
 

�������	
�� ������������ ���

�������	
����������������� ����

�

 
 

�

Rochelle C. DREYFUSS� 
��� � �����

�

��� !"
�#$%&'()*+,��-!"%./%01).�

23�45%*+�6!789:;<=>?@./�ABC"D"!9E

FGHIJ%()KLMN%
�O%./%PDQR9EST(RU--

GV	WX%YZ%
�[\]7^_�`a>bDcXdef9gh�

ijkl8"�)mnop�./>qr9e!dsr()./t5%Lu

>vw�xyk"./�>z{l|9}~��78}���QR9��

������u�����C"���J�eQ(J!W������r7

���������������������������������
��Pauline Newman Professor of Law, New York University School of Law.������ � �% 
����� %��%�tQR9 Nari Lee e Josef Drexl ��k"�%HIJ01�-!
"�%��>$�f9��>qr"�8}�e�-!")Filomen D’Agostino and 
Max E. Greenberg Research Fund ��k"�%
�>��k"�8}�e�-!")
Jim Evans and Dianne Nicol ��k"� J¡¢£¤>�8}�e�-!")��	 %
�����%¥¦§% Jason Liu ��k"
�>¨;C"�8}�e�-!"©ªk}
!E�():;	«�¬«��®f9¯°%±0²Z�%¢£³´QRU)X%

K:;µ./e¦¶·£§¸¹)º»¼½%:;µ¾¿O%À¥·§�-!"X8

7Wqr9ÁÂ�®f9=ÃÄN�-!"ÅTÆQ�Tk"!9Ek]kJW7)

��QÇf��()�ÈÉ%G%QRC")²Z�%G%Q(J!EÅTÆ()

PHARMACEUTICAL INNOVATION, COMPETITION AND PATENT LAWÊA TRILATERAL PER-

SPECTIVE (Josef Drexl and Nari Lee, eds) QË�Ì{QR9E�
����Q()�%�dJÍP%Î�( the Bayh Dole Act, 35 U.S.C. §§ 200-212 (2006) 
�ÏÐk"!9E�%�Ñ()��]7ÒÓ��>ÔÕ}$Ö�-!")V	W.

/×>ØÙf9�e>Ú~"!9E�



�ÛÜÝ 

��� �������	
�� ������������

8}�E�����%�Þ%ß\ek"Ê.� State Street Bank & Trust Co. v. 

Signature Financial Group, Inc. � Õ9�+��U�Êàá%âãQG./
Wäåk}Ek}WC")æçè¤éêë>ì[f9e!í89:;µ%

��î>ï³´f9./×Wðñf9%QR9òE�

�

Góôõ)
�eö÷ø>ùúf9}~%ûühek"./>ý6k}

e!dþ�(���ðñf9Ek]kJW7)�%��� Õ9×ý()

��		%mneJ9ú
>ï³´kd9%Q)àá>Vú
l|à�


�>�l|9e!déêë		%VDJ���]7)�W�âJý 

>ÔÕ78J�k"kBd���WR9E:;µ�-!"%./º»:;

µe:;�45e%®��Õ�-!"%./()*+�´�§O%À¥·

§%¡§¤>L�l|}U)X%�À¥·§%��eJC}Uf9�eW

R9�E�87%./��U)�U���J*+«
�op%#$ç¸�

>��f9�eWR9KÀ£�¡�£ NG�!9"E�87%ÎH¾¿

�V#%:;µ$%>&'�â(QD9�))éêë*+�(�,-%:;

���������������������������������
��149 F.3d 1368 (Fed. Cir. 1998)��././J01>12¤34Àe�56§,�G
ï³´f9�d�78l|}�.�$9��()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) >:;E�
��}er<)Nat’l Research Council of the Nat’l Academies of Sci., A Patent System for 
the 21st Century 59-64 (Nat’l Academies Press 2004) >:;E�
ò�Kyle L. Jensen & Fiona E. Murray, Intellectual Property Landscape of the Human Ge-
nome, 310 SCI. 239-40 (2005).�
��}er<)Ass’n for Molecular Pathology v. U.S. Patent & Trademark Office, 702 F. 
Supp. 2d 181, 203 (S.D.N.Y. 2010)��
��� ®�%=>£>ï?@%A£BCAQ¾¿
f9D6(�ï?@Q( 
��� %./WE£2F´§l8"!J!�)��% � â
% � %`/QR9���Q(�87%./(E£2F´§l8"!9��e>GH
k"!9�>:;E�

"�Michael A. Heller & Rebecca S. Eisenberg, Can Patents Deter Innovation? The Anti-
commons in Biomedical Research, 280 SCI. 698-701, 699-700 (1998) :;E�

��%�e��� Õ9:;µ*+%././�����������

�������	
�� ������������ ���

<=%)I>â(�JJ%op��U)
�Wùúl8)à½WX8K8

%¼½%IL�Mí|}NáQR9KOPøàáN>Qd�eWQD9�

d�J9RE�

�

Bl�)�:;µ%�d��<=S>Ù-�%./)�*+,�%�d

��<=>ý6f9,�%./�-!"%TUW)���º»��%V%

W,Q�Xøk}%QR9ELaboratory Corp. of America Holdings v. Me-

tabolite Laboratories, Inc. � !")�%t5(*+,���f9./×�
-!"%t5QRC}W��%t5Q()R9.{%ÀYêZ%[\]%

L�W�BY£ 
�� %^_e®�WR9el8"!}�)F`�%§ab´
c£«c¦¶d´�t()exy%fg�h�k)K'�)ij}./Ø

k()l		º»�6Jom%ú
>ùúf9ne!d�U)@kô��

k"!9NeÇok"!9pE�%��()Ö7]�)�������k

")X%,�¥[´ë��f9Àqr´�>�U$9��srsf�dù

k"!9EX8tr)In re Bilski � !"�u���(),�¥[´ë()

