
Sequenom v. Ariosa, Amicus – or Animus –  Curiae Briefing? 

As the April 1st deadline for filing the certiorari petition approaches in 

Sequenom, Inc. v. Ariosa Diagnostics, Inc., Supreme Court No. 15A871,  

the underlying facts seemingly compel industry amici support to make sure 

that the case reaches the merits stage at the Supreme Court.  But, the real 

issue at this stage is whether an appropriate Question Presented is raised 

by petitioner – and whether the record supports an appeal on the issue 

raised.   

Reasons to File as Amicus, or Refrain from Filing:  If an excellent 

Question Presented is raised, then by all means amici should jump in as 

amici to make out the best case for grant of certiorari.  Conversely, if a 

“losing” Question Presented is filed, then by all means industry should 

refrain from amici participation, as certiorari-stage amici filings create 

greater attention for a case and, therefore, increase the likelihood of grant.   

The issue of an appropriate Question Presented is featured in The 

Sequenom Predicate Issue:  The “Question 

Presented”(SequenomFeb26.pdf) 

Merits Stage Participation (of course):  No matter what happens at the 

certiorari stage, at the merits stage the cards are on the table, and amici 

participation at that stage is important no matter the Question Presented or 

petitioner’s arguments.   

Doubling Down, What Could be Worse than the Ariosa  decision? 

Industry is undeniably frustrated with the majority Federal Circuit opinion.  

At least, the opinion is only a panel opinion.  Surely, there must be 

umpteen PTAB decisions coming down every month from which a test case 

can be chosen for a Federal Circuit panel to distinguish  Ariosa. Or, if 

necessary, en banc review can be sought.   

Either option is procedurally far, far easier to take to reshape the law than 

doubling down at the Supreme Court: An affirmance of Ariosa at the 

Supreme Court would be far, far more problematic.  Doe industry need yet 

another “Bilski” to muddy the patent-eligibility waters?   
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The Supreme Court as a Patent-Friendly Forum:  Anyone who thinks the 

Supreme Court is a better or more pro-patent forum than the Federal 

Circuit is invited to review the statistics.  See Supreme Court 

Patentability/Validity Decisions since 1952 (§§ 101-103, 

112)(SupremeCourtPatentStatistics.pdf) 

Whither “Preemption”?  Lost in the current shuffle as how the majority in 

Ariosa implicitly accepts the view that there is preemption of future 

research or use of a claimed invention.  The better view is that there is a 

right to experiment on a patented invention, as explained by Professor 

Janice P. Mueller, and considered in detail in an excerpt from FIRST TO 

FILE PATENT DRAFTING 

(FirstToFilePatentDraftingfeb28EXCERPT.pdf) 

(The writer does not suggest adding an additional Question Presented to 

raise this issue in this case, but queries whether industry should seek an 

appropriate test case at the Federal Circuit for en banc clarification that 

there is no preemption of experimentation on a patented invention.) 
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§ 3.  A PATENT DOES NOT “PREEMPT” RESEARCH 


 


 It is axiomatic as part of the evolution of nineteenth century patent law that 


to “Promote the Progress of ** the Useful Arts”, the public has a right to 


experiment on the patented invention.   See § 3[a], Constitutional Right to 


Experiment on a Patented Invention.   (Confusion has been generated by the fact 


that it is only a right to experiment on a patented invention that is free from patent 


infringement, as opposed to experimentation with a patented invention that has 


nothing to do with preemption of research.  This distinction is perhaps best 


explained by Professor Mueller.  See Janice M. Mueller, No ‘Dilettante Affair’: 


Rethinking the Experimental Use Exception to Patent Infringement for Biomedical 


Research Tools, 76 Wash. L.Rev. 1, 17 (2001)). 


 


 In the formative years of American patent law there never was a concern that 


broad – or any – patents would “preempt” research.  This had everything to do 


with the Story line of case law which established a right to experiment on a 


patented invention:  In other words, the patent right does not extend to block 


follow-on research on the invention.   See § 3[a][1], The Story Line of Case Law.  


Indeed, “the primary purpose of our patent laws is not the creation of private 


fortunes for the owners of patents but is ‘to promote the progress of science and 


useful arts.’” Id. (quoting Quanta Computer, Inc. v. LG Electronics, Inc., 553 U.S. 


617, 626 (2008), quoting Motion Picture Patents Co. v. Universal Film Mfg. Co., 


243 U.S. 502, 511 (1917).) 


 


The message concerning a right to experiment on a patented invention has 


been lost on at least some members of the Federal Circuit, in large measure 


stemming from the strident and unequivocal denial of this right by a now resigned 
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member of the court who has stated that “the Patent Act leaves no room for any 


*** experimental use excuses for infringement. *** [A]n experimental use excuse 


cannot survive.”  § 3[c],  Deuterium Ghost at the Federal Circuit (quoting Embrex 


v. Service Eng'g Corp., 216 F.3d 1343, 1352 (Fed.Cir.2000) (Rader, J., 


concurring)). 


The preemption argument is not new, but has permeated the Section 101 


case law for the past generation.  See § 3[b], “Research Preemption” Confusion 


in Mayo (quoting extensively from Mayo Collaborative Servs. v. Prometheus 


Labs., Inc., 132 S. Ct. 1289 (2012) (citations omitted). 


A former and recently resigned member of the court has said that “the Patent 


Act leaves no room for any de minimis or experimental use excuses for 


infringement. *** [N]o room remains in the law for a de minimis excuse. *** [A]n 


experimental use excuse cannot survive.” See § 3[c], Deuterium Ghost at the 


Federal Circuit (quoting Embrex, Inc. v. Service Engineering Corp., 216 F.3d 


1343, 1352-53 (Fed.Cir. 2000) (Rader, J., concurring)). 


 


As an example of the need for en banc resolution of the issue of the right to 


experiment on a patented invention, one need look no further than the majority 


opinion in the Ariosa case which uncritically accepts, without discussion, the 


flawed premise that patents do preemption research, and thus adopts the view of 


the now resigned former member of the court in Embrex: 
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       “The Supreme Court has made clear that the principle of preemption is the 


basis for the judicial exceptions to patentability. Alice [Corporation Pty. Ltd. v. 


CLS Bank International, 134 S. Ct. 2347, 2354 (2014)](‘We have described the 


concern that drives this exclusionary principal as one of pre-emption’). For this 


reason, questions on preemption are inherent in and resolved by the § 101 analysis. 


The concern is that ‘patent law not inhibit further discovery by improperly tying up 


the future use of these building blocks of human ingenuity.’ Id. (internal quotations 


omitted). In other words, patent claims should not prevent the use of the basic 


building blocks of technology—abstract ideas, naturally occurring phenomena, and 


natural laws.”  


Ariosa Diagnostics, Inc. v. Sequenom, Inc., 788 F.3d 1371, __, slip op. at 14 (Fed. 


Cir. 2015), further proceedings pending sub nom Sequenom v. Ariosa Diagnostics, 


Supreme Court No. 15A871. 


 (The Ariosa opinion is doubly flawed as to its discussion of “preemption” 


because the Sequenom invention in the Ariosa case claims neither any DNA nor 


any method of use of DNA so there is nothing to “preempt” in the way of the DNA 


set forth in the claim.  Indeed, the known DNA in the Sequenom invention is the 


object of identification for its presence or absence which has absolutely nothing to 


do with any possible “preemption” of the use of any DNA.) 


Unless and until the Federal Circuit grants en banc review to clarify that 


there is a right to experiment on a patented invention (as explained by Professor 


Mueller) the confusion in the law of patent-eligibility will continue unabated. 
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§ 3[a] Constitutional Right To Experiment on a Patented Invention 


 


 The Constitutional objective of the patent system is to encourage research 


through patent disclosures.  Manifest, the right to conduct follow-on research on 


the patented invention is the heart and soul of the patent system.  As stated in the 


“Promote the Progress” provision of the Constitution:   


“Pursuant to its power ‘[t]o promote the Progress of ... useful Arts, by securing for 


limited Times to ... Inventors the exclusive Right to their ... Discoveries,’ U.S. 


Const., Art. I, § 8, cl. 8, Congress has passed a series of patent laws that grant 


certain exclusive rights over certain inventions and discoveries as a means of 


encouraging innovation.”  


Bilski, 130 S.Ct. at  3236.   


See § 3[a][1], The Story Line of Case Law 


 


 If patents are to promote research it is inherent that the public should be able 


to experiment on the patented invention without trampling on the commercial 


rights of the patentee.   The right to conduct follow-on research within the scope of 


a patented invention, to thus experiment on a patented invention, stems from the 


interpretation of the Constitution by legendary Supreme Court Justice Joseph 


Story. 


 The “Promote the Progress” Clause of the Constitution governs intellectual 


property rights for both copyrights and patents. For both, the Clause provides the 


foundation for exemptions from infringement for fair use or experimental use, 


respectively, because such exemptions “promote the Progress”:   


 In the quoted Motion Picture Patents case, historical perspective is provided: 
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 “Since Pennock v. Dialogue, 27 U.S. (2 Pet.) 1 (1829)[(Story, J.)], was decided 


…, this court has consistently held that the primary purpose of our patent laws is 


not the creation of private fortunes for the owners of patents, but is ‘to promote the 


progress of science and the useful arts' (Constitution, art. 1, § 8),-an object and 


purpose authoritatively expressed by Mr. Justice Story, in that decision, saying: 


“ ‘While one great object [of our patent laws] was, by holding out a reasonable 


reward to inventors and giving them an exclusive right to their inventions for a 


limited period, to stimulate the efforts of genius, the main object was ‘to promote 


the progress of science and useful arts.’' 


