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I. INTRODUCTION 
 
To be entitled to a patent, a claimed invention must satisfy certain patentability 

requirements. Perhaps the most basic requirement is that the subject matter sought to be 
patented is in fact eligible for patent protection. In addition, the invention must meet 
other patentability requirements, including novelty, non-obviousness, written description, 
and enablement. Like the other requirements, the eligibility requirement is established by 
statute: 35 U.S.C. § 101. But the Supreme Court long ago carved out certain exceptions 
to patent eligibility for abstract ideas, laws of nature, and natural phenomena.   

 
Between 2010 and 2014, the United States Supreme Court issued four decisions 

(Bilski, Mayo, Myriad, and Alice) that shifted the dividing line between eligible and 
ineligible subject matter. Specifically, the Court articulated a new Mayo/Alice two-step 
test to distinguish eligible subject matter from subject matter that falls within one of the 
exceptions. The United States Court of Appeals for the Federal Circuit and the United 
States Patent and Trademark Office (USPTO) have worked to understand and apply the 
Supreme Court’s test. But the impact of that test and its application by the Federal Circuit 
and the USPTO have sparked considerable discussion in the patent community, both 
critical and favorable, of the Supreme Court’s jurisprudence. 

 
On October 17, 2016, the USPTO issued a Federal Register Notice1 seeking 

public input on patent eligible subject matter in the wake of the recent decisions by the 
Supreme Court. In the Notice, the USPTO announced the convening of two roundtables: 
one focused on the examination guidance developed by the USPTO to implement the 
recent Supreme Court and subsequent Federal Circuit precedent; and a second focused 
more broadly on the current state of the law of patent eligibility. The second roundtable, 
Roundtable 2—Exploring the Legal Contours of Patent Eligible Subject Matter, is the 
subject of this report.  

 
The Notice invited members of the public to present their views at the roundtable 

or to share their views through written comments. To solicit input on the impact of the 
Supreme Court’s recent § 101 jurisprudence, including legal, policy, or economic 
analyses, the Notice set forth a series of questions. Many of the questions focused on two 
technology areas believed to be especially affected by recent law: life sciences and 
computer-related technologies.   

 
Roundtable 2 was held on December 5, 2016, at Stanford University. The 

roundtable consisted of seven interactive panels that included speakers who participated 
locally, as well as those that spoke remotely from USPTO headquarters in Alexandria, 
Virginia, and each of the USPTO regional offices. There were over 250 participants from 
across the country representing a broad cross-section of the patent community, including 
industry, private practice, academia, associations, inventors, and small businesses. 
                                                 
1 Notice of Roundtables and Request for Comments Related to Patent Subject Matter Eligibility, 81 Fed. 
Reg. 71,485 (October 17, 2016); see Appendix I.   
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Following the roundtable, 26 written comments were submitted to the USPTO by a 
similarly diverse group.2 

II. OVERVIEW 
 
This report is intended to provide a comprehensive review of patent eligibility law 

and a record of public views on the impact of the recent Supreme Court patent eligibility 
jurisprudence and public recommendations for a path forward.   

 
Section III provides a historical overview of patent eligibility law. It begins by 

discussing the basis in the Patent Act, then summarizes Supreme Court jurisprudence 
leading up to and including the four recent cases that significantly impacted eligibility 
law, and finally reviews the Federal Circuit’s application of the Supreme Court’s 
Mayo/Alice two-step eligibility test. It also provides an overview of patent eligibility law 
internationally, beginning with a discussion of the Agreement on Trade-Related Aspects 
of Intellectual Property Rights (TRIPS), then summarizing the assessment of patent 
subject matter eligibility in other IP5 patent offices, and finally discussing differing 
approaches in life sciences and computer-related technologies.   

 
Section IV summarizes public views on patent eligibility jurisprudence as 

recorded during the roundtable and in written comments submitted to the USPTO. It 
documents both critical and favorable views of the Supreme Court’s two-step test and the 
application of that test by the Federal Circuit. It also summarizes public reports on the 
impact of the current law on science and innovation, and the asserted repercussions of 
having differing eligibility standards in the United States and abroad. Finally, it 
summarizes public views on the effect of recent law in the two most-affected areas of 
technology, life sciences, and computer-related technologies.   

 
Section V reviews public recommendations on what, if any, measures should be 

taken to address the recent changes in patent eligibility law. The recommended measures 
generally fall into three categories: continued development of the law by the judiciary; 
administrative measures by the USPTO; and proposed legislative changes.    

                                                 
2 The webcast of the roundtable is available at https://livestream.com/uspto/RoundatbleStanford. A 
transcript of the roundtable, as well as the agenda, speaker presentations, and written comments submitted 
following the roundtable, are available at: 
https://www.uspto.gov/patent/initiatives/patent-subject-matter-eligibility-roundtable-2.  See Appendix II for 
a list of roundtable participants and Appendix III for a list of parties that submitted written comments.   
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III. BACKGROUND  
 

A. Historical Development of Patent Subject Matter Eligibility in the 
United States 

 
1. Statutory Basis for Patent Eligibility 

 
 The statutory basis for patent eligible subject matter is set forth in 35 U.S.C. 
§ 101: 

Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter, or any new and useful improvement 
thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title.3 

 
 This statutory language has changed little during the history of U.S. patent law. 
The first patent statute permitted patenting of “any useful art, manufacture, engine, 
machine, or device, or any improvement therein.”4 Enacted three years later, the second 
patent statute provided for patent protection for “any new and useful art, machine, 
manufacture or composition of matter, or any new and useful improvement on any art, 
machine, manufacture or composition of matter.”5 This language is nearly identical to the 
current statutory language. 
  
 In 1930, Congress enacted the Plant Patent Act to extend patent protection to 
asexually reproduced plants.6 This Act was effectuated through an amendment to the 
patent eligibility provision.7 But, in the Patent Act of 1952, Congress moved the plant 
patent provision to another section, replaced the word “art” with “process,” and provided 
a definition for the latter.8      
 

                                                 
3 In addition to being patent eligible, an invention must also satisfy the other statutory requirements for 
patentability to qualify for patent protection. 35 U.S.C. § 102 (novelty), § 103 (non-obviousness), § 112 
(written description, enablement, definiteness). Furthermore, a separate requirement for utility is grounded 
in the term “useful” in 35 U.S.C. § 101. 
4 Patent Act of 1790, ch. 7, 1 Stat. 109 (1790). 
5 Patent Act of 1793, ch. 11, § 1, 1 Stat. 318 (1793). 
6 Act of May 23, 1930, Pub. L. No. 71-245, ch. 312, 46 Stat. 376. 
7 Id. (“Any person who has invented or discovered any new and useful art, machine, manufacture, or 
composition of matter, or any new and useful improvements thereof, or who has invented or discovered 
and asexually reproduced any distinct and new variety of plant, other than a tuber-propagated plant, . . . 
may . . . obtain a patent therefor.”) (emphasis added). 
8 66 Stat. 797, ch. 10, § 101 (1952) (“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.”); id. § 100(b) (defining “process” to mean 
“process, art, or method”); id. § 161 (1952) (providing for patent protection for plants); see Diamond v. 
Chakrabarty, 447 U.S. 303, 309 (1980). 
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2. Early Supreme Court Jurisprudence 
 
 The Supreme Court has long recognized limits on patent eligible subject matter 
beyond those explicitly set out in the statute. These judicially created exceptions to patent 
eligibility have been applied and interpreted by the lower courts. As early as the mid-
1800s, the Court stated that “[a] principle, in the abstract, is a fundamental truth,” which 
“cannot be patented.”9 Nor can an exclusive right be obtained for a new power, such as 
steam or electricity.10 In contrast, the Court noted that a patent could be obtained if the 
principle is applied to effectuate a practical result.11 Regarding the claimed invention, a 
combination of machinery for manufacturing pipes with a new property of lead, the Court 
concluded that it could not be patented without first establishing its novelty.12 In the same 
time period, the Court held Morse’s claim to the use of electromagnetism for “marking or 
printing intelligible characters, signs, or letters at any distances” to be unpatentable.13 
The Court explained that Morse had not shown “that the electro-magnetic current, used as 
motive power, in any other method, and with any other combination, will do as well.”14 
These early decisions formed the foundation of the Court’s prohibition against patenting 
natural principles.  
 
 Then, in Rubber Tip Pencil,15 the Supreme Court extended the patent eligibility 
prohibition to abstract ideas in rejecting a patent for a rubber head “to be attached to a 
pencil or something else of like character.”16 The Court concluded that a “piece of rubber 
with a hole in it” was not new, and the fact that “the cavity must be made smaller than the 
pencil . . . [to] be held thereon by the inherent elasticity of the rubber . . . add[ed] nothing 
to the patentable character of the invention.”17 Therefore, what was left was simply the 
idea of attachment of the rubber head to the pencil for convenient use as an eraser, but the 
Court explained that “[a]n idea of itself is not patentable.”18 That same year, the Court 
held that “a pulp suitable for the manufacture of paper, made from wood or other 
vegetable substances” was unpatentable.19 The Court reasoned that “[t]here are many 
things well known and valuable in medicine or in the arts which may be extracted from 
divers[e] substances”; however, “the extract is the same, no matter from what it has been 
taken.”20 While the extraction process “may be the creature of invention,” the Court 
concluded that “the thing itself when obtained cannot be called a new manufacture.”21  
 

                                                 
9 Le Roy v. Tatham, 55 U.S. 156, 175 (1852). 
10 Id. 
11 Id. at 175. 
12 Id. at 176-77. 
13 O’Reilly v. Morse, 56 U.S. 62, 112-120 (1853). 
14 Id. at 117. 
15 Rubber-Tip Pencil Co. v. Howard, 87 U.S. 498 (1874). 
16 Id. at 505. 
17 Id. at 506-07. 
18 Id. at 507. 
19 Am. Wood-Paper Co. v. Fibre Disintegrating Co., 90 U.S. 566, 577, 593-94 (1874). 
20 Id. at 593. 
21 Id. at 593-94. 
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 The Supreme Court first considered patent eligibility for processes in Cochrane v. 
Deener.22 At the time, the Patent Act recited “art” rather than “process.” The Court in 
Cochrane defined an eligible process to be “an act, or a series of acts, performed upon the 
subject-matter to be transformed and reduced to a different state or thing,” provided it is 
new and useful.23 Shortly thereafter, the Court reaffirmed “[t]hat a patent can be granted 
for a process,” explaining that “[a] manufacturing process is clearly an art within the 
meaning of the law.”24 The Court thus held that the applicant could patent his process of 
manufacturing fat acids and glycerin from fat using water at high temperature and 
pressure.25 While recognizing that a patent may not be obtained for “a mere principle,” 
the Court explained that the applicant did not claim the underlying chemical principle 
that the elements of fat must be “severally united with an atomic equivalent of water in 
order to separate from each other and become free.”26 Instead, he claimed “a particular 
mode of bringing about the desired chemical union between the fatty elements and 
water.”27 
 