X8Wu�<=>v�f9wL%�e>k"!9VM�xU)././Q

R9eyz}%QR9E�u�����8<),�¥[´ë()�{eß

»�!"!9])�y�J�|>G}7fG%QJÕ8<J7J!}EF

���������������������������������
R�}er<)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
>:;E�

p�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.�
p�548 U.S. 124, 126 (2006)��c¦¶d´�t)�#Lu%~f��k"h��; id. at 
137-38���®®��m��*+,�(KÈ���NQR9e�+k}�. Microsoft Corp. 
v. AT&T Corp., 550 U.S. 437 (2007)��12¤34À./%��>x{�G:;E�
}�In re Bilski, 545 F.3d 943, 965 n.27 (Fed. Cir. 2008) (en banc)��Metabolite >�Ú�,�
�



�ÛÜÝ 

�ò� �������	
�� ������������

`�(%ó�)�%m��i���9�e>��k"././J01%0

1�-!"�U��JÀqr´�>�õ�W)�u���( State Street >

Ö7]���k)È���)�y���)º»���À¶�À(./QD

J!�e>�Úk}%QR9��E�

�

�UJW7)Bilski %F`�%�+()Î�%�0'>A´q£JBB

�k"!9E�%t5()�56§,��C§¥��5%,���®f9

G%Q)*+,�%./� !"¥[´ël8"!9�dJ)È�		�

®�%././�>�dG%Q(J]C}EB})u�k}:;µ%./

%�dJ)�%./>�dG%QGJ]C}EBl�)�6�b�tW�

%��°G:�k}Î���%�Q.�yz"!9�d�)K`�J*+

àáopN%././��-!"(�+l8J!BB�C}%QR9��E

k]kJW7)!�-]%t5(¨�f >b!"¡C"!}E� -( 
Prometheus Laboratories v. Mayo Collaborative Services�� Q)Metabolite Q0
1�JC}G%�U!�7]¢£J*+,��®f9G%QR9E� -¤
()Classen Immunotherapies, Inc. v. Biogen IDEC �� Q)Ì¥¦§¨Ý%©ª
%,��-!"%G%QR9E� -~()Association for Molecular Pathology 
�������������������������������������������������������������������

aff’d sub nom. Bilski v. Kappos, 130 S.Ct. 3218 (2010); id. at 1006 �¢¶d´�t)h�
����Metabolite � Õ9c¦¶d´h���>b6�.�
���Bilski, 130 S.Ct. at 3225.�.�)c¦¶d´�t()§ï´CÀ�tG:�k}O
P��� !")K././��-!"l�6)«I�)]-�¬Jß\nÀqr

´�>®f9�e()�����% State Street �Þeß»�Õ8<)l¯â³ï
°}G%]7Ö7]�±4yJG%�BQº²n./>�qf9�e�³9�eQ

R9ENeGHk"!9EId. at 3259��c¦¶d «́§ï´CÀ�t)&������Bilski, 
545 F.3d at 1004��¢¶d´�t)h����>b6�.�
�� �Bilski, 130 S.Ct. at 3227� ������%K�{´(�|m�  machine-or-
transformation testN()*+,��®k"±�¸�>µUck}W)�u���()
`�J*+,�G?~")!]J9.{%$Ö%././��-!"Gyz"!J

]C}�e>GHk"!9�.�
���581 F.3d 1336 (Fed. Cir. 2009), vacated and remanded _ U.S. _, 2010 WL 2571881 (U.S. 
June 29, 2010)(No. 09-490).�
���304 Fed. Appx. 866 (Fed. Cir. 2008), vacated and remanded _ U.S. _, 2010 WL 2571877 
(U.S. June 29, 2010)(No. 08-1509).�

��%�e��� Õ9:;µ*+%././�����������

�������	
�� ������������ ���

v. US PTO �ò ¶AMP·Q)Bl�:;µ*+�®f9G%QR9E�%��

t5Q)r³´¤«§¶´¤�t%�+k}e�ô��8<)Myriad 

Genetics �¸���¦¶·£§l8"!}R9.{%:;µ%�S
�K
���N�Se!í89�e=>£%®��Õ�-!"%./W¹�e

l8}E�r")Myriad WÙC"!} 
���� e 
���� :;µ%*+
%)º´($º>?@u� ����fJíó)�SW»�9e)=>£%C
§¥>å�l|9�e�J9¼m*+>?@ �� âµ��-!"%./
G¹�el8}%QR9E�

�

½¾J		¿IG)�%01�-!"¾Àk"!9E������)�ÁÀ

ï�Y´%�Á		
�²Z�()�ÁÂ�
�� ¶���· %IÃQ):;
µº»B£Ä¥L�-!"%./%àá
���f9ÁÂ�-!"%


�>Å[l|}EX8��9e)./eX8�®�f9ÍP�gÆ%Ç�

WdB�!C"!J!�eJJ���C")
�W��l8"!9�eW

í]C}W)Àï�Y´%ÈÃ(0ek" ��� %�É´¤��UJl8}
$Ö�x{l8"!}��E:;	«�¬«��®f9¯°%±0²Z� 
¶������· ()Ø�ÊËÌ¯°��Í>Qd�®QR9W)¼½%À¥·
§01�-!"Î¿>QC}EÏÐefzDt¸>�UÐÑ��9}~�)

������ ($�%�´§
�>²Òk}�"E�����Ó()�87%
�>
â(k)ÆÔ>e¾Àk)vw2eÕ�k)ÄcC�¥«¡¢£¤>Ö~

}i)������)¼½e
�½%W,�*+,�W�Uý6��eJ9�

���������������������������������
�ò�702 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) ¶wg�REAPING THE BENEFITS e!d·.�
�"�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 
for the Secretary's Advisory Committee on Genetics, Health, and Society, 12 GENETICS IN 

MED. S1-S2 (Supp. 2010), available at http://journals.lww.com/geneticsinmedicine/Fulltext/ 
2010/04001/Gene_patents_and_licensing__Case_studies_ prepared. 1.aspx >:;E�



�ÛÜÝ 

�"� �������	
�� ������������

dJ©ª>f9}~�()!�-]%�ø>JfzD�e>ÈÃf9=Ã

Ä>ck}�RE�

�

ÅTÆ%× � º():;µ./WØ»f9.�%01>Ö7]�f9}
~�):;µ*+%O-�º»��JHI�>ÙÖk)X%ÚÛ�JÜ

WU>ÝÖf9�dJ��%:;µ./%¸�>ØÞf9E������ %=
ÃÄ�ÏÐk)× � ºQ()�87%./W¼½%àá�ß%ÁÂ>qr
9%hJ7à)*+,�%#$çö÷ø�GáeõJ®�J!�e>08

f9E× � ºQ()À¥·§>©ªf9}~%½¾J,��-!"�Tf
9EX%ßT>!r<)fz"%:;µ®�$Ö>././J01]7â

��e()Bilski %gQ��Q(RUAMP � !"§¶´¤�t��U¸
ã�.6l8(k}W)Metabolite � !"c¦¶d´�tWÇok}�
d�)�%01>dB�äyf9�(RBU�å8æ%ç!è«QR9E

