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Patentability of Diagnostic Methods in the 
United States and Abroad – Part II
By Jacquelyn Pariseau, Hadia S. Ahsan, Haley S. Ball,  
Shoshana Marvin and Gaby L. Longsworth

In this two-part article, the authors summarize 
the current landscape for subject matter eligibility 
of diagnostic methods in the United States and 
abroad. In the first part, which was published in 
the May 2024 issue of the Intellectual Property 
& Technology Law Journal, the authors dis-
cussed the Supreme Court’s Mayo/Alice Test and 
explained that purely diagnostic claims continue to 

be held patent ineligible in the United States. In 
this conclusion, the authors explore the patentability 
of diagnostic methods in ex-U.S. jurisdictions.

This article now provides parameters for sub-
ject matter eligibility of diagnostic methods in 

ex-U.S. jurisdictions, which may provide guidance 
for applicants and practitioners. Generally, many 
jurisdictions explicitly exclude diagnostic methods 
by statute, particularly in vivo diagnostic methods. 
However, some of these jurisdictions do provide 
exceptions. Namely, some jurisdictions permit in 
vitro and ex vivo methods and/or methods that 
merely provide intermediate results.

PATENTABILITY OF DIAGNOSTIC 
METHODS IN NON-U.S. 
JURISDICTIONS

The intellectual property (IP) laws of some 
jurisdictions have drastically different approaches 
towards diagnostic methods, which can be chal-
lenging for applicants and practitioners. Israel, 
for example, allows diagnostic methods to be 
patented, subject to certain exceptions. By con-
trast, China, Europe, and Japan exclude diagnostic 
methods from patentability by statute. A nuanced 
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understanding of ex-U.S. laws, along with care-
fully drafted claims, can help applicants protect 
their IP abroad.

Countries Where Diagnostic Methods Are 
Generally Patent Eligible

Australia
Under Australian law, an invention may be con-

sidered patentable subject matter if it is a manner of 
manufacture. In National Research Development Corp. 
v. Commissioner of Patents (NRDC), the court laid 
out two general principles for establishing a manner 
of manufacture: (1) the invention must be an arti-
ficially created state of affairs, and (2) the invention 
must have economic utility.1

Up until 2015, the Australian Patent Office 
routinely permitted claims directed to isolated 
nucleic acid sequences. However, this changed as a 
consequence of the Australian High Court’s deci-
sion in D’arcy v. Myriad Genetics (2015) (Myriad 
Genetics).2 The claims at issue in Myriad Genetics 
were directed to an isolated nucleic acid com-
prising a mutated BRCA1 gene (the presence of 
which is correlated with an increased likelihood of 
developing breast or ovarian cancer). In that deci-
sion, the High Court held that naturally-occur-
ring DNA sequences could not be validly made 
the subject of patent protection in Australia, even 
when extracted and isolated from a nucleus of a 
cell by human involvement.

In reaching its decision, the Federal 
Court compared the claims at issue 
to those considered in D’Arcy v. Myriad 
Genetics Inc.

Specifically, while formulated as claims to 
a product (a nucleic acid molecule), the High 
Court found the substance of the invention was 
the information embodied in the nucleotides of 
the molecule and that this information was an 
inherent part of the molecule and not created by 
human action. As such, claims directed to natu-
rally occurring isolated nucleic acid sequences 
are no longer patent eligible. Notably, the High 
Court’s decision was confined to naturally occur-
ring isolated nucleic acid sequences, not all 

isolated naturally occurring substances (as in the 
U.S.). Therefore, claims directed to isolated pro-
tein sequences, for example, were not impacted. 
Likewise, claims to synthetic or modified nucleic 
acid sequences remain patent eligible, as do meth-
ods of detecting disease (e.g., cancer) using gene 
sequence information.

The Federal Court of Australia (equivalent to 
the U.S. Court of Appeals for the Federal Circuit) 
applied longstanding NRDC patent eligibility 
principles in Ariosa Diagnostics, Inc. v Sequenom, 
Inc.,3 and affirmed the patentability of Sequenom’s 
non-invasive pre-natal diagnostic method. The 
invention related to a method for detecting 
cffDNA in a serum or plasma sample of a pregnant 
woman. Ariosa contended that the claimed inven-
tion was not patent eligible because it involved 
using known methods and human interactions to 
detect natural phenomena. The Federal Court dis-
agreed, finding that the substance of the invention 
was not the cffDNA itself, or the observation of 
the presence of cffDNA, but rather a new method 
for detecting fetal DNA without the need for 
invasive sampling. Accordingly, the Federal Court 
concluded that Sequenom’s diagnostic method 
was patentable.

In reaching its decision, the Federal Court com-
pared the claims at issue to those considered in 
D’Arcy v. Myriad Genetics Inc.4 The Federal Court 
distinguished the claims in Ariosa Diagnostics as 
a method of diagnosis and the claims in Myriad 
Genetics Inc. as mere information that did not 
define a manner of manufacture. In sum, diagnos-
tic methods that relate to the practical application 
of a natural phenomenon, e.g., a diagnostic that 
applies a method of detecting isolated nucleic acid 
sequences, rather than just the natural phenomena 
itself are patentable subject matter in Australia.

New Zealand5

Similar to Australia, the New Zealand Patent 
Office and courts consider an invention to be pat-
entable subject matter if it is a manner of manu-
facture in accordance with the principles set out in 
NRDC (above). However, in contrast to Australia, 
the New Zealand Patents Act 2013 expressly 
excludes6 from eligibility, claims directed to meth-
ods of medical treatment of humans by surgery 
or therapy – as well as claims directed to methods 
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of diagnosis of humans. Methods performed on 
non-human animals, however, are not excluded. 
As such, procedures carried out in vitro, exclu-
sively outside the body, or on a dead body, are not 
excluded. Methods of diagnosis performed on tis-
sues or fluids that have been permanently removed 
from the body, therefore, are not excluded.

Under New Zealand law, a diagnostic method 
must attribute a “clinical picture” to a patient, which 
includes identifying the presence or absence of a 
disease state. Examples of diagnostic methods, which 
would generally not be excluded, are as follows:

•	 Methods of determining a person’s general con-
dition, such as their general state of fitness;

•	 Methods of imaging, such as CT scanning, with-
out any step of identifying a disease or condition;

•	 Methods of measuring a parameter in a sample, 
such as blood glucose;

•	 Methods of assessing tissue viability by measur-
ing total hemoglobin, oxygen saturation and 
hydration;

•	 Methods of determining ear temperature;

•	 Methods of imaging an artery in a patient using 
magnetic resonance imaging, without any step or 
identifying a disease or condition;

•	 Methods of measuring oxygen uptake in the 
lungs; and

•	 Methods performed in vitro or ex vivo on cells 
tissues or fluids permanently removed from the 
body, such as DNA testing.

For completeness, no New Zealand court (nor 
the New Zealand IP Office) has addressed whether 
genes or genetic sequences are patent eligible. 
Therefore, claims to isolated nucleic acids or iso-
lated polypeptides continue to be patent eligible 
subject matter. A claim to a diagnostic method 
relating to the practical application of a natural phe-
nomenon, such as an isolated nucleic acid sequence, 
may be patent eligible in New Zealand provided 
the method is not practiced on a human.

Canada
In Canada, diagnostic methods are generally pat-

ent eligible. Prior to 2020, the Canadian Intellectual 
Property Office (CIPO) drew a distinction between a 
diagnostic method that “solves a data acquisition prob-
lem” and one that “solves a data analysis problem,” with 
only the former method being patentable. However, 
CIPO has broadened its interpretation of patent eli-
gibility in the medical diagnostics field following 
Choueifaty v. Canada (Attorney General) (Choueifaty), 
wherein the Federal Court held that the “problem-
solution” approach described earlier was improper 
when determining subject-matter eligibility.7 The 
Federal Court emphasized that patent claims must be 
interpreted using established principles of purposive 
construction (i.e., claim construction) when assessing 
subject matter eligibility.

After Choueifaty, CIPO provided further guid-
ance on determining subject matter eligibility via 
purposive construction and subject matter identifi-
cation.8 Purposive construction requires looking to 
the specification and (i) determining what a person 
skilled in the art would understand to be the nature 
of the invention, and (ii) identifying the “essential 
elements” of a claim. In purposive construction, 
examiners presume all claim elements are essen-
tial unless (i) established otherwise, or (ii) contrary 
to the claim language. Next, examiners determine 
whether the claimed subject matter falls into a cate-
gory of patentable subject matter defined in Section 
2 of the Patent Act. Per Section 2, an invention must 
be an art, process, machine, manufacture, or compo-
sition of matter, or an improvement in one of the 
foregoing, and must not be a mere scientific prin-
ciple or abstract theorem.

A medical diagnostic method claim typically 
includes an element that correlates an analyte or 
medical test result with a disease. This correlation is 
generally considered to be an abstract idea, which is 
not patentable; however, an abstract idea that coop-
erates with other elements that (i) have a physical 
existence, or (ii) manifest a discernible physical effect 
or change, may constitute patentable subject matter.

