
 

 

Chapter 23 Biotechnology and Medicinal 
Inventions 

23.01 Scope of this chapter – March 2016 
This chapter provides guidance on Office practice particularly as it pertains to patent 
applications concerning inventions residing in the diverse field of “biotechnology”, as 
well as “medicinal inventions”. 

The field of biotechnology can be thought of as encompassing “any technological 
application that uses biological systems, living organisms, or derivatives thereof, to 
make or modify products or processes for specific use”.1 Medicinal inventions, by their 
very nature, also interact with biological systems and encompass chemical compounds 
or compositions (and the preparation thereof) relating to or having therapeutic 
properties. It is important to note that although these descriptions offer a convenient 
means to label an invention, an invention may simultaneously exist in more than one 
field of technology. 

In reading this chapter, it should be borne in mind that its purpose is to clarify, through 
elaboration, the application of the more generic teachings of other chapters to the 
examination of particular subject-matter common to biotechnology and medicinal 
inventions. 

Nothing in this chapter should be interpreted as providing exceptions to any practice of 
general applicability set out in any other chapter. 

23.02 Living matter – REVISED 
The following subsections provide guidance for determining whether the subject-matter 
defined by a claim featuring living matter is patentable subject-matter. This means that 
the matter is an art, process, machine, manufacture or composition of matter or an 
improvement in one of the foregoing having regard to the definition of “invention” in 
section 2 of the Patent Act,2 and not a mere scientific principle or abstract theorem in 
accordance with subsection 27(8) of the Patent Act. 

This determination takes into account the general guidance on purposive construction in 
Chapter 12 of this manual (which involves a determination of the meaning of the terms 
used in the claim and an identification of the elements of the claim that are essential) as 
well as the guidance provided in Chapter 17 (which involves an identification of the 



 

 

actual invention of a claim and a determination as to whether it is patentable subject-
matter). 

23.02.01 Higher and lower life forms – March 2021 

For the purposes of section 2 of the Patent Act, life forms have in view of the 
jurisprudence3 been divided into lower life forms (patentable subject-matter) and higher 
life forms (not patentable subject-matter), with the distinction being, in general, whether 
the life form is unicellular (lower) or multicellular (higher). 

Lower life forms are generally deemed to fall within the scope of section 2 as being 
either “manufactures” or “compositions of matter” since they can be produced en masse 
(bearing similarity to how chemical compounds are prepared) and formed in such large 
numbers that any measurable quantity will possess uniform properties and 
characteristics.4 

Higher life forms do not fall within the scope of section 2 of the Patent Act.5 Further, the 
Office takes the position that animals at any stage of development are not patentable 
subject-matter, and consequently fertilized eggs and totipotent stem cells6 are included 
in the higher life form proscription. 

A stem cell which is embryonic, multipotent or pluripotent7 is not alone capable of 
developing into an animal and is considered to be a lower life form. Where a claim to a 
cell could be reasonably understood in view of the description as encompassing within 
its scope a fertilized egg or totipotent stem cell, this subject-matter should be expressly 
excluded by proviso, otherwise the claim may include matter excluded from the scope of 
section 2. 

Note that the fact that a claimed cell could form part of a higher life form does not mean 
that the claim to the cell should necessarily be construed to be a claim to the higher life 
form. However, where, upon a purposive construction, a claim to a cell is construed to 
be a claim to a higher life form, the subject-matter defined by the claim is not patentable 
subject-matter and lacks compliance with section 2 of the Patent Act. 

Where a claim is construed as an isolated cell, there is no need to specify in the claim 
that the cell is “as found in the laboratory” or is “in isolated form”.8 

Lower life forms include: microscopic algae; unicellular fungi (including moulds and 
yeasts); bacteria; protozoa; viruses; transformed cell lines; hybridomas; and embryonic, 
pluripotent and multipotent stem cells. 