01]7â�e!d,�()uéJ®��Õ�-!"%$Ö�eC"(ê

ëJ,�]Gk8J!W)fz"%:;µ®�$Ö�-!"%./>â�

k"kBde)¢M�J*+,��./WR9��(ìI]Gk8J!�

çNá,��./W±�^QR9esr789��-!"%¶£·£ab

c>íîl|"kBdEl7�)./%�%I5>ïÎðf9�e()�

����WFñ�01%ïaòC´>78k}eD�Çok"!}�e

GX%$��W�p)T½W$�k}01>�d%��â�óôJè«Q(

J!EB})R9½()À¥·§%TU>�Þf9�()\§¤q¦¥a

b§�-!"%>¶õ¦¶£ç./q´]JJ)½¾Jö�%ð÷W��

QR9eÇok"!9W�}):;µ./%×ý½W�87%>¶õ¦¶£

���������������������������������
�R�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 [wg Report on Gene Patentse!d]; see also Testing Time for Gene Patents, 
464 NATURE 957 (2010) �²Z�%=ÃÄ>�É´¤k"!9����
�p�State Street Bank & Trust Co. v. Signature Financial Group, Inc., 149 F.3d 1368, 1375 
(Fed. Cir. 1998).�
�}�Geertrui Van Overwalle, Of Thickets, Blocks and Gaps, in GENE PATENTS AND COLLAB-

�

��%�e��� Õ9:;µ*+%././�����������

�������	
�� ������������ �R�

�ø!q´]�:�f9�ôde�ùfzDyú(áeõJJ!E�

�

ÅTÆ%ßT()À¥·§01>�Þf9FG�!,�()*+,�®

�%
�ç¼½%àá�øtf9½��k"û�üý%þk!��>µ

cf9�e�)e!d�eQR9Eß�%e�ô):;<=W./ö��

�k"01>Ø»f9%()Náe*+e!d � -%VD�SJ9àáÍ
P�eC")X8WDí~"HI�]7QR9E��×�º»ö��()

¯�)��ö�%K	H6
�N��äk"D" U)Ø�k}��()

�87%ö�� !"�6l8"D}��ødG%QR9E�

�

�� � !"#$%���&'(����

�

)*&'(�

J%op�®f9./G)./×½�Økop>�*k"X%À¥·§

���`/wL%`/>�f�e>Ú~" UXk"¸ãÚ~9�d�

�¨l8"!9'� !")R9��(À¥·§01>Ø»f9G%QR

9EX8�G]]í7à):;µ%âã(.��ck"!9E:;�*+

%ú
()O¾%¼½%�¬%©ª��ëJ���>�~"!9EO-�

-!"�789<=()HIQR9eeG�)���k"§�]A´³

´�\>ÙC"!9%QR9E�

�

FGÖ�J%():;<=()àá>©ªkX8�ìIJÒ�>�7f

�eWQD9e!d�eQR9ER9�fz"Q(J!�VM�()Èâ�

R9���]]Uçf�J9:;��SWR9�e>�C}½()X8�

�������������������������������������������������������������������

ORATIVE LICENSING MODELS 383-463 (Geertrui Van Overwalle ed., Cambridge Univ. Press 
2009)�¶wg LICENSING MODELS e!d·; 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)�¶wg 
Van Orwalle, Designing Models e!d·; ORG. FOR ECON. CO-OPERATION & DEV., GUIDE-

LINES FOR LICENSING OF GENETIC INVENTIONS (2006)�¶wg OECD GUIDELINES e!d·, 
available at http://www.oecd.org/dataoecd/39/38/36198812.pdf G:;E�



�ÛÜÝ 

�p� �������	
�� ������������

�k"Ì¥�QP>�9�eWQD9EB}R9VM�()O-W�9z

DQ�(�!åC}G%QR9E}er<)AMP %t5Q01�JC} 

��� �S()=>£W$ f9C§¥>�!� !"p�îå�k)"#
>£%$ %C§¥>��$��îå�f9G%QR9E�%�S>ÙC}%

�()k<k<)Ì¥��=&åâ¨p´(µ'åâ¨p>Qd��E�%

VM�()Ì¥,�(�U(ç]QR9E}er<):;��ß)>£%

C§¥%å�WÞ{l8"!9VM� !"()ß)*��9§¥C´+

£,%-�>L°9�eW./l89��E01�%C§¥W`�JC"!

9������!}7)�U2Pk34>�7f�>»�f]Gk8J!��E

$9��)��>5Õ9�eQ)àáQ�%}~��Wß6fzDD6

>�7f�eWQD9%QR9��E�

�

:;µ*+(Ná�%�78>9:f9%�G;d�eWQD9EX8

tr)�<T��U)��%úQ%Ì=ç½¾J>?,�%.M�>Þ{

f9�eWQD9E@AWX%$�QR9EAB��%C<eJ9:;�

45(!�-]ðñf9E¼½%.{%�S>�8<)à½(��WJ%

�d�$�k)X8WG}7fDEWJ%�dJG%]>Ì=f9�eW

QD9E�r").{%�S��U)¼½WFAG>6!}UHIJK>

k}Uk"¼½W©ªf9]L]>Þ{QD9�eGR9�òEl7�)�

���������������������������������
���AMP, 702 F. Supp. 2d, at 203.�
���}er<)Guy de Backer et al., European Guidelines on Ccardiovascular Disease 
Prevention in Clinical Practice, 24 EUR. HEART J. 1601-10, 1605��QP�JC§¥I<)
}er<M3çNC"<]U%�Í>O9�e)>�7f�eW)01�%`!C

§¥>Pr"!9½�eC"ìIQR9�e>GH� >:;E�
���}er< Theresa M. Marteau & Caryn Lerman, Genetic Risk and Behavioral Change, 
322 BRITISH MED. J. 1056-59 (2001) >:;E�
����]�):;<=Wàá>©ªkX%D6>�7f]Jd]()^Q��k]í

]7J!Eþk!¾¿�çÌ¥�(``Q)���ó!e*+l8}-¾%R�C

§¥%R9QP>S$f9�eGR9EKelly E. Ormand et al., Challenges in the 
Clinical Application of Whole-Genome Sequencing, 375 THE LANCET 1749-51 (2010) :;E�
�ò�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 
�

��%�e��� Õ9:;µ*+%././�����������

�������	
�� ������������ �}�

ñQ():;	(�%TªçhU��®�f9ey�l8" U��)à½

(:;<=>6!")FG�\�e�í89Ná�)VJ�eGFGW�

6%VJ!e�í89Ná�>�7f9�eWQD9E�

�

X¦�®�f9G%�)à�%#$i�� Õ9:;<=%;6WR

9�"EgQYZ��9TíU�)		½}ó(æç):;µeX8W$�

f9�I���l|9�B£Ä¥L%ì[�-!"%<=>;C")
�

e§¥C´+£,%¤�>Þ{k"!9�RE\]gQ�6!9�%^FW

�-]C}7)
�½}ó(X%gQf9�L]7)�>qr9�´()

ý >qrJ!����%`!��>â�f9�eWQD9EQ�%�Ú

W�789]()z)�e���>Çf�eWQD9]�Ïðf9%Q)

�%�%#$��f9�y:;	�Àqr´���C")þk!�W_V

�G}7l89�`!J!k)Î�%-¾�eC"(z)´(��Q(J

!W.{%:;µqr2a¶]>ÙC}¼½�(.6QD9�WbÍf

9�elrR9]Gk8J!�pE�

�

X%��:;<=>;r9%()23¨ÝQR9E}er<)a¶c�

�¥§�()Àde�?5ëe!df@d-%A¿��g´(hg�»�

�������������������������������������������������������������������

(Supp. 2010).�
���Richard Weinshilboum, Inheritance and Drug Response, 348 NEW ENG. J. MED. 529-37 
(2003).�
�"�}er<)Richard P. Lifton, Individual Genomes on the Horizon, 362 NEW ENG. J. MED. 
1235-36 (2010) :;E�
27  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 
:;E�

�p�}er<)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�:;E�



�ÛÜÝ 

"�� �������	
�� ������������

>Ù-f@d-�Q$9��789i^�®f9:;�QR9E�%��

(jk�QNá�WJ!}~)Ç&I��C"(l!V->¾¿k)X%

ß\>*m½%�7�ý6k"!9�}EX�BQkJ�"G)c��¾¿

>ý6k")HnJ��>ÙC}µÞW�B89%>¥!�U)�GC"

:;���C"23�]]9.PJß6�-!"�÷k}Uf9�eW

QD9E}er<)�¦«o¶C£()pC§¤YCy0q½QRU���p

�%�r� !"WVs�^FQ)���h�k"!}EX8�G]]í

7à)t%(u%µÞW@3£ ]Jd]>�9}~�):;µ¾¿>;

6k}%QR9��E�

�

:;µ
�()¾¿%opW©ªl8"¾¿%D6Wz�J8<)GC

e��JG%�J9E�UVD�Î½JA¿]7%�´BWR8<)�S

e��e%®��ÕR9!(:;�ÒLe�vO%hU�e%®��Õ

>�UÎ�ÊXk"�U¢£J®��Õ>Ê$�kÝÖf9�eWQD

9�d�J9��E&½�)�%U6GR9E}er<)3¶]§�®f9

:;<=��U)àáw()Ä£�Y�¥>y�k)xyk)�äk)Ì

¥f9�eWQD9�d�JUd9��EK�çP�%:;	�-!"%<

=��U)z%z)�W©ªQD9��EE�546ab¥§e!dþk!

���������������������������������
�}�PHG FOUNDATION, TAY SACHS DISEASE CARRIER SCREENING IN THE ASHKENAZI JEW-

ISH POPULATION 1 (2009), available at www.phgfoundation.org/file/4591/ :;E�
���Sarah Palin, Sarah Palin: My Life With Trig, Our Down Syndrome Child; Excerpt From 
New Book, LIFENEWS.COM, http://www.lifenews.com/state4591.html :;E�
���Cf. Nicholas Wade, A Decade Later, Human Gene Map Yields Few New Cures, N.Y. 
TIMES, June 13, 2010, at A1, available at http://www.nytimes.com/2010/06/13/health/ 
research/13genome.html���ñ%�´B()B�HIJNá�%�78>�õQ!J
!�e>GHk"!9�.�
���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).�

��%�e��� Õ9:;µ*+%././�����������

�������	
�� ������������ "��

âã��U)��%úQçX%Ná�%$�>y�f9þk!���W#

]8}�òE}er<)>£%Ná(){|	½%âµ[\]Q%��%y

�WúõQ!9�e��C")fQ�}~>ÔÕ"!9��E�

�

+*���

� �87%ý Wfz"¸�QD9�():;µ�¡´õl8"!9<=

�À¥·§f9�eW��J�eWì�%45QR9Eþ�GHk}�d

�)è¤éêë%  �X��î�(./WR9�"E�87%./%¥[´

ë%��>Þ~9%()¯âEk!ET½%��()Î�%�%./(D

í~"�!eù!9½W!9$,Q�R)���WR9.{%¥[´ë>J

d��f9]>�¸��9�e(±��QR9�pE�%./%$º()X

k"*+,�%./%Î�()Dí~"Ü!�d��r9�}E�ek")

��./��p�R�ò}���-!"sr"h�dE�8(�%./QRU)¥

[´ë%$º>Çfewg%�UQR9E�

�

� � �� ��
���� ÉCoq�õ>¡´õf9u� �� âµQRC")� �� âµ
W ���������� �Çk}ÀYêZ*+>¡´õf9�Z*+]7[9)u� 
���âµE�

�

���������������������������������
�ò�$9��()DAVID ALLIS ET AL., EPIGENETICS (Cold Spring Harbor Lab. Press 2007) 
:;E�

���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.�
�R�}er<)LICENSING MODELS, supra note 19, at 387��$º)g�./%â(�ÏÐ
k"!9�; 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) 
:;E�

�p�}er<)Kimberly A. Moore, Markman, Eight Years Later: Is Claim Construction 
More Predictable?, 9 LEWIS & CLARK L. REV. 231-47 (2005) :;E�
�}�./%¥[´ë�[()���Ji�QR9Eñ�%¥[´ë(����l89

]Gk8J!W)���JÀqr´�Q)./�k�(GCeÜ�»�f9,�>

Br9E�



�ÛÜÝ 

"�� �������	
�� ������������

� � �� ��ÃÖ� � ��% ���âµ%VJ�eG��%�¦�¥[A�õ>?@)u
� ���âµE�
�

� �"� ������ ������ �Çl8} 
�����ÉCoq�õ%�SI>¡´õf9u� 
���âµQRC")� 
���� ÉCoq�õ%�SI(>£��f9©Ô�
>�C"!9)u� ���âµE�
�

� �}� ��ÃÖ� " ��% ���âµ%VJ�eG��%�¦�¥[A�õ>?@)u
� ���âµò��
�

�%./().{l8} ���*+>u�f8<fz"û�eJ9ò�Eu�
(:;µ�S>&{f9}~�ì�J�eWÎ!%Q)Ö7]��%./

��C")¼½W 
����®�%=>£��!]Jd]>Þ~9%�ìIJ
<=>)*+½W®¨f9�eWDí~"DE�J9E�

�

*+,�%¥[´ë�()l7�Ü!G%GR9E}er<)./

��"}��òR��(),�%./QRU)¥[´ë(wg%�UQR9E�

�

� ��� ��>£�JUçf!IL>Þ{f9,�QRC")è¤%ÉIgÆ>¾¿k)

����� ek"&{l8"!9:;µ��SWðñf9�e�>£�JUç
f!ILQR9�e%�^QR9X%�dJ�SWðñf9�e�>�Ú

f9�e]7[9),�E�

�

� ��� ��gÆW ���QR9)ÃÖ� � ��%,�ò�E�
�

�%./().{%�Se>£>ß»�Õ}�e��f9G%QR9E�

S>¾�f9!]J9,�G)X%®��Õ�ÏÐf9xU)�%./%

û�eJ9e�í89Ek}WC")þáJ%�Q(u�WìI�C}W)

���������������������������������
ò��Chromosome 13-Linked Breast Cancer Susceptibility Gene, U.S. Patent No. 5,837,492 
(issued Nov. 17, 1998).�
ò��:;µ>ì[f9 �� %�Z*+()L�%��]7(Ì�k"!9W)./
>�8<�-Õ9�eWQD9E�

ò��Linked Breast and Ovarian Cancer Susceptibility Gene, U.S. Patent No. 5,693,473 (is-
sued Dec. 2, 1997).�

��%�e��� Õ9:;µ*+%././�����������

�������	
�� ������������ "��

!]J9u�GIkJ!¾¿,�W#$l8}ek"G)�%./%û�

eJ9%QR9E�8(If9�)Metabolite � !"c¦¶d´�tW
�0>�°]Õ})®��ÕÈI>¥[´ëf9Q�e�k!eâ(QD

9E�

�

B})�%�dJ¥[´ë(�u���$Öf9�eWQDJ!ò�E.

/$Ö%V�Q(��$ÖW��QRUòò)¦¶³]W�û�JT��>

�-Õ9���WR9�e��C")��)./×½(¦¶·£§k}U

_VO�âJÞ�>k}Uf9�dùl89E��$Ö%��()XdQ

JÕ8<./×½W�Uck}]Gk8J!�À¥·§%D6e45�-

!"%��I%Lxek"G �ò�Ek]k)		�J01ek")�%

�dJ¥[´ë(��	�eC"-L>�78}�e�J9e!d'Q

SJ9%QR9ESJ9�Î�%�SW��%C<eJ9W)k]k)X

8tr�)R9.{%���JUçf!¡¢WR9�e>�â�*+f9

�()£¤��()X%��%C<eJUd9G%fz">¥¦��â(

f9�eWìIQR9ER9�S%&{>�%�S�Tr9�e(±��

QR9E&½�)��>
�f9		½()
�%��Q(J!¤%��

�]]C"!9¼½>
���]7�Xdef9eDQlr)��%C<

%���%R9G%>fz"ÎzJÕ8<J7J!E�

�

�]�)§-]%T½WGHk"!9�d�)./×½W/¨>Ø©k

���������������������������������
ò��}er<)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) :;E�
òò �Edwin Mansfield et al., Imitation Costs and Patents: An Empirical Study, 91 
J. ECON. 907, 913 (1981)���%
�W���k}./ª�%"�î() �X ò �wS
���$Öl8"!9� :;«�
ò��$9��()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) :;E�



�ÛÜÝ 

"ò� �������	
�� ������������

"!9eD�T���ý6QD9,�(ðñf9E�87%,��()�

S�¬¦f9*+%¾¿ç)�S�®�f9Æ%§¥C´+£,G?B

89ò"Ek]kJW7)�87%T�¨®WJ%�dJ¯°QG;d�e

WQD9e])./Q¥[´ël8}�S>¼½WÙC"!9]>Þ{f

9%e&!�7!±�QR9JJe08f9½(!J!òRE¸ã)�%�

dJT�¨®%×$®²Q6!789¨�QR9�³±´µ%��(Z

¶�>{qk" U)T�¨®W01%:;µ>s¦â(f9�e��7

z"ì���©�W·!�e>Çk"!9òpEÖ7]�)=&åâ¨p>

ÔÕ9����sXk}¼½()±±��eí]C"!9¾¿�(±¸©

>ÇfQRôdE��J01ek")�%��� Õ9./%��()�

!¥[´ë>Ä!")��$Ö>���f9�eWQD9G%GR9]G

k8J!ò}Ek]kJW7)Vºâ%*+,�%./>?~")�%./

()Ü!}~��%��>µ9�e(QDJ!%QR9E�

�

���������������������������������
ò"�}er<)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)��¹		½}ó():;�%=>£º»"#>£>&{f9Tyº´ï´ek
"ý6��J�:;µ%.�>&{f9�e�[»k}«¼� :;E$9��()
Talysia Howell, Genetic Screening, http://www.ndsu.edu/pubweb/~mcclean/plsc431/ 
students99/howell.htm (last visited June 27, 2010)���� eB£Ä¥L%§¥C´+£
,�-!"�Tk"!9� :;E�
òR�}er<)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)��a¶c��¥§�eï?³£�>¾¿
f9½¾§¥C´+£,(¹ôQR9e�Tk"!9� :;E�
òp�Robert L. Nussbaum et. al, THOMPSON & THOMPSON’S GENETICS IN MEDICINE 213-16 
(Saunders/Elsevier Press 2007) :;E�
ò}�}er<)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) :;E�

��%�e��� Õ9:;µ*+%././�����������

�������	
�� ������������ "��

�� � ���,-�./�

�

		½}óWéêë�(>¿~}ÀÁ]7)T½()./W
��ÂÃ

>Ä»|)¼½%Ná>��f9���>0*k"D}��Ek]kJW7)

�87%./%FÅ�J�\(Æ`f9�eWEk!EGkFÅ��()

./W®��Õ%
�eÇ|%
��:;µe�¬¯Èe%®��Õ>$

�k)X% D>��J�6�Ç|f9�>/Ék�r9%�ìIQR9

J7<)./×��U$'���l89öx�UX%Ê %,W³9�e

�J9EHIJ%()opW./l89e!d�eÈI()�Á�QR9

e!d�eQR9E¼½e
�½%W,�eC"�87%opW¸ã�ý

6��]Jd]�ÁÂ>qr9%()¦¶·£§eE£2F´§¢£¤�

®f9QPJ%QR9E�

�

������ ()l7�
�>ú~9}~�)�e´¥V	éêë		«�
�
��)éêëËy«�«��·£B´¯QR9)r³´¤«¥�¥�

b´>£�)$�%�´§
�>GÌf9�d�²Òk}EKÍ�%¸QN

>�9}~)¥�¥�b´>£eX%&Î}ó():;�%S�e:;µ

¾¿>ý6QD9$Ï%S�>?@)��O%\]¯È>�7k}��EX8

7%¯È�()./>�dG%e�íJ!G%)X%./WÜ�¦¶·£

§l8"!9G%��eXdQJ!G%)A¿�`!Ð¼�>ÇfG%eÑ

���������������������������������
���}er<)Daniel J. Kevles & Ari Berkowitz, The Gene Patenting Controversy: A 
Convergence of Law, Economic Interests, and Ethics, 67 BROOK. L. REV. 233-48 (2001) :
;E�

���$9��()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��:;EReport on Gene Patents, supra 
note 17, at line 330.�X%¯Èe()���=>£Ò"#>£)���ß)>£)���@A)
�ò�ÓÔ�ÕÖ ����)���À]×Ø¶º´�O%:;�J©Ô�)�"�:;���

¥rº¤´d§����)�R�ÙÚÑÛ�� �����)�p��  Ü¯ ^Ï��� ��)�}�
ï?³£�)����a¶c��¥§�E�´§
�(A£¦¶£Q®¨��QR9E

Supra note17 :;E�
���Report on Gene Patents, supra note 17, at lines 345-46, 352-72.�



�ÛÜÝ 

""� �������	
�� ������������

lJ,]´q�k]©ÝkJ!G%��WR9E,�´§Q()®��Õ(

VJ�eG����]7Êàáw%�Q*+,�%;6W���Ál8"

¼½O%ÁÂWÝÖl89%��âJ'ÁÊ�78"D}G%QR9�òE

Î¿Q()½¾J./�e¦¶·£§�%gQ%^Q>Þßf9�e

��C")./W):;µ*+%$àº»¼½çàáWX8>J8�7!

ý6��J%]��k"J%�dJÁÂ>qr9]>.{k"){#��

Æ`f9�e>¤Gk"!9��E�

�

)*,-�

� �´§
�%ÊÆÔÎ¿)¶£B�e´)������ %ÔÕ�C}ÄcC
�¥«¡¢£¤]7%<=QFC"ÊÇfe�ô��8<)./�q%

��D6()T½Wâ89�d�`!G%QR9���WR9EÜ�¦¶

·£§l8"!9./GR8<)E£2F´§l8"!J!./GR9E

k]k)×ý>ã!ä~"_V]7��½>¸âf9åä�J¦¶·£d

´ç./×½Gðñf9ÊfJíó)t7()*+�ìIJ<=%*+�

(%æ$%ØÞ½ek"%È7%çè>�Ál|"!9%QR9�"E�

���������������������������������
���Id. at lines 336-46.�
�ò�Id. at lines 352.�
���
�(fz"¿é>ÔÕ" U)®�½�./×½>?@�()ß\>�"t¸%

ZU>ê±f9�eW/l8"!9Eid. at lines 346-50.�l7�)������ (=ÃÄ
%4���k)�º]7%¡¢£¤>ëÃk"!9EId. at lines 374-76.�
�"�Report on Gene Patents, supra note 17, at lines 1294-1302 :;EwgG:;)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)�����}�BQ( �  Ü¯ ^Ï%\]*+�®f9 �� ()PgxHealth ��C"
åä��Þ�l8" U)&(¾¿�%�c¦¶·£§>kJ]C}�e>GH

k"!9�; 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 W��� !" 
���� e 
���� %)¯*+¾¿%æ$%ØÞ½Q
RC}�e>GHk"!9�; Katie Skeehan, 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)����� Õ9À]×Ø¶º´�%:;µ¾¿()
�

��%�e��� Õ9:;µ*+%././�����������

�������	
�� ������������ "R�

�
�%�dJ�´§� Õ9ìß()¼½%ý �íC¢]7hf9G%

QR9E� -%RUd9RX()�î!�®f9G%QR9EAMP Q��
�WGHk}�d�)
��� ¾¿%D6()Myriad WX%./>E£2F
´§k"!9��%,W)X%./WE£2F´§l8"!J!ï?@�

