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USPTO Publishes New (and Largely Improved) Guidance for 
Subject Matter Eligibility 

 
Today the USPTO published its much heralded revised 2014 Interim Guidance on 

Patent Subject Matter Eligibility under 35 U.S.C. § 101 in view of the Mayo1, 

Myriad2, and Alice3 Supreme Court decisions.  

 

The December 2014 Guidance was generated in response to pressure from the 

patent community following the March 4, 2014, release of the first Guidance, and 

significantly relaxes the USPTO’s earlier stance on § 101 determinations. The 

December 2014 Guidance is also meant to “supplement” the June 25, 2014, 

Preliminary Examination Instructions in view of the Supreme Court decision in 

Alice. While not binding law, the December 2014 Guidance will be followed by 

most USPTO Examiners.  

 

An important change from the March 2014 Guidance is that in determining 

whether a patent claim is directed to a “judicial exception” (a law of nature, a 

natural phenomenon, or an abstract idea), an Examiner is instructed to find that a 

claim is directed to eligible subject matter if it recites markedly different 

characteristics in “structure, function and/or other properties.” (The earlier 

guidance required the markedly different characteristics to be structural.) 

 

 

 

 

 

  

                                                 
1 Mayo Collaborative Services, et al. v. Prometheus Laboratories, Inc., 566 U.S. ___, 132 S.Ct. 1289, 

1294–1302 (2012). 
2 Ass’n for Molecular Pathology v. Myriad Genetics, Inc., 569 U.S.___, 133 S.Ct. 2107, 2019 (2013). 
3 Alice Corp. Pty. Ltd. v. CLS Bank Int’l, 573 U.S. __, 134 S. Ct. 2347 (2014). 

http://www.gpo.gov/fdsys/pkg/FR-2014-12-16/pdf/2014-29414.pdf
http://www.gpo.gov/fdsys/pkg/FR-2014-12-16/pdf/2014-29414.pdf
http://www.uspto.gov/patents/announce/alice_pec_25jun2014.pdf
http://www.uspto.gov/patents/announce/alice_pec_25jun2014.pdf
http://www.uspto.gov/patents/law/exam/myriad-mayo_guidance.pdf


Elimination of the burdensome 12-factor test yields a more streamlined and 

efficient determination process with new early “escape routes” for claims caught in 

the analysis. This softens the blow of the USPTO’s 35 U.S.C. § 101 sledgehammer 

by providing Examiners with more avenues for concluding that a claimed invention 

is directed to patent-eligible subject matter. The USPTO emphasized that the 

December 2014 Guidance is labeled “Interim” because further revisions are 

expected after public comment. Given the evolving nature of case law in this area, 

applicants can safely expect further changes in USPTO examination practices 

under 35 U.S.C. § 101. 

 

Major changes in the Interim Guidance 

Several aspects of the December 2014 Guidance are different from the March 

2014 Guidance. The analysis begins with a flowchart, similar to that provided in 

the March 2014 Guidance, except that Step 2A of the analysis (the Mayo test) has 

been changed to inquire whether the claim is “directed to a law of nature, a 

natural phenomenon or an abstract idea,” rather than whether the claim recites or 

involves a judicial exception. Step 2B, which is only reached if the answer to Step 

2A is yes, further requires determination of whether the claim recites “additional 

elements that amount to significantly more than the judicial exception,” whereas 

the March 2014 Guidance required determination of whether the claim as a whole 

recites “something significantly different than the judicial exception.” While this 

may seem like nothing more than a turn in phraseology, the overall tone of the 

December 2014 Guidance suggests a claim is “eligible until proven ineligible (by 

the Examiner),” whereas the March 2014 Guidance suggests a claim is “ineligible 

until proven eligible (by the applicant).” In a very welcome revision, the unwieldy 

12-factor balancing test of the March 2014 Guidance has been jettisoned.  

 

Moreover, the December 2014 Guidance provides additional depth to defining the 

terms “directed to” and “markedly different.” The “directed to” analysis largely 

turns on whether the claim, if allowed, would “tie up the judicial exception,” such 

that it would pre-empt others in the field from using the law of nature, natural 

phenomenon or abstract idea. Additionally, the December 2014 Guidance provides 

that “[m]arkedly different characteristics can be expressed as the product’s 

structure, function, and/or other properties,” noting that “even a small change can 

result in markedly different characteristics from the product’s naturally occurring 

counterpart … a product that is purified or isolated, for example, will be eligible 

when there is a resultant change in characteristics sufficient to show a marked 

difference from the product’s naturally occurring counterpart.” Further 

distinguishing itself from the prior March 2014 Guidance, Examiners are instructed 

to apply the “markedly different” analysis to only the nature-based products in the 

claim, and when there are a combination of two or more natural products, to 

consider the combination as a whole, not each element individually. Product-by-

process claims are analyzed by considering the properties of the product produced 

by the process; however, with the caveat that process claims should only be 

considered when “there is no difference in substance from a product claim.” 

 

When a claim is determined to be directed to a judicial exception, the Examiner is 

instructed to proceed to Step 2B. This step determines whether other elements 

recited in the claim add “significantly more” to the exception. The Examiner is  

 

 

 

 



asked to determine whether the recited elements of the claim “considered both 

individually and as an ordered combination,” add something significantly more  

than the judicial exception itself. The USPTO explicitly refers to this step as “a 

search for an ‘inventive concept.’” The December 2014 Guidance provides six 

examples of additional claim elements that qualify as adding something 

“significantly more” to the judicial exception, thereby obviating further analysis, as 

well as four examples of claim elements that do not qualify. 

 

Changes for ‘Nature-Based Products’ 

In its separate “Nature-based Products” document, the USPTO provides 10 

additional examples. Several of these are similar to examples provided in the 

March 2014 Guidance, but in many cases the examples reach the opposite 

conclusion. Notably, gunpowder is once again patent-eligible subject matter. 

Likewise, pomelo juice comprising a preservative is once again patent eligible, 

even though the preservative is well known in the art. Purified proteins are 

deemed patent eligible if, for example, the purified protein has a different crystal 

structure, or possesses properties that are different from those of the impure 

protein.  

 

In homage to the decision in Funk Bros. Seed Co. v. Kalo Innoculant Co., the 

guidelines include an example directed to bacterial mixtures. For a claim 

directed to an inoculant comprising various non-inhibitive strains of different 

bacteria, said strains being unaffected by each other in respect to their ability to 

fix nitrogen is patent ineligible. In contrast, a claim directed simply to an 

“inoculant for leguminous plants comprising a mixture of Rhizobium californiana 

and Rhizobium phaseoli,” is patent eligible because the combination of these two 

specific strains of bacteria produces a new result or property that the two bacteria 

separately do not possess. 

 

Applicants in the biologics space may find reassurance in the antibody example, 

which shows that claims directed to antibodies possessing specific CDR sequences 

are patent eligible because, “unless the Examiner can show that this particular 

murine antibody exists in nature, this mere possibility does not bar the eligibility of 

this claim.” Of course, chimeric and humanized antibodies are found to be patent 

eligible along with antibodies comprising mutated sequences in conserved regions, 

such as the Fc domain.  

 

The December 2014 Guidance documents are surprisingly devoid of any diagnostic 

assay examples. Unconfirmed reports indicate that a future example set will be 

made available following decisions in several pending cases at the Federal Circuit 

dealing with diagnostic tests.4  

 

Expanded Guidance for Applying Alice to Computer-Related Inventions 

The new Interim Guidance also provides examination guidelines for applying the 

Mayo/Alice framework to inventions in the software, computer, and e-commerce  

 

 

 

 

                                                 
4 Such as: In re: BRCA1- and BRCA2-Based Heredity Cancer Test Patent Litigation, Case # 2:14-md-

2510-RJS (D. Utah), and Ariosa Diagnostics, Inc v. Sequenom, Inc. (Fed. Cir. Appeal No. 2013-1139, 
which was argued on November 7, 2014) 

http://www.uspto.gov/patents/law/exam/mdc_examples_nature-based_products.pdf
http://scholar.google.com/scholar_case?q=333+U.S.+127,+76+U.S.P.Q.+280+(S.+Ct.+1948)&hl=en&as_sdt=6,26&as_vis=1&case=15445131955420619562&scilh=0


fields. Relative to the preliminary Alice guidelines from June 2014, the USPTO has 

expanded on its explanations regarding the types of claim limitations that may 

qualify as “significantly more” under Mayo/Alice analysis. Notably, the guidelines: 

 

 

 Remind Examiners that the “machine-or-transformation” test is still a 

useful clue for patent-eligibility. However, the guidelines still leave open the 

question as to when a programmed computer may or may not qualify as a 

“particular machine”. 

 Recognize two additional ways by which a claimed invention may avoid 

being characterized as a mere abstract idea; namely: 

 

1. "Adding a specific limitation other than what is well-understood, 

routine and conventional in the field” OR 

2. “[A]dding unconventional steps that confine the claim to a particular 

useful application” 

  

With these expanded guidelines, the USPTO has provided patent applicants with 

significantly more room for formulating arguments to persuade Examiners how a 

given claim satisfies the “significantly more” requirement. As such, the new 

guidelines appear more favorable to patent applicants in the computer and 

software space than the prior June 25, 2014, Preliminary Examination Instructions 

because these new guidelines recognize the potential viability of a wider range of 

arguments in support of patent-eligibility.  

 

The December 2014 Guidance also includes discussions of the post-Alice Federal 

Circuit decisions, including the recent Federal Circuit decision in DDR Holdings v. 

Hotels.com5, a rare post-Alice decision where a court found that claims drawn to 

an e-commerce invention were patent eligible. In the DDR Holdings case, the 

claimed invention found to be patent eligible was drawn to a computer 

arrangement that recited “a specific way to automate the creation of a composite 

web page by an outsource provider that incorporates elements from multiple 

sources in order to solve a problem faced by websites on the Internet.” 

 

The USPTO is encouraging public comment on the December 2014 Guidance. 

Public comments are due on or before Monday, March 16, 2015.6  

  

 

 

 

 

 

 

 

 

 

 

                                                 
5 Appeal No. 2013-1505 (Fed. Cir. Dec. 5, 2014) 
6 The USPTO noted that comments on the Interim Eligibility Guidance must be sent by electronic mail 

message addressed to: 2014_interim_guidance@uspto.gov. Electronic comments submitted in plain 
text are preferred, but also may be submitted in ADOBE® portable document format or MICROSOFT 
WORD® format 

http://thompsoncoburn.com/news-and-information/patent-billy-goat-blog/blog/14-12-03/post-alice-has-the-fed-circuit-suggested-another-subject-matter-eligibility-test.aspx
http://thompsoncoburn.com/news-and-information/patent-billy-goat-blog/blog/14-12-03/post-alice-has-the-fed-circuit-suggested-another-subject-matter-eligibility-test.aspx
mailto:2014_interim_guidance@uspto.gov


 

 

Please contact your Thompson Coburn attorney or any of the attorneys in our 

Intellectual Property Practice Group if you have questions regarding this new 

development. 

 
 

Elizabeth Haanes, Ph.D. 202-585-6920 bhaanes@thompsoncoburn.com  

Benjamin L. Volk, Jr. 314-552-6352 bvolk@thompsoncoburn.com  

Thomas J. Siepmann, Ph.D. 202-585-6933 tsiepmann@thompsoncoburn.com  
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