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·Intersection of two (2) patent-law doctrines: 

·Patentable subject matter 

·Inequitable Conduct 

·Inequitable Conduct 

·Therasense v. Becton, Dickinson & Co., Case No. 2008-

1511 (Fed. Cir., May 25, 2011). 

·Patentable Subject Matter 

·Assoc. of Molecular Pathology v. USPTO, 702 F. Supp. 2d 

181 (S.D.N.Y. 2010). 

·Assoc. of Molecular Pathology v. USPTO, Case No. 2010-

1406 (Fed. Cir., July 29, 2011). 
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relevant individual) believes that the invention 

is non-statutory subject matter, but deliberately 

withholds that information from the USPTO? 
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1 IN 3 
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·BRCA genes also increase the 

predisposition to ovarian cancer 

 
 

 

54 

BRCA1 

BRCA2 



55 



·Items within the scope of this presentation 

·Overview of patentable subject matter 

56 



·Items within the scope of this presentation 

·Overview of patentable subject matter 

·Inequitable conduct analysis 

57 



·Items beyond the scope of this presentation 

58 



·Items beyond the scope of this presentation 

·Detailed claim analysis for patents-in-suit 

59 



·Items beyond the scope of this presentation 

·Detailed claim analysis for patents-in-suit 

·In-depth analysis of all legal issues 

60 



61 



·35 USC Ä 101 

62 



·35 USC Ä 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." 

63 



·35 USC Ä 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." 

·Diamond v. Diehr, 450 U.S. 175 (1981) 

64 



·35 USC Ä 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." 

·Diamond v. Diehr, 450 U.S. 175 (1981) 

·Congress intended statutory subject matter to 

"include anything under the sun that is made by 

man." 

65 



·Exception 

66 



·Exception 

·Laws of Nature 

67 



·Exception 

·Laws of Nature 

·Natural Phenomenon 

68 



·Exception 

·Laws of Nature 

·Natural Phenomenon 

·Abstract Idea 

69 



·35 USC Ä 115 (Oath or Declaration) 

70 



·35 USC Ä 115 (Oath or Declaration) 

·ñThe applicant shall make oath that he believes 
himself to be the original and first inventor . . . . 
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·37 CFR 1.63: Oath or declaration. 
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·ȰɉέɊ 3ÔÁÔÅ ÔÈÁÔ ÔÈÅ ÐÅÒÓÏÎ ÍÁËÉÎÇ ÔÈÅ ÏÁÔÈ ÏÒ 

declaration acknowledges the duty to disclose 
to the Office all information known to the 
person to be material to patentability Ȣ Ȣ Ȣ Ȣȱ 
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·Therasense v. Becton, Case No. 2008-1511 (Fed. Cir. 

May 25, 2011) 

·Inequitable Conduct requires both: 

·Intent; and 

·Materiality. 

·Intent if individual: 

·Knew information; 

·Knew that information was material; and 

·Made a deliberate decision to withhold information. 

·Materiality: 

·"if a claim is properly invalidated in district court based on the 

deliberately withheld reference, then that reference is necessarily 

material" 
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·Inequitable conduct in procuring any claim within 
a patent will result in the unenforceability of the 
entire patent. 
· Kingsdown Med. Consultants, Ltd. v. Hollister Inc., 863 F.2d 867 

(Fed. Cir. 1988).  

·This theory is often termed "infectious 
unenforceability." 
· Baxter Int'l Inc. v. McGaw, Inc., 958 F. Supp 1313, 1315 (N.D. Ill. 1997), 

aff'd in part, rev'd in part, 149 F.3d 1321 (Fed. Cir. 1998). 
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·Also applied to other patents that are 
"genealogically related to the original application 
as to which inequitable conduct has been found." 
·Baxter Int'l Inc. v. McGaw, Inc., 958 F. Supp 1313, 1315 (N.D. Ill. 1997), 

aff'd in part, rev'd in part, 149 F.3d 1321 (Fed. Cir. 1998). 

·Inequitable conduct in procuring a single claim 
within a single patent can result in the 
unenforceability of an entire family of patents.    
· Nilssen v. Osram Sylvania, Inc., 504 F.3d 1223, 1230 (Fed. Cir. 2007).   
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·The National Center for Human Genome 
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·Players 

·Bernadine Healy (+) 

·James D. Watson (-) 

·J. Craig Venter (+) 

·Francis Collins (=) 

·Timeline 
·1991: NIH Seeks Patents on Gene Fragments 

·1992: James D. Watson Resigns 
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·Myriad's Patents 

· Allegedly covering natural human genes 

·U.S. Patent Number 5,727,282 

·U.S. Patent Number 5,837,492 

· Allegedly covering natural mutations 

·U.S. Patent Number 5,693,473 

·U.S. Patent Number 5,727,282 

·U.S. Patent Number 5,837,492 

· Allegedly covering methods for looking for mutations 

·U.S. Patent Number 5,709,999 

· Patents that correlate genes to increased risk of breast cancer 

·U.S. Patent Number 5,727,282 

·U.S. Patent Number 5,710,001 

·U.S. Patent Number 5,753,441 

·U.S. Patent Number 6,033,857 
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·Myriad's Patents 

· Co-Owners 

·Myriad Genetics (Delaware corporation; Utah presence) 
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