“Thirty years later this court, returning to the subject, in Kendall v. Winsor, 62 U.S. 


(21 How.) 322 (1858), again pointedly and significantly says: 


“‘It is undeniably true, that the limited and temporary monopoly granted to 


inventors was never designed for their exclusive profit or advantage; the benefit to 


the public or community at large was another and doubtless the primary object in 


granting and securing that monopoly.’ 


“This court has never modified this statement of the relative importance of the 


public and private interests involved in every grant of a patent, even while 


declaring that, in the construction of patents and the patent laws, inventors shall be 


fairly, even liberally, treated. Grant v. Raymond, 31 U.S. (6 Pet.) 218 (1832); 


Winans v. Denmead, 56 U.S. (15 How.) 330 (1854); Walker, Patents, § 185.” 


Motion Picture Patents, 243 U.S. at 510-11.   


 Sixteen years before Pennock v. Dialogue, the author of that case 


explained the right to experiment on a patented invention:   


 


“[I]t  could never have been the intention of the legislature to punish a man, who 


constructed such a machine merely for [scientific] experiments, or for the purpose 


of ascertaining the sufficiency of the machine to produce its described effects.”   
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Whittemore v. Cutter, 29 F. Cas. 1120 (C.C.D. Mass. 1813) (No. 17,600) (Story, 


J.)(riding circuit) (The text of the opinion speaks of “philosophical experiments” 


which, in the context of contemporary usage, means “scientific experiments”). 


 


 Whittemore v. Cutter is not an isolated case.    Justice Story next explained 


the right to experiment on a patented invention in Sawin v. Guild, 21 F. Cas. 554 


(C.C.D. Mass. 1813) (No. 12,391) (Story, J.).  There, Justice Story first emphasizes 


that commercial use of an invention is patetnt infringement.  “[T]he making of a 


patented machine to be an offence within the purview of it, must be the making 


with an intent to use for profit….” Sawin v. Guild, 21 F. Cas. at 555.   


 But, as a caveat, there is no infringement if the use of the invention was “for 


the mere purpose of [scientific] experiment, or to ascertain the verity and exactness 


of the specification.”  Id.   


 As previously explained: 


“Evans v. Eaton, [16 U.S. (3 Wheat.) 454 (1818),]…sheds further light on the view 


that there should be experimenting on a patented invention to make a yet further 


patented invention – but that the commercial practice of that later patented 


invention had to give way to the rights of the earlier patentee. Thus, Evans 


recognizes that an infringing improvement invention can be made during the term 


of an earlier patent, but not practiced commercially free from the senior patent. 


Citing as authority a contemporaneous English precedent,  


 


Evans states that ‘[i]f a person has invented an improvement upon an existing 


patented machine, he is entitled to a patent for his improvement; but he cannot use 


the original machine, until the patent for it has expired.”   


 


Wegner, Post-Merck Experimental Use and the “Safe Harbor,” 15 Fed. Cir. B.J. 


1, 7 (2005) (quoting Evans, 16 U.S. (3 Wheat.) app. at 17, citing Ex parte Fox, 35 


Eng. Rep. 26 (1812) (The Lord Chancellor Eldon)).   Professor Dreyfuss quotes 


with approval from Professor William Robinson's leading late nineteenth century 


patent law treatise:  



http://web2.westlaw.com/find/default.wl?mt=208&db=349&tc=-1&rp=%2ffind%2fdefault.wl&findtype=Y&ordoc=0327141183&serialnum=1800139587&vr=2.0&fn=_top&sv=Split&tf=-1&pbc=1CB7E4D8&rs=WLW12.10

http://web2.westlaw.com/find/default.wl?mt=208&db=349&tc=-1&rp=%2ffind%2fdefault.wl&findtype=Y&ordoc=0327141183&serialnum=1800130234&vr=2.0&fn=_top&sv=Split&tf=-1&pbc=1CB7E4D8&rs=WLW12.10

http://web2.westlaw.com/find/default.wl?mt=208&db=349&tc=-1&rp=%2ffind%2fdefault.wl&findtype=Y&ordoc=0327141183&serialnum=1800130234&vr=2.0&fn=_top&sv=Split&tf=-1&pbc=1CB7E4D8&rs=WLW12.10

http://web2.westlaw.com/find/default.wl?mt=208&db=780&tc=-1&rp=%2ffind%2fdefault.wl&findtype=Y&ordoc=0327141183&serialnum=1800115571&vr=2.0&fn=_top&sv=Split&tf=-1&pbc=1CB7E4D8&rs=WLW12.10
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“[W]here [the patented invention] is made or used as an experiment, whether for 


the gratification of scientific tastes, or for curiosity, or for amusement, the interests 


of the patentee are not antagonized, the sole effect being of intellectual character 


.... But if  the products of the experiment are sold ... the acts of making or of use 


are violations of the rights of the inventor and infringements of his patent.”  


 


Rochelle Cooper Dreyfuss, Protecting the Public Domain of Science: Has the Time 


for an Experimental Use Defense Arrived?, 46 Ariz. L. Rev. 457, 458 (2004) 


(quoting William C. Robinson, The Law of Patents for Useful Inventions § 898 


(1890)). 
 


 Professor Dreyfuss concludes that “[i]n other words, to early jurists, a clear 


distinction could be made between using patented material to learn about the 


patented invention and using patented material for business or for commerce-- 


between using the patent to satisfy curiosity or using it to turn a profit.”   


Id. 


 


 With citations again starting with Joseph Story, the Supreme Court 


in the Pretty Woman Case explains the “Promote the Progress” Clause in 


the copyright context: 


“ From the infancy of copyright protection, some opportunity for fair use 


of copyrighted materials has been thought necessary to fulfill copyright's 


very purpose, ‘[t]o promote the Progress of Science and useful Arts....’ 


U.S. Const., Art. I, § 8, cl. 8. For as Justice Story explained, ‘[i]n truth, 


in literature, in science and in art, there are, and can be, few, if any, 


things, which in an abstract sense, are strictly new and original 


throughout. Every book in literature, science and art, borrows, and must 


necessarily borrow, and use much which was well known and used 


before.’ Emerson v. Davies, 8 F.Cas. 615, 619 (No. 4,436) (CCD 


Mass.1845).  


 



http://web2.westlaw.com/find/default.wl?mt=208&db=1093&tc=-1&rp=%2ffind%2fdefault.wl&findtype=Y&ordoc=0327141183&serialnum=0302579441&vr=2.0&fn=_top&sv=Split&tf=-1&referencepositiontype=S&pbc=1CB7E4D8&referenceposition=471&rs=WLW12.10

http://web2.westlaw.com/find/default.wl?mt=208&db=1093&tc=-1&rp=%2ffind%2fdefault.wl&findtype=Y&ordoc=0327141183&serialnum=0302579441&vr=2.0&fn=_top&sv=Split&tf=-1&referencepositiontype=S&pbc=1CB7E4D8&referenceposition=471&rs=WLW12.10
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Similarly, Lord Ellenborough expressed the inherent tension in the need 


simultaneously to protect copyrighted material and to allow others to 


build upon it when he wrote, ‘while I shall think myself bound to secure 


every man in the enjoyment of his copy-right, one must not put manacles 


upon science.’ Carey v. Kearsley, 4 Esp. 168, 170, 170 Eng.Rep. 679, 


681 (K.B.1803). In copyright cases brought under the Statute of Anne of 


1710, [An Act for the Encouragement of Learning, 8 Anne, ch. 19,] 


English courts held that in some instances ‘fair abridgements’ would not 


infringe an author's rights, see W. Patry, The Fair Use Privilege in 


Copyright Law 6-17 (1985) [ ]; Leval, Toward a Fair Use Standard, 103 


Harv.L.Rev. 1105 (1990)[ ], and although the First Congress enacted our 


initial copyright statute, Act of May 31, 1790, 1 Stat. 124, without any 


explicit reference to ‘fair use,’ as it later came to be known, the doctrine 


was recognized by the American courts nonetheless.” 