In sum, diagnostic methods are generally pat-
entable in Canada if the claims include a physical 
means for testing, identifying, detecting, measuring, 
or otherwise acquiring data. Whether computer-
implemented inventions are patentable subject mat-
ter in Canada remains unanswered, however.9
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Israel
Section 7 of the Israel Patents Law, 1967, states 

that “[n]o patent shall be granted for a method of 
therapeutic treatment on the human body.” This 
provision’s intent is to protect physicians from 
infringing patent claims for treating their patients. 
However, diagnostic methods are generally con-
sidered patentable because they do not constitute 
“treatment of the human body.”10

For example, the following claim is patent 
eligible:

1.	 An assay for the diagnosis of a mental disorder 
in an individual, comprising:

a)	 obtaining a sample from said individual, 
being a blood sample, a platelet-containing 
fraction thereof, or a fraction containing 
platelet-associated antibodies (PAA) shed 
from the platelets;

b)	 contacting said sample with anti-human 
immunoglobulin antibody lacking the Fc 
domain (Fc-less anti-hIg antibody); and

c)	 determining the degree of binding of said 
antibodies of to the PAA in said sample, 
a degree of binding above that found in 
normal individuals indicating that said 
individual has a high likelihood of having 
a mental disorder.11

According to the ILPTO’s Examination 
Guidelines,12 where a claim is directed to a multi-
step process that includes one or more therapeu-
tic steps, the intended purpose of the process and 
its essential features need to be examined. If the 
intended purpose of the process is diagnostic, rather 
than therapeutic, one or more therapeutic steps 
would not prejudice the patentability of the claimed 
process.13 As an example, the ILPTO Examination 
Guidelines provide that the following claim would 
not contravene Section 7(1) of the Patents Law:

A method of monitoring cancer therapy in a 
subject comprising the steps of (i) administer-
ing to a subject in need thereof at least one 
compound according to claims 1-19 in a diag-
nostic imaging amount in combination with 
therapeutically active compound of choice, 

and (ii) performing diagnostic imaging using 
PET by detecting a signal from said at least 
one compound to follow the course of cancer 
therapy.

Mexico
In vitro and ex vivo diagnostic methods are pat-

entable in Mexico. However, Article 49, Section IV 
of the Federal Law for the Protection of Intellectual 
Property (FIPPL) excludes in vivo methods, i.e., 
diagnostic methods that directly affect or apply 
to human or animal bodies. Accordingly, eligible 
method claims cannot include a step of obtaining a 
body sample by an invasive procedure.14

However, in vivo methods that generate interme-
diate results that do not include a diagnostic step 
(e.g., a method of measuring blood glucose levels 
without correlating a diagnosis), are patent eligible, 
even if they are in vivo.15 For example, the following 
claims describing methods of detecting ascorbic acid 
in urine samples of a subject are patent eligible:16

1. A method of detecting ascorbic acid in a 
urine sample from a subject, characterized in 
that it comprises: contacting at least a por-
tion of the urine sample with a test strip 
comprising a reagent pad including one or 
more compounds configured to react with an 
analyte in the urine sample and thereby pro-
duce a change in an intensity of color on the 
reagent pad; detecting whether the analyte is 
present by measuring the intensity of color 
on the reagent pad, wherein an increase in 
the intensity of color in the reagent pad after 
the contacting relative to before the contact-
ing indicates a presence of the analyte; and 
detecting whether ascorbic acid is present in 
the urine sample by measuring the intensity of 
color on the reagent pad, wherein a reduction 
in the intensity of color on the reagent pad 
after the contacting relative to before the con-
tacting indicates a presence of ascorbic acid.

7. A method of detecting ascorbic acid in a urine 
sample with a test strip comprising a reagent pad 
including one or more compounds configured 
to react with an analyte in the urine sample 
and thereby produce a change in an intensity 
of color on the reagent pad, the method char-
acterized in that it comprises: measuring, with 
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electronics of an optical inspection apparatus, 
a first intensity of color from the reagent pad; 
contacting the test strip with at least a portion 
of the urine sample; measuring, with the elec-
tronics of the optical inspection apparatus, a 
second intensity of color from the reagent pad; 
detecting the analyte in the urine sample when 
the first intensity of color is less than the sec-
ond intensity of color; and detecting ascorbic 
acid in the urine sample, the detecting com-
prising determining that the second intensity 
of color from the reagent pad is less than the 
first intensity of color.

In sum, (1) in vitro or ex vivo diagnostic method 
claims are patentable in Mexico, and (2) in vivo 
method claims are patentable in Mexico, if they 
exclude a diagnostic (interpretation) step.