Higher life forms include: animals, plants, mushrooms, fertilized eggs and totipotent 



 

 

stem cells. Plant varieties that are distinct, uniform and stable may be protected under 
the Plant Breeders' Rights Act, administered by the Canadian Food Inspection Agency. 
A plant part such as a cutting, callus, rhizome, tuber, fruit, or seed (regardless of 
whether the seed is coated) is also considered to be a higher life form. 

A claim that is not directed to a higher life form per se but does include an essential 
element encompassing a higher life form (e.g., as a component of a composition or food 
product, as a use, etc.) may be patentable subject-matter. For example, consider a 
claim to “an animal feed comprising X”. When construed to be X or a product essentially 
comprising X, the subject-matter defined by the claim will not be patentable subject-
matter if X is a higher life form. In cases where X is a higher life form that has been 
processed by significant chemical or physical modification, the claim may be construed 
as a manufacture within the definition of invention provided in section 2 of the Patent 
Act. Where the claim is construed as the use of X for animal feed, the subject-matter 
defined by the claim will likely be patentable subject-matter regardless of whether X is a 
higher life form. 

Note that a higher life form does not become patentable subject-matter even if it can be 
produced by a method or process that is itself patentable subject-matter [see 22.02.03].  

Example 1: 

In an application for patent, the specification discloses a new recombinant plant and 
propagation material thereof produced by a process involving the transformation of a 
plant cell with an expression vector comprising a bacterial nucleic acid from S. 
hygroscopicus (SEQ ID NO:1) that confers resistance to herbicide Q. 

Claims: 

1. A plant transformed with an expression vector comprising the nucleic acid 
molecule depicted in SEQ ID NO:1. 

2. A plant cell comprising the nucleic acid molecule depicted in SEQ ID NO:1. 

3. The plant cell of claim 2, wherein the cell is in a plant. 

4. A plant propagation material comprising the plant cell of claim 2. 

5. A seed comprising the nucleic acid molecule depicted in SEQ ID NO:1. 

6. An artificial seed comprising: 

a. embryonic plant tissue comprising the nucleic acid molecule depicted in 



 

 

SEQ ID NO:1; and 

b. an alginate layer that encapsulates the embryonic plant tissue. 

7. A bacterial host cell transformed with an expression vector comprising the 
nucleic acid molecule depicted in SEQ ID NO:1. 

Purposive construction:  

In claims 1-7, there is no use of claim language indicating any of the elements to be 
optional, a preferred embodiment or one of a list of alternatives. Nor is there any 
indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in each of these 
claims are considered to be essential.  

Assessment of patentable subject-matter:  

In claims 1-7, the actual invention of each claim consists of all of the essential 
elements of the respective claim and satisfies the physicality requirement since it is 
evident that plants, biological cells, and seeds have physical existence. 

In claim 1, the actual invention is directed to a plant, which is an excluded higher life 
form and not a “machine”, “manufacture” or “composition of matter”. 

In claim 2, the actual invention, i.e., a plant cell comprising the nucleic acid molecule 
depicted in SEQ ID NO:1, is not directed to an exclusion. 

For dependent claim 3, it should be noted that the preamble is directed to a cell but it 
is evident from the claim language “wherein the cell is in a plant” and confirmed by 
reference to the specification as a whole (considered in light of the relevant common 
general knowledge of the person skilled in the art) that the claim should be 
construed as being directed to an entire plant and not merely a cell of a plant. 
Consequently, unlike claim 2, the actual invention is directed to a plant that falls 
within the higher life form exclusion. 

In claims 4-6, the actual invention of each claim is directed to a propagation material 
(claim 4) or seed (claims 5-6), which is considered an excluded higher life form and 
not a “machine”, “manufacture” or “composition of matter”. 

In claim 7, the actual invention is a bacterial host cell transformed with an expression 
vector, which is not excluded subject-matter. 

Therefore, the subject-matter defined by claims 1 and 3-6 is not patentable subject-



 

 

matter. These claims are directed to subject-matter that lies outside the definition of 
“invention” as defined in section 2 of the Patent Act. In contrast, the subject-matter 
defined by claims 2 and 7 is patentable subject-matter. 