 In The Telephone Cases,28 the Supreme Court found Bell’s invention to be patent 
eligible, distinguishing it from the unpatentable invention in O’Reilly v. Morse.29 While 
recognizing that Morse’s claim to the “use of magnetism as a motive power, without 
regard to the particular process with which it was connected in the patent, could not be 
claimed,” the Court explained that Bell’s “claim is not for the use of a current of 
electricity in its natural state as it comes from the battery, but for putting a continuous 
current, in a closed circuit, into a certain specified condition, suited to the transmission of 
vocal and other sounds, and using it in that condition for that purpose.”30 The Court thus 
declined to hold his patent invalid.31 Notably, the Court credited Bell with both discovery 
and invention: discovery in finding the art (process) of using electricity to reproduce at a 
distance vibrations caused by the voice, and invention in putting his art to practical use.32 
 

3. Significant Cases of the 20th Century 
 
 During the 20th century, the Supreme Court continued to define the contours of 
patent eligible subject matter. Early in the century, the Court began by identifying subject 
matter that was not patent eligible because it was too closely tied to a judicial exception. 
Two of those cases related to natural products. First, in American Fruit Growers,33 the 
Court held that citrus fruit treated with borax to render it resistant to mold is not a 
“manufacture” under the statute because “[a]ddition of borax to the rind of the natural 

                                                 
22 Cochrane v. Deener, 94 U.S. 780 (1876). 
23 Id. at 788. 
24 Tilghman v. Proctor, 102 U.S. 707, 722 (1880). 
25 Id. at 721, 729-30. 
26 Id. at 729. 
27 Id. 
28 The Telephone Cases, 126 U.S. 1 (1888). 
29 Id. at 534. 
30 Id. 
31 Id. at 535. 
32 Id. at 533. 
33 American Fruit Growers, Inc. v. Brogdex Co., 283 U.S. 1 (1931). 
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fruit does not produce from the raw material an article for use which possesses a new or 
distinctive form, quality, or property.”34 Moreover, the Court explained, “[t]here is no 
change in the name, appearance, or general character of the fruit.”35 Second, in Funk 
Bros.,36 the Court held that an inoculant for plants comprising a combination of different 
bacterial strains to improve nitrogen fixation was not “an invention or discovery within 
the meaning of the patent statutes.”37 In so holding, the Court reasoned that “[t]he 
combination of species produces no new bacteria”; rather “[e]ach species has the same 
effect it always had. The bacteria perform in their natural way.”38 The Court further 
explained that the recognition that certain strains can be mixed without inhibiting each 
other “is a discovery of their qualities of non-inhibition,” which is “no more than the 
discovery of some of the handiwork of nature and hence is not patentable.”39  
 
 The Supreme Court also identified patent ineligible subject matter involving 
mathematical formulas. In analyzing the patentability of an antenna system for radio 
communication, the Court explained that “[w]hile a scientific truth, or the mathematical 
expression of it, is not patentable invention, a novel and useful structure created with the 
aid of knowledge of scientific truth may be.”40 Thereafter, the Court held that a method 
for programming a general purpose computer to convert binary-coded decimal (BCD) 
signals to pure binary signals is not a “process” within the statute.41 The Court observed 
that the claimed process is “so abstract and sweeping as to cover both known and 
unknown uses of the BCD to pure binary conversion.”42 A patent on the claimed process, 
the Court concluded, “would wholly pre-empt the mathematical formula and in practical 
effect would be a patent on the algorithm itself.”43 Similarly, the Court held that a 
method for updating alarm limits during catalytic conversion, which includes a 
mathematical formula, is ineligible for patenting.44 The reason, according to the Court, is 
“not because [the claimed invention] contains a mathematical algorithm as one 
component, but because once that algorithm is assumed to be within the prior art, the 
application, considered as a whole, contains no patentable invention.”45 Explaining that a 
mathematical formula “cannot support a patent unless there is some other inventive 
concept,” the Court noted that the chemical processes of catalytic conversion, calculating 
alarm limits, and readjusting limits based on variables were all well known.46 
 
 Toward the end of the century, the Supreme Court changed course and issued a 
pair of decisions identifying eligible subject matter. First, the Court held that a bacterium 
genetically engineered with two plasmids providing separate hydrocarbon degradative 
                                                 
34 Id. at 6, 11. 
35 Id. at 12. 
36 Funk Bros. Seed Co. v. Kalo Inoculant Co., 333 U.S. 127 (1948). 
37 Id. at 128 n.1, 132. 
38 Id. 
39 Id. 
40 Mackay Radio & Telegraph Co. v. Radio Corp. of Am., 306 U.S. 86, 94 (1939). 
41 Gottschalk v. Benson, 409 U.S. 63 (1972). 
42 Id. at 68. 
43 Id. at 71-72. 
44 Parker v. Flook, 437 U.S. 584 (1978).  
45 Id. at 594. 
46 Id. 
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pathways, for use in treatment of oil spills, was patent eligible.47 While recognizing that 
“a new mineral discovered in the earth or a new plant found in the wild is not patentable 
subject matter,” the Court reasoned that the inventor “has produced a new bacterium with 
markedly different characteristics from any found in nature and one having the potential 
for significant utility. His discovery is not nature’s handiwork, but his own.”48 
 

One year later, the Court held that a process for molding synthetic rubber 
products, using the Arrhenius equation to calculate cure time, is patent eligible subject 
matter.49 The Court observed that the claimed process “involve[s] the transformation of 
an article, in this case raw, uncured synthetic rubber, into a different state or thing” and 
comprises a series of steps “beginning with the loading of a mold with raw, uncured 
rubber and ending with the eventual opening of the press at the conclusion of the cure.”50 
While recognizing that Arrhenius’s equation alone is not patent eligible, the Court 
concluded that “a process for curing rubber . . . which incorporates in it a more efficient 
solution of the equation . . . is at the very least not barred at the threshold by § 101.”51 
The Court further cautioned that “[i]t is inappropriate to dissect the claims into old and 
new elements and then to ignore the presence of the old elements in the analysis.”52  
After these two decisions, the Supreme Court remained silent on the contours of § 101 
until very recently.   

 
4. The Supreme Court’s Bilski, Mayo, Myriad, and Alice Decisions 

 
Over the past seven years, the Supreme Court has issued a series of decisions—

Bilski,53 Mayo,54 Myriad,55 and Alice56—that have significantly impacted patent 
eligibility law and continues to generate substantial public debate.   

 
Bilski, decided in 2010, involved a business method for hedging risk.57 In 

analyzing patent eligibility, the Supreme Court recognized that § 101 specifies four 
independent categories of inventions or discoveries that are eligible for patent protection 
(processes, machines, manufactures, and compositions of matter), but judicial precedent 
provides three specific exceptions to patent eligibility for laws of nature, physical 
phenomena, and abstract ideas.58 The Court rejected the view of the U.S. Court of 
Appeals for the Federal Circuit that the so-called “machine or transformation test” is the 
exclusive test for assessing patent eligibility of a process.59 Under that test, a process 
claim is patent eligible provided it is (1) tied to a particular machine or apparatus, or (2) 
                                                 
47 Diamond v. Chakrabarty, 447 U.S. 303 (1980).   
48 Id. at 309-10. 
49 Diamond v. Diehr, 450 U.S. 175 (1981). 
50 Id. at 184. 
51 Id. at 188. 
52 Id. 
53 Bilski v. Kappos, 561 U.S. 593 (2010). 
54 Mayo Collaborative Servs. v. Prometheus Labs., Inc., __U.S.__, 132 S. Ct. 1289 (2012). 
55 Ass’n for Molecular Pathology v. Myriad Genetics, Inc., __U.S.__, 133 S. Ct. 2107 (2013). 
56 Alice Corp. v. CLS Bank Int’l, __U.S.__, 134 S. Ct. 2347 (2014).   
57 Bilski v. Kappos, 561 U.S. 593, 599 (2010). 
58 Id. at 601. 
59 Id. at 604. 
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transforms a particular article into a different state or thing.60 The Court explained that 
although the machine-or-transformation test “is a useful and important clue,” it is “not the 
sole test for deciding whether an invention is a patent-eligible ‘process.’”61 The Court 
held that the claims at issue were invalid because they were directed to the unpatentable 
abstract idea of hedging risk in the energy market and added only token post-solution 
components, namely, use of well-known random analysis techniques to establish inputs.62 
The Court observed that hedging is a long prevalent fundamental economic practice, and 
that allowing the patent claims “would pre-empt use of [risk hedging] in all fields” and 
“effectively grant a monopoly over an abstract idea.”63 The Court, however, left open the 
possibility that at least some business methods are patent eligible.64     

 
Following Bilski, the Supreme Court in Mayo addressed a method for optimizing 

drug dosages for treatment of autoimmune diseases in humans.65 The inventors 
discovered the relationship between the concentration of a metabolite in the blood 
following administration of the drug and the likelihood that the administered dosage 
would be ineffective or produce harmful side effects.66 The inventors obtained a patent 
claiming a method of determining whether a given dosage level is too low or too high 
based on the metabolite level.67 The Court held the claims to be patent ineligible.68 In 
analyzing the claims, the Court introduced a two-step framework for distinguishing 
patent ineligible concepts from patent eligible applications of those concepts.69 The first 
step is to consider whether the claims are directed to a judicially recognized exception to 
patentability, i.e., abstract ideas, laws of nature, or natural phenomena.70 If so, then the 
second question is “whether the claims do significantly more than simply describe these 
natural relations,” i.e., whether additional elements considered separately or as an ordered 
combination “transform the nature of the claim” into “a patent-eligible application” of the 
judicial exception.71 Applying the first step of this framework to the claims at issue, the 
Court found that the claims were directed to a law of nature: the relationship between the 
concentration of a particular metabolite in the blood and the likelihood that a dosage of a 
drug will be ineffective or harmful.72 Assessing the second step, the Court determined 
that the claims did not do “significantly more” than describe this natural relationship, i.e., 
the additional elements considered separately and as an ordered combination did not 
“transform the nature of the claim” into “a patent-eligible application” of the judicial 
exception.73  

 
                                                 