Pretty Woman Case, Campbell v. Acuff-Rose Music, Inc., 510 U.S. 569, 


576-76 (1994)(footnotes deleted).  Again in the copyright context in 


Eldred,  the “Promote the Progress” clause was explained by reference 


to patents: 


 “‘[I]mplicit in the Patent Clause itself’ is the understanding ‘that free 


exploitation of ideas will be the rule, to which the protection of a federal 


patent is the exception. Moreover, the ultimate goal of the patent system 


is to bring new designs and technologies into the public domain through 


disclosure.’” Eldred v. Ashcroft, 537 U.S. 186, 225 (2003)(Stevens, J., 


dissenting)(quoting Bonito Boats, Inc. v. Thunder Craft Boats, Inc., 489 


U.S. 141, 151 (1989)). 
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A principal author of the 1952 Patent Act, the late Giles Sutherland Rich, 


stated, without qualification, that “experimental use is not infringement[.]” In re 


Kirk, 376 F.2d 936, 965 n.7 (CCPA 1967)(Rich, J., dissenting)(citing Chesterfield 


v. United States, 159 F.Supp. 371 (Ct.Cls. 1958); Whittemore v. Cutter, 


29 Fed.Cas. 1120 (No. 17,600) (C.C.D. Mass.1813); Sawin v. Guild, 21 Fed.Cas. 


554 (No. 12,391) (C.C.D.Mass.1813); Kaz Mfg. Co. v. Chesebrough-Ponds, Inc., 


317 F.2d 679 (2nd Cir. 1963)).  See also Bonsack Machine Co. v. Underwood, 73 


F. 206, 211 (C.C.E.D.N.C. 1896)(“The accused devices *** can be eliminated 


from consideration [as infringement] for it affirmatively appeared *** that [the 


accused infringer] built that device only experimentally and that it has neither 


manufactured it for sale nor sold any.”); Chesterfield, 159 F.Supp. at 375)(“[T]he 


evidence shows that a portion of the [patented] alloy procured by the defendant 


was used only for testing and for experimental purposes, and there is no evidence 


that the remainder was used other than experimentally. Experimental use does not 


infringe.”); Dugan v. Lear Avia, Inc., 55 F.Supp. 223, 229 (S.D.N.Y. 1944), aff’d, 


156 F.2d 29 (2nd Cir. 1946). 


 


§ 3[a][2]  Broad Patents “Promote the Progress of  *** the Useful Arts” 


  


Historic Supreme Court precedent supporting broad protection for pioneer 


innovators is in marked contrast to the notorious statement by a current member of 


the Court that there can be “too much” patent protection.  See § 2[b][1], “Too 


Much” Patent Protection vs. Real World Realities (discussing Lab. Corp. of Am. 


Holdings v. Metabolite Labs., Inc., 548 U.S. 124, 126 (2006) (Breyer, J., joined by 


Stevens, Souter, JJ., dissenting from dismissal of writ of certiorari)(arguing that 


“too much patent protection can impede rather than `promote the Progress of 


Science and useful Arts[.]'”) 
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In the first instance, the Constitutional objective is to promote follow-on 


research and not to eviscerate the commercial exploitation of an invention by 


limiting the scope of commercial protection.   Follow-on research is facilitated by 


the right to experiment “on” a patented invention discussed in the previous section.  


Whether the patentee’s competitors should have a free ride to compete by an 


eviscerated scope of patent protection, if anything, is a discouragement to the 


Constitutional goal to Promote the Progress of the Useful Arts. 


In fact, the nineteenth century Supreme Court, far from saying that patent 


protection should be carefully metered out – to avoid “too much” protection – said 


just the opposite.  For a pioneer invention broader protection was to be given to 


such an invention.  Thus, the early Supreme Court recognized that the scope of 


protection beyond the literal wording of claims should be proportional to the level 


of the invention, with the pioneer inventor receiving the broadest scope of 


protection beyond the literal wording of the claim.  See § 2[b][2], Early Supreme 


Court Recognition of the Need forBroad  Protection (citing Morley Sewing-


Machine Co. v. Lancaster, 129 U. S. 263 (1889); Miller v. Eagle Mfg. Co., 151 U. 


S. 186 (1894); Cimiotti Unhairing Co. v. American Fur Refining Co., 198 U.S. 399 


(1905); Continental Paper Bag Co. v. Eastern Paper Bag Co., 210 U.S. 405 


(1908)). 


To be sure, there is aberrant Federal Circuit case law denying the right to 


experiment “on” a patented invention.  See § 3[c],   Deuterium Ghost at the 


Federal Circuit (discussing Deuterium Corp. v. United States, 19 Cl.Ct. 624 


(Cl.Ct.1990)(Rader, J.)(denying the existence of a right to experiment on a 


patented invention by ‘question[ing] whether any infringing use can be de 


minimis.’”)  Yet, this aberration is contrary to the historic right to experiment “on” 
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a patented invention that dates back to the early case law of Joseph Story, riding 


circuit, that patents do not at all preempt research on a patented invention. 


 


While the patentee, alone, has the right to exploit the specifically patented 


technology, the patentee needs every encouragement, given that in almost every 


case the new patentee will be attempting to break into markets long dominated by 


older technologies which have the advantage of establish production, distribution, 


advertising and recognition by the public.   


By giving the pioneer inventor a broad scope of protection, this furthermore 


encourages breakthrough technological advances because of the limitations on 


commercial exploitation of an invention which is at the heart of the patent right:  


With respect to commercial domination that at first blush appears to be the result 


of a broad patent grant, this view in the first instance fails to take into 


consideration the fact that commercial domination is not part of the Constitutional 


objective to Promote the Progress of the Useful Arts.  But, in fact, to the extent that 


a new, pioneer patentee does obtain an exclusive patent position of broad scope, 


this provides a very strong incentive to competitors to feverishly expend resources 


to design around the claimed invention, providing yet further innovations to 


advance the state of the art. 
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§ 3[b]   “Research Preemption” Confusion in Mayo 


 The preemption concern permeates Mayo: 


  [U]pholding the patents would risk disproportionately tying up the use of the 


underlying natural laws, inhibiting their use in the making of further discoveries. 


* * * 


        The question before us is whether the claims do significantly more than 


simply describe these natural relations. To put the matter more precisely,  do the 


patent claims add enough to their statements of the correlations to allow the 


processes they describe to qualify as patent-eligible processes that apply natural 


laws?  


* * * 


        The Court has repeatedly emphasized *** a concern that patent law not 


inhibit further discovery by improperly tying up the future use of laws of nature.   


* * * 


In Bilski the Court pointed out that to allow "petitioners to patent risk hedging 


would preempt use of this approach in all fields."  


* * * 


[T]]here is a danger that the grant of patents that tie up their use will inhibit future 


innovation premised upon them, a danger that becomes acute when a patented 


process amounts to no more than an instruction to "apply the natural law," or 


otherwise forecloses more future invention than the underlying discovery could 


reasonably justify.  


* * * 


 [The claims] threaten to inhibit the development of more refined treatment 


recommendations ***. 


* * * 
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The presence here of the basic underlying concern that these patents tie up too 


much future use of laws of nature simply reinforces our conclusion that the 


processes described in the patents are not patent eligible[.]. 


* * * 


 [The patentee] encourages us to draw distinctions among laws of nature based on 


whether or not they will interfere significantly with innovation in other fields now 


or in the future. 


        But the underlying functional concern here is a relative one: how much future 


innovation is foreclosed relative to the contribution of the inventor.  A patent upon 


a narrow law of nature may not inhibit future research as seriously as would a 


patent upon Einstein's law of relativity, but the creative value of the discovery is 


also considerably smaller. And, as we have previously pointed out, even a narrow 


law of nature (such as the one before us) can inhibit future research.   


        In any event, our cases have not distinguished among different laws of nature 


according to whether or not the principles they embody are sufficiently narrow. 


And this is understandable. Courts and judges are not institutionally well suited to 


making the kinds of judgments needed to distinguish among different laws of 


nature. And so the cases have endorsed a bright-line prohibition against patenting 


laws of nature, mathematical formulas and the like, which serves as a somewhat 


more easily administered proxy for the underlying "building-block" concern. 


[citations omitted] 


Mayo Collaborative Servs. v. Prometheus Labs., Inc., 132 S. Ct. 1289 (2012) 
(citations omitted) 


 Mayo was followed most recently in the Myriad case, Ass'n for Molecular 


Pathology v. Myriad Genetics, Inc., 133 S. Ct. 2107 (2013), and Alice Corp. v. CLS 


Bank Int'l, 134 S. Ct. 2347 (2014).  In Myriad the Court stated that: 


We have “long held that [35 USC § 101] contains an important implicit 


exception[:] Laws of nature, natural phenomena, and abstract ideas are not 


patentable.” Mayo, 132 S.Ct. at 1293)[  ]. Rather, “ ‘they are the basic tools of 


scientific and technological work’ ” that lie beyond the domain of patent 


protection. Id., 132 S.Ct. at 1293. As the Court has explained, without this 


exception, there would be considerable danger that the grant of patents would “tie 
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up” the use of such tools and thereby “inhibit future innovation premised upon 


them.” Id., at ––––, 132 S.Ct., at 1301. This would be at odds with the very point 


of patents, which exist to promote creation. Diamond v. Chakrabarty, 447 U.S. 


303, 309 (1980)(Products of nature are not created, and “ ‘manifestations ... of 


nature [are] free to all men and reserved exclusively to none’ ”). 


Myriad, 133 S.Ct. at 2116.   Even more recently in Alice the Court set forth its 


understanding of the basis for “preemption” under Section 101: 


        We have described the concern that drives this exclusionary principle [under 


35 USC § 101] as one of pre-emption. See, e.g., Bilski [v. Kappos, 561 U.S. 593, 


611-12 (2010)] (upholding the patent "would pre-empt use of this approach in all 


fields, and would effectively grant a monopoly over an abstract idea"). Laws of 


nature, natural phenomena, and abstract ideas are " ' "the basic tools of scientific 


and technological work." ' " Myriad, Association for Molecular Pathology v. 