Countries Where Diagnostic Methods are 
Generally Patent Ineligible

Brazil
The Brazilian Industrial Property Law states 

that diagnostic methods for use on the human 
or animal body are not considered inventions;17 
therefore, they are not patent eligible. According 
to Brazilian Patent Application Examination 
Guidelines, diagnostic methods are not considered 
inventions if they: (i) directly apply to a human 
or animal body, and (ii) facilitate (1) conclusive 
determination of the patient’s clinical condition, 
or (2) indicate probable clinical conditions.18 As 
such, methods of obtaining data from a human or 
animal body are considered inventions if the col-
lected data represents intermediate results that – 
alone – are insufficient for determining a clinical 
condition or probable condition.

The Brazilian Industrial Property Law 
states that diagnostic methods for use 
on the human or animal body are not 
considered inventions.

For example, methods for measuring blood pres-
sure, X-ray, blood tests (except the step of collect-
ing the blood sample), etc. are patentable. Methods 
of in vitro or ex vivo testing performed on sam-
ples removed from the body are also patentable, 

to the extent that they are not applied directly to 
the body or do not relate to the patient’s clinical 
condition.

For example, the following claim directed to a 
method for detecting microsatellite instability and 
disease-related gene variations in patients based on 
next-generation high-throughput sequencing to 
provide clinical guidance on the risk control, treat-
ment and/or prognosis of the patient or family was 
considered patent eligible for being applied to a 
plasma sample and therefore not applied directly to 
the human body:19

22. A method for detecting microsatellite 
instability and disease-related gene variations 
in patients based on next-generation high-
throughput sequencing to provide clinical 
guidance on the risk control, treatment and/
or prognosis of the patient or family, char-
acterized in that it comprises the following 
steps: (1) detecting multiple microsatellite loci 
defined in claim 16 simultaneously; (2) deter-
mining the stability status of microsatellite 
loci in the sample according to the method 
defined in any one of claims 15 to 18; (3) 
obtaining the detection results of the one or 
more of disease-related genes according to the 
sequencing results; (4) providing clinical guid-
ance on the risk control, treatment and/or 
prognosis of the patient or family by combin-
ing the results of the above steps (2) and (3).

China
The Chinese Patent Law explicitly states that 

no patent right shall be granted for methods for 
the diagnosis or treatment of diseases.20 This applies 
where a method involving diagnosis of a disease is 
(i) practiced on a living human or animal body (or 
ex vivo samples from that body), and (ii) its imme-
diate purpose is to obtain the diagnostic result of 
a disease or health condition.21 Accordingly, meth-
ods of acquiring information from a living human 
or animal body or collected tissue and fluids as an 
intermediate result are patent eligible. Methods of 
processing that acquired information are also pat-
ent eligible if the processing does not involve a step 
to reach a diagnosis. Such patent eligible examples 
include, e.g.: a method of measuring the resonant 
frequency of a blood sample (CN101713775B) or 
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a method of measuring nucleic acid concentration 
(CN101089196B).22 Such methods do not directly 
diagnose a disease. They require at least one addi-
tional step to reach a diagnosis.

Although diagnostic methods are not patentable 
in China, the methods can be alternatively drafted 
as (i) a device claim that executes the diagnostic 
method steps, or (ii) a Swiss-type claim (e.g., use 
of a substance in the manufacture of a diagnostic 
reagent/kit/medicament for detecting/diagnosing/
identifying/predicting a disease/responsiveness of a 
disease to a treatment). For example, if an invention 
is based on the discovery of a correlation between 
the expression of biomarker A and the responsive-
ness of disease B to treatment C, the discovery can be 
protected by the following hypothetical claim, “Use 
of an agent specifically binding to biomarker A in the 
manufacture of a kit for identifying a subject having 
disease B who may be responsive to treatment C.”

A practical example can be observed in 
CN105659095B, where the following claim is pat-
ent eligible:

1. Use of a binding agent that specifically 
binds to the biomarker PLGF in the manufac-
ture of a kit for use in a method of identify-
ing patients with heart failure as potentially 
responsive to treatment including inhibitors, 
wherein the method comprises: (a) measuring 
the level of the biomarker PLGF in a patient 
sample, and (b) comparing the level of the 
biomarker with a reference level.

In the context of Swiss-type claims, features 
pertaining to the “Inventive Concept” – as delin-
eated by the Mayo/Alice test – may not be limiting 
elements in China. Swiss-type claims are typically 
characterized by three aspects:

(i)	 The structure or composition of the substance/
medicinal product/kit;

(ii)	The manufacture process; and

(iii)	The intended use.

If a particular feature fails to provide limitation 
for any of these three aspects, it may be deemed 
non-limiting, thereby lacking the ability to distin-
guish the claimed use from prior art.

For example, the inventive concept of 
CN101918040B was the specific time interval 
between the step of administrating an imaging 
agent and the step of image collection; accordingly, 
a claim was drafted as below:

3. Use of a compound suitable for SPECT, 
capable of crossing the blood-brain barrier 
and associating with the dopamine transporter 
protein (DAT), in the manufacture of com-
positions for a diagnostic method in a single 
SPECT run, wherein the compound is selected 
from Technepine, Fluoratec, TROTEC-1, 
TRODAT-1, Altropane, Dopascan, and 
DaTSCAN, and the diagnostic method com-
prises at least the following steps: administering 
the compound to a human or animal; measur-
ing the distribution of the compound in the 
brain using SPECT approximately 1-10 min-
utes after administration; measuring the associ-
ation of the compound with DAT in the brain 
using SPECT approximately 15-45 minutes 
after administration; comparing the obtained 
results with appropriate controls; determining 
the presence of Alzheimer’s disease, Lewy body 
dementia, and/or frontotemporal dementia.

The Re-examination Board stated that the above 
claim could not be distinguished from the prior art 
because the compound and the use were already 
known, and the steps comprised a diagnostic 
method that had no limiting effect on the structure 
of the compound or the manufacturing process of 
the compositions.

In contrast, in CN101918040B, the inventive 
concept was the use of a dopamine transporter 
(DAT) imaging agent that enables the simultaneous 
acquisition of perfusion and DAT information dur-
ing a single imaging procedure, and the following 
claim was patentable:

1. Use of a compound labeled with 99mTc and/
or 123I, suitable for SPECT, in the manufacture 
of a diagnostic composition for the differential 
diagnosis of frontotemporal dementia with Lewy body 
dementia and Alzheimer’s disease with frontotempo-
ral dementia in a single SPECT run, wherein the 
compound is capable of crossing the blood-brain 
barrier and associating with the dopamine trans-
porter (DAT), and wherein the compound is 
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selected from the group consisting of Technepine, 
Fluoratec, TROTEC-1, TRODAT-1, Altropane, 
Dopascan, and DaTSCAN, the differential 
diagnosis comprises at least the steps of: admin-
istering the compound to a human or animal; 
measuring the distribution of the compound 
within the brain using SPECT approximately 
1-10 minutes after administration; and measur-
ing the association of the compound with DAT 
within the brain using SPECT approximately 
15-45 minutes after administration.

The Re-examination Board stated that the 
claimed use could be differentiated from the prior 
art by the emphasized feature “for the differential 
diagnosis of frontotemporal dementia with Lewy 
body dementia and Alzheimer’s disease with fron-
totemporal dementia in a single SPECT run.”

Accordingly, if features relating to “Inventive 
Concept” – as defined in the Mayo/Alice test – per-
tain solely to diagnostic procedures, these features tend 
to be non-limiting, and the claimed use cannot be dis-
tinguished from the prior art based on such features. 
However, if these features are associated with a novel 
composition of the substance or a novel application, 
and the claim specifically recites the features related 
to this novel composition or application, then the 
claimed use can be distinguished from the prior art.

In vitro methods, wherein one of the 
steps is performed separately from the 
body, are also patent eligible.

Lastly, it is worth mentioning the upcoming changes 
in Chinese patent practice. Effective January 20, 2024, 
a recent amendment to the Examination Guideline 
provides that methods of processing information will 
become patent eligible provided a device (e.g., a com-
puter) executes all steps. This amendment may provide 
alternative patent protection for diagnostic methods if 
such methods are incorporated into device-executed 
information processes. As this amendment has not 
yet been fully implemented, practitioners will have 
to observe how the language and guidelines will be 
interpreted and applied during patent prosecution 
and invalidation procedures. The implementation of 
this amendment will clarify and potentially reshape 
the landscape of patentable subject matter within the 
domain of diagnostics in China.

Europe (European Patent Convention)
European law, as applied by Article 53(c) of the 

European Patent Convention (EPC), states that 
“methods for treatment of the human or animal 
body by surgery or therapy and diagnostic meth-
ods practi[c]ed on the human or animal body” are 
not patentable.23 To be a diagnostic method claim, 
a claim must: (1) define a method, (2) be carried 
out on a human or animal body, and (3) include, 
explicitly or implicitly, all steps of: (i) collecting 
data; (ii) comparing the data with standard values; 
(iii) finding a deviation from normal (a symptom); 
and (iv) attributing that deviation/symptom to a 
clinical picture (i.e., a diagnosis).24 A method falls 
within the ambit of diagnostic methods if the 
claim contains all steps. However, exclusion from 
patentability cannot be circumvented by omitting 
one of steps (i)-(iv) from a claim if its essentialness 
is unambiguously inferable from the patent appli-
cation or patent as a whole, because such a claim 
would not comply with the requirements of Art. 
84 EPC (i.e., clarity).

By contrast, per Article 53(c) EPC, products for 
use in a medical method, such as tools, devices, 
instruments, or apparatus – as well as substances 
or compositions – are patent eligible. For exam-
ple, a method that employs a system or com-
puter program to perform the method is patent 
eligible. According to the EPO’s Guidelines for 
Examination,25 a known substance or composition 
may be patented for use in a method referred to in 
Article 53(c) if the known substance or composi-
tion has not previously been disclosed for use for 
any such method. A claim to a known substance or 
composition for the first use in surgical, therapeutic, 
and/or diagnostic methods must be in a form such 
as, “Substance or composition X for use Y,” wherein 
“use Y” may be, e.g., “for use as a medicament” or 
“for use in therapy/in vivo diagnostics/surgery.” 
The EPO’s guidelines also specify that “claims to 
medical devices, computer programs and storage 
media which comprise subject-matter correspond-
ing to that of a method for treatment of the human 
or animal body by surgery or therapy or to that 
of a diagnostic method practiced on the human or 
animal body are not to be objected to under Art. 
53(c), because only method claims may fall under 
the exception of Art. 53(c).”26

In vitro methods, wherein one of the steps is 
performed separately from the body, are also patent 
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eligible. Furthermore, methods that merely provide 
information or intermediate results, without an 
immediate diagnosis, are patent eligible. Similarly, 
methods for merely obtaining information (data, 
physical quantities) from the living human or ani-
mal body (e.g. X-ray investigations, MRI studies, 
and blood pressure measurements) are not excluded 
from patentability under Art. 53(c).27 For example, 
the following claim is patentable:

A method of imaging an artery in a region 
of interest in a patient using magnetic reso-
nance imaging and a magnetic resonance con-
trast agent, the method containing the steps 
of: injecting the magnetic resonance contrast 
agent into a vein remote from the artery . . . 
and constructing an image of said artery, using 
the magnetic resonance image data, wherein 
the artery appears distinct from the adjacent 
veins and background tissue28

This claim was held to be patent eligible because 
the method was not found to include any “deduc-
tive phase” and only included “the preceding steps 
of gathering information which are constitutive for 
making the diagnosis.”29

Conversely – “a claimed imaging method, in 
which, when carried out, maintaining the life and 
health of the subject is important and which com-
prises or encompasses an invasive step representing 
a substantial physical intervention on the body which 
requires professional medical expertise to be carried out 
and which entails a substantial health risk even when 
carried out with the required professional care and 
expertise” – is excluded from patentability as a 
method for treatment of the human or animal body 
by surgery pursuant to Article 53(c) EPC.30 A claim 
that comprises a step encompassing an embodi-
ment that is a “method for treatment of the human 
or animal body by surgery” within the meaning 
of Article 53(c) EPC cannot be left to encompass 
that embodiment. The exclusion from patentabil-
ity under Article 53(c) EPC can be avoided by 
disclaiming the embodiment with it being under-
stood that, to be patentable, the claim including the 
disclaimer must fulfil all the requirements of the 
EPC, and, where applicable, the requirements for 
a disclaimer to be allowable as defined in decisions  
G 1/03 and G 2/03 of the Enlarged Board of Appeal. 
Whether the claim language can be amended to 

omit the surgical step must be assessed based on the 
overall circumstances of the individual case under 
consideration.

Germany
With respect to patent eligibility of diagnostic 

methods, the European Patent Convention lan-
guage is identical to the German Patent Act,31 and 
the practice is similar. The following examples, 
according to German authorities, are patentable:

1.	 An examination procedure to determine a phys-
ical condition for purposes other than healing;

2.	 Examination procedures that enable non-thera-
peutic as well as therapeutic uses;

3.	 Suitability tests, determination of the stress limit, 
assessment of findings for cosmetic procedures;

4.	 A method for monitoring the respiratory func-
tion of living beings;

5.	 A method of storing signals in an implantable 
device where there is no connection between 
the method and the effect of the device on the 
human being; and

6.	 The evaluation of a sequence of discrete 
measured values of physical variables (e.g. 
electrocardiograms).

In view of the recent abolishment of the prohibi-
tion of double patenting, and the lower official fees, 
a parallel filing strategy in Germany and the EPC 
may be attractive.

Japan
In Japan, methods of surgery, therapy, or diag-

nosis of humans are not patentable. According to 
the Tokyo High Court, diagnostic methods are 
regarded as “medical activity” and thus lack indus-
trial applicability. Therefore, such inventions do not 
satisfy the subject matter requirements set forth in 
the Japanese Patent Act.32

The Japanese Patent and Utility Model 
Examination Guidelines define “medical activ-
ity” as “methods of surgery, therapy or diagno-
sis of humans” that are normally practiced by 
medical doctors (or directed by medical doctors). 
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Conversely, methods of collecting medical infor-
mation and data by measuring and/or sensing, etc., 
for diagnostic purposes, may be patentable as long 
as “medical activity” is not involved. For example, 
a method of X-ray computed tomography (CT) 
imaging would not be patent eligible as a method 
of diagnosis, but a method of controlling the opera-
tion of an X-ray CT imaging device would be eli-
gible because “medical activity” is not involved.33

Methods for gathering information from the 
human body by “measuring structures and functions 
of organs in the human body” are also not con-
sidered to be diagnostic and are therefore patent-
able. For example, the following claim is patentable:  
“[a] method for measuring the body temperature 
by inserting an electronic ear thermometer into the 
external ear canal.”34 Methods of testing extracted 
samples of blood, urine, hair, or tissue ex vivo are 
also patentable.

Although a method for diagnosing a human is 
unpatentable in Japan, there are ways to render such 
claims patentable. For example, a method of diagnos-
ing cancer such as, “a method for diagnosing whether 
a patient has cancer” can be made patentable by refor-
mulating the claims as, “a method for assisting diagnos-
ing whether a patient has cancer.” By adding the word 
“assist,” the claim can be practiced by a non-medical 
worker. Such a claim amendment – i.e., adding the 
word “assist” – can be done, even if the specification as 
filed does not include the term “assist.”

United Kingdom
In the United Kingdom, diagnostic methods are 

generally ineligible. According to Section 4A(1) of 
the UK Patents Act 1977, a patent cannot be granted 
for a method of diagnosis practiced on the human 
or animal body.35 The scope of this UK standard is 
in line with the European Patent Office Enlarged 
Board of Appeal’s decision in G 0001/04, where the 
Board characterized a number of steps for the pro-
cess of diagnosis:

(1)	Examination and collection of data;

(2)	Comparison of the data with normal values;

(3)	Recording any deviation from the norm; and

(4)	Attributing the deviation to a particular clinical 
picture.36

Under Section 4A.06.01 of the UK Intellectual 
Property Office’s Manual of Patent Practice, a 
practitioner should ask two key questions with 
any claim to a diagnostic method.37 First, does the 
claimed method include both step 1 (the measure-
ment step) and step 4 (the final deductive step), i.e. 
does it allow the disease or condition to be identi-
fied? Second, is step 1 practiced on the body? If 
the answer to both of these questions is “yes,” then 
the practitioner should object to these claims as not 
patentable. However, if a method of diagnosis is per-
formed on tissues or fluids that have been perma-
nently removed from the body, then the method 
of diagnosis is not excluded from patentability. 
For example, a genetic or immunological test on 
blood or urine samples is patentable in the United 
Kingdom.

In Illumina, Inc. v. Premaitha Health PLC38 – the 
United Kingdom’s version of Ariosa Diagnostics v. 
Sequenom – the court held that Illumina’s licensed 
patents from Sequenom were valid. The court 
stated that the licensed patents were not directed 
to information about the natural world, but rather 
to the practical process of a “detection method,” 
which uses information about the natural world. 
The court further explained that the independent 
claim was directed to the detection of fetal DNA 
in a sample or plasma, and as such, the samples 
do not exist in the natural world but are artifi-
cially created, along with the method of detection. 
The court concluded that the claimed diagnostic 
method was directed toward patent eligible subject 
matter.

South Korea
In South Korea, diagnostic methods that include 

the human body as an essential element are pat-
ent ineligible. In 2019, the Korean Intellectual 
Property Office (KIPO) issued a revised version 
of the patent examination guidelines provid-
ing expanded protection for precision medicine, 
including dose and dosage regimen.39 Additionally, 
the KIPO expanded the scope of patent eligibil-
ity to include diagnostic methods, as long as these 
methods are clearly interpreted as a method for 
processing information on a computer, and there 
is no clinical judgment by medical practitioners. 
The 2023 KIPO Patent Examination Guidelines 
provide several examples of patentable diagnostic 
methods:40
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Table 2. Summary of Patent Eligibility of Diagnostic Methods in Various Jurisdictions

Jurisdiction Are Diagnostic Methods 
Permitted or Excluded by 

Statute?

Restrictions/Exceptions

Australia Permitted Natural phenomenon are not patentable.

Methods including a natural phenomenon must have a practical 
application.

Brazil Excluded In vitro methods are patentable.

A method in which the data collected represents an intermediate 
result is patentable.

Canada Permitted Scientific principles or abstract ideas are not patentable.

A method that defines a combination of elements that cooperate 
together to form a single invention that includes physical means for 
testing, identifying, detecting, measuring, or otherwise quantifying 
the presence or quantity of an analyte is patentable.

China Excluded In vitro methods are patent eligible if they do not involve a 
diagnostic step (i.e., a method using an ex vivo sample with the 
immediate intention of making a diagnosis of the patient from 
whom the sample was taken may not be patent eligible).

A method in which the data collected represents an intermediate 
result is patent eligible.

Swiss-type claims are patent eligible – e.g., use of a substance 
in the manufacture of a diagnostic reagent/kit/medicament 
for detecting/diagnosing/identifying/predicting a disease/
responsiveness of a disease to a treatment.

Devices that execute diagnostic method steps are patent eligible.

A method of processing information where all the steps are 
executed by a device such as a computer is patent eligible, effective 
on January 20th, 2024.

Europe
(EPC)

Excluded In vitro methods are patentable.

A method that provides information or intermediate results is 
patentable.

Products or apparatus used for a diagnostic method are patentable.
Israel Permitted Methods that include treatment of a human body are not patentable.
Japan Excluded Ex vivo methods are patentable.

Methods of collecting medical information and data are patentable, 
if “medical activity” is not involved.

Mexico Permitted In vitro or ex vivo methods are patentable.
South Korea Excluded The human body cannot be an essential element of a diagnostic 

method.

A method that can be clearly interpreted as a method for 
processing information via computer, without clinical judgment by 
a medical practitioner, is patentable.
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1.	 A method of detecting cancer marker A through 
antigen-antibody reaction based on a sample 
from a patient to provide a necessary informa-
tion in testing colon cancer.

2.	 A method of measuring the concentration of 
A protein in a sample including detecting an 
antigen-antibody complex.

3.	 An analysis method including quantifying mito-
chondria DNA included in a sample from a 
human body and then comparing the quantity 
with mitochondria DNA of a control group.

4.	 A method of measuring blood glucose level 
based on collected blood.

5.	 A method of detecting albumin from urine for 
diagnosing kidney disease.

6.	 A method of detecting cancer marker A through 
antigen-antibody reaction based on a sample from 
a patient by using a medical device to provide 
necessary information in diagnosing colon cancer.

7.	 A method of providing information for predict-
ing cancer or predicting cancer by implement-
ing AI algorithm in a medical device.

8.	 A method of providing information for diagnos-
ing cancer by using X-ray diagnostic apparatus 
including a step in which a preprocessing mod-
ule removes noise from X-ray image; a step in 
which an AI module is input with X-ray image 
that does not have noise and extracts informa-
tion for cancer diagnosis.

9.	 A method of providing necessary informa-
tion in diagnosing cancer including measuring 

methylation level of CpG island in the pro-
moter region of gene A based on the biological 
samples of a subject.

10.	A method of predicting sensitivity of a subject 
for stomach cancer, implemented in a computer 
including (a) inputting data of one or more 
stomach cancer antagonistic variations existing 
in a subject to a computer; (b) comparing the 
data with database stored in a computer includ-
ing information on stomach cancer related to 
the variations and stomach cancer antagonistic 
variation; and (c) computing indicators deter-
mining the subject’s vulnerability to stomach 
cancer based on the comparison.

11.	A diagnostic method of a mammal except for a 
human being.

Practitioners should generally be wary 
of the patentability of in vivo diagnostic 
methods in most ex-U.S. jurisdictions. 

Examples 1-10 cover diagnostic methods that 
do not include a clinical judgment and Example 11 
covers a diagnostic method that does not apply to 
human beings.

CONCLUSION
Practitioners should generally be wary of the 

patentability of in vivo diagnostic methods in most 
ex-U.S. jurisdictions. However, for in vitro and ex 
vivo methods, practitioners should refer to guides – 
such as this one – and local counsel to determine 
the likelihood of patent eligibility. Additionally, or 
alternatively, practitioners should consider draft-
ing claims directed to determining “intermediate 

United 
Kingdom

Excluded Methods that involve a diagnosis on the human or animal body are 
not patentable.

In vitro methods are patentable.

Methods that merely provide information or intermediate results 
are patentable.

United States Permitted Methods cannot be directed toward a judicial exception.

Claims that include an unconventional step are patentable.

Claims that recite an inventive concept are patentable.
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results,” rather than “conclusive” or “diagnostic” 
results since many ex-U.S. jurisdictions except such 
diagnostic method claims. A summary of the IP laws 
of each jurisdiction discussed is provided in Table 2.
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