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NAVIGATING THE EVER-CHANGING LAW OF PATENT ELIGIBILITY PRESENTS 
NUMEROUS PITFALLS.  RECENTLY, THE FEDERAL CIRCUIT MADE A SURPRISE 
MOVE BY HOLDING THAT PATENT CLAIMS FEATURING A NOVEL DIAGNOSTIC 
DISCOVERY WERE NOT DIRECTED TO A NATURAL LAW EVEN THOUGH THE 
NATURAL LAW AT ISSUE WAS PLAINLY THE ONLY INVENTIVE ASPECT OF THE 
CLAIMS.  THIS PRESENTS OPPORTUNITIES FOR PATENT PRACTITIONERS.  THE 
PATENT OFFICE HAS INSTRUCTED EXAMINERS TO IGNORE WHETHER 
METHOD OF TREATMENT CLAIMS THAT PRACTICALLY APPLY NATURAL 
RELATIONSHIPS INCLUDE ROUTINE OR CONVENTIONAL STEPS.  THUS, PATENT 
CLAIMS THAT COVER NEWLY DISCOVERED NATURAL PRINCIPLES CAN BE 
GARNISHED INTO PATENT ELIGIBILITY WITHOUT HAVING TO UNDERGO THE 
USUAL FULL INVENTIVENESS INQUIRY IF THEY ARE DRAFTED CAREFULLY. 

I. INTRODUCTION 

This paper discusses recent Federal Circuit case law relating to 
whether a patent claim is directed to a judicial exception, such as a 
natural law.1  In Vanda v. West-Ward, the court concluded that claims 
were not directed to a judicial exception even though on the outset they 
appear very similar to the claims in Mayo.2  The difference, as the 
majority pointed out, was that the claims in Vanda were applied in a 
specific manner.3  The dissent’s view was that the claims included a 
judicial exception, and that there was nothing new other than the routine 
and conventional step of administering a drug to a patient.4  Overall, the 
Federal Circuit extended itself to define clear bounds for some patents 
that might fall within the scope of what would otherwise be ineligible 
under Mayo but that lack the preemption issues normally associated 
with ineligible subject matter.5  In short, Vanda limited the reach of 
Mayo and Alice by concluding that patent claims were not directed to a 
law of nature, even where the claims relied on a natural law for their 
inventive concept.6 

Part of the dispute in Vanda was over a patent on methods of treating 
a schizophrenic patient with iloperidone. 7   The treatment included 
                                                                                                                                          

1 See, e.g., Vanda Pharms. Inc. v. West-Ward Pharms. Int’l Ltd., 887 F.3d 1117, 
1133 (Fed. Cir. 2018) (citing Mayo Collaborative Servs. v. Prometheus Labs., Inc., 
566 U.S. 66, 74–75 (2012)). 

2 Id. at 1134. 
3 Id. at 1136. 
4 Id. at 1142–43 (Prost, C.J., dissenting). 
5 See id. at 1135–36. 
6 Id. at 1134.  The court refers to the Supreme Court’s two-part test for 

determining patent eligibility as the “Mayo/Alice analysis.” Id. at 1140 (Prost, C.J., 
dissenting) (citing Mayo, 566 U.S. 66; Alice Corp. Pty. Ltd. v. CLS Bank Int’l, 573 
U. S. 208 (2014)).  

7 Id. at 1121.  
continued . . . 
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genotyping the patient for a gene called CYP2D6, and giving the patient 
a low iloperidone dose of 12 mg/day, instead of up to 24 mg/day, to 
decrease cardiovascular side-effects if the genotype indicated that the 
patient was a poor CYP2D6 metabolizer.8  In the majority opinion, 
Judges Lourie and Hughes noted that “too broad an interpretation of 
[ineligible subject matter] could eviscerate patent law…” because “all 
inventions at some level embody, use, reflect, rest upon, or apply laws 
of nature, natural phenomena, or abstract ideas.”9  The judges then 
concluded that the claims were not directed to patent-ineligible subject 
matter where they were “directed to a specific method of treatment for 
specific patients using a specific compound at specific doses to achieve 
a specific outcome.”10 

Judge Prost dissented.  She stated that the claims did “no more than 
simply direct the relevant audience to apply [the law of nature].” 11 
Referencing Mayo, she reasoned that “reciting specific metes and 
bounds in the claims did not prevent the Supreme Court from 
concluding those claims set forth a natural law.”12  Thus, she concluded 
that the claims were directed to a law of nature, and that they failed 
step 2 of the Mayo analysis because all that was left was a routine and 
conventional step of administering the dose.13  

Both the majority and the dissent tried to stay true to the Mayo and 
Alice jurisprudence, but in different ways.14  Of course, Judge Prost is 
right that in a broad sense simply administering drugs is routine and 
conventional for doctors, and, because the claims recite and rely on a 
natural law, that analysis may be necessary.15  But the majority seems 
to be taking a step back and looking at the bigger picture when they 
draw a limit based on the preemption doctrine,16 which was the impetus 
for creating judicial exceptions in the first place.17  Based on the opinion 
                                                                                                                                          

8 Id. 
9 Id. at 1134 (quoting Mayo, 566 U.S. at 71).  
10 Id. at 1134, 1136. 
11 Id. at 1140 (Prost, C.J., dissenting).  
12 Id. at 1140–41 (Prost, C.J., dissenting).  
13 Id. at 1142–43 (Prost, C.J., dissenting). 
14 See id. (“Whatever weight can be ascribed to the foregoing statements about 

methods of treatment, we remain beholden to the holding of Mayo, which, in my 
view, requires us to find the claims directed to a natural law at step one.”). 

15 Id. at 1142 (Prost, C.J., dissenting). 
16 Id. at 1135 (“[U]nlike the claim in Mayo, to the extent that preemption is a 

concern, the  ‘610 patent claims do not tie up the doctor’s subsequent treatment 
decision.”).  

17 See Interval Licensing LLC v. AOL, Inc., 896 F.3d 1335, 1343 (Fed. Cir. 
2018) (discussing the history of judicial exceptions as they relate to the preemption 
doctrine. In past cases, “[Inventors received a patent containing at least one claim 
directed to a particular technical solution to a problem, . . . but each inventor also 

continued . . . 
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in Vanda, it is clear that the inventive concept of a patent claim can be 
separated from what the claim is directed toward.18   

II. THE INVENTIVE ASPECT OF THE CLAIMS OF VANDA WAS A 
NATURAL LAW 

In Vanda, the Federal Circuit bypassed the Mayo test at Step 1 even 
though the claims’ inventive concept was essentially a natural law.19  
The District Court of Delaware apparently considered the inventive 
concept to be a natural law because it stated that the claims depend on 
a law of nature and concluded that the discovered relationship made the 
claims non-obvious.20  The Federal Circuit noted the district court’s 
conclusion about the claims’ dependence on laws of nature, and the 
majority did not appear to disagree with it.21 

Because the non-obviousness standard is akin to and overlaps with 
Mayo’s inventiveness inquiry, 22  the district court’s discussion on 
obviousness is relevant to Mayo’s inventiveness standard. 23   In 
discussing non-obviousness, the district court said, “[t]he claimed 
invention relies on the relationship between the ratio of P95 and P88 
metabolites in the iloperidone metabolic pathway in the blood and the 
risk of QTc prolongation in iloperidone patients.” 24   Similarly, in 
discussing subject matter eligibility, the court stated that “the asserted 
claims depend upon laws of nature,” specifically, “the relationship 
between iloperidone, CYP2D6 metabolism, and QTc prolongation.”25  
Thus, based on the district court’s analysis, the nonobvious or inventive 
aspect of the invention was a natural law.26  The court eventually said 

                                                                                                                                          
lost a claim that encompassed all solutions for achieving a desired result.”).  

18 See Vanda Pharms., 887 F.3d at 1136 (“At bottom, the claims here are 
directed to a specific method of treatment for specific patients using a specific 
compound at specific doses to achieve a specific outcome.  They are different from 
Mayo.  They recite more than the natural relationship between CYP2D6 metabolizer 
genotype and the risk of QTc prolongation.  Instead, they recite a method of treating 
patients based on this relationship that makes iloperidone safer by lowering the risk 
of QTc prolongation.  Accordingly, the claims are patent eligible.”). 

19 Id. at 1140–43 (Prost, C.J., dissenting).  
20 Vanda Pharms. Inc. v. Roxane Labs., Inc., 203 F. Supp. 3d 412, 427–28 (D. 

Del. 2016), aff’d, Vanda Pharms., 887 F.3d 1117.  
21 Vanda Pharms., 887 F.3d at 1123 (quoting Roxane Labs., 203 F. Supp. 3d at 

428). 
22 See Peter Hecker, How an Old Non-Statutory Doctrine Got Worked into the § 

101 Test for Patent Eligibility, 99 J. PAT. & TRADEMARK OFF. SOC’Y 4 (2017) 
(discussing the analogy between the non-obvious standard and obviousness.) 

23 See generally Roxane Labs., 203 F. Supp. 3d at 412.   
24 Id. at 425. 
25 Id. at 428–29. 
26 Id. at 428. 

continued . . . 
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that the defendant did not prove “that the precise test and the discovered 
results were routine or conventional,” 27  thereby suggesting that the 
asserted natural law could be inventive.  

Additionally, the parties’ arguments as presented by the district 
court overlapped with regard to obviousness and § 101 eligibility.28  For 
example, the relationship between CYP2D6 and iloperidone 
metabolism was argued by the patent holder to be nonobvious,29 and by 
the defendant to be a law of nature30 (Table 1).  The defendant went on 
to say all that was left to transform the claims was routine and 
conventional: a mere dose adjustment that a person ordinarily skilled in 
the art would naturally discover in performing FDA-mandated studies,31  
and used this same argument to say the drug was obvious.32 
  

                                                                                                                                          
27 Id. at 429 (emphasis added). 
28 See id. at 425–26. 
29 Id. at 426. 
30 Id. at 428. 
31 Id.  
32 Id. at 426. 
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Table 1. Arguments and District Court’s Analysis in Vanda Pharms. 

§ 103 Obviousness § 101 Eligibility  
Court’s analysis: “The claimed 
invention relies on the 
relationship between the ratio of 
P95 and P88 metabolites in the 
iloperidone metabolic pathway in 
the blood and the risk of QTc 
prolongation in iloperidone 
patients.”33 

Court’s analysis: “The asserted 
claims depend upon laws of 
nature. . . . [T]he claims depend 
on the relationship between 
iloperidone, CYP2D6 
metabolism, and QTc 
prolongation.”34 

Patent holder’s argument: “The 
prior art does not teach that 
CYP2D6 is important in 
iloperidone metabolism in the 
body”35 

Defendant’s argument: The 
patent embodies a law of 
nature—“that a patient’s 
CYP2D6 enzymatic activity 
affects their metabolism of 
iloperidone”36 

Defendant’s argument: “The 
‘610 Patent is obvious because 
the FDA would have required 
clinical pharmacology studies to 
examine how the drug is 
metabolized”37 

Defendant’s argument: “a person 
ordinarily skilled in the art would 
naturally discover the invention 
in performing FDA-mandated 
studies.”38 

 
The majority in the Federal Circuit decision noted the district court’s 

determination of the claims’ dependence on a natural law and did not 
seem to disagree.39  The court stated that the inventors recognized the 
natural relationships and claimed an application of the relationship, 
rather than the relationship itself.40  The dissent pointed out that the 
district court found the unpredictable results of clinical testing regarding 
the relationship among CYP2D6, iloperidone, and QTc prolongation to 
form the basis of non-obviousness, and no other aspect of the claims 
made it nonobvious.41  Indeed, the patent itself cited the discovery of 
                                                                                                                                          

33 Id. at 425. 
34 Id. at 428–29. 
35 Id. at 426. 
36 Id. at 428. 
37 Id. at 426. 
38 Id. at 428. 
39 Vanda Pharms. Inc. v. West-Ward Pharms. Int’l Ltd., 887 F.3d 1117, 1123 

(Fed. Cir. 2018) (citing Roxane Labs., 203 F. Supp. 3d at 428). 
40 Id. at 1135. 
41 Id. at 1143 n.1 (Prost, C.J., dissenting).  

continued . . . 
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the relationship as the invention of the patent.42 

III. WHAT TO DO NOW 
Now that we know a claim can be patent eligible even if its inventive 

concept is a natural law, how can we take advantage of this when 
prosecuting patents?  First, the inventive aspect needs to be apparent to 
get over the § 103 non-obviousness requirement, but it should be “only 
touch[ed] upon”43 in a way that draws the focus to an application of the 
law rather than to the law itself.  

One way to apply the teachings of Vanda is to copy the form of its 
claims.44  If the invention you are claiming is a diagnostic method, dress 
it up as a treatment based on the diagnosis.  For example, suppose you 
discovered that Vandase, an enzyme encoded by a well-known gene, 
enhances patent bar passage rates when expressed at high levels.  You 
will likely get a § 101 subject matter rejection if you claim “a method 
for predicting whether a subject will pass a patent bar, comprising: 
obtaining an expression level of a nucleic acid encoding Vandase; and 
prognosing whether the subject will pass the patent bar based on said 
expression.”  You may have better luck, however, if you try something 
like this in the application: 

a method for treating a subject suffering from the patent 
bar, comprising:  

obtaining an expression level of a nucleic acid 
encoding Vandase;  

prognosing whether the subject will have 
difficulty passing the patent bar based on said 
expression; and  

administering a patent bar preparation course 
comprising videos of John White or Gene Quinn for 8-
12 hours per day for 4-8 weeks if the subject is 
prognosed as having difficulty passing the patent bar 
based on said expression, and administering a patent bar 
preparation course comprising 1-2 hours per day of past 
patent bar questions for 1-2 weeks if the subject is 
prognosed as not having difficulty passing the patent bar 
based on said expression. 

In such a case, you could argue that like the claim in Vanda, which 
                                                                                                                                          

42 Id. at 1140 (Prost, C.J., dissenting). 
43 Brief for Appellee at 45, Vanda Pharms. 887 F.3d at 1133 (No. 2016-2707, 

2016-2708).  
44 Vanda Pharms. 887 F.3d at 1134 (finding Vanda’s claims sufficient to satisfy 

the test for patent eligibility).   
continued . . . 
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was patent eligible, this claim only touches upon a law of nature but is 
directed to a method of treatment because it recites a specific treatment 
for specific patients using a specific study strategy at specific doses.45  

Note that in the above method of treatment claim, the only inventive 
aspect is likely the discovery that high Vandase expression levels 
increase patent bar passage rates.  Because genome-wide expression 
assays are performed on a routine basis, and because the gene encoding 
Vandase is well-known, the first step of the method, obtaining an 
expression level of a nucleic acid encoding Vandase, would likely be 
considered well-known, routine, and conventional.46  Likewise, patent 
bar preparation courses that include John White and Gene Quinn for 
several hours a day, or reviewing past patent bar questions for a few 
hours, are routine and conventional because people generally already 
pursue those courses of study.47  Thus, if the claim were reviewed by a 
person who, like Judge Prost, thought the claims were directed to their 
inventive aspect, which is a law of nature, that person would probably 
think the claims were patent ineligible because they do not recite any 
other inventive aspect that would amount to significantly more than the 
law of nature.48 

If your patent examiner does think like Chief Justice Prost, you can 
remind him or her that the Patent Office has published a memo49 making 
clear that the Patent Office is following the law set forth in Vanda.50  In 
particular, the memo points out that the Federal Circuit did not consider 
whether the treatment steps were routine or conventional when making 
its “directed to” determination, and states that: 

(1) ‘method of treatment’ claims that practically apply 
natural relationships should be considered patent eligible 
under Step 2A of the USPTO's subject matter eligibility 
guidance; and (2) it is not necessary for ‘method of 
treatment’ claims that practically apply natural 
relationships to include nonroutine or unconventional 

                                                                                                                                          
45 See id. at 1136 (“At bottom, the claims here are directed to a specific method 

of treatment for specific patients using a specific compound at specific doses to 
achieve a specific outcome.  They are different from Mayo.”) 

46 Nature Educ., Proteins and Gene Expression, SCITABLE, 
https://www.nature.com/scitable/topic/proteins-and-gene-expression-14122688 (last 
visited Sept. 28, 2018).  

47 Patent Practice Training for Newbies, IPWATCHDOG (Nov. 26, 2018 4:00 
PM),  http://www.ipwatchdog.com/event/patent-practice-training-nov-2018-2/.  

48 See Vanda Pharms., 887 F.3d at 1140 (Prost, C.J. dissenting). 
49 See Memorandum from Robert W. Bahr, Deputy Comm’r for Patent 

Examination Policy to Patent Examining Corps (June 7, 2018), 
https://www.uspto.gov/sites/default/files/documents/memo-vanda-20180607.PDF.  

50Id. at 2. 
continued . . . 
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steps to be considered patent eligible under 35 U.S.C. 
§ 101.51 

Thus, you can argue that method of treatment claims are outside the 
scope of § 101 scrutiny and are patent eligible.  

Of course you can always still make the backup argument that your 
claims are in-line with the patent eligible examples given by the Patent 
Office,52 and argue that even if your method of treatment claims are 
directed to a law of nature, they still recite significantly more.  In the 
Vandase example above, you might say as a backup argument that the 
claims are like the Julitis53 example in the Patent Office Examples. 

Such an argument might proceed as follows.  Claim 6 of the Julitis 
example is directed to a method of diagnosing and treating Julitis 
comprising detecting the presence of JUL-1, diagnosing the patient with 
Julitis when the presence of JUL-1 is detected, and administering anti-
TNF antibodies to the diagnosed patient.54  The claim is considered 
inventive even though the diagnosing step was a natural law/abstract 
idea, and administering anti-TNF to Julitis patients was conventional.55  
This is because when “viewed as a combination,” the additional 
elements (including the treatment step) “amount to a claim as a whole 
that adds meaningful limits on the use of the exception.”56  Likewise, 
one could argue that the additional steps including the administration 
step of the Vandase example amount to a claim as a whole that adds 
meaningful limits on the use of the exception.57  

More broadly, the Federal Circuit interprets the directed to step of 
Alice and Mayo to mean that if a claim recites an application of a natural 
law or other judicial exception specifically enough, then the claim does 
not have to have to satisfy the significantly more hurdle.58  For example, 
in Interval Licensing v. AOL, the court noted that in past cases where 
claims were directed to an abstract idea, the claims “failed to recite a 
practical way of applying” the underlying idea.59 

The more practically and specifically you can draft your claim to be 
an application of a natural law or other judicial exception, the better 
your chances are of withstanding or avoiding a § 101 rejection. 60  
                                                                                                                                          

51Id (emphasis removed). 
52 Subject Matter Eligibility Examples: Life Sciences, USPTO 3–4 (2016), 

https://www.uspto.gov/sites/default/files/documents/ieg-may-2016-ex.pdf.  
53 Id. at 9–16. 
54 Id. at 15. 
55 Id. 
56 Id. 
57 Id.  
58 Interval Licensing LLC v. AOL, Inc., 896 F.3d 1335, 1342 (Fed. Cir. 2018). 
59 Id. at 1343.  
60 See id. (discussing instances where court has found exceptions to §101). 

continued . . . 
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Claims that pass muster in the abstract idea realm tend to “recite a 
specific improvement over prior systems”61 or that enable a computer 
or other conventional device “to do things it could not do before.”62  
Likewise, a claim with an underlying natural law can avoid Alice and 
Mayo by reciting a specific application that the natural law by itself 
could not do (like treat a patient).63   

Overall, having what would be considered a natural law does not 
doom your claim, even if the claim would not have been inventive 
otherwise.64  You just need to define an application of the law that is 
specific enough.65 

 

                                                                                                                                          
61 Core Wireless Licensing S.A.R.L. v. LG Elecs., Inc., 880 F.3d 1356, 1363 

(Fed. Cir. 2018).  
62 Id. at 1362 (quoting Finjan, Inc., v. Blue Coat Sys., Inc., 879 F.3d 1299, 1305 

(Fed. Cir. 2018)).  
63 Vanda Pharms. Inc. v. West-Ward Pharms. Int’l Ltd., 887 F.3d 1117, 1136 

(Fed. Cir. 2018) (distinguishing the claims from Mayo because “they recite more 
than the natural relationship.”). 

64 Id. at 1123 (quoting Vanda Pharms. Inc., v. Roxane, 203 F. Supp. 3d 412, 428 
(D. Del. 2016)). 

65 Id. at 1136 (distinguishing the claims from Mayo because “they recite more 
than the natural relationship”). 
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