Myriad Genetics, Inc., [133 S. Ct. 2107, ___ (2013)]. "[M]onopolization of those 


tools through the grant of a patent might tend to impede innovation more than it 


would tend to promote it," thereby thwarting the primary object of the patent laws. 


Mayo [Collaborative Servs. v. Prometheus Labs., Inc., 132 S. Ct. 1289 (2012)]; see 


U. S. Const., Art. I, §8, cl. 8 (Congress "shall have Power . . . To promote the 


Progress of Science and useful Arts"). We have "repeatedly emphasized this . . . 


concern that patent law not inhibit further discovery by improperly tying up the 


future use of " these building blocks of human ingenuity.  Mayo, supra, at ___ (slip 


op., at 16) (citing Morse, supra, at 113). 


* * * 


[I]n applying the §101 exception, we must distinguish between patents that claim 


the "'buildin[g] block[s]' " of human ingenuity and those that integrate the building 


blocks into something more, Mayo, 566 U. S. at ___ (slip op., at 20), thereby 


"transform[ing]" them into a patent-eligible invention, id., at ___ (slip op., at 3). 


The former "would risk disproportionately tying up the use of the underlying" 


ideas, id., at ___ (slip op., at 4), and are therefore ineligible for patent protection. 


The latter pose no comparable risk of pre-emption, and therefore remain eligible 


for the monopoly granted under our patent laws. 


Alice v. CLS Bank, 134 S. Ct. at  2354.  Earlier, Circuit Judge Linn had chronicled 


the Supreme Court focus on “preemption”: 
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“Several [Supreme Court] decisions have looked to the notion of ‘preemption’ to 


further elucidate the ‘abstract idea’ exception [to Section 101 patent-eligibility].   


In Bilski, the Supreme Court explained that ‘[a]llowing petitioners to patent risk 


hedging would preempt use of this approach in all fields…’ 130 S.Ct. 3231.  


Previously, in O'Reilly v. Morse, 56 U.S. 62 (1853), the Supreme Court held that a 


claim to electromagnetism was not eligible for patent protection because the 


patentee ‘claim[ed] the exclusive right to every improvement….’ Id. at 112-13 . The 


Morse Court reasoned that the claim would effectively ‘shut[ ] the door against 


inventions of other persons . . . in the properties and powers of electro-


magnetism’… Id. at 113 (emphasis added). Again, in Gottschalk v. Benson, 409 


U.S. 63 (1972), the Supreme Court emphasized the concept of ‘pre-emption,’ 


holding that a claim directed to a mathematical formula with ‘no substantial 


practical application except in connection with a digital computer’ was directed to 


an unpatentable abstract idea because ‘the patent would wholly pre-empt the 


mathematical formula…’ Id. at 71-72.  In Parker v. Flook, 437 U.S. 584 (1978), 


the Court again emphasized the importance of claims not ‘preempting’ the ‘basic 


tools of scientific and technological work…’ Id. at 589. 


 


“In contrast to Morse, Benson, and Flook—where the claims were found to ‘pre-


empt’ an ‘idea’ or algorithm—in Diehr, the Supreme Court held that the claims at 


issue … did not ‘pre-empt the use of th[e] equation.’ Diehr, 450 U.S. at 187.  … 


“Our Constitution gave Congress the power to establish a patent system ‘[t]o 


promote the Progress of Science and useful Arts . . . .’ U.S. Const. art. I, § 8, cl. 8. 


The patent system is thus intended to foster, not foreclose, innovation. See id.  


…[N]o one is entitled to claim an exclusive right to a fundamental truth or 


disembodied concept that would foreclose every future innovation in that art. See 


Morse, 56 U.S. at 112-13. As the Supreme Court has ‘repeatedly emphasized . . . 


patent law [must] not inhibit further discovery by improperly tying up the future 


use of laws of nature.’ Prometheus, 132 S. Ct. at 1301. ‘[T]here is a danger that 


grant of patents that tie up [laws of nature, physical phenomena, and abstract ideas] 


will inhibit future innovation premised upon them, a danger that becomes acute 


when a patented process amounts to no more than an instruction to 'apply the 


natural law,' or otherwise forecloses more future invention than the underlying 


discovery could reasonably justify.’ Id. (emphasis added)… Thus, the essential 


concern is not preemption, per se, but the extent to which preemption results in 


the foreclosure of innovation.  
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Claims that are directed to no more than a fundamental truth and foreclose, rather 


than foster, future innovation are not directed to patent eligible subject matter 


under § 101. No one can claim the exclusive right to all future inventions. Morse, 


56 U.S. at 112-13; Benson, 409 U.S. at 68. 


CLS Bank Int'l v. Alice Corp., 685 F.3d 1341, 1349-51 (Fed. Cir. 2012)(emphasis 


added), vacated pet’n reh’g en bnc granted ,484 Fed.Appx. 559 (Fed.Cir.2012),  


subsequent opinion, 717 F.3d 1269 (Fed. Cir., 2013)(per curiam)(en banc), aff’d, 


Alice Corp. v. CLS Bank International, 134 S. Ct. 2347 (2014). 


 


§ 3[c].   Deuterium Ghost at the Federal Circuit 


 


The Federal Circuit was created to establish a uniform body of patent case 


law.  In the area of whether there is a right to “experiment on” a patented 


invention, an aberrant line of case law has persisted for more than twenty-five 


years stemming from the notorious Deuterium case that denied the existence of a 


right to experiment on a patented invention by “question[ing] whether any 


infringing use can be de minimis.  Deuterium Corp. v. United States, 19 Cl.Ct. 624 


(Cl.Ct.1990)(Rader, J.).     


 


In tune with the Deuterium is the unequivocal and total denial in the Myriad 


case of any third party right to use a patented invention issued by the now retired 


Vice President of SmithKline Beecham Corporation; he unqualifiedly states that 


“during the term of the patent, unauthorized parties are ‘preempted’ from 


practicing the patent * * *.”   The Myriad case, Ass'n for Molecular Pathology v. 


U.S. Patent & Trademark Office, 689 F.3d 1303, 1331 (Fed. Cir. 2012)(Lourie, J.), 


subsequent proceedings, Association for Molecular Pathology v. Myriad Genetics, 


Inc., 133 S.Ct. 2107 (2013).  
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 The Federal Circuit to this day is influenced by Deuterium, a bold departure 


from precedent grounded on a unique theory of de minimis infringement that was 


decided by a fresh jurist in his first important patent case who had never practiced 


law of any kind that was handed down during the jurist’s successful candidacy for 


a position on the Federal Circuit.   


 


In the area of whether there is a right to “experiment on” a patented 


invention, an aberrant line of case law has persisted for more than twenty-five 


years stemming from the notorious Deuterium case that denied the existence of a 


right to experiment on a patented invention by “question[ing] whether any 


infringing use can be de minimis.  Deuterium Corp. v. United States, 19 Cl.Ct. 624 


(Cl.Ct.1990)(Rader, J.). 


 


 The Federal Circuit to this day is influenced by Deuterium, a bold departure 


from precedent grounded on a unique theory of de minimis infringement that was 


decided by a fresh jurist in his first important patent case who had never practiced 


law of any kind that was handed down during the jurist’s successful candidacy for 


a position on the Federal Circuit.   


 


The ghost of Deuterium lives on as foundation for an aberrant line of case 


law denying a right to “experiment on” a patented invention.  Deuterium took the 


unique approach to the experimental use right that questioned “whether any 


infringing use can be de minimis. Damages for an extremely small infringing use 


may be de minimis, but infringement is not a question of degree.  Damages for an 


extremely small infringing use may be de minimis, but infringement is not a 


question of degree."  Deuterium, 19 Cl.Ct. at  631 (Cl.Ct.1990)(Rader, J.) 
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More than a decade after Deuterium its authored doubled down on his denial 


of any experimental use exception to patent infringement in the Embrex case where 


he ridiculed the defense:  “[I]n  my judgment, the” Patent Act leaves no room for 


any de minimis or experimental use excuses for infringement.”  Embrex v. Service 


Eng'g Corp., 216 F.3d 1343, 1352 (Fed.Cir.2000) (Rader, J., concurring).  He adds 


that “no room remains in the law for a de minimis excuse.” Id. (emphasis added). 


Further, “this court has not tolerated the notion that a little infringement   – de 


minimis infringement – is acceptable infringement or not infringement at all.” 


Embrex,  216 F.3d 1352-53.  “[T]he statute leaves no leeway to excuse 


infringement because the infringer only infringed a little.”  Embrex,  216 F.3d 


1353.   


 


§ 3[c].   Deuterium Ghost at the Federal Circuit 


 


To do justice to the Embrex concurrence, it is useful to study the document 


itself to see precisely what it states: 


“While joining the court's conclusions on all issues, I write separately because, in 


my judgment, the Patent Act leaves no room for any de minimis or experimental 


use excuses for infringement. Because the Patent Act confers the right to preclude 


‘use,’ not ‘substantial use,’ no room remains in the law for a de minimis excuse. 


Similarly, because intent is irrelevant to patent infringement, an experimental use 


excuse cannot survive. When infringement is proven either minimal or wholly non-


commercial, the damage computation process provides full flexibility for courts to 


preclude large (or perhaps any) awards for minimal infringements.  
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        “I. 


