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Ameritox, Ltd. V Millenium Health, LLC, CA No. 13-cv-
832-wmc (W. D. Wis., Feb. 18, 2015)
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Abstract Idea?  Yes/No! (SJ granted as to ‘895; denied as to ‘680)

• Step 1(2A) – directed to the comparison of a person’s metabolite/creatine
ratio to known normative data.  

• Step 2(2B) – the claimed invention provides an improvement over 
existing technology. The combination of the normalization, detection and 
comparison steps were not routine.
– prior art taught: 1) urine testing gave a + or -, not whether the patient used drug 

as prescribed; and 2) drug [ ] in urine was too variable, due to hydration and 
urinary output volume (plasma should be used to measure methadone use). 

– One cannot filter out the comparative step because it is abstract.  Nor can one 
ignore the detection and normalization steps because they exist in the prior art. 
Instead focus on the entire claim. 

– The ‘895 claims are not limited to urine.  Not only are they overly-broad, but 
they lack the inventive concept provided by using urine for analysis.
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Genetic Veterinary Sciences Inc. v Canine EIC Genetics, 
LLC, CA No. 14-1598 (D. Minn., March 31, 2015)
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Law of Nature?  Yes (SJ granted).

• Step 1(2A) – directed to observing a genetic mutation tied to a disorder

• Step 2(2B) – the steps are well-understood, routine and conventional, 
as admitted by the spec. 
– But, some of the dependent claim use very narrow detailed processes to 

detect
– CAFC in BRCA and Ariosa concluded that detailed steps (e.g., for detecting cffDNA

or BRCA DNA) do nothing more than spell out what practitioners already know – how 
to compare gene sequences using routine techniques.

– Also, the patent identifies the relationship between a specific mutation and a unique 
disease in dogs.  No evidence that other biomarkers may be associated with EIC.  
The patent narrowly wades into a deep ocean of research and seeks to control all 
ties between the 767T allele and EIC, rendering it ineligible for protection. 
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Endo Pharm Inc. v Actavis Inc., CA No. 14-1381-RGA 
(D. Del. Sept. 23, 2015)
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Law of Nature?  Yes (MTD granted).

• Step 1(2A) – directed to the bioavailabilty of oxy. being increased in 
people with impaired kidney function.

• Step 2(2B) – “providing” informs the audience of the drug to be 
administered; “measuring” is routine; “administering” limits the relevant 
audience and instructs administration of correct dosage. 
– But, the administering step, giving adjusted doses based on kidney 

impairment, was not routine activity before the invention.
– This step instructs Dr. to dispense drug in a well-known manner, while using a 

natural law to manage dosage.
– And, there are numerous references in the patent that preempt future innovations in 

the field, e.g., “this invention includes all modifications and equivalents of the subject 
matter recited in the claims appended hereto as permitted by applicable law.  
Moreover, any combination of the above described elements in all possible variations 
thereof is encompassed by the invention”.
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Esoterix Genetic Lab, LLC v Qiagen LTD., CA No. 
14-cv-13228-ADB (D. Mass., Sept. 25, 2015)
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Law of Nature? Yes (MTD granted [in part]).

• Step 1(2A) – directed to the correlation between naturally-occurring 
changes in cancer cells and the likelihood that a drug will work to treat 
cancer

• Step 2 (2B) – the obtaining and determining steps are entirely 
conventional, as admitted by the spec.
– But, it was not conventional to administer these drugs only to patients with 

these particular genetic mutations.
– This does not alter or transform a known method of treating cancer, but rather 

identifies a law of nature that explains why treatment is more effective in certain 
patients, and tells Drs. to apply that law using well-known methods.
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Cleveland Clinic Found. v True Health Diagnostic, LLC, 
CA No. 1:15 CV 2331 (N. D. Ohio, Feb. 23, 2016)
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Law of Nature? Yes  (MTD granted)

• Step 1(2A) – directed to the relationship between MPO 
levels/activity and the risk of having CV disease

• Step 2(2B) – the remainder of the steps (determining, 
comparing) are conventional, the spec. even admits this. 
– But, we are the first to “see” MPO by measuring number of molecules 

and actual activity (prior art “saw” MPO by looking at an intracellular 
index).
– You are still measuring naturally occurring levels and activity of MPO.
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Rutgers v Qiagen, CA No. 1-cv-7187 (D. N.J., Feb. 29, 
2016)

Public13

Natural Phenomenon? Not sure (MTD denied)

• Step 1 (2A) –plausible that not all the materials used in the 
claimed methods and compositions are naturally-occurring
– According to Plaintiff, neither the peptide or antigenic segments or its 

surroundings are naturally occurring and it is illogical that the methods 
are ineligible simply because they involve elements found in nature.

• Step 2(2B) –plausible that the invention is not simply directed to 
isolating and identifying materials, but rather applies these 
materials in a new way to improve a process for detecting TB.
– The only practical way to diagnose TB before the invention was the TB 

skin test.  The invention is an in vitro test done in a single visit giving 
an objective measurement signifying TB infection. 
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Idexx Lab., Inc., v. Charles River Lab., Inc., CA No. 15-
668-RGA (D. Del., July 1, 2016)
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Abstract Idea – No! (MTD denied)

• Step 1(2A) – directed to the abstract idea of collecting, analyzing and 
reporting results

 NB: claim breadth encouraged the court to broadly construe the AI.

• Step 2(2B) –
– the individual steps are conventional and routine.  But ...
– As a whole, the steps present a novel implementation of the AI and a clear 

advance over the prior art (monitoring health of rodent populations without 
euthanizing, or having to await clotting in a centrifuge, or having to ship in 
refrigerated containers).
– “[w]hile the§ 101 inventive concept analysis is facilitated by considerations 

analogous to those of §§ 102 and 103, it is not a substitute for those statutory 
requirements. . . .[the reference’s] teachings, though possibly relevant to a § 103 
determination, fail to demonstrate the lack of an inventive concept.”
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Vanda Pharmaceuticals Inc. v. Roxane Labs., Inc., CA 
No. 13-1973 and 14-757 (D. Del., Aug 25, 2016)
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Law of Nature?  No! (final judgement in favor of Plaintiffs).

• Step 1(2A) – sparse - “the asserted claims depend upon laws of nature” 
(relationship between iloperidone, CYP2D6 metabolism, and QTc
prolongation). 

• Step 2(2B) –dosage step doesn’t apply to all patients (only a specific 
patient population based upon their genetic composition), and requires 
applying genetic tests in a highly specific way. The use of this genetic 
test to adjust dosage wasn’t routine/conventional, and amounted to 
more than a mere instruction to apply a natural relationship. 

• No preemption issue because claims don’t preempt biological sampling 
or genotyping.



Dx Symp./9.2016/Alexandria /Fischer

Vanda Pharmaceuticals Inc. v. Roxane Labs., Inc., CA 
No. 13-1973 and 14-757 (D. Del., Aug 25, 2016)

Public18

Law of Nature?  No! (final judgement in favor of Plaintiffs).

• Step 1(2A) – sparse - “the asserted claims depend upon laws of nature” 
(relationship between iloperidone, CYP2D6 metabolism, and QTc
prolongation). 
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Oxford Immunotec Ltd. v. Qiagen, Inc., CA No. 15-cv-
13124-NMG (D. Mass., Aug. 31, 2016)
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Law of Nature? Yes/No! (suggest deny MTD as to method, allow as to kit)  

• Step 1(2A) – kit claims: peptides in panel based wholly on natural 
sequence of ESAT-6; method claims -T-cells previously exposed to M. 
tuberculosis will excrete IFN-γ

• Step 2(2B) – method claims - improve existing methods for diagnosing 
TB (more convenient, less dependent on a physician's subjective 
interpretation of results, more accurate); kit claims – only describe 
peptide panel of test and thus no inventive concept when divorced from 
the methods.  
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Your Best Bet?
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–Technological Improvement Test –
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Thank you!
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