60 Id. at 602. 
61 Id. at 604. 
62 Id. at 612. 
63 Id. at 611-12. 
64 Id. at 606-07. 
65 Mayo, 132 S. Ct. at 1294-95. 
66 Id. at 1294. 
67 Id. 
68 Id. at 1305. 
69 Id. at 1296-98; see Alice, 134 S. Ct. at 2355 (summarizing two-part test in Mayo). 
70 Id. at 1296-97, 1293; see Alice 134 S. Ct. at 2355. 
71 Id. at 1297-98; see Alice 134 S. Ct. at 2355. 
72 Id. at 1296. 
73 Id. at 1297-98. 
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At issue in Myriad was the patent eligibility of claims to isolated DNA (genes) 
associated with an increased risk of breast cancer, and synthetic DNA created from RNA 
known as complementary DNA (cDNA).74 The Supreme Court held that the isolated 
genes “fell squarely within the law of nature exception.”75 The Court explained that 
discovering the location of the genes does not render the genes patent eligible, nor does 
the act of separating them from their surrounding genetic material.76 While 
acknowledging that claims to a product “with markedly different characteristics from any 
found in nature” may be patent eligible,77 the Court explained that Myriad’s claims to 
isolated genes lacked such characteristics because they do not rely on any chemical 
changes resulting from isolation, and are not even expressed in terms of chemical 
composition.78 The Court did, however, rule that the claimed cDNAs were patent eligible 
because they differed from naturally occurring DNA by the absence of intron regions 
(i.e., non-coding nucleotide sequences).79 

 
Finally, in Alice, the Court reaffirmed the Mayo two-step framework and applied 

it to claims reciting a computer-implemented process, computer system, and computer 
readable medium for mitigating settlement risk.80 Under step one of the framework, the 
Court concluded that the claims were directed to the abstract idea of intermediated 
settlement.81 In assessing step two, the Court considered whether the claim elements, 
individually or as an ordered combination, “‘transform the nature of the claim’ into a 
patent-eligible application.”82 The Court referred to the second step as “a search for an 
inventive concept—i.e., an element or combination of elements that is sufficient to ensure 
that the patent in practice amounts to significantly more than a patent upon the ineligible 
concept itself.”83 Looking at the claims at issue, the Court concluded that mere generic 
computer implementation does not transform the abstract idea into a patent-eligible 
invention.84 Thus, the court held the process claims, as well as the claims to the computer 
system and computer-readable medium, to be patent ineligible.85    

 
5. The Federal Circuit’s Application of the Supreme Court’s 
 Framework  

 
 Since the Supreme Court’s Bilski/Mayo/Myriad/Alice decisions and prior to the 
Stanford roundtable, the Federal Circuit issued numerous precedential decisions applying 
the Supreme Court’s framework to a broad spectrum of subject matter. The cases 
generally fall into two categories: life sciences and computer-related technologies.   

                                                 
74 Myriad, 133 S. Ct. at 2112-13. 
75 Id. at 2117. 
76 Id. at 2117-18. 
77 Id. at 2117 (quoting Chakrabarty, 447 U.S. at 310). 
78 Id. at 2118. 
79 Id. at 2119. 
80 Alice, 134 S. Ct. at 2355, 2352. 
81 Id. at 2355-57. 
82 Id. at 2355 (quoting Mayo, 132 S. Ct. at 1294).   
83 Id. (internal quotation marks omitted). 
84 Id. at 2357-60. 
85 Id. at 1260. 
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a. Life Sciences Technologies 

 
 In the life sciences context, the Federal Circuit has applied the Supreme Court 
framework to hold many life science inventions to be patent ineligible.86 In one of those 
cases, Ariosa Diagnostics, Inc. v. Sequenom, Inc., the claimed invention was a method for 
detecting cell-free fetal DNA (cffDNA) in maternal blood and diagnosing a pre-natal 
condition based on such DNA.87 The inventors developed tests for detecting paternally 
inherited cffDNA in maternal blood to diagnose certain genetic defects thereby avoiding 
the risks of other more invasive techniques.88 The Federal Circuit determined that the 
claimed methods were patent ineligible because they begin and end with a natural 
phenomenon, cffDNA, and each of the steps was well-understood, routine, and 
conventional.89  Judge Linn concurred in the judgment.90 While he felt “bound by the 
sweeping language of the test set out in Mayo,” in his view, “the breadth of the second 
part of the test was unnecessary to the decision reached in Mayo.”91 Specifically, he 
criticized the Supreme Court for “discount[ing], seemingly without qualification, any 
‘post-solution activity that is purely conventional or obvious.’”92 As a consequence, the 
Court left him no room to distinguish Mayo, “even though here no one was amplifying 
and detecting paternally-inherited cffDNA using the plasma or serum of pregnant 
mothers.”93 
 
 Following the Federal Circuit’s panel decision, Sequenom filed a petition for 
rehearing en banc.94 The Federal Circuit denied rehearing, with Judge Lourie (joined by 
Judge Moore) and Judge Dyk concurring separately in the denial, while Judge Newman 
dissented.95 Judge Lourie felt bound to deny rehearing, finding “no principled basis to 
distinguish this case from Mayo.”96 He acknowledged that the claims “may be indefinite 
or too broad,” but he thought “the fine filter of § 112 might be better suited to treating 
these as questions of patentability, rather than reviewing them under the less-defined 
eligibility rules.”97 He also felt that the claims “should not be patent-ineligible on the 
ground that they set forth natural laws or abstractions.”98 In his view, “it is unsound to 

                                                 
86 Ariosa Diagnostics, Inc. v. Sequenom, Inc., 788 F.3d 1371 (Fed. Cir. 2015) (method for detecting cell-
free fetal DNA and diagnosing pre-natal conditions in pregnant woman); Genetic Techs., Ltd. v. Merial 
LLC, 818 F.3d 1369 (Fed. Cir. 2016) (method for detecting genetic variation in coding regions based on 
noncoding regions); Univ. of Utah Research Found. v. Ambry Genetics Corp., 774 F.3d 755 (Fed. Cir. 
2014) (DNA primer and method for detecting BRCA1 gene mutation); In re Roslin Inst. (Edinburgh), 750 
F.3d 1333 (Fed. Cir. 2014) (cloned mammals).   
87 Ariosa, 788 F.3d at 1373-74. 
88 Id. at 1373. 
89 Id. at 1376-78. 
90 Id. at 1380-81. 
91 Id. at 1380. 
92 Id. (quoting Mayo, 132 S. Ct. at 1299) (original alterations omitted). 
93 Id. at 1381 (emphasis in original). 
94 Ariosa Diagnostics, Inc. v. Sequenom, Inc., 809 F.3d 1282 (Fed. Cir. 2015). 
95 Id.  
96 Id. at 1284. 
97 Id. at 1286. 
98 Id. at 1285. 
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have a rule that takes inventions of this nature out of the realm of patent-eligibility on 
grounds that they only claim a natural phenomenon plus conventional steps.”99   
 
 Judge Dyk agreed that “a too restrictive test for patent eligibility under 35 U.S.C. 
§ 101 with respect to laws of nature (reflected in some of the language in Mayo) may 
discourage development and disclosure of new diagnostic and therapeutic methods in the 
life sciences,” yet he likewise felt bound by Mayo.100 He found Mayo to be problematic 
“insofar as it concludes that inventive concept cannot come from discovering something 
new in nature, e.g., identification of a previously unknown natural relationship or 
property.”101 Instead, he proposed an approach to “limit[] the scope of patents based on 
new discoveries to narrow claims covering applications actually reduced to practice.”102 
He considered the major defect in the claims at issue to be “not that [they] lack inventive 
concept but rather that they are overbroad.”103 Judge Newman dissented from the denial 
of rehearing because in her view the claimed method was not previously known, unlike 
the medicinal product and metabolites in Mayo, and therefore the claimed invention was 
distinguishable from Mayo.104  
  
 After denial of en banc rehearing, Sequenom petitioned the Supreme Court for 
writ of certiorari.105 Twenty-two amicus briefs were filed, all but one in support of the 
petitioner.106 Despite the significant amicus support, and the separate opinions below, the 
Supreme Court denied certiorari.107 
  
 In contrast to Ariosa, there have been two cases in which the Federal Circuit has 
applied recent Supreme Court jurisprudence to hold life science subject matter to be 
patent eligible. First, shortly after Bilski but prior to Mayo, Myriad, and Alice, the Federal 
Circuit issued a decision holding two of three patents related to immunization schedules 
to be patent eligible.108 The two patents claimed a method for screening immunization 
schedules for the risk of causing an immune-mediated disorder to identify the lowest risk 
schedule, and administering vaccines according to that schedule.109 The third patent was 
limited to a method of determining the disease risk of an immunization schedule.110 The 
court found that two patents were “directed to a method of lowering the risk of chronic 
immune-mediated disorder, including the physical step of immunization on the 
determined schedule,” and thus to “a specific, tangible application.”111 The court thus 
concluded that, in accordance with the guidance in Bilski that “exclusions from patent-
eligibility should be applied ‘narrowly,’ . . . the subject matter of these two patents 
                                                 
99 Id. at 1287. 
100 Id.  
101 Id. at 1289. 
102 Id. at 1292. 
103 Id. at 1293. 
104 Id. at 1293-94. 
105 Sequenom, Inc. v. Ariosa Diagnostics, Inc., 136 S. Ct. 2511 (2016) 
106 See SCOTUSblog, http://www.scotusblog.com/case-files/cases/sequenom-inc-v-ariosa-diagnostics-inc. 
107 Ariosa, 136 S. Ct. at 2511. 
108 Classen Immunotherapies, Inc. v. Biogen IDEC, 659 F.3d 1057 (Fed. Cir. 2011). 
109 Id. at 1060-61. 
110 Id. at 1061. 
111 Id. at 1066. 
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traverses the coarse eligibility filter of § 101.”112 In contrast, the court observed that the 
third patent is directed to “comparing known immunization results . . . found in the 
scientific literature, but does not require using this information for immunization 
purposes.”113 The court explained that the patent covered “the idea of collecting and 
comparing known information,” and is therefore limited to “the abstract principle that 
variation in immunization schedules may have consequences for certain diseases.”114 In 
sum, the court concluded that “the immunization step moves the [two patents] through 
the coarse filter of § 101, while the abstraction of the [third patent] is unrelieved by any 
movement from principle to application.115  
  