        “This court affirms the district court's denial of SEC's de minimis and 


experimental use excuses, but I read the Patent Act to preclude these excuses 


altogether. SEC essentially asserts an affirmative defense, combining a plea based 


on the amount or quantum of infringing activity (de minimis) with a plea based on 


the character or intent of the infringing activity (experimental use). Although 


courts have occasionally addressed these separate excuses as if they were one, see, 


e.g., Douglas v. United States, 181 USPQ 170 (Ct. Cl. Trial Division 1974), aff'd, 


510 F.2d 364 (1975), clarity calls for separate analyses. 


        “Since its inception, this court has not tolerated the notion that a little 


infringement   – de minimis infringement – is acceptable infringement or not 


infringement at all. The statute states directly that any unauthorized use of a 


patented invention is an infringement. See 35 U.S.C. § 271(a) (1994). Thus, the 


statute leaves no leeway to excuse infringement because the infringer only 


infringed a little. Rather, the statute accommodates concerns about de minimis 


infringement in damages calculations. See Deuterium Corp. v. United States, 19 


Cl. Ct. 624, 631 (1990) (‘This court questions whether any infringing use can be de 


minimis. Damages for an extremely small infringing use may be de minimis, but 


infringement is not a question of degree.’). Although not influencing the finding of 


infringement itself, the amount, quantum, or economic effect of wrongful conduct 


is central to the damages assessment. For these reasons, this court might better 


have declined SEC's invitation to engage in an inherently subjective determination 


of how little infringement is necessary to escape infringement liability. The Patent 


Act simply authorizes no such conjecture.         


“II. 


        “Turning next to the experimental use excuse, neither the statute nor any past 


Supreme Court precedent gives any reason to excuse infringement because it was 


committed with a particular purpose or intent, such as for scientific 


experimentation or idle curiosity. Rather, the Supreme Court and this court have 


recently reiterated that intent is irrelevant to infringement. See Warner-Jenkinson 


Co., v. Hilton Davis Chem. Co., 520 U.S. 17, 34 (1997) (‘Application of the 


doctrine of equivalents, therefore, is akin to determining literal infringement, and 


neither requires proof of intent.’); Hilton Davis Chem. Co. v. Warner-Jenkinson 


Co., 62 F.3d 1512, 1519 (Fed. Cir. 1995) (‘Intent is not an element of 


infringement.’), rev'd on other grounds, 520 U.S. 17 (1997). These recent 


pronouncements should dispose of the intent-based prong of SEC's argument.  
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        “Before Warner-Jenkinson, this court addressed arguments based on the 


character or intent of infringement in Roche Products, Inc. v. Bolar 


Pharmaceutical Co., Inc., 733 F.2d 858, 863 (Fed. Cir. 1984); but see 35 U.S.C. 


§ 271(e); Glaxo, Inc. v. Novopharm, Ltd., 110 F.3d 1562, 1568 (1997) (noting that 


§ 271(e) changes the result in Roche). The Supreme Court's recent reiteration that 


infringement does not depend on the intent underlying the allegedly infringing 


conduct, to my eyes, precludes any further experimental use defense, even in the 


extraordinarily narrow form recognized in Roche. Of course, even if the 


experimental use excuse retains some lingering vitality, the slightest commercial 


implication will render the ‘philosophical inquiry/experimental use’ doctrine 


inapplicable, as occurs in the court's resolution today.” 


Embrex, 216 F.3d at 1352-53 (Rader, J., concurring).   


 


 Another member of the Federal Circuit embraced the same line of thinking.  


See Madey v. Duke Univ., 307 F.3d 1351 (Fed.Cir.2002)(Gajarsa, J.)(dicta 


concerning denial of an experimental use right while correctly denying the right to 


experiment with a patented laboratory tool for its intended purpose as a laboratory 


tool).  See, generally, Wegner, Post-Merck Experimental Use and the 


“Safe Harbor,” 15 Fed. Cir. B.J. 1 (2005).  


 


To do justice to the Madey opinion, it is best to read what it says:  


 


“The district court acknowledged a common law ‘exception’ for patent 


infringement liability for uses that, in the district court's words, are ‘solely for 


research, academic or experimental purposes.’ Summary Judgment Opinion at 9 


(citing Deuterium Corp. v. United States, 19 Cl.Ct. 624, 631 (1990); Whittemore v. 


Cutter, 29 F. Cas. 1120 (C.C.D.Mass.1813) (No. 17,600); and citing two 


commentators[,. Janice M. Mueller, No ‘Dilettante Affair’: Rethinking the 


Experimental Use Exception to Patent Infringement for Biomedical Research 


Tools, 76 Wash. L.Rev. 1, 17 (2001); 5 Chisum on Patents § 16.03[1] (2000)]).The 


district court recognized the debate over the scope of the experimental use defense, 


but cited this court's opinion in Embrex, Inc. v. Service Engineering Corp., 216 


F.3d 1343, 1349 (Fed.Cir. 2000) to hold that the defense was viable for 


experimental, non-profit purposes. Summary Judgment Opinion at 9 (citing 
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Embrex[, Inc. v. Service Engineering Corp., 216 F.3d 1343, 1349 (Fed.Cir. 


2000)](noting that courts should not ‘construe the experimental use rule so broadly 


as to allow a violation of the patent laws in the guise of `scientific inquiry,' when 


that inquiry has definite, cognizable, and not insubstantial commercial purposes 


laws in the guise of `scientific inquiry,' when that inquiry has definite, cognizable, 


and not insubstantial commercial purposes’ (quoting Roche Prods., Inc. v. Bolar 


Pharm. Co., 733 F.2d 858, 863 (Fed.Cir.1984)))). 


 


“After having recognized the experimental use defense, the district court then 


fashioned the defense for application to Madey in the passage set forth below. 


 


        “‘Given this standard [for experimental use], for [Madey] to overcome his 


burden of establishing actionable infringement in this case, he must establish that 


[Duke] has not used the equipment at issue ‘solely for an experimental or other 


non-profit purpose.’ 5 Donald S. Chisum, Chisum on Patents § 16.03[1] (2000). 


More specifically, [Madey] must sufficiently establish that [Duke's] use of the 


patent had ‘definite, cognizable, and not insubstantial commercial purposes.’ 


Roche Prods., Inc. v. Bolar Pharm. Co., 733 F.2d 858, 863 (Fed.Cir.1984)[ ].’” 


 


Madey v. Duke University, 307 F.3d 1351, 1355 (Fed. Cir. 2002)(Gajarsa, J.) 


footnote 2 integrated into text; footnote 3 omitted) 


 


Note that Madey cites Roche Prods., Inc. v. Bolar Pharm. Co., 733 F.2d 858 


(Fed.Cir.1984), for the denial of a right to experiment on a patented invention 


(whereas the case involved no experimentation on the invention but rather testing 


to gain regulatory approval).  The superficial nature of the Madey opinion is its 


citation of Professor Janice M. Mueller, No ‘Dilettante Affair’: Rethinking the 


Experimental Use Exception to Patent Infringement for Biomedical Research 


Tools, 76 Wash. L.Rev. 1 (2001), which clearly establishes a regime for dividing 


commercial exploitation from experimentation “on” the patented invention:  If the 


author of Madey actually read and understood Professor Mueller’s piece, then the 


opinion in Madey could not possibly have turned out with such misunderstanding 


of the law. 


 







Wegner, First to File Patent Drafting [2016] 


463 
 


Factually, neither Deuterium nor Madey has anything to do with an 


experimentation “on” a patented invention to see how the invention operates or to 


improve the invention.   In both cases, there was experimentation “with” the 


patented invention. In Deuterium, the experimentation “with” the patented 


invention was to confirm that government contract specification were met and not 


to design around or otherwise experiment “on” the patented invention.  In Madey, a 


patented laboratory tool was used to conduct research and not to study the 


laboratory tool itself.  The use of the patented invention would be more akin to the 


situation where a microscope is patented and the accused infringement is the use of 


the microscope to study a subject – an experimentation with the microscope, as 


opposed to studying the microscope itself, to, for example, improve the microscope 


or understand its operation, an experimentation on the microscope. 


 


Despite the irrelevancy of the holdings in both Deuterium and Madey to the 


issue of experimentation on a patented invention, where the precise factual 


situation of an experimentation on a patented invention was raised in Integra Life 


Sciences I, the accused infringer waived this argument, manifesting how strongly 


the Deuterium line of case law had taken hold at the Federal Circuit.  Integra 


Lifesciences I, Ltd. v. Merck KGaA, 331 F.3d 860 (Fed. Cir. 2003), rev’d sub nom 


Merck  KGaA v  Integra Lifesciences I, Ltd., 545 U.S. 193 (2005).   


 


In Integra Life Sciences I, despite the fact that the accused infringer waived 


the right to rely upon the experimental use doctrine, a dissenting member of the 


panel sua sponte raised the issue.  To this point, the author of the Deuterium case 


answered: 
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In her dissent, Judge Newman takes this opportunity to restate her dissatisfaction 


with this court's decision in Madey v. Duke Univ., 307 F.3d 1351 (Fed.Cir.2002). 


However, the common law experimental use exception is not before the court in 


the instant case. *** On appeal, Merck does not contend that the common law 


research exemption should apply to any of the infringing activities evaluated by the 


jury. ***  Moreover, during oral arguments, counsel for Merck expressly stated 


that the common law research exemption is not relevant to its appeal. Judge 


Newman's dissent, however, does not mention that the Patent Act does not include 


the word "experimental," let alone an experimental use exemption from 


infringement. See 35 U.S.C. § 271 (2000). Nor does Judge Newman's dissent note 


that the judge-made doctrine is rooted in the notions of de minimis infringement 


better addressed by limited damages. Embrex v. Service Eng'g Corp., 216 F.3d 


1343 (Fed.Cir.2000) (Rader, J., concurring); see also Deuterium Corp. v. United 


States, 19 Cl.Ct. 624, 631 (Cl.Ct.1990) ("This court questions whether any 


infringing use can be de minimis. Damages for an extremely small infringing use 


may be de minimis, but infringement is not a question of degree."). 


 


Integra Lifesciences I, 331 F.3d at 863 n.2. 


 


One relatively new jurist has swallowed the Deuterium Kool-Aid but with 


citation to Supreme Court precedent:  “The Supreme Court has made clear that the 


principle of preemption is the basis for the judicial exceptions to patentability. 


Alice [Corp. v. CLS Bank Int'l, 134 S. Ct. 2347, 2354 (2014)] ("We have described 


the concern that drives this exclusionary principal as one of pre-emption"). For this 


reason, questions on preemption are inherent in and resolved by the § 101 analysis. 


The concern is that "patent law not inhibit further discovery by improperly tying up 


the future use of these building blocks of human ingenuity." Id. (internal quotations 


omitted). In other words, patent claims should not prevent the use of the basic 


building blocks of technology—abstract ideas, naturally occurring phenomena, and 


natural laws.” Ariosa, __ F.3d at __ (Reyna, J.) 


♦             ♦            ♦  
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I.  OVERVIEW 


 


On or shortly before the April 1, 2016, deadline, a petition for certiorari will 


be filed in Sequenom, Inc. v. Ariosa Diagnostics, Inc., Supreme Court No. 15A871.   


A great deal of controversy exists whether the Sequenom case represents merely an 


important case for the patentee, or whether the patent community at large has a 


stake in the positive evolution of case law that may be possible if Sequenom 


proceeds to the merits stage. 


 


This paper addresses the question  whether potential amici should “wait and 


see” at the certiorari stage without amici participation, and then participate at the 


merits stage if the Court grants certiorari – or plunge in as amici at the earlier 


stage. 


 


The Sequenom patent, itself, presents an overwhelming case of an invention 


that is clearly patent-eligible.  Whether prospective amici should join the Supreme 


Court case to a great extent depends upon how the Questions Presented are styled 


in the petition for certiorari.  Will the Questions Presented  be styled to highlight 


manifest patent-eligibility even under the most extreme interpretation of recent 


case law? If yes, then by all means certiorari support should be of positive value. 


 For example, consider the following Questions Presented that would make 


out a best case scenario:  
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The Questions Presented:  The Sequenom invention is an undeniably pioneer 


invention that permits genetic testing to identify fetal DNA by a simple blood test 


where a blood sample is drawn from the arm of a pregnant mother, a remarkable 


and unquestioned advance over the traditional fetal blood test where a fluid sample 


is drawn from within a womb-invasive sampling of a mother’s amniotic fluid.     


 


When the claimed invention is viewed as a whole and giving weight to “all 


elements” of the invention, there can be no doubt that the claimed subject matter is 


“inventive” under the classic tests of Supreme Court case law, complemented by 


the Diehr case that cabins limiting dicta of the Flook case. 


 


A mother’s blood contains de minimis fetal DNA, a fact recognized by the 


inventors and which requires for the genetic test a multiplication of that DNA 


through use of Polymerase Chain Reaction (PCR) technology.   


 


It is unquestioned that the invention as a whole involving the combination of 


drawing maternal blood and amplifiying the DNA, e.g., with PCR technology, 


represents a breakthrough and a fortiori “inventive” method. 


 


It is also unquestioned that the Sequenom invention involves DNA only as the 


object of identification of known DNA, i.e., the invention makes no claim to any 


DNA of any kind nor to any method of use of DNA. 


 


The Questions Presented are thus: 


 


(1) Does classic Supreme Court case law requiring consideration of “all elements” 


of an invention remain viable to determine the patent-eligibility of a method which, 


as a whole, is clearly “inventive.”  In other words, does the “all elements” rule as 


applied in Diehr trump the dissection of claims as in Flook? 


 


(2)  Does case law denying patent-eligibility to claims to DNA, per se (or  claims 


to its method of use) preclude patent-eligibility of a claim which merely identifies 


the presence or absence of DNA, but in no way, shape nor form claims that DNA 


nor its use?  In other words, there is no DNA “preemption” issue of any kind. 


 


  



Hal

Rectangle
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Whether the case as presented at the trial court and Federal Circuit 


provides basis for presentation of the Questions Presented as posed above is 


unclear.  Assuming, arguendo, that there is no problem with the record as 


established below,  then if the proposed Questions Presented could go forward, 


amici participation at the certiorari stage should be applauded. 


 But, to the extent that the hypothetical Questions Presented are not the basis 


for going forward, then the question is raised whether amici are well served by 


joining this case at the certiorari stage.  It must also be remembered that patentees 


and patent applicants who do reach the merits stage are more frequently than not 


the losers of the resultant decision, particularly in patent-eligibility cases (as seen 


from the chart at page 5).  No final decision needs to be made by a prospective 


amicus party at present, because amici joining at the certiorari stage do so after the 


petition is filed. 


To the extent the Supreme Court grants certiorari, amici participation at the 


merits stage would then be welcomed.  Then, the Court could venture into 


uncharted patent waters which have been the exclusive province of the courts of 


appeal.    See § II, Opening Uncharted Patent Waters to the Court. 


 


           At first blush, one may wonder how it was possible for the Federal Circuit 


to reach the conclusion that it did, given the underlying facts of the case.   See § III, 


The Facts Establish a Patent-Eligible Invention.   


Given the publicity and importance of the case,  the issue is whether 


prospective amici should participate at the Supreme Court?  If so, when is the 


appropriate time to do so?  See § V, Whither Amici Participation.  Certainly, there 


are serious dangers raised for the patent community if this case is taken for review 
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by the Supreme Court, including a potential for a binding, precedential Supreme 


Court affirmance of the Federal Circuit decision.   


At least as important as the impact on the instant patent-eligibility issue is 


the fact that several long standing doctrines at the Federal Circuit have never been 


tested at the Supreme Court could  in the wake of a merits review, here, wind up at 


the highest court.  See § V-A, Dangers of Amici Participation at the Petition Stage.  


While caution and restraint in terms of amici participation at the certiorari petition 


stage is an appropriate course to take, if and when certiorari is granted in this case, 


at that time there is nothing to lose:   To the contrary, at the merits briefing stage 


the participation of amici can be most important. See § V-B,  Positive Impact of 


Participation at the Merits Stage. 


If certiorari is denied, the door remains open for a challenge in a case with 


similar facts at the Patent Trial and Appeal Board in a Post Grant Review.  While 


the negative ruling in Sequenom may force the case to go to the Federal Circuit, a 


panel may well be able to distinguish the current case or, if necessary, a party may 


seek en banc review to successfully overturn Sequenom.   Either option is far better 


than if the Supreme Court ends up taking and affirming the Sequenom case which 


would then complicate matters. 


 


Some have the thought that the Federal Circuit seems to be a “dead end” for 


the issues in this case, so, why not take a shot at the Supreme Court?   This is a 


very dangerous attitude, given the fact that the Supreme Court rarely hears a patent 


case and when it does it is generally against the patentee, particularly in the area of 


patent-eligibility challenges under 35 USC § 101 (as seen from the chart which 


follows on the next page). 
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§ 101 Patent-Eligibility Certiorari Grants 


   Year
1
                      Case Eligible Ineligible 


1 1966 Brenner v. Manson, 383 U.S. 519       X 


2 1972 Gottschalk v. Benson, 409 U.S. 63       X 


3 1976 Dann v. Johnston, 425 U.S. 219
2
      X 


4 1978 Parker v. Flook, 437 U.S. 584      X 


5 1980 Diamond v. Bergy               (cert. dismissed)
3
     --


 
     --


 
 


6 1980 Diamond v. Chakrabarty, 447 U.S. 303    ⇧⇧  


7 1981 Diamond v. Diehr, 450 U.S. 175    ⇧⇧  


8 2001 J.E.M. Ag Supply  v Pioneer, 534 U.S. 124    ⇧⇧  


  2002 – 2009     No Cases Decided   


9 2010 Bilski v. Kappos, 561 U.S. 593      X 


10 2012 Mayo v. Prometheus, 132 S. Ct. 1289        X 


11 2013 Ass’n Mol. Path. v. Myriad, 133 S. Ct. 2107      X 


12 2014 Alice v. CLS Bank, 134 S. Ct. 2347       X 


 2016 Sequenom v. Ariosa (petition due April 1)        ?? 


1 
Year given is for the merits decision, not the year when the petition was granted.


 


2
  Certiorari was granted for each of two Questions Presented, the first concerning patent 


eligibility and the second concerning Section 103 obviousness.  The Court chose to decide the 


case solely on the second issue. 
3
  The decision below, In re Bergy, 596 F.2d 952 (CCPA 1979), involved a problematic 


invention where, upon grant of certiorari, the assignee cancelled took appropriate action leading 


to dismissal to pave the way for the successful outcome in the companion Chakrabarty appeal. 
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II.  OPENING UNCHARTED PATENT WATERS TO THE COURT  


 


It will be recalled that beginning with following Diamond v. Chakrabarty,  


447 U.S. 303 (1980), and Diamond v. Diehr, 450 U.S. 175 (1981), and with the 


exception of J.E.M. Ag Supply, Inc. v Pioneer Hi-Bred Int'l, Inc., 534 U.S. 124 


(2001), there had been nearly three full decades of peace in the patent-eligibility 


arena, but following Bilski v. Kappos, 561 U.S. 593 (2010), there has been a stream 


of negative rulings denying patent-eligibility in Mayo Collaborative Servs. v. 


Prometheus Labs., Inc., 132 S. Ct. 1289 (2012)(a method of optimizing therapeutic 


efficacy for treatment of an immune-mediated gastrointestinal disorder);  the 


Myriad case, Ass'n for Molecular Pathology v. Myriad Genetics., Inc., 133 S. Ct. 


2107 (2013)(“[a]n isolated DNA coding for a BRCA1 polypeptide”); and Alice 


Corp. v. CLS Bank International, 134 S. Ct. 2347 (2014)(a computerized scheme 


for mitigating "settlement risk"). 


 


 The danger posed by grant of review in Sequenom poses potentially great 


risks for the pharmaceutical industry.  Perhaps the gravest danger to unsettle the 


pharma field would be a review of the law of nonobviousness of pharmaceutical 


compounds established more than fifty years ago in In re Papesch, 315 F.2d 381 


(CCPA 1963), but never tested at the Supreme Court.  See In re Dillon, 919 F.2d 


688, 696 (Fed. Cir. 1990)(en banc)(Lourie, J.)(discussing Papesch).  To be sure, 


the Myriad case at first blush appears to present similar issues, but the question of 


obviousness of a particular low molecular weight molecule was not at all in issue. 
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III.  THE FACTS ESTABLISH A PATENT-ELIGIBLE INVENTION  


 


To be sure, the invention in the Sequenom case is surely a meritorious and 


patentable invention.   In particular, it is impossible to say anything other than that 


the claimed invention is unobvious:  Imagine, creation of a blood test to determine 


fetal DNA when the state of the art had required a womb-invasive sampling of 


fluid within the amniotic sac of the mother.   First of all, it is clear that when the 


invention as a whole is considered including the limitations of “all elements”, there 


is no realistic way to conclude any way other than that the invention is patent-


eligibile.  See § III-A, The Invention “As a Whole” is Patent-Eligible.  Even 


disregarding this important point, whereas DNA is mentioned in the claims, the 


DNA is the object of identification and neither claimed nor part of a method of use.  


See § III-B,  Identifying the Presence of Certain DNA.   But, these two points 


represent the reality of the factual setting of the case, and not the reality of how the 


case was decided. 


 


A  The Invention “As a Whole” is Patent-Eligible  


 


First of all, the invention as a whole –  considering “all elements” of the 


claimed invention – is clearly novel and nonobvious and, a fortiori “inventive.”   It 


is against more than a century of Supreme Court case law to dissect a claim to a 


combination to consider each element as a separate entity. 
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As explained in Adams Battery case, “[w]hile the claims of a patent limit the 


invention, and specifications cannot be utilized to expand the patent monopoly, 


Burns v. Meyer, 100 U.S. 671, 672 (1880); McCarty v. Lehigh Valley R. Co., 160 


U.S. 110, 116 (1895), it is fundamental that claims are to be construed in the light 


of the specifications and both are to be read with a view to ascertaining the 


invention[.]”  Adams Battery case, United States v. Adams, 383 U.S. 39, 48-49 


(1966)(citing Seymour v. Osborne, 78 U.S. (11 Wall.) 516, 547 (1871); Schriber-


Schroth Co. v. Cleveland Trust Co., 311 U.S. 211, 312 U.S. 654 (1940); Schering 


Corp. v. Gilbert, 153 F.2d 428 (2nd Cir. 1946)). 


 


It has been hornbook patent law since the nineteenth century that a 


combination invention must be viewed as claimed and that by including a specific 


element in the claim, that specific element is a material part of the combination that 


cannot be ignored.  Whether that element, in vacuo, is “conventional”, the 


overriding issue is whether the invention – the claimed combination – is or is not 


obvious.  In the context of patent infringement it has been well settled that a 


combination claim must be viewed as that – an invention to the combination – and 


not from the standpoint of any of the component elements, alone.  Prouty v. 


Draper, 41 U.S. (16 Pet.) 335 (1842); Vance v. Campbell, 66 U.S. (1 Black) 427, 


429 (1861); Water-Meter Co. v. Desper, 101 U.S. (11 Otto) 332, 337 (1879);  


White v. Dunbar, 119 U.S. 47 (1886).  As explained in these cases in the context of 


infringement: 
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Where “[t]he patent is for a combination … [that] is the thing patented. The 


use of any two of these parts only, or of two combined with a third, which is 


substantially different, in form, or in the manner of its arrangement and connection 


with the others, is, therefore, not the thing patented.” Prouty v. Draper, 41 U.S. (16 


Pet.) at 341. 


 “The combination is an entirety; if one of the elements is given up, the thing 


claimed disappears." Vance v. Campbell, 66 U.S. (1 Black) at 429 (1861). 


 “[T]he courts of this country cannot always indulge the same latitude which 


is exercised by English judges in determining what parts of a machine are or are 


not material. Our law requires the patentee to specify particularly what he claims to 


be new, and if he claims a combination of certain elements or parts, we cannot 


declare that any one of these elements is immaterial. The patentee makes them all 


material by the restricted form of his claim.” Water-Meter  v. Desper, 101 U.S. 


(11 Otto) at 337.   


 “The claim is a statutory requirement, prescribed for the very purpose of 


making the patentee define precisely what his invention is; and it is unjust to the 


public, as well as an evasion of the law, to construe it in a manner different from 


the plain import of its terms.”   White v. Dunbar, 119 U.S. at 52. 


As explained by the Court in KSR Int'l Co. v. Teleflex Inc., 550 U.S. 398 


(2007), in the case of a claim to a combination patent, the issue is “to determine 


whether there was an apparent reason to combine the known elements in the 


fashion claimed by the patent at issue. To facilitate review, this analysis should be 


made explicit. See In re Kahn, 441 F.3d 977, 988 (Fed. Cir. 2006)(‘[R]ejections on 


obviousness grounds cannot be sustained by mere conclusory statements; instead, 







Wegner, The Sequenom Predicate Issue:  The “Question Presented” 


11 
 


there must be some articulated reasoning with some rational underpinning to 


support the legal conclusion of obviousness’).”    


 


B.  Identifying the Presence of Certain DNA  


Secondly, and perhaps more importantly from the standpoint of patent-


eligibility, the process claimed to identify certain known DNA does not in any way 


involve a claim to the DNA, per se, nor to a method of use of DNA.  Rather, the 


DNA involved in the claimed invention is the object of identification to determine 


the presence of certain DNA.  The Number One concern of the Supreme Court in 


considering whether an invention is patent-eligible is whether it does or does not 


“preempt” research or future use of the DNA.  Quite clearly, known DNA is the 


object of the identification test claimed by Sequenom:  There is no possible 


preemption of any use of the DNA based upon the claimed invention.   


 


Just as a “microscope” can be used to identify the makeup of  biological 


samples, the Sequenom invention in the Ariosa case provides a method to identify 


certain DNA. The Ariosa case has nothing to do with making, using or modifying 


DNA or creating brand new DNA, but, instead,  the Ariosa case provides a pioneer 


genetic test to identify the presence or absence of specific, known DNA to see 


whether a fetus has such DNA, Remarkably, the test involves a blood test can be 


made based upon a simple blood sample drawn from the pregnant mother’s arm – 


as opposed to the classic, invasive amniocentesis involving invasion of the womb 


to collect a serum sample.  
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Sequenom is thus an invention to identify DNA contained in amniotic fluid 


but where the identification can be made without amniocentesis.  As a method of 


identification of material in a sample, the invention in the Ariosa case may be 


analogized to a biotechnology “microscope” to identify the presence or absence of 


DNA.   


 


 The Sequenom invention thus provides a novel pre-natal test to identify 


paternal DNA from a blood test that is based upon blood drawn from a pregnant 


mother’s arm, a breakthrough from the prior art womb-invasive collection of fluid 


through amniocentesis.  


 


As defined by claim 1, the Sequenom invention involves a test “performed 


on a maternal serum or plasma sample from a pregnant female” that, for example, 


is directly drawn from the mother’s arm as with any regular blood test, where the 


\method then involves “amplifyi[cation of] a paternally inherited nucleic acid from 


the serum or plasma sample” which takes an otherwise too sparse amount of the 


DNA to be sampled, when is then  followed by “detecting the presence of a 


paternally inherited nucleic acid of fetal origin in the sample.”
*
 


 


  


                                                           
*Claim 1:  “A method for detecting a paternally inherited nucleic acid of 


fetal origin performed on a maternal serum or plasma sample from a pregnant 


female, which method comprises 


amplifying a paternally inherited nucleic acid from the serum or plasma sample 


and 


detecting the presence of a paternally inherited nucleic acid of fetal origin in 


the sample.” 
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 While the factual setting surely should lead to a conclusion of patent- 


eligibility, the reality is that the case turned on different issues:  It is these different 


issues that form the legal predicate for any argument at the Supreme Court, and 


why this is a poor choice for a test case to reach the Supreme Court. See § IV,  


A Unique Decision Departing from Key Facts 


 


IV.  A UNIQUE DECISION DEPARTING FROM KEY FACTS  


The Federal Circuit decision focused upon the fact that DNA is named in the 


claimed invention, without considering the fact that there is no claim to DNA, per 


se, nor to the use of DNA, nor the fact that the DNA in the process is merely the 


object of identification, and – as known DNA is clearly lacking patentability under 


35 USC § 102 above and beyond the issue of patent-eligibility.   


As to patent-eligibility, the prime concern of the Supreme Court patent-


eligibility case law has been that a patent should not “preempt” future research or 


use of the DNA, but, here, such preemption is not possible.   Thus, there was no 


“use” of DNA claimed, contrary to what is said by members of the court.  Ariosa 


Diagnostics , Inc. v. Sequenom, Inc., __ F.3d __, __ slip op. at 11 (Dec. 2, 2015) 


(Lourie, J., joined by Moore, J., concurring in den. reh’g en banc)(“[T]he claims 


here are directed to an actual use of the natural material of [cell-free fetal DNA]. 


They recite innovative and practical uses for it[.]”)(original emphasis), id., slip op. 


at 11 (“[I]f the concern is preemption of a natural phenomenon, this is, apparently, 


a novel process and that is what patents are intended to incentivize and be awarded 


for.”); id., slip op. at 14 (Dyk, J., concurring in den. reh’g en banc)(quoting Mayo 


Collaborative Servs. v. Prometheus Labs., Inc., 132 S. Ct. 1289, 1294 (2012), 


quoting Parker v. Flook, 437 U.S. 584, 594 (1978))(“The Mayo Court found that 


prior Supreme Court decisions ‘insist that a process that focuses upon the use of a 



https://apps.fastcase.com/CaseLawPortal/Pages/Secure/Document.aspx?LTID=E1m9ypBr5FRzSlYRvUc%2fWUWVVSBhF3zCErbcMjfnLKU7UcOfAcBdlxxTmYY%2bX61zE6vR2NX8B3YvG7ykdL3DjsHtAadX5yZ6ZyHgd9jljmiUA66WJ184dQ05b6Cyr25VCWUsUgWP1zFAOKFmsCC2js0%2bjKT3oM%2bz2dMyLyiw3KIW%2fdOCWTPU7AP4b0xGOzjm&ECF=%2c+437+U.S.+584
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natural law also contain other elements or a combination of elements, sometimes 


referred to as an 'inventive concept,' sufficient to ensure that the patent in practice 


amounts to significantly more than a patent upon the natural law itself.’")(emphasis 


added)  


V.   WHITHER AMICI PARTICIPATION  


 


 A.  Dangers of Amici Participation at the Petition Stage  


 


 To be sure, a petitioner at the Supreme Court often clearly needs amici 


support to gain certiorari.  Conversely, a potential amicus who does not want grant 


of review best plays his cards at the petition stage by standing pat:  He should 


refrain from amicus participation as the more participation there is at this level, the 


more attention the Court will pay to the particular case, and therefore the greater 


the chance that four of the members of the Court will vote for review – the magic 


number for grant of certiorari. 


 


 To be sure, the facts of the Sequenom patent are compelling and cry out for 


a ruling of patent-eligibility.   But, the legal ground for denial of patent-eligibility 


do not reflect an argument keyed to the “all elements” rule and, indeed, the above-


quoted remarks of Circuit Judge Dyk show that that the case was viewed as one 


involving “use of a natural law” whereas, in fact, the claimed invention is merely 


to identify certain DNA. 


 The dual factors of a failure of the appellate tribunal to understand the 


Adams Battery case and the “all elements” rule, coupled with the misunderstanding 


that the invention involves the use of the DNA all suggest that there is clear basis 


for a properly argued case to distinguish Ariosa v. Sequenom at the en banc level 
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of the court.  Quite clearly, even though en banc review is difficult, it is far, far 


easier to shape the law in this manner than butting heads at the Supreme Court 


where a patentee has a remarkably low chance of success. 


 


 More important from the standpoint of the pharmaceutical industry and 


potential amici, the question must be raised:  Which is more important, seeking to 


play the long odds against a patentee prevailing at the Supreme Court versus 


opening a pandora’s box to fresh consideration at the Supreme Court of the 


Papesch line of case law and other pharmaceutical patent issues? 


 


 B.  Positive Impact of Participation at the Merits Stage   


  


 Conversely, at the merits stage once certiorari has been granted, at that 


point in time, amicus participation can be extremely important either from the 


standpoint of specific legal arguments that may be missed by the petitioner or by 


explaining the practical significance to a particular industry that will result from 


the Court’s decision. 


 


VI.  A FUTURE TEST CASE COMING FROM A POST GRANT REVIEW  


 


 Assuming that certiorari is denied in Sequenom, this would leave the 


Federal Circuit decision outstanding.  It would then be inevitable that a Post Grant 


Review proceeding will at some point in the near future be taken against a patent 


with facts similar to the Ariosa decision.  Here, this represents perhaps the best 


chance to undo the damage of the Ariosa decision.  In the first instance, a patent-


knowledgeable decision is likely to be rendered by the Patent Trial and Appeal 


Board and, thereafter, there can be review at the Federal Circuit.  
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 It may well be that the Ariosa decision can be distinguished, thereby 


avoiding the need for en banc review. 


 


VII.  CONCLUSION  


 


 Anyone who expects the Supreme Court to necessarily provide a nuanced 


approach to patent-eligibility should consider the sobering facts concerning the 


patent experience available to the Court.  


 


 Unlike the Federal Circuit which has several patent attorneys on the bench 


and where all but the newest members of the court have had a daily diet of patent 


cases and thus gained expertise on the bench, the Supreme Court has no patent 


attorney amongst its members nor does any of the members of the court have a 


long track record of hearing patent cases:  Generally, there are only two or three 


patent cases at the Supreme Court per year.    Unlike the Federal Circuit which has 


a staff of about fifty law clerks, most having a technical degree and patent 


expertise, none of the roughly forty law clerks at the Supreme Court has any patent 


experience. 


 


 While the current posture of the Sequenom case is negative, it remains to be 


seen how the petitioner fashions the Question Presented at the Supreme Court.  


Given that amici briefs are filed after the petition is filed, potential amici can have 


an open mind, today, and first await reading the certiorari petition to reach a final 


decision whether to file amici briefs in support of the petition.   








 


 


Supreme Court Patentability/Validity Decisions since 1952  


(§§ 101-103, 112) 
▒▒ pro-patentee       ▒▒ anti-patentee 


Case 101 102 103 112 


Hazeltine Research v. Brenner, 382 U.S. 252 (1965)   ▒▒  


United States v. Adams, 383 U.S. 39 (1966)   ▒▒  


Graham v. John Deere, 383 U.S. 1 (1966)   ▒▒  


Brenner v. Manson, 383 U.S. 519 (1966) ▒▒    


Anderson’s-Black Rock  v. Pavement Salv., 396 U.S. 57 (1969)   ▒▒  


Gottschalk v. Benson, 409 U.S. 63 (1972) ▒▒    


Dann v. Johnston, 425 U.S. 219 (1976) ▒▒    


Sakraida v. Ag Pro, 425 U.S. 273 (1976)   ▒▒  


Parker v. Flook, 437 U.S. 584 (1978) ▒▒    


Diamond v. Chakrabarty, 447 U.S. 303 (1980) ▒▒     


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


Pfaff v. Wells Electronics, 525 U.S. 55 (1998)  ▒▒   


J.E.M. Ag Supply v. Pioneer, 534 U.S. 124 (2001) ▒▒    


Bilski v. Kappos, 561 U.S. 593 (2010) ▒▒    


Microsoft Corp. v. i4i, 131 S.Ct. 2238 (2011)  ▒▒   


Mayo v. Prometheus, 132 S. Ct. 1289 (2012) ▒▒    


Myriad case, Ass’n Mol. Path. v. Myriad, 133 S. Ct. 2107 (2013) ▒▒    


Nautilus  v. Biosig Instruments,134 S.Ct. 2120 (2014)    ▒▒ 


Alice v. CLS Bank, 134 S. Ct. 2347 (2014) ▒▒    


            ▒▒ + ▒▒  TOTAL NUMBER IN THIS CATEGORY: 11   2   5   1 


                                            ▒▒ + ▒▒  as   %  OF ALL CASES 58 10 26   5 


              ▒▒   %  PATENT APPLICANT/PATENTEE WINS  27 50  20   0 
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