UG`!�REk]k):;µ¾¿��l8"!9`/�-!"Þß
�>

Qd�e(DEQRU)e!d%G)
�ïQ%äð�]]9D6()â

(f9�S��C"½¾QR9]7QR9El7�)àá%D6()��

(���ñ��C"{~78"!9%QGòöl8"!9%QGJ!%

Q)ØÞ½(ÊË�JØÞ½ç
�½G?~"ÊÈ7t÷%ÒÓÎó>k

JÕ8<J7à)¾¿%^ôL�!"�9G%fz"��Óf9¡¢WR

9E��Q()X8(Øõ�W§>�îC"�89]��C"ÞB9%

Q)�ñý6��J�´B]7)./�´(¦¶·£§�W`/�Á

Â>qr"!9eßT�Õ9�e(±��QR9�pE¸ã)������ %=
ÃÄ�º»X8Wºâ��ÏÐk}�´§
��()
����!� ¾¿%V
M)./%q[YÀë(íà]k]J!�e>�ck"!9�}E�

�

k]kJW7)�î!%  (P01QR9Efz"%Øõ�Wfz
"%ØÞ½eöö>k"!9íÕQ(J!EØÞ½W � -k]!J!VM
�()X%ØÞ½>�U�C"!J!�]7Øõ>ÔÕ"!9¼½()

2Wç]C}e!d�e�J9E�%�dJ¼½(J��QC"G¾¿>

ÔÕ9�eWQDJ!
"�
EX%TíU�)ØÞ½WØÞk"�89K/	

ÓN�VM��C"(�C")È÷>åC"�îíJÕ8<J7J!Eø

k!¼½�eC"()æ$%ØÞ½%·¡§¤J¾¿qr,¦ëW);d

�������������������������������������������������������������������

Athena Diagnostics ��C"áùåä��Þ�l8" U)&(ë�¾¿>ØÞk
�dek}�%
���úÃÄ>OC"!}�e>GHk"!9�.�
�R�See supra note 5.�
�p������ Õ9ï?@e%Þß�(01WR9]Gk8J!Ee!d%()��e

ï?@%àáD��ö�(SJ9]7QR9ECanada Health Act, R.S.C., ch. C-6, sec. 
7 (1985) �àá��f9ö{�L%×ý>µck"!9��:;E.�
�}�Report on Gene Patents, supra note 17, at lines 1198-1292 :;E�
"��Id. at lines 1629-49 :;E�



�ÛÜÝ 

"p� �������	
�� ������������

�(û?��`!ÊeeG�HüeJ9Ê}~)�8(.�01QR9"�E

�]�)øk!¼½%��(�ñWi�f9qr,¦ë�Medicaid ´( 
Medicare���C"Øõ>ÔÕ"!9½G!9Ek]k)æ$%ØÞ½()

�87%qr,¦ëeýþ>ßõQ!J!�eGk<k<QR9"�E�

�

:;µ./%×ý½()¾¿%45�-!"G�*>ºùXdek"!

9"�E¾¿(��e®�f9%Q)c��¾¿�-!"��Q(�TW}

rJ!E./×½%��(�}er)fQ��"D}�d�)��¤��

h�f9¨Ý�G;6f9�eWQD9ek"G��87%¾¿>ØÞf

9�e>�BJ!½G!9"òE��();!XdJ-�W�âVD�ö÷

���ô�JeD�xC")¾¿,�>#$f9½G!9E}er<)ï

?³£Õ�()ï?³£�%:;µ¾¿%#$%��>f9¿I�W).

/×½�¾¿>ý6���f9�dÙ�f9}~�)u�>Ø»k}"�E�

�

Gd$-%TU(LQR9E¾¿%ù���Ú%}~%K��N()&

!gÆ>!�-]%
�ï�OC")fz"&�%ß\W�C"�9]>

�9�eQR9E� -k]ØÞ½W!J!eD()�8(±��QR9""E
&½�)R9.{%ß\W¼½%23�ç\]��eðMkJ!'>0*

���������������������������������
"��}er<)��"#$%#" %¼½()Àa?%ÒÓ��qr,¦ë>�!"p�îBQ%
�b>IÃf9�eWQD9Ek]k)K�c)ÒÓ��qr,¦ë%	
Ä)

��"#$%#" ./QR9�e%ÝÖ)��ÝÖÄes¬���Á%fz"%àáD%�
�Ä>��k}���®%ÝÖN>ØckJÕ8<J7J!EReport on Gene Patents, 
supra note 17, at lines 1618-22.�\]à}ó%����8<)Àa?qr,¦ëO%:
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"��Report on Gene Patents, supra note 17, at lines 1609-15.�
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"ò�Id. 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).�
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"R�Id. at lines 1684-86.�
"p�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 
Cancers and Colon Cancers, 12 GENETICS IN MED. S15-S38, S29 (Supp. 2010); Erik Stok-
stad, Genetic Screen Misses Mutations in Women at High Risk of Breast Cancer, 311 SCI. 
1847 (2006) G:;E�
R��Tom Walsh et al., Spectrum of Mutations in BRCA1, BRCA2, CHEK2, and TP53 in Fam-
ilies at High Risk of Breast Cancer, 295 J. AM. MED. ASS’N 1379-88, 1386 �=>£%`!
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¾¿ß\>ÔÕ�C"!9�e>�ck"!9�.�wgG:;)Robert Cook-Deegan 
et al., supra note 69, at S28; Richard Li-dar Wang, Biomedical Upstream Patenting and 
Scientific Research: The Case for Compulsory Licenses Bearing Reach-Through Royalties, 
10 YALE J.L. & TECH. 251, 296 (2008), Eliot Marshall, Lawsuit Challenges Legal Basis for 
Patenting Human Genes, 324 SCI. 1000-01 (May 22, 2009).�
R��$9�� Walsh et al., supra note 70 >:;E�
R��307 F.3d 1351 (Fed. Cir. 2002).�
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�%i�QQí89¾¿
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BIOTECHNOLOGY (forthcoming, 2010)�����ò�w#)���#%" (ËÇ%�´B\´§O
%$Ô>�?k"!9�.�
RR�Cf. In re Kubin, 561 F.3d 1351 (Fed Cir 2009)��:;µ./%�´§�)`!$Ö�
%m�>.6k"!9�.�

��%�e��� Õ9:;µ*+%././�����������

�������	
�� ������������ R��

"!J!�S%)�\>��f9�ôWR9�e>?~")È7%�´�

§>%;f9�eWQD9E�%�d�k")t7()�VJ�eG$'�

�(�./%�Á&'iBQ)̧ ��%���Á>Ü<f�eWQD9RpE

k]kJW7)Xdf9�e��C")t7(àáwç¼½]7).å�

:;µ¾¿>��f9�ôe!d±�^JÒ�>(C"!9%QR9EB

l�)X%\];6W�úf9}~�FG)*J�1()X%�dJ¢£

J¾¿%��J%QR9E�%�dJ<=%ÈúJM8>öxf9e)é

êëàá%ÚÛ�)*J+,>qr9E�r")./×½%Ü-J¦¶·

£§����C")&!��%�%�<�-!"%
�W��l8d9E

}er<)
�½()Îz"!9gÆ%:;µqr2a¶]>�9ìIW

R9}~)
��� �®�=>£�-!"%
�Qlr)
��� ¾¿]7¿
~9�eGk<k<QR9E�

�

ÚÛ��()�87%./%ÁÂ(l7�01eJUd9E��GHk

}�d�)þk!¾¿op%.kW�r¿~"!9EÎH¾¿�-!"!

r<)R9.{%��%/�%:;�C<%fz">)&'�01f9�

eWQD9Ek]k)æ$%ØÞ½()ìàkGFG���J,�T>#

$kJ!k)t7W�½�Xdf9%>/feù!9zDyúGáeõJ

J!R}E)éêë*+�(��C")à½(OPøàá>Q!,¼½�.

�J©Ô��Ná>Mí|9�eWQD9�d�J9]Gk8J!Êk

]k)X8(X%�dJopWý6��JVM�x789p�E./%2e

X%ß\ek"%Îð01��C")�%�dJ¾¿%`/(û?�JG

%eJUr):�����C")�%�dJÀqr´�(±��eJ9]

���������������������������������
Rp�3}}4���QGHk}�d�)./WJ!eD�´(./�ÁW&'k}i�()


�ïÁ%����U)�%5è�(�ç]�íîk"!�E01()¼½çX%

àáW)X8Wíîf9�e>ù!9]Jd]QR9E�

R}�Ashton Powell et al., Spinocerebellar Ataxia: Patient and Health Professional Perspec-
tives on Whether and How Patents Affect Access to Clinical Genetic Testing, 12 GENETICS 

IN MED. S83-S110, S90 (Supp. 2010); see also Chandrasekharan & Fiffer, supra note 24, at 
S180-S181��./×½]7¦¶·£§>�J!Qü6WQC})º¶¥rÀ[¶�
m��@A%*+¾¿%
��-!"�Tk"!9�.�
p��}er<)Hamburg & Collins, supra note 7 >:;E�



�ÛÜÝ 

R�� �������	
�� ������������

Gk8J!p�E�

�

æ$%ØÞ½��C"�*l8"!9:;µ¾¿%ý6���e)./

l8"!J!]�¸���¦¶·£§l8"!9:;µ¾¿%ý6��

�e>ué�Þßf8<)Åë%e�ôW�r"�9E}er<)ÓÔ�

ÕÖ  ���� ()Þß�$9�J:;�%7%��QR9W)®�f9.
/WÎ�ðñf9Ek]k)mn>Jfú
%Î�()¤r£¤Ñ8�9

%:Á;e)�ñi�%è¤éêë¨Ý>�!"�ñ( ��� %�¯QR9
2¦£d§«¡C£ p�e��C"Jl8}Et7()./%éêë		

��f9ÁÂ�-!"TUk" U)X8tr)�� %./>�¸���
¦¶·£§fzDe08k}p�Eß\ek")�� %¾¿()�ñ"�%À¢
Cï%
�ïQý6��QR9E�87%
�ï()L«�´�§«op

<þ� !"��>k"!9pòE�87%��%Î�(	p�J�®%�

�RU)X87	p�®()XdQJÕ8<�î!�ôWJ]C}¼½�

���������������������������������
p��Report on Gene Patents, supra note 17, at lines 1898-1942, 1990-2051.��]� ���&
��� ():;µç�®W./l8"!9eD�('�*+<=WPr
B89�e
WR9e)�Ë%�=!"!9E}er<)23andme, Navigenics, and Knowme %�
dJ�()�����$¼mÎ¤ÊIf9�):;µgÆ%íà]J�S�$%%¾

¿>QC"!9EX87%�W./:;µ�®�f9$¼mÎ¤>�-Õ9e)

¼½�/¨>�"!9
�ïQ¾¿>ÔÕ9�d�È~9%hQR9E$�l8}

01>.{k�de(kJ!E}er<)Chandrasekharan & Fiffer, supra note 24, at 
S182 :;E§Ä´·£¤%¼½WX%È~�øC"!9%]>Þ~9�e(±��
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��-!"()Thomas Goetz, Sergey Brin’s Search for a 
Parkinson’s Cure, WIRED, June 22, 2010, available at http://www.wired.com/magazine�
/2010/06/ff_sergeys_search/���´B$>op�-!"�yk"!9�>:;E�
p��U.S. Dept of Health & Human Servs., The NIH Director (June 2, 2010), available at 
http://www.nih.gov/about/director/index.htm.�
p��Subhashini Chandrasekharan et al., Impact of Gene Patents and Licensing on Access to 
Genetic Testing for Cystic Fibrosis, 12 GENETICS IN MEDICINE S194-S211, S196 (Supp. 
2010).�
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p"�Report on Gene Patents, supra note 17, lines 3005-3006.�
pR�$9��( JAMES BESSEN & MICHAEL J. MEURER, PATENT FAILURE: HOW JUDGES, 
BUREAUCRATS, AND LAWYERS PUT INNOVATION AT RISK (Princeton Univ. Press 2008)��.
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}��}er<)Helen M. Berman & Rochelle C. Dreyfuss, Reflections on the Science and 
Law of Structural Biology, Genomics, and Drug Development, 53 UCLA L. REV. 871-908, 
883-88 (2006) :;E�
}��F.M. SCHERER, THE INNOVATION LOTTERY, EXPANDING THE BOUNDARIES OF INTEL-

LECTUAL PROPERTY  3-21 (Rochelle Dreyfuss et al. eds., Oxford Univ. Press 2001) ¶wg 
EXPANDING THE BOUNDARIES e!d·.�
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