 

Example 2: 

An application describes a novel transgenic pig that produces odourless manure due 
to the introduction and expression of a transgene (SEQ ID NO:2) in its genome. 

Claims: 

1. A fertilized porcine ovum transfected with DNA having the sequence of SEQ ID 
NO:2. 

2. A cell line consisting of cells transfected with DNA comprising the sequence of 
SEQ ID NO:2. 

3. A transgenic pig comprising cells as defined in claim 2. 

4. Use of the pig of claim 3 for producing odourless manure. 

 

Purposive construction:  

In claims 1-4, there is no use of claim language indicating any of the elements to be 
optional, a preferred embodiment or one of a list of alternatives. Nor is there any 
indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in each of these 
claims are considered to be essential.  

Assessment of patentable subject-matter:  

The actual invention in each of claims 1-4 consists of the essential element(s) of the 
respective claim. It is evident that each actual invention is directed to matter with 
physical existence, and so the physicality requirement is satisfied. 

In claim 1, the actual invention is directed to a fertilized ovum, which has the 
inherent ability to develop into an animal, and consequently falls within the higher life 
form exclusion. 

In claim 2, the actual invention (i.e., a cell line consisting of transfected cells) is not 
directed to an exclusion.  



 

 

Although the transgenic pig of claim 3 comprises cells that are themselves 
patentable subject-matter (see claim 2), the actual invention is directed to an 
excluded higher life form.  

The use of the transgenic pig in claim 4 is patentable subject-matter despite the fact 
that a pig (i.e., a higher life form) is an essential element of the actual invention. The 
reason for this is that the actual invention is not directed to the higher life form per se 
but rather the use of said higher life form. This use of the higher life form does not 
fall within an exclusion.  

Therefore, the subject-matter defined by each of claims 1 and 3 is not patentable 
subject-matter. These claims are directed to subject-matter that lies outside the 
definition of “invention” and do not comply with section 2 of the Patent Act. In 
contrast, the subject-matter defined by claims 2 and 4 is patentable subject-matter. 

23.02.02 Organs and tissues – March 2021 

Organs and tissues (whether of plant or animal origin) are generally not considered to 
be manufactures or compositions of matter for the purposes of section 2 of the Patent 
Act. Organs and tissues are in general created by complex processes, elements of 
which require no human intervention, and do not consist of ingredients or substances 
that have been combined or mixed together. In view of this, the Office considers that a 
genetically-modified organ or tissue is not patentable subject-matter. 

Artificial organ-like or tissue-like structures that are distinct from true tissues and organs 
and that have been generated by human intervention through the combination of 
various cellular and/or inert components may be considered, on a case-by-case basis, 
to be manufactures or compositions of matter within the scope of section 2 of the Patent 
Act.9 For example, functional and anatomical differences may be indicators that serve to 
distinguish an organ-like or tissue-like structure from a true organ or tissue. 

23.02.03 Processes to produce life forms – March 2021 

The patentability of a method or process is independent of whether or not the product of 
the method or process is patentable subject-matter. Processes to produce higher life 
forms, organs or tissues are not, therefore, defective on the grounds that they produce 
products that are not patentable subject-matter. 

An especially important consideration is the degree of human intervention embodied in 
the claimed process. A process which occurs essentially according to nature, with no 
significant human intervention, is not patentable subject-matter.10 Thus, for example, a 



 

 

claim construed to be directed to a process for producing a plant solely by traditional 
cross-breeding techniques is not patentable subject-matter (even where one of the 
cross-bred plants is transgenic or otherwise modified). A process that is a result of both 
human intervention and the laws of nature, however, is patentable subject-matter where 
at least one step of significant human intervention is an essential element that forms 
part of the actual invention of the claim. 

