA PEEFE LTV 5, Id. atlines 374-76.

% Report on Gene Patents, supra note 17, at lines 1294-1302 Z#, LLTN &2, Misha
Angrish et al., Impact of Gene Patents and Licensing Practices on Access to Genetic Test-
ing for Long QT Syndrome, 12 GENETICS IN MEDICINE S111-S151, S111-S112 (Supp.
2010) (20094 % TiE QT IERJEMEREDOEERZWICEI T 2 IP (X, PgxHealth |25 - T
MERICHHEEN TR Y | IR EILEOY 77 4 v A& Lipnyo72 2 & & 16k
L T %); Robert Cook-Deegan, Impact of Gene Patents and Licensing Practices on
Access to Genetic Testing for Inherited Susceptibility to Cancer: Comparing Breast and
Ovarian Cancers with Colon Cancers, 12 GENETICS IN MEDICINE S15-S38, S20 (Supp.
2010) (Myriad 73K [EIZ33 T BRCAL & BRCA2 O & KRS A OME— DR T
Hol=Z & &R L T\ 35); Katie Skechan, Impact of Gene Patents and Licensing
Practices on Access to Genetic Testing for Alzheimer Disease, 12 GENETICS IN MEDICINE
S71-S82, S73-S74 (Supp. 2010) CKENZIST D T NV A < —TR O BAG TR I
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5 See supra note 5.

B AMPIZISIT D4 & DBITITRIER H 52000 Liv7e, LD O, kKE L
W H D EREAGAHHIE 1 X 82 % 275 T 5, Canada Health Act, R.S.C., ch. C-6, sec.
7(1985) (ST D lEE O ZAIE LT D) B,

% Report on Gene Patents, supra note 17, at lines 1198-1292 Z:Jif,

% Id. at lines 1629-49 2 &,
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I 2 UsfE U2 RN OFERR ) Z 3 L 72 1 duiE 72 & 72\, Report on Gene Patents,
supranote 17, at lines 1618-22. FRKEZHOBLEICIE, 777 07T b~ DB
JNZIFAR Y, Id. at lines 1623-27.

2 Report on Gene Patents, supra note 17, at lines 1609-15.

5 Id. at lines 1662-70.

5 Jd. at lines 1665; see also Angrish, supra note 56, at S124-125; Ashton Powell et al.,
Sipnocerebellar Ataxia: Patient and health Professional Perspectives on Whether and How
Patents Affect Access to Clinical Genetic Testing, 12 GENETICS IN MEDICINE S83-S110,
S88 (Supp. 2010).

% Colaianni, supra note 47, at S7-S8.

% Report on Gene Patents, supra note 17, at lines 1651-53.
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5 Id. at lines 1653-56.

% Robert Cook-Deegan et al., Impact of Gene Patents and Licensing Practices on Access
to Genetic Testing for Inherent Susceptibility to Cancer: Comparing Breast and Ovarian
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1847 (2006) H &M,
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