 More recently, following the Mayo/Alice two-step framework, the court ruled that 
a method of cryopreserving hepatocytes (liver cells) was patent eligible.116 The claimed 
method included subjecting the cells to density gradient fractionation to separate viable 
from nonviable hepatocytes, recovering the viable cells, and refreezing the viable cells.117 
Under step one of the analysis, the court found that the claims are not “‘directed to’ a 
patent-ineligible concept.”118  The court explained that “the claims are simply not 
directed to the ability of hepatocytes to survive multiple freeze thaw cycles” but instead 
“are directed to a new and useful laboratory technique for preserving hepatocytes.”119 
Moreover, according to the court, at step one of the analysis “it is not enough to merely 
identify a patent-ineligible concept underlying the claim.”120 Rather, the relevant inquiry 
is “whether that patent-ineligible concept is what the claim is ‘directed to.’”121 Having 
determined the invention was patent eligible under step one, the court did not need to 
proceed to step two. Yet, according to the court, even if it did analyze the claims under 
step two, it would similarly find them to be patent eligible.122   
  

b. Computer-Related Technologies 
 

 In a large majority of cases pertaining to computer-related inventions, many of 
which involve business methods, the Federal Circuit has applied the framework to find 
claims to be ineligible.123 In several cases, however, the Federal Circuit has held claims 
                                                 
112 Id.  
113 Id. at 1067. 
114 Id. 
115 Id. at 1068. 
116 Rapid Litigation Mgmt. Ltd. v. CellzDirect, Inc., 827 F.3d 1042 (Fed. Cir. 2016). 
117 Id. at 1045-46. 
118 Id. at 1047. 
119 Id. at 1048. 
120 Id. at 1050. 
121 Id. 
122 Id. at 1050-52. 
123 Accenture Global Servs., GmbH v. Guidewire Software, Inc., 728 F.3d 1336 (Fed. Cir. 2013) (system 
and method for processing insurance claims); Affinity Labs of Tex., LLC v. Amazon.com Inc., 838 F.3d 
1266 (2016) (system for delivering streaming content to handheld device); Affinity Labs of Tex., LLC v. 
DIRECTTV, LLC, 838 F.3d 1253 (Fed. Cir. 2016) (system for delivering regional broadcast signals to cell 
phone); Apple, Inc. v. Ameranth, Inc., 842 F.3d 1229 (Fed. Cir. 2016) (system for generating and 
transmitting menus); Bancorp Servs., LLC v. Sun Life Assurance Co. of Can. (U.S.), 687 F.3d 1266 (Fed. 
Cir. 2012) (system, method, and computer readable medium for administering and tracking life insurance 
policies); buySAFE, Inc. v. Google, Inc., 765 F.3d 1350 (Fed. Cir. 2014) (method and computer readable 
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involving computer technology to be patent eligible. As discussed further below, often 
eligibility turns on the presence of a technological solution to a technological problem in 
the claimed invention.   
 
 First, shortly after Bilski and prior to Mayo and Alice, the Federal Circuit 
considered the eligibility of patents directed to a method for rendering half-tone images 
of a digital image.124 The court noted that Bilski “refocused this court’s inquiry into 
processes on the question of whether the subject matter of the invention is abstract.”125 
The court found “nothing abstract” in the claimed processes “for rendering a halftone 
image of a digital image by comparing, pixel by pixel, the digital image against a blue 
noise mask.”126 Instead, the court found that “[t]he invention presents functional and 
palpable applications in the field of computer technology.”127 While acknowledging that 
algorithms and formulas play a “significant part” in the claimed methods, the court found 
that they did “not bring th[e] invention even close to abstractness.”128 Accordingly, the 
court found the claims to be patent eligible.129   
 

                                                 
medium for guaranteeing party performance in online transaction); Content Extraction & Transmission 
LLC v. Wells Fargo Bank, Nat’l Ass’n, 776 F.3d 1343 (Fed. Cir. 2014) (method of extracting and storing 
information from hard copy documents); CyberSource Corp. v. Retail Decisions, Inc., 654 F.3d 1366 (Fed. 
Cir. 2011) (method and computer readable medium for detecting fraud during Internet credit card 
transactions); Dealertrack, Inc. v. Huber, 674 F.3d 1315 (Fed. Cir. 2012) (method for electronic processing 
of credit applications); Digitech Image Techs., LLC v. Electronics for Imaging, Inc., 758 F.3d 1344 (Fed. 
Cir. 2014) (device profile, and method of creating, within a digital image processing system); Electric 
Power Group, LLC v. Alstom S.A., 830 F.3d 1350 (Fed. Cir. 2016) (system and method for real-time 
performance monitoring of an electric power grid); Fair Warning IP, LLC v. Iatric Sys., Inc., 839 F.3d 
1089 (Fed. Cir. 2016) (method and system for detecting improper access to patient’s protected health 
information); Fort Properties, Inc. v. Am. Master Lease LLC, 671 F.3d 1317 (Fed. Cir. 2012) (method for 
creating real estate investment instrument for tax-deferred exchanges); In re Smith, 815 F.3d 816 (Fed. Cir. 
2016) (method for conducting wagering game); TLI Commc’ns LLC v. AV Automotive, LLC, 823 F.3d 607 
(Fed. Cir. 2016) (method for taking, transmitting, and organizing digital images); Intellectual Ventures I 
LLC v. Capital One Bank (USA), 792 F.3d 1363 (Fed. Cir. 2015) (method for tracking and storing financial 
information for budgeting; system for customizing webpage content); Intellectual Ventures I LLC v. 
Symantec Corp., 838 F.3d 1307 (Fed. Cir. 2016) (method for screening e-mail for unwanted content; 
system for routing e-mail messages; method for screening viruses on a telephone network); Internet Patents 
Corp. v. Active Network, Inc., 790 F.3d 1343 (Fed. Cir. 2015) (method, system, and computer readable 
medium for navigating online application without data loss); Mortgage Grader, Inc. v. First Choice Loan 
Servs. Inc., 811 F.3d 1314 (Fed. Cir. 2016) (method and system for assisting borrower in obtaining a loan); 
OIP Techs., Inc. v. Amazon.com, Inc., 788 F.3d 1359 (Fed. Cir. 2015) (method for price optimization); 
Synopsis, Inc. v. Mentor Graphics Corp., 839 F.3d 1138 (Fed. Cir. 2016) (method for designing a logic 
circuit); Ultramercial, Inc. v. Hulu, LLC, 772 F.3d 709 (Fed. Cir. 2014) (method for distributing 
copyrighted products over the Internet); Versata Dev. Group, Inc. v. SAP Am., Inc., 793 F.3d 1306 (Fed. 
Cir. 2015) (method, apparatus, and computer readable medium for determining product price using 
organizational hierarchies). 
124 Research Corp. v. Microsoft Corp., 627 F.3d 859, 865, 867-69 (Fed. Cir. 2010). 
125 Id. at 868. 
126 Id. 
127 Id. 
128 Id. at 869. 
129 Id. 
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 Following the establishment of the two-step test in Mayo/Alice, the Federal 
Circuit applied that framework in DDR Holdings.130 At issue was a system for generating 
a composite webpage by combining certain elements of a “host” website with content of 
a third-party merchant.131 Specifically, the claimed system provided that when a user 
clicks on an advertisement for a third-party product displayed on a host website, the user 
is directed to a hybrid web page that combines the “look and feel” of the host website and 
product information from the third-party website.132 Beginning with step  one of the two-
step analysis, the court found that the claims did not “merely recite the performance of 
some business practice known from the pre-Internet world along with the requirement to 
perform it on the Internet.”133 Instead, the court found that “the claimed solution is 
necessarily rooted in computer technology in order to overcome a problem specifically 
arising in the realm of computer networks.”134 The court further observed that “the claims 
at issue do not attempt to preempt every application of the idea of increasing sales by 
making two web pages look the same.”135 Thus, the court concluded that the claimed 
system was patent eligible.136 
 
 Similarly, in Enfish,137 the Federal Circuit determined that claims to a data storage 
and retrieval system for a computer memory are not directed to an abstract idea.138 The 
system at issue incorporated a self-referential logical model, which allowed faster 
searching and more effective storage of data.139 As an initial matter, the court declined to 
“read Alice to broadly hold that all improvements in computer-related technology are 
inherently abstract and, therefore, must be considered at step two.”140 Analyzing the 
claimed invention under the first step of the Alice inquiry, the court found that the claims 
“are not directed to an abstract idea within the meaning of Alice,” but rather “to a specific 
improvement to the way computers operate, embodied in the self-referential table.”141 
The court distinguished from situations in which “general-purpose computer components 
are added post-hoc to a fundamental economic practice or mathematical equation,” 
finding instead that “the claims are directed to a specific implementation of a solution to 
a problem in the software arts.”142 Because the claims were not directed to an abstract 
idea under step one, the court did not proceed to step two of the analysis and concluded 
that the claims were patent-eligible.143 
 

                                                 
130 DDR Holdings, LLC v. Hotels.com, LP, 773 F.3d 1245 (Fed. Cir. 2014). 
131 Id. at 1249-50. 
132 Id. at 1257. 
133 Id. 
134 Id. 
135 Id. at 1259. 
136 Id. 
137 Enfish, LLC v. Microsoft Corp., 822 F.3d 1327 (Fed. Cir. 2016). 
138 Id. at 1336. 
139 Id. at 1333.   
140 Id. at 1335. 
141 Id. at 1336. 
142 Id. at 1339.  
143 Id. 
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 In the same year as Enfish, the Federal Circuit issued three more decisions finding 
computer-based inventions to be patent eligible under § 101. In Bascom,144 the court 
considered the patent eligibility of a system for filtering Internet content.145 Under step 
one, the court found the claims to be directed to an abstract idea because “filtering 
content is . . . a longstanding, well-known method of organizing human behavior, similar 
to concepts previously found to be abstract.”146 Thus, unlike in Enfish, the court 
proceeded to step two of Alice.147 While agreeing with the district court that “the 
limitations of the claims, taken individually, recite [a] generic computer, network and 
Internet components,” the court found that “the ordered combination of limitations” 
recites something more—“the installation of a filtering tool at a specific location, remote 
from the end-users, with customizable filtering features specific to each end user.”148 The 
court further noted that the claims do not “preempt all ways of filtering content on the 
Internet; rather, they recite a specific, discrete implementation of the abstract idea of 
filtering content.”149 Therefore, the court concluded that “the claims pass step two of 
Alice’s two-part framework.”150 
 
 Shortly thereafter, the Federal Circuit determined that a method for automatically 
animating lip synchronization and facial expression of 3-D characters was patent eligible 
subject matter.151 The court concluded that the claimed invention was not drawn to an 
abstract idea, explaining that “[w]hether at step one or step two of the Alice test . . . a 
court must look to the claims as an ordered combination, without ignoring the 
requirements of the individual steps.”152 The court viewed the claimed invention to be an 
improvement that “allow[s] computers to produce ‘accurate and realistic lip 
synchronization and facial expressions in animated characters’ that previously could only 
be produced by human animators.”153 Thus, according to the court, “[t]he claimed 
process uses a combined order of specific rules that renders information into a specific 
format that is then used and applied to create desired results:  a sequence of synchronized, 
animated characters.”154 The court further observed that the claim “does not preempt 
approaches that use rules of a different structure or different techniques.”155 
 
 Finally, in November 2016, the court issued its decision in Amdocs,156 
determining that a computer readable medium and method for collecting and processing 
network accounting records over a network is patent eligible.157 The court first observed 
that prior decisions had found facially-similar claims to be eligible either under step one 
                                                 
144 Bascom Global Internet Servs., Inc. v. AT&T Mobility LLC, 827 F.3d 1341 (Fed. Cir. 2016). 
145 Id. at 1345.  
146 Id. at 1348. 
147 Id. at 1349. 
148 Id. at 1349-50. 
149 Id. at 1350. 
150 Id. at 1352. 
151 McRO, Inc. v. Bandai Namco Games Am. Inc., 837 F.3d 1299 (Fed. Cir. 2016). 
152 Id. at 1313. 
153 Id. 
154 Id. at 1315. 
155 Id. at 1316. 
156 Amdocs (Israel) Ltd. v. Openet Telecom, Inc., 841 F.3d 1288 (Fed. Cir. 2016). 
157 Id. at 1299-1306. 
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or step two.158 The court then explained that even if the claimed invention “is directed to 
an ineligible abstract idea under step one, [it] is eligible under step two because it 
contains a sufficient ‘inventive concept’” by “require[ing] ‘computer code for using the 
accounting information with which the first network accounting record is correlated to 
enhance the first network accounting record.’”159 In other words, in the court’s view, the 
claims “recite[] a series of limitations that, when considered individually and as an 
ordered combination, provide an inventive concept sufficient to confer eligibility.”160 The 
court further explained that the claimed invention “is narrowly drawn to not preempt any 
and all generic enhancement of data in a similar system, and does not merely combine the 
components in a generic manner, but instead purposefully arranges the components in a 
distributed architecture to achieve a technological solution to a technological problem 
specific to computer networks.”161   
 
 Since the roundtable, the Federal Circuit has continued to issue decisions 
interpreting the Supreme Court’s recent jurisprudence.162  
 

B. International Approaches to Defining Patent Eligible Subject Matter 
 

1. The TRIPS Agreement  
 
 The World Trade Organization (WTO) Agreement on Trade-Related Aspects of 
Intellectual Property Rights (TRIPS) sets forth the minimum requirements applicable to 
all WTO members for the protection and enforcement of intellectual property rights, 
including patent rights.163 The United States is a WTO member and a signatory to the 
TRIPS Agreement.164 Article 27(1) of the TRIPS Agreement generally requires WTO 
members to make patents “available for any inventions, whether products or processes, in 
all fields of technology,” provided they satisfy other basic conditions of patentability.165   
 

                                                 
158 Id. at 1300. 
159 Id. 
160 Id. at 1306. 
161 Id. at 1301. 
162 Intellectual Ventures I LLC v. Capital One Bank (USA), 850 F.3d 1332 (Fed. Cir. 2017); Intellectual 
Ventures I LLC v. Erie Indemnity Co., 850 F.3d 1315 (Fed. Cir. 2017); Thales Visionix Inc. v. United 
States, 850 F.3d 1343 (Fed. Cir. 2017); Mentor Graphics Corp. v. Eve-USA, Inc., 851 F.3d 1275 (Fed. Cir. 
2017); RecogniCorp, LLC v. Nintendo Co., 855 F.3d 1322 (Fed. Cir. 2017); Credit Acceptance Corp. v. 
Westlake Servs., 859 F.3d 1044 (Fed. Cir. 2017); The Cleveland Clinic Found. v. True Health Diagnostics 
LLC, 859 F.3d 1352 (Fed. Cir. 2017).   
163 Marrakesh Agreement Establishing the World Trade Organization, Annex 1C, Agreement on Trade-
Related Aspects of Intellectual Property Rights, Apr. 15, 1994, 1869 U.N.T.S. 299, 33 I.L.M. 1197 
[hereinafter TRIPS].   
164 See WIPO (World Intellectual Property Organization), Contracting Parties/Signatories to TRIPS, 
http://www.wipo.int/wipolex/en/other_treaties/parties.jsp?treaty_id=231&group_id=22 (last visited July 
24, 2017). 
165 TRIPS, supra note 163, art. 27(1) (emphasis added). Specifically, inventions must also satisfy the 
criteria of novelty, inventive step/non-obviousness, and industrial applicability/utility.  Id.  
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Other provisions of TRIPS permit members to exclude certain inventions from 
patent protection, mainly on the basis of moral or public policy considerations. For 
instance, Article 27(2) of TRIPS provides that members: 

 
[M]ay exclude from patentability inventions, the prevention within their 
territory of the commercial exploitation of which is necessary to protect 
ordre public or morality, including to protect human, animal or plant life or 
health or to avoid serious prejudice to the environment, provided that such 
exclusion is not made  merely because the exploitation is prohibited by their 
law.166   
 
Separately, Article 27(3) permits WTO members to categorically exclude from 

patent eligibility: plants and animals (other than microorganisms); diagnostic, 
therapeutic, and surgical methods for the treatment of humans or animals; and 
“essentially biological processes for the production of plants or animals.”167   

2. Patent Eligibility Laws  
 
 An examination of the laws applicable in the world’s five largest patent offices—
those of the United States, China, Japan, Korea, and Europe—reveals varied approaches 
for determining patent eligible subject matter. These jurisdictions were selected for 
comparison because they receive approximately 80 percent of the world’s patent 
applications,168 meaning their corresponding laws are applied in examining and granting 
the overwhelming majority of patents in the world. With this in mind, the laws and 
practices of these jurisdictions are examined below with respect to patent subject matter 
eligibility generally, followed by a more detailed assessment of eligibility in life sciences 
and computer-related technologies.  

a. Europe  
 
 All member states of the European Union (EU) and several non-EU European 
states are contracting parties to the European Patent Convention (EPC), which effectively 
establishes a pan-European law regarding the grant of patents.169 Article 52 of the EPC 
                                                 
166 Id., art. 27(2). 
167 Id., art. 27(3).  
168 The Five IP Offices (IP5) is the name given to the collaborative framework comprising the five largest 
intellectual property offices: the European Patent Office, the Japan Patent Office, the Korean Intellectual 
Property Office, the State Intellectual Property Office of the People’s Republic of China, and the United 
States Patent and Trademark Office. The IP5 Offices together handle about 80% of the world’s patent 
applications, and 95% of all work carried out under the Patent Cooperation Treaty. See generally IP5, 
About IP5 Cooperation, http://www.fiveipoffices.org/about.html (last visited July 24, 2017). In 2015, the 
year for which the most recent data exists, a total of 2,383,711 patent applications were filed at the IP5 
Offices, an increase of 8.6 % over the previous year. IP5, IP5 STATISTICS REPORT 2015 EDITION (2015) 56, 
available at http://www.fiveipoffices.org/statistics/statisticsreports/2015edition/chapter4.pdf. 
169 Convention on the Grant of European Patents, Oct. 5, 1973, 13 I.L.M. 270 [hereinafter EPC]; see also 
Implementing Regulations to the Convention on the Grant of European Patents, Oct. 5, 1973, as adopted by 
the decision of the Administrative Council of the European Patent Organization, June 27, 2012, European 
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c. Korea 
 
 Article 2 of the Korea Patent Act defines “invention” to mean the “highly 
advanced creation of technical ideas utilizing laws of nature.”179 Further, Article 32 of 
the Act codifies prohibitions on patent eligibility for inventions that are “feared to have 
risks to contravene public order or morality or to injure public health.”180 Examiner 
guidelines issued by the Korean Intellectual Property Office (KIPO) further explain that 
laws of nature (e.g., the law of conservation of energy) and mere presentations of 
information or skills (e.g., a method of performing musical instruments) are not patent 
eligible.181   
 

d. China 
   
 Like Japan and Korea, China’s patent law provides a statutory definition for the 
term “invention.” According to Article 2 of China’s Patent Act, “invention” refers to 
“new technical solutions proposed for a product, a process or the improvement 
thereof.”182 In addition, Article 5 of the Act precludes patents to “invention-creations that 
violate the law or social ethics, or harm public interests.”183 Article 25 of the Act 
additionally precludes patents to scientific discoveries, rules and methods for intellectual 
activities, methods for the diagnosis or treatment of diseases, and animal or plant 
varieties.184  
 

3. Specific Technologies  
 
 Two scientific fields—life sciences and computer-related technologies—are most 
directly affected by limits on patent eligibility. Below is a synopsis of the patent 
eligibility laws in the other four IP5 jurisdictions that affect these two scientific 
disciplines.    
 

a. Life Sciences Technologies  
 

As discussed above, Europe, Japan, Korea, and China each exclude certain 
diagnostic methods from patenting. Other diagnostic-related inventions, however, may be 
eligible for protection and there is some commonality in the types of diagnostics that can 
be protected in all four jurisdictions.185 For example, even though “diagnostic methods 
                                                 
179 [Korea Patent Law], Law No. 950 of Dec. 31, 1961, as amended up to Law No. 11962 of July 30, 2013 
[hereinafter Korea Patent Act], art. 2(1). 
180 Id., art. 32. 
181 Korea Intellectual Property Office Patent Examination Guidelines (July 2013) [hereinafter KIPO 
Guidelines], pt. III, ch. 1, § 4.1. 
182 Patent Law of the People’s Republic of China (promulgated by the Standing Comm. Nat’l People’s 
Cong., Mar. 12, 1984, as amended Dec. 27, 2008) 1984 Fagui Huibian 529 [hereinafter China Patent Act], 
art. 2.   
183 Id., art. 5. 
184 Id., art. 25.  
185 See EPC, supra note 170, art 53(c) (stating that patents should not be granted on “diagnostic methods 
practiced on the human or animal body.”); JPO Guidelines, supra note 178, pt. III, ch. 1, § 3.1 (stipulating 
that inventions of methods of surgery, therapy or diagnosis of humans are industrially inapplicable 
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excluded from patentability.194 Similarly, the Technical Board of Appeal held that a 
method for diagnosing predisposition for breast cancer, by looking for a mutation in a 
specific gene in a tissue sample taken from a subject, was patent eligible because the 
steps of a “technical nature” were carried out in vitro and not directly on the subject.195 

 
In Japan, methods that include steps performed outside the body, such as in vitro 

analysis of tissues or fluids taken from the human body, are not considered ineligible 
diagnostic methods.196 Analogously, methods to obtain information from a living human 
or methods to treat or test body tissues or fluids are patent eligible in China provided that 
such methods do not result in obtaining a diagnostic result.197  

 
 As in most jurisdictions, naturally occurring products existing in their natural 
form generally are not patent eligible subject matter in Europe, Japan, Korea, and 
China.198 However, all of these jurisdictions allow the patenting of certain naturally 
occurring products that have been isolated from their natural environment. For example, 
in Japan and Korea, if naturally occurring substances are artificially isolated from their 
environment, they can be patent eligible.199  
 

In Europe, the patentability of biotechnology inventions is generally governed by 
the EU Biotechnology Directive.200 Of particular relevance, the Directive affirms that 
biological material “isolated from its natural environment or produced by means of a 
technical process” may be patented “even if it previously occurred in nature.”201 More 
specifically, the Directive provides that elements isolated from the human body may 
constitute a patentable invention, despite the fact that the isolated element is structurally 
identical to the element in situ.202 In a similar fashion, the examination guidelines issued 
by the State Intellectual Property Office of China (SIPO) explain that a gene or a DNA 
fragment, and the process of obtaining it, can constitute patent eligible subject matter if: 
(1) it is isolated or extracted for the first time from nature; (2) the structure, morphology, 
or other physical/chemical parameters are unknown in the prior art; (3) it can be 
definitely characterized; and (4) it can be exploited industrially.203  
                                                 
194 Id. 
195 Case T 666/05, EPO Technical Bd. App. (Nov. 13, 2008). 
196 JPO Guidelines, supra note 178, pt. III. ch. 1, § 3.2.1(3)(i),(ii). 
197 SIPO Guidelines, supra note 192, pt. II, ch. 1, § 4.3.1.2. 
198 Directive 98/44/EC of the European Parliament and of the Council of 6 July 1998 on the Legal 
Protection of Biotechnological Inventions, 1998 O.J. (L213), art. 5(1) [hereinafter EU Directive]; EPC 
Rules, supra note 170, R. 29(1); JPO Guidelines, supra note 178, pt. III, ch. 1, § 2.1.2; KIPO Guidelines, 
supra note 182, pt. III, ch. 1, § 4.1.2; SIPO Guidelines, supra note 192, at pt. II, ch. 10, § 2.1. 
199 KIPO Guidelines, supra note 182, pt. III, ch. 1, § 4.1.2; JPO Guidelines, supra note 178, pt. III, ch. 1, 
§ 2.1.2. 
200 EU Directive, supra note 199, at 13 (This Directive was implemented initially to harmonize diverging 
EU Member State national laws and practices regarding patentability of biotechnology inventions but has 
since been given broader application by virtue of its reference in the EPC Implementing Regulations. The 
EPC contracting states decided to incorporate the EU Directive as secondary legislation into the 
Implementing Regulations to the EPC.). 
201 EU Directive, supra note 199, art. 3(2); EPC Rules, supra note 170, R. 27(a).  
202 EU Directive, supra note 199, art. 5(2); EPC Rules, supra note 170, R. 29(2). 
203 SIPO Guidelines, supra note 192, pt. II, ch. 10, § 2.1 (stipulating that natural substances isolated and/or 
extracted from nature for the first time may be eligible for patent). 
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b. Computer-Related Technologies  
 
 Each of the other four IP5 jurisdictions treat patent eligibility of computer-related 
inventions slightly differently. In Europe, Article 52(2) and 52(3) of the EPC explicitly 
exclude programs for computers “as such” from patent eligible subject matter.204 
However, if the claimed invention causes a further technical effect beyond those effects 
which occur inevitably when any program is run (e.g., current flowing through circuitry), 
it is not considered a computer program “as such.”205 In China, Article 25.1(2) of the 
Patent Act provides that patents are not available for “rules and methods for mental 
activities.”206 SIPO, however, revised its examination guidelines in April 2017.207 
According to the revised guidelines, a claimed invention having technical characteristics 
will not be excluded from patentability because it contains a business method or rule.208  
 
 Under the JPO examination guidelines, the eligibility of computer-related 
technology turns on whether, when the invention is considered as a whole, its information 
processing aspects are required to be “specifically implemented by using hardware 
resources.”209 The guidelines provide non-exhaustive examples of patent eligible 
computer-related inventions, which include software to control a rice cooker or an 
engine, or software to perform information processing based on the relationship between 
a gene sequence and expression of a trait in a living body, or based on the physical or 
chemical relationship between bound substances.210 Regarding Korea, the KIPO 
guidelines expressly state that computer programs per se are not patent eligible.211 
Nevertheless, the guidelines indicate that if computer software is claimed in conjunction 
with hardware, then the combination, the operating method of the combination, and a 
computer-readable medium containing the software that implicates the combination is 
patent eligible.212  
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the door to software and business method patents.235 In her view, those decisions 
spawned patent enforcement programs by non-practicing entities that “were significantly 
disruptive to operating entities.”236  
 
 Supporters of the Supreme Court’s recent patent eligibility jurisprudence 
emphasized that it provides a cost-saving, efficient tool to adjudicate claims of invalidity, 
especially those alleged in response to perceived abusive claims of infringement, at the 
motion to dismiss stage.237 As explained by several commentators, after Alice and Bilski, 
it is now possible to get rid of a suit at the pleading stage rather than having to bear the 
expense of going through trial.238 This is especially true for software. According to one 
academic, “the patentable subject matter case law . . . has had in software a mostly 
desirable practical effect, which is, it’s allowed us to weed out at an early stage a number 
of claims that should die on some ground.”239 Another participant reported that an 
ineligibility defense is a particularly useful tool for small startup companies because 82 
percent of patent assertion entity activity targets small- and medium-sized businesses and 
52 percent of patent assertion entity suits are filed against startups.240  
 
 In the view of these commentators, an overly broad scope of patent eligibility 
would operate to stifle rather than promote innovation.241 According to one nonprofit 
public interest group, since Alice software companies have outperformed the rest of the 
market.242 The group estimated that “a person who invested $10,000 in an exchange 
traded fund of software companies on the day Alice was decided could have grown that 
amount to $13,534 by January 13, 2017 compared to $12,212 if the money had been 
invested in the S&P 500.243 Moreover, the group reported that R&D spending on 
software and the Internet was 16.5 percent during the 12 months prior to Alice, but over 
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27 percent in the 12 months after Alice.244 A software company similarly reported no 
decline in innovation in the wake of Alice.245 
 

e. May Give U.S. Entities an Advantage   
 
 Even if the Supreme Court’s new eligibility standard differs from standards 
abroad, a few commentators projected that the difference could actually operate to the 
benefit of the United States. For example, one commentator argued that because foreign 
entities have an increasing stake in the U.S. patent system, “[g]eopolitical considerations 
. . . weigh heavily in favor of” the Supreme Court’s Mayo and Alice decisions.246 In fact, 
she cautioned that if the U.S. were to adopt an overly expansive patentability standard, 
then not only would “American inventors, American companies, American investors, and 
the American public” benefit, but an “equal or greater benefit [would] inure to foreign 
inventors, foreign companies, and, in some cases foreign governments.”247 Another 
participant asserted that “if a company is innovating because it can get patents in 
Germany or Europe but it may not be able to get as much protection in the U.S., that 
innovation is still happening.” 248 And, she added, “if our consumers can benefit from the 
additional competition that a lack of patent [protection] provides and pay lower prices 
here” and “the innovator can still get their investments recouped by getting monopoly 
profits elsewhere” that may not be a bad deal for our consumers.249 
 

2. Views Critical of the Supreme Court’s Decisions  
 

a. Decisions Are Legally Flawed   
 
 Several members of the public questioned the legal foundation of the Supreme 
Court’s decisions on patent eligibility. One commenter argued that “the Mayo/Alice cases 
are deeply flawed in terms of statutory legislative history and jurisprudence.”250 
Specifically, this panelist argued that in Mayo the Supreme Court misconstrued Neilson, 
an old English case.251 In his view, while the Court got the case completely right in 
Morse, it got it completely wrong in its later decisions in Flook and Mayo.252 He also 
argued that the Supreme Court failed to appreciate the statutory history for the term 
“discover,” including the legislative history for the 1836 Act, which expressly stated “that 
the purpose of the patent system is to reveal the mysteries of nature,” and the Plant Patent 
Act, which permitted patents on discoveries.253 The panelist noted that he and others filed 
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briefs in Ariosa hoping the Supreme Court would fix the problem, but the Court did 
not.254  
 
 Another panelist asserted that the definition of “useful arts” at the time of the 
Patent Act of 1790 was very broad “encompassing all that was useful in the real world 
and commerce.”255 He argued that this definition continued up to the Diehr and 
Chakrabarty decisions, which reinforced the view that “anything under the sun that is 
made by man” could be patented.256 He further asserted that Morse has been improperly 
labeled as an early eligibility case when it was really about indefiniteness and written 
description.257 Similarly, an industry association argued that recent Supreme Court 
jurisprudence is at odds with the broad scope of patent eligibility Congress intended 
when it created § 101 in 1952.258 
 
 One commentator argued that the problem with the Supreme Court’s case law is 
its insistence on trying to reconcile Diehr with its earlier decision in Flook, which it 
overruled.259 According to this commentator, the two decisions say inconsistent things 
and involved 5-4 majorities in which one justice switched.260 Another commentator 
remarked, however, that an advantage of the Supreme Court’s “unwillingness to overrule 
its earlier case law is that it makes it possible to distinguish cases that should be patented 
from some of these decisions.”261 
 
 According to some commentators, “[m]any in the patent profession . . . have 
come to the conclusion that there is no constitutional or policy justification” for the 
Mayo/Alice test262 and that the Supreme Court’s holdings in at least some cases are 
“arguably unconstitutional.”263 Others asserted that the Court has imposed improper 
limitations on the full scope of Congress’s authority under the Constitution to promote 
progress in science and the useful arts.264 In particular, regarding the judicially-created 
exceptions to patent eligibility, several members of the public accused the Court of 
having invented extra-statutory eligibility criteria.265   
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b. Judicial Exceptions Are Overly Broad   

 
 Another criticism of the Supreme Court’s recent decisions is that the Court has 
expanded the judicially-created exceptions to eligibility to the point that they are now 
overbroad. According to these commentators, the Court has effectively allowed the 
judicial exceptions—abstract idea, law of nature, and natural phenomenon—to swallow 
the eligibility rule.266   
 
 For example, one commenter argued that the “abstract idea” exception has 
essentially subsumed the Mayo/Alice analysis.267 Another contended that the concept of 
“abstract idea” has become in effect “a euphemism for broad claims,” which is not fair to 
those that saw a void in the marketplace and created a product to fill that void.268 Others 
complained about the impact of the Court’s Alice decision on business and financial-
related inventions, arguing that it “devalued entire patent portfolios.”269  
 

Similarly, representatives from the life sciences criticized overbreadth of the “law 
of nature” and “natural phenomena” exceptions, noting that most biopharmaceutical 
innovation “relates to laws of nature and natural phenomena in some way.”270 One 
participant asserted that “inventive preparations based on naturally-occurring substances 
have historically been of great importance in biotechnology,” and warned that “thousands 
of existing patents have come under a cloud of unpatentability and invalidity after large 
investments have been made over decades.”271 
 

c. Two-Step Test Is Unclear and Causes Unpredictability   
 
 Commentators critical of the Supreme Court’s cases also complained that the 
Court has failed to articulate objective, predictable criteria for allowing judges, patent 
examiners, or the public to determine whether a claim is drawn to eligible or ineligible 

                                                 
266 HIPLA, Written Comments, at 8; IPO, Written Comments, at 21; R&D Companies, Written Comments, 
at 3-4. 
267 Lemley, Roundtable Transcript, at 75-76. 
268 Fisher (Blaze Mobile), Roundtable Transcript, at 364. 
269 Chiang, Roundtable Transcript, at 96-97; Cullen (U.S. Chamber of Commerce), Roundtable Transcript, 
at 193, 195-96; see also Thomas (RelaxExpress.net), Roundtable Transcript, at 24 (discussing the impact of 
the application of the exception before the USPTO). 
270 PhRMA, Written Comments, at 8. 
271 Sauer (BIO), Roundtable Transcript, at 212-13; see also IPO, Written Comments, at 22 (reporting that 
“[a]s of December 31, 2016, the courts have granted 67 percent of various types of ineligibility motions, 
invalidating hundreds of patents and thousands of claims”). 







32 
 

asserted that there are other more robust statutory grounds to address broad claims that 
“might preempt or prevent access to any underlying concept,” namely, lack of adequate 
written description, enablement, and definiteness.289 As one member of the public 
explained: “Subject matter eligibility does not address the matters that critics of the 
patent system complain about such as patents that are vague, old or overbroad. This is the 
work of the other statutory requirements found in Sections 102, 103 and 112.”290 In sum, 
a recurring theme among critics of the Court’s jurisprudence is that it has improperly 
imported separate statutory patentability requirements into the § 101 eligibility 
analysis.291   
 

e. Jurisprudence Stifles Innovation and Hurts Businesses   
 

Some members of the public stressed that a healthy patent system is critical to 
economic growth and development in the United States.292 These members of the public 
asserted that the current jurisprudence has inappropriately expanded the reach of the 
judicial exceptions to § 101293 and has become “unjustifiably punitive.”294 While 
recognizing that determining the legal limits for patent eligible subject matter is a delicate 
balance,295 these commenters opined that an overly broad interpretation of the judicial 
exceptions to patent eligibility is likely to have an adverse impact on U.S. innovation.296 
One commentator urged that it could even “eviscerate patent law.”297 A representative 
from a startup company asserted that the Alice decision “tilt[ed] the playing field toward 
large, incumbent entities and restrict[ed] the ability of new innovators in technologies 
reliant on software to receive patent protection.”298   
 
 According to these members of the public, in the past, an expansive scope of 
subject matter eligibility has allowed the United States to serve as an incubator for 
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 Another patent attorney in the computer arts agreed that Enfish was headed in the 
right direction; however, he didn’t think it went far enough.366 Instead, he argued, the 
Federal Circuit got it right 20 years ago in Alappat, when they said that “every time you 
program a general purpose processor, you’ve got a new machine.”367 He was troubled by 
how the case law might be applied in the field of robotics and was worried that a 
processor that improves the control of a robot with better programming might be 
considered patent ineligible.368  

 
2. Take Administrative Measures 

 
Some members of the public proposed administrative measures to improve 

application of the Supreme Court’s two-part eligibility test by the USPTO. Several 
commenters expressed a desire for more consistent treatment of eligibility issues, and 
development of a full and clear record, by the examiners.369 One commentator suggested 
that the examiners be required to provide detailed reasoning on eligibility, much like they 
are required to do for prior art rejections.370 Another suggested that examiners be 
required to “specifically rebut applicants’ arguments,” not simply dismiss them as not 
persuasive.371 Some commentators reported that the perceived inconsistency in treatment 
of eligibility issues by examiners was leading to “forum-shopping” by practitioners, i.e., 
classifying applications to attempt to steer them to art units that are less likely to enter 
§ 101 rejections.372  

 
A couple legal associations recommended that the § 101 examination guidelines 

be amended to provide further guidance and more examples.373 In their view, the current 
guidelines do not offer enough examples of patent eligible subject matter, particularly in 
the life sciences.374 In addition, they were disappointed that the examples do not provided 
guidance on how patent ineligible claims might be rewritten to claim patent eligible 
subject matter.375 

 
Some commenters requested better guidance for evaluating eligibility of claims 

under the Mayo two-part test.376 One such commentator from the medical diagnostics 
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industry urged examiners to guard against application of bright line tests and to 
“appreciate how diagnostics work and how the claims typically sought in diagnostic 
medicine differ from decades-old claims held in court decisions to simply recite a law of 
nature.”377 

 
Other commenters recommended revising USPTO guidance to make clear that 

claims directed to computer software may be patent eligible under § 101, asserting that 
the current guidelines can be read to discourage or even prohibit direct claiming of 
computer software.378 On the other hand, a nonprofit group expressed concern that the 
guidelines are effectively putting “a thumb on the scale in favor of eligibility.”379 This 
group recommended that the Manual of Patent Examination Procedure (MPEP) be 
amended to include a clear explanation of how Alice overruled prior authority or, at the 
very least, include Alice’s holding that “mere recitation of a generic computer cannot 
transform a patent-ineligible abstract idea into a patent-eligible invention.”380 
 

Lastly, several members of the public recommended that the USPTO clarify what 
is meant by a technical solution to a technical problem, terminology that has been used by 
the Federal Circuit in analyzing patent eligibility under § 101.381 Another commentator 
suggested that the courts can, and perhaps should, defer to the agency’s expertise and that 
the USPTO should, as it has done in the past, “tell[] the Federal Circuit when it thinks 
that they’re wrong.”382 
 

3. Push for Legislative Reform 
 

While some commentators recommended either allowing the judiciary to develop 
the case law or taking administrative measures, many other commenters pressed for 
legislative change. Representatives from law firms, legal associations, industry groups, 
and life sciences companies agreed that the legislature is the appropriate body to 
recalibrate the proper scope of patent eligibility.383 In particular, representatives from the 
life sciences industry asserted that the Supreme Court’s denial of certiorari in Sequenom 
demonstrated that it was unwilling to revisit its eligibility standard, leading them to 
consider a legislative solution.384  
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phenomenon, or abstract idea.”403 The other specified that a claim “may not claim or 
preempt a law of nature, abstract idea or a natural phenomenon.”404 Under these 
legislative proposals, claimed inventions may not preempt laws of nature, abstract ideas, 
or natural phenomena, but practical applications of these exceptions are patent eligible.405 
In contrast, a legal association proposed precise definitions of the terms law of nature, 
natural product, and abstract idea, to attempt to limit the scope of the exceptions to patent 
eligibility.406  

 
Other commentators suggested different approaches to codifying exceptions to 

eligibility.407 For example, IPO proposed defining a single narrow exception to 
eligibility:   

 
A claimed invention is ineligible . . . if and only if the claimed invention  
as a whole, as understood by a person having ordinary skill in the art to 
which the claimed invention pertains, exists in nature independently of  
and prior to any human activity, or exists solely in the human mind.408  
 

Thus, rather than reciting the judicial-created exceptions to eligibility (abstract ideas, 
laws of nature, and natural phenomena), the proposed statutory amendment defines a new 
exception to eligibility for claimed inventions that exist in nature independent of human 
intervention or exist only in the human mind.409 The amendment also requires that the 
claims be considered as a whole and that they be interpreted from the perspective of a 
person of ordinary skill in the art.410 The American Intellectual Property Law Association 
(AIPLA) proposed nearly identical language, defining a sole exception to patent 
eligibility: 

 
A claimed invention is ineligible . . . only if the claimed invention as a 
whole exists in nature independent and prior to any human activity, or 
can be performed solely in the human mind.411  
 
One representative from the life sciences industry proposed legislation containing 

specific enumerated exceptions to patent eligibility.412 Under this proposal, only claimed 
inventions falling within legislatively-articulated exceptions would be ineligible for 
patent protection.413 Some suggested exceptions included: a process in which every step 
can be performed in the human mind; a natural cause and effect relationship; a natural 
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of this Title, the manner in which the claimed invention was made or 
discovered, or the claimed invention’s inventive concept.424 
 

 Similarly, the Intellectual Property Law Section of the American Bar Association 
(ABA-IPL) proffered language mandating that eligibility “not be negated based on 
considerations of patentability as defined in Sections 102, 103 and 112, including 
whether the claims in whole or in part define an inventive concept.”425 Another 
practitioner offered more generic language to achieve similar results: 

 
No additional limitations on or exceptions to eligibility for patenting shall  
exist or may be implied for a claimed invention that meets the requirements  
for eligibility under this section.426 
 

d. Establish Research Exemption to Infringement  
 

Several commentators proposed a legislative amendment to recognize a research 
exemption from patent infringement for experimentation conducted to better understand 
or improve a claimed invention.427 According to these commentators, such an 
amendment would address the Supreme Court’s preemption concerns, i.e., concerns that 
patents on foundational technological tools may stifle scientific progress by tying up the 
basic building blocks of human ingenuity.428 One commentator suggested that the 
exemption could be tailored such that “patents on research tools would be unaffected, but 
research on a patented invention itself would not be subject to infringement 
allegations.”429   
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V. CONCLUSION 
 
 Members of the public who expressed their views either at the roundtable or in 
written submissions generally agreed that the Supreme Court’s recent jurisprudence 
altered the landscape of patent eligibility law. Some commentators supported the Court’s 
decisions and subsequent lower court case law developments, viewing them as simply the 
common law process at work. They asserted that the Mayo/Alice two-step test provides a 
beneficial way to challenge overly broad patents and helps to improve patent quality by 
indicating that claims be directed to a specific implementation of an inventive solution 
instead of a vaguely-claimed functional result. Supporters also argued that the new 
eligibility test gives them a useful tool to defend against abusive lawsuits by patent 
assertion entities and may even give the United States a competitive advantage 
internationally. 
 
 On the other side of the debate, commentators opposed to the Court’s recent 
decisions argued that they are legally flawed and that the judicially-created exceptions to 
eligibility are too broad. Detractors also asserted that the two-step test is difficult to 
apply, leading to inconsistent decisions and unpredictability, and that it conflates § 101 
analysis with other patentability requirements. Finally, critics argued that the Court’s 
jurisprudence stifles innovation, hurts businesses, and harms American competitiveness 
to the extent that the patent systems of other countries allow for a broader scope of patent 
protection. 
 
 The life sciences and computer-related technologies are considered to be the two 
areas of innovation most significantly affected by the Court’s decisions. Representatives 
from the life sciences industry almost uniformly opposed the Court’s recent precedents. 
They argued that many biopharmaceutical inventions are derived from natural products 
and that such innovations, as well as many innovations in diagnostics, are not patent 
eligible under the Court’s precedent.  
 
 Representatives from computer-related industries, especially software, were 
divided in their views of the Court’s jurisprudence. Some argued that it protects against 
abusive patent litigation and has had little impact on software innovation. Others asserted, 
however, that patents are important to foster investment and that Alice has devalued 
patent portfolios and injected uncertainty into their business practices, hurting innovation. 
 
 Members of the public were split in their views on how best to respond to the 
Supreme Court’s recent jurisprudence. In general, supporters of the decisions, many of 
whom were from the software industry, recommended that the judiciary be given time to 
develop the case law further. Many were pleased by the emerging pattern of Federal 
Circuit case law that frames the eligibility inquiry as a search for a technological solution 
or improvement to a problem.  
 
 Some commentators recommended administrative actions to address the impact of 
the Court’s decisions, for example, that the USPTO take steps to increase consistency 
between examiners and clarity of § 101 rejections in office actions. Several asked for 
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additional guidance, examples, or revisions to the Manual of Patent Examining Procedure 
(MPEP). 
 
 A majority, however, recommended legislative change. A call for legislation was 
particularly strong from the life sciences industry but also had many supporters from 
computer-related industries. According to these participants, the Court’s precedent is 
having such a harmful impact on innovation and business development that a legislative 
solution is critical. The proposed approaches to legislation varied. Some suggested 
replacing the Mayo/Alice two-step test with a technological or useful arts test or expressly 
defining exceptions to eligibility. Others suggested clearly separating eligibility from 
other patentability requirements. Finally, in addition to addressing the statutory 
requirements for eligibility, some recommended including a research exception to 
infringement to address the Court’s preemption concerns.  
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https://www.uspto.gov/sites/default/files/documents/RT2%20Transcript%20FINAL.pdf
https://www.uspto.gov/patent/initiatives/patent-subject-matter-eligibility-roundtable-2
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APPENDIX III: 
WRITTEN COMMENTS ON ROUNDTABLE 2  

 
The USPTO wishes to thank all individuals and organizations who submitted comments 
in response to our Federal Register Notice. Those commenters are listed below. 
 
The written comments are available at: 
https://www.uspto.gov/patent/initiatives/patent-subject-matter-eligibility-roundtable-2 
 

 

Associations & Groups Abbreviation 

 
American Bar Association Section of Intellectual Property Law   

 (Comments received on Jan. 18, 2017 and Mar. 28, 2017) 
 

 

 

ABA-IPL 

 
American Intellectual Property Law Association  
(Comments received on Jan. 18, 2017 and May 12, 2017) 

 

            

 

AIPLA 

 
Participants in the Conference on Patenting Genes, Natural Products and 
Diagnostics:  Current Status and Future Prospects, The Banbury Center, Cold Spring 
Harbor, NY, Nov. 9-11, 2016  

 

Banbury 
Participants 

Coalition for 21st Century Medicine 

 

 

Electronic Frontier Foundation  

 

EFF 

Engine Advocacy 

 

Engine 

Entertainment Software Association  

 

ESA 

Houston Intellectual Property Law Association  

 

HIPLA 

Intellectual Property Owners Association  

 

IPO 

Internet Association and the Computer & Communications Industry Association  

 

IA and CCIA 

R & D Companies (InterDigital, Fallbrook Technologies Inc., Digimarc Corporation) 

 

R & D Companies 

Pharmaceutical Research and Manufacturers of America  PhRMA 

Public Knowledge 

 

 

Software and Information Industry Association  

 

 

 

 

 

 

SIIA 

 

https://www.uspto.gov/patent/initiatives/patent-subject-matter-eligibility-roundtable-2
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APPENDIX IV: 
LEGISLATIVE RECOMMENDATIONS    

 
Public proposals and measures to amend § 101 of the Patent Act are reproduced below. 
Original versions of these recommendations are available at: 
https://www.uspto.gov/patent/initiatives/patent-subject-matter-eligibility-roundtable-2 
 
 

Intellectual Property Owners Association (IPO) 
Proposal to Amend § 101 

 
§ 101 

  Amendments 
101(a) ELIGIBLE SUBJECT MATTER 
 
Whoever invents or discovers, and claims as an invention, any useful process, machine, 
manufacture, composition of matter, or any useful improvement thereto, shall be entitled to a 
patent for a claimed invention thereof, subject only to the exceptions, conditions, and 
requirements set forth in this Title. 
 
101(b) SOLE EXCEPTION TO SUBJECT MATTER ELIGIBILITY 
 
A claimed invention is ineligible under subsection (a) if and only if the claimed invention as a 
whole, as understood by a person having ordinary skill in the art to which the claimed invention 
pertains, exists in nature independently of and prior to any human activity, or exists solely in 
the human mind. 
 
101(c) SOLE ELIGIBILITY STANDARD 
 
The eligibility of a claimed invention under subsections (a) and (b) shall be determined without 
regard as to the requirements or conditions of sections 102, 103, and 112 of this Title, the 
manner in which the claimed invention was made or discovered, or the claimed invention’s 
inventive concept. 
 

  

https://www.uspto.gov/patent/initiatives/patent-subject-matter-eligibility-roundtable-2
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American Intellectual Property Law Association (AIPLA) 
Proposal to Amend § 101 (May 12, 2017) 

 
§ 101 

  Amendments 
 
101(a) ELIGIBLE SUBJECT MATTER 
 
Whoever invents or discovers any useful process, machine, manufacture, composition of matter, 
or any useful improvement thereof, shall be entitled to a patent therefor, subject only to the 
conditions and requirements set forth in this title. 
 
 
101(b) SOLE EXCEPTION TO SUBJECT MATTER ELIGIBILITY 
 
A claimed invention is ineligible under subsection (a) only if the claimed invention as a whole 
exists in nature independent of and prior to any human activity, or can be performed solely in 
the human mind. 
 
101(c) SOLE ELIGIBILITY STANDARD 
 
The eligibility of a claimed invention under subsections (a) and (b) shall be determined without 
regard to the requirements or conditions of sections 102, 103, and 112 of this title, the manner 
in which the claimed invention was made or discovered, or whether the claimed invention 
includes an inventive concept. 
 
 

 
 
 

American Bar Association – Section of Intellectual Property Law 
Proposal to Amend § 101 (Mar. 28, 2017) 

 
§ 101 
Amendment 

§ 101. Conditions for patentability:  eligible subject matter.  
 
(a) Eligible Subject Matter.- Whoever invents or discovers any useful process, machine, 
manufacture, or composition of matter, or any useful improvement thereof, shall be entitled to 
obtain a patent on such invention or discovery, absent a finding that one or more conditions or 
requirements under this title have not been met.  
 
(b) Exception.- A claim for a useful process, machine, manufacture, or composition of matter, 
or any useful improvement thereof, may be denied eligibility under this section 101 on the 
ground that the scope of the exclusive rights under such a claim would preempt the use by 
others of all practical applications of a law of nature, natural phenomenon, or abstract idea. 
Patent eligibility under this section shall not be negated when a practical application of a law of 
nature, natural phenomenon, or abstract idea is the subject matter of the claims upon 
consideration of those claims as a whole, whereby each and every limitation of the claims shall 
be fully considered and none ignored. Eligibility under this section 101 shall not be negated 
based on considerations of patentability as defined in Sections 102, 103 and 112, including 
whether the claims in whole or in part define an inventive concept. 
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Robert Armitage 
Proposal to Amend § 101 

 
§ 101 
Amendments 

(1) Strike section 101 of title 35, United States Code, and insert: 
 
§ 101. Right to patent inventions; eligible subject matter 
 
(a) RIGHT TO A PATENT; USEFUL ARTS DEFINED.—An inventor shall be entitled to a 
patent for an invention that contributes to the useful arts, absent a finding that one or more 
conditions or requirements under this title have not been met. For the purposes of this section, 
the useful arts refer to all fields of technology, without restriction or limitation. 
 
(b) ELIGIBLE CATEGORIES; PRACTICAL UTILITY REQUIRED.—Subject matter may 
not be patented unless claimed in terms of a practically useful process, machine, manufacture, 
or composition of matter, or a practically useful improvement thereto. 
 
(c) ELIGIBLE SUBJECT MATTER LIMITATION; RELATIONSHIP TO ABSTRACT 
CONCEPTS.— 
For the purposes of this section, the discovery of a natural law or phenomenon or other abstract 
concept shall be deemed not to contribute to the useful arts. Notwithstanding the preceding 
sentence, eligibility for patenting under this section shall not be negated because a claimed 
invention is based upon or otherwise relates to an abstract concept. 
 
(d) ADDITIONAL LIMITATIONS AND EXCEPTIONS BARRED.—No additional 
limitations on or exceptions to eligibility for patenting shall exist or may be implied for a 
claimed invention that meets the requirements for eligibility under this section. 
 

Related 
Amendments 

(2) The section heading for section 101 of title 35, United States Code, is amended to read as 
follows: “§ 101. Right to patent inventions; eligible subject matter” 
 
(3) In section 102 of title 35, United States Code, strike “A person shall be entitled to a patent 
unless” and insert “A patent for a claimed invention may not be obtained if” 
 
(4) Section 287(c) of title 35, United States Code, and Sections 14 and 33 of the Leahy-Smith 
America Invents Act, Public Law 112-29 (September 16, 2011), are repealed. 
 
(5) In Section 18 of the Leahy-Smith America Invents Act, for any claimed invention for which 
the amendments made under this subsection to section 101 of title 35, United States Code, 
apply— (A) the term “technological invention” shall mean a claimed invention that is eligible 
for patenting under amended section 101; (B) the regulations promulgated pursuant to 
paragraph (d)(2) shall be inapplicable; and (C) the rule of construction under subsection (e) 
shall be inapplicable. 
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