Processes that are considered to include significant human intervention include: 
processes to produce a lower life form; processes to produce a higher life form (if more 
than traditional breeding techniques); processes to produce an organ or a tissue 
through genetic transformation; processes for the in vitro culturing or manipulation of 
cells; processes to separate cells; and processes to generate mutants using a chemical 
or physical agent. 

Example 1: 

An application discloses a need for a new insect-resistant cotton plant. The 
description discloses a process for producing an insect-resistant transgenic plant, 
which requires the transformation of plant cells with a Bt toxin gene from a 
bacterium. 

Claims: 

1. A process to produce an insect resistant cotton plant, comprising: 

a. transforming a plant cell with an expression vector carrying a nucleic acid 
sequence encoding a Bt toxin gene; 

b. generating a transgenic parent plant from said transformed cell; 

c. crossing the plant of step b) with a plant of cotton variety B; 

d. selecting progeny of said cross that have insect resistance; and 

e. backcrossing the selected progeny with the transgenic parent plant. 

2. A transgenic plant produced by the process of claim 1. 

 

Purposive construction:  

In claims 1 and 2, there is no use of claim language indicating any of the elements to 
be optional, a preferred embodiment or one of a list of alternatives. Nor is there any 



 

 

indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in each of these 
claims are considered to be essential.  

Assessment of patentable subject-matter:  

In claim 1, the actual invention consists of a combination of all of the essential 
elements (i.e., steps) of the claim and satisfies the physicality requirement since it is 
evident that the process has physical existence and manifests a discernible physical 
effect or change. Although steps c to e are steps of traditional plant breeding, the 
actual invention also includes steps a and b, which involve significant human 
invention. Consequently, the actual invention is not directed to an exclusion and 
therefore, the subject-matter defined by claim 1 is patentable subject-matter. 

In claim 2, the actual invention consists of all of the essential elements of the claim; 
however, the actual invention is directed to an excluded higher life form and no 
degree of human intervention in the process of its production can change the 
determination that it is not patentable subject-matter. 

 

Example 2: 

The description discloses a need for biological systems that can be used to screen 
cancer therapeutics. The description discloses a novel and inventive process for 
producing a skin-equivalent that is useful for screening potential anti-melanoma 
drugs. 

Claims: 

1. A process for producing a skin-equivalent, comprising: 

i. providing a perforated biocompatible membrane; 

ii. seeding said membrane with epithelial cells; and 

iii. cultivating said cells thereon in vitro. 

2. A skin-equivalent produced by the process of claim 1. 

Purposive construction:  

In claims 1 and 2, there is no use of claim language indicating any of the elements to 
be optional, a preferred embodiment or one of a list of alternatives. Nor is there any 



 

 

indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in each of these 
claims are considered to be essential.   

Assessment of patentable subject-matter:  

In claims 1 and 2, the actual invention of each claim consists of a combination of all 
of the essential elements of each respective claim and satisfies the physicality 
requirement. It is evident from the claim itself and confirmed by reference to the 
specification as a whole when considered in light of the relevant common general 
knowledge of the person skilled in the art, that the process of claim 1 requires 
significant human intervention. Further, the end result of the process, the skin-
equivalent of claim 2, is functionally and anatomically distinct from natural skin [see 
23.02.02]. Consequently, the subject-matter defined by the claims is patentable 
subject-matter. 

 

Example 3: 

An application discloses a need for a sheep breed exhibiting the desirable trait of 
decreased wool fibre diameter and a need for an improved breeding method to 
produce such sheep. The inventors screened sheep for a genetic polymorphism and 
disclosed that a genetic marker (BAA81) on chromosome 11 correlated to the 
desired trait. Marker assisted selection was performed to identify sheep having the 
marker. In brief, DNA primers specific to the region surrounding the BAA81 marker 
were created, the primers were mixed with genomic DNA isolated from a sheep and 
PCR was performed. Sheep selected by this process were mated to produce 
progeny that exhibited significantly decreased fibre diameter compared to sheep 
lacking the marker. 

Claim: 

1. A method for producing sheep having decreased wool fibre diameter comprising: 

a. performing a marker assisted selection by identifying molecular marker 
BAA81 in chromosome 11; 

b. selecting a ram and ewe homozygous for BAA81; and 

c. mating to produce sheep having decreased wool fibre diameter. 

 



 

 

Purposive construction:  

There is no use of claim language indicating any of the elements to be optional, a 
preferred embodiment or one of a list of alternatives. Nor is there any indication in 
the specification that would lead to a determination of any claimed elements being 
non-essential. Therefore, all the elements identified in claim 1 are considered to be 
essential.  

Assessment of patentable subject-matter:  

The actual invention consists of a combination of all of the essential elements 
(steps) of the claim and satisfies the physicality requirement since it is evident that 
the method has physical existence and manifests a discernible physical effect or 
change. Although an essential element of the actual invention encompasses 
traditional animal breeding (step c) which is excluded subject-matter, the actual 
invention also includes an essential element encompassing marker assisted 
selection (step a), which involves significant human invention. Consequently, it 
cannot be concluded that the actual invention is directed to an exclusion. Thus, the 
subject-matter defined by claim 1 is patentable subject-matter. 

 

23.02.04 Bioinformatics – March 2021 

Biomolecules are chemical compounds, and claims to nucleic acids, polypeptides, 
proteins and peptides are therefore directed to patentable subject-matter. Certain 
biomolecules, further, express information through their primary structure (i.e. their 
sequence). 

The three-dimensional structure of a biomolecule is often of importance in 
understanding its biological activity and behavior. A claim to a biomolecule, defining the 
molecule in terms of its atomic coordinates, is patentable subject-matter. In contrast, a 
claim to the three-dimensional atomic coordinates that represent the shape of the 
biomolecule in space is not patentable subject-matter. The coordinates themselves are 
simply information, which is not patentable subject-matter since “information” lacks 
physical existence and does not manifest a discernible physical effect or change, and is 
not in accordance with subsection 27(8) of the Patent Act . Note that the information is 
not transformed into patentable subject-matter by recording it on a physical carrier 
where it is evident from the claims and the rest of the specification that the physical 
carrier merely serves as a generic means for storing information.  

A computer model of a biomolecule which relies on the structural information of the 



 

 

biomolecule is not patentable subject-matter where the model itself equates to a 
graphical presentation of the underlying information on generic display means. This 
exclusion extends to include generic computer systems and/or programs that have 
merely been configured to generate the model. 

Computer models of biomolecules can be used in, for example, in silico screening 
methods. The mere presence of a computer model of a biomolecule in a method does 
not of itself render the method unpatentable. 

Examples: 

1. A polypeptide comprising the amino acid sequence depicted in SEQ ID NO: 1. 
(patentable subject-matter) 

2. A protein comprising the atomic coordinates set out in figure 1. (patentable 
subject-matter)  

3. A computer readable medium having recorded thereon the sequence set forth in 
SEQ ID NO: 1. (not patentable subject-matter)  

4. Atomic coordinates of protein X, said coordinates depicted in Figure 1. (not 
patentable subject-matter)  

5. A method of obtaining inhibitors of protein X, comprising the steps of: 

i. generating a three-dimensional computer model of protein X using the 
atomic coordinates depicted in figure 1; 

ii. identifying the binding site of protein X using said model; and 

iii. electronically screening a library of compounds with defined spatial 
coordinates in order to identify compounds which are structurally 
complementary to the binding site of protein X; and 

iv. preparing complementary compounds identified in step iii as inhibitors of 
protein X. (patentable subject-matter because the compounds themselves 
have physical existence and the preparation of said compounds involves a 
discernible physical effect or change)  

23.03 Medical inventions – REVISED 
It is well established that methods of medical treatment and surgery are not patentable 
subject-matter.11  



 

 

It is important to keep in mind that the method of medical treatment exclusion is not 
limited to method claims per se. As indicated by the Federal court, “where the patent 
claims a method of treatment or the exercise of professional (in this context, the 
physician’s) skill and judgment, such that it restricts or interferes with it, it is not 
patentable.”12  

Accordingly, the following subsections provide guidance for examining claims that 
feature medical methods, uses and/or devices.   

23.03.01 Assessment of patentable subject-matter – March 2021  

To assess whether the subject-matter defined by a medical claim is patentable subject-
matter, the examiner must take into account the general guidance on purposive 
construction in Chapter 12 of this manual, which involves a determination of the 
meaning of the terms used in the claim and an identification of the elements of the claim 
that are essential. To assess whether the subject-matter defined by a claim is 
patentable subject-matter,13 the examiner should review the guidance provided in 
Chapter 17, which discusses the identification of the actual invention of a claim. 

As with any other claim, all elements set out in a medical claim are presumed essential, 
unless it is established otherwise or is contrary to the language used in the claim [see 
12.02.02d]. An actual invention of a medical claim may consist of a combination of all 
the essential elements of the claim where those elements cooperate together. 

An actual invention that has physical existence or manifests a discernible physical effect 
or change and does not otherwise fall within a jurisprudential exclusion (e.g., methods 
of medical treatment) would be patentable subject-matter. 

Where an actual invention includes one or more essential elements that comprise an 
active medical treatment step or surgical step, or that restrict, prevent, interfere with, or 
require the exercise of the professional skill and judgment of a medical professional, the 
actual invention is an excluded method of medical treatment and is not patentable 
subject-matter.  

23.03.02 Medical and surgical methods – March 2021 

A method which provides a practical therapeutic benefit to a human or animal subject, 
e.g., means for curing, preventing or ameliorating an ailment, disease or pathological 
condition, or treating a physical abnormality or deformity, encompasses a method of 
medical treatment and is not an “art” or “process” in regard to the definition of 
“invention” in section 2 of the Patent Act. By way of examples, surgical, medical, dental 
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and physiotherapeutic methods of treatment are not patentable subject-matter. Even 
where the therapeutic benefit is achieved without the exercise of the professional skill 
and judgment of a medical professional, such a method is not patentable subject-
matter. 

Even in cases where a medical treatment was not the primary or intended purpose of 
the method, the subject-matter defined by the method claim would not be patentable 
subject-matter if a therapeutic or prophylactic treatment resulted from the application of 
the method.14  

A method that involves performing surgery on the human or animal body is not 
patentable subject-matter, whether the effect of the surgery is therapeutic or not. Such a 
method is directed to the skill of a professional15, which is not considered to form part of 
the manual or productive arts.16 For instance, a method that involves the excision of 
tissue, organ, or tumour samples from the body is considered to be a form of surgery 
and is excluded subject-matter. The Office also takes the position that the removal of 
fluids from the body, such as by needle or cannula, is not of itself surgery and generally 
does not restrict, prevent, interfere with, or require the exercise of the professional skill 
and judgment of a medical professional. A method to remove fluids is not patentable 
subject-matter if it otherwise involves surgery, or any other exercise of the professional 
skill and judgment of a medical professional, such as in the placement of a cannula or 
stent in the body.17 Medical equipment used to assist in the exercise of professional 
skill, such as x-ray machines, dentist drills, scalpels, and laser apparatuses, which do 
not pose a limitation upon the surgeon’s skills, may be patentable subject-matter.18   

For certain natural conditions, such as ageing, wrinkles, pregnancy, male pattern 
baldness, and myopia, the Office takes the position that these conditions are not 
pathological.19 Therefore, a non-surgical method limited solely to the treatment of the 
natural condition is patentable subject-matter provided the method does not otherwise 
restrict, prevent, interfere with, or require the exercise of the professional skill and 
judgment of a medical professional.20 

A method of treating an animal solely to derive an economic benefit does not fall within 
the judicially-defined exclusion from patentability.21 For example, a claim to a method of 
increasing milk yield in a dairy cow defines patentable subject-matter if, by practising 
the method, the animal receives no therapeutic or prophylactic benefit.  

A method of producing antibodies specific to a foreign substance (e.g., protein, bacterial 
component, virus, etc.) in an animal does not fall under the method of medical treatment 
exclusion unless the method provides a therapeutic or prophylactic benefit to the 
animal.  



A method in which a disease is induced in an otherwise healthy subject is not a method 
of medical treatment, even if the so-induced disease is subsequently treated.22 For 
instance, a claim to “a method of screening for a candidate compound that is useful for 
treating human disease Y, comprising administering the compound to a transgenic non-
human animal model of disease Y having a targeted disruption of gene X...” would not 
be considered a method of medical treatment if disease Y had been intentionally 
generated in the animal. 

In some cases, the removal of the medical aspect of a claim may render it acceptable. 
Inclusion of terms such as “cosmetic”, “diagnostic”, “non-medical”, “ex vivo” or “in vitro” 
in a claim may be taken as disclaimers to medical treatment methods provided the 
description contains adequate support for such terminology and provided none of the 
essential elements of the claim forming the actual invention produces a practical 
therapeutic effect, nor restricts, prevents, interferes with, or requires the exercise of the 
professional skill and judgment of a medical professional (see Example 2 in 23.03.04b). 

For examples relevant to this guidance, see Examples 1-3 in 23.03.04. 

23.03.03           Medical uses - March 2021 

Medical “use” claims have been considered to be directed to patentable subject-matter 
even though the use is therapeutic in nature.23 The Office takes the position that a 
determination of whether a medical use claim defines patentable subject-matter 
involves an identification of the actual invention, which is grounded in a purposive 
construction of the claim [see 23.03.01]. 

While claims to medical methods and medical uses characteristically set out a mode or 
manner of accomplishing a prophylactic or therapeutic result, a claim to a medical use 
differs from a method in that the use does not recite the particular steps required to 
achieve that result [see 17.01.01].  

For the purposes herein, a medical use may be represented by a claim to the use of “X” 
for treating Y, wherein “X” is, for example, a compound, composition, kit, device, etc. 
and Y is a disease or pathological condition. Claims may also take the form of a product 
for use or a “Swiss” style use claim (e.g., use of compound X for the manufacture of a 
medicament for the treatment of Y).  

When considering claims directed to medical uses, the Office takes the position that 
each claim, whether an independent claim or a dependent claim, defines its own actual 
invention [see 23.03.01]. 

For examples relevant to this guidance, see Examples 3-7 in 23.03.04. 



 

 

23.03.03a Use claim with an active method step - March 2021 

A use claim will be considered a method of medical treatment and lack compliance with 
section 2 of the Patent Act if it is determined, after having ascribed appropriate 
meanings to the specific terms of the claim [see 12.02.02a], that the actual invention of 
the claim includes a method step defining either an active surgical step, or an active 
medical method step providing a practical therapeutic benefit to a human or animal 
subject.  

The claims listed below each appear to recite an active method step [see underlined 
text]; however, that fact alone does not mean that the claim is a method of medical 
treatment. It is noted that the only active step below that is not surgical or therapeutic in 
nature is found in claim 7 which defines patentable subject-matter and is within the 
scope of section 2 of the Patent Act.   

1. “Use of X for immunizing against influenza virus comprising injecting X 
subcutaneously” (not patentable subject-matter); 
 

2. “X for use as a chemotherapeutic agent, wherein X is administered to a subject 
having cancer” (not patentable subject-matter);  
 

3. “Use of X for treating a bacterial infection comprising delivering X to a patient in 
need thereof” (not patentable subject-matter); 
 

4. “Use of X to block pain, wherein X is inserted into muscle tissue and an electrical 
signal is delivered to the tissue” (not patentable subject-matter);  
 

5. “Use of X for removing a vascular obstruction in an artery comprising positioning 
X within the central lumen of the artery…” (not patentable subject-matter); 
 

6. “X for use in repairing a defective mitral heart valve, said use comprising 
attaching X to structures A and B in the valve” (not patentable subject-matter); 
and 
 

7. “Use of X for the manufacture of a medicament for the prevention of asthma, 
wherein X is admixed with a pharmaceutically acceptable carrier” (patentable 
subject-matter). 

In contrast to the claims above, a proper construction of the meanings of the terms in 
the following claims concludes that each claim is free from language embodying the 
execution of a method step. In each example below, the subject-matter of the claim 



 

 

defines patentable subject-matter: 

i. “Use of X for immunizing against influenza virus, characterized in that X is in a 
form for subcutaneous administration”; 

 
ii. “X for use as a chemotherapeutic agent in a subject having cancer”;  

 
iii. “Use of X for treating a bacterial infection in a patient in need thereof”; 

 
iv. “Use of X to block pain in a patient, wherein X is for delivering an electrical signal 

into muscle tissue of the patient”; 
 

v. “Use of X for removing a vascular obstruction in an artery, wherein X is adapted 
for positioning within the central lumen of the artery…”; 

 
vi. “X for use in repairing a defective mitral heart valve, wherein X is configured for 

attachment to structures A and B; and 
 

vii. “Use of X, in admixture with a pharmaceutically acceptable carrier, for the 
manufacture of a medicament for the prevention of asthma”. 

For an example relevant to this guidance, see Example 4B in 23.03.04. 

23.03.03b Dosages, dosage forms and dosage regimens - March 2021 

In a medical treatment, a physician may prescribe a dose of a pharmaceutical product 
comprising a quantity of an active ingredient that is to be administered to a patient at 
one time.24 The dose may be fixed in a claim (e.g., 500 mg of drug X), or cover a range 
(e.g., 300-700 mg of drug X). The active ingredient is often formulated or manufactured 
in a dosage form, or unit dosage form, that is a solid (such as a powder, tablet, capsule, 
or crystal), a liquid (such as an injection fluid, prefilled syringe, ointment, drop or syrup), 
an aerosol, or some combination thereof. 

A dosage may reflect both the dose and the frequency at which it is administered (e.g., 
500 mg of drug X taken 3 times per day).25 A dosage regimen may comprise a schedule 
of doses (e.g., 500 mg of drug X taken 3 times per day continuously for 2 weeks). In a 
claim these may be fixed (e.g., a dosage of 500 mg of drug X per day) and/or 
encompass a range (e.g., a dosage regimen of 300-700 mg of drug X for administration 
1-4 times per day for 3 weeks). 

In cases where at least one of the essential elements of the actual invention limits the 



 

 

claimed use to a dosage, a range of potential dosages that a patient may receive, 
and/or a dosage regimen, regardless of whether these are fixed and/or cover a range, 
this fact alone is not determinative of whether the claim is patentable subject-matter. It 
is also necessary to consider whether the exercise of professional skill and judgment of 
a medical professional is part of the actual invention. For example, professional skill and 
judgment may be involved if a medical professional is expected to monitor or make 
adjustments to the treatment, or make a selection of a dosage from a claimed range 
(i.e., in cases where not all dosages in the range will work for all subjects within the 
treatment group). In such cases, the subject-matter defined by the claim would 
encompass a method of medical treatment and would not be patentable subject-matter. 

The Federal Court has considered the patentability of dosages in medical use claims26 

and has indicated that “a claim directed to the exercise of professional skill or judgment 
is not patentable. However, a claim which does not restrict, or interfere with, or 
otherwise engage professional skill or judgment – including a claim for a fixed dosage 
and or a fixed dosage schedule or interval – is not impermissible subject matter where 
there is no evidence to contradict that claimed dosage”.27  

For examiners, this contradictory evidence may become apparent when considering the 
specification as a whole in light of the relevant common general knowledge of the 
person skilled in the art.28 The evidence about a claimed dosage regime may indicate 
that it is not exactly as it is claimed and that adjustments are needed which require skill 
and judgment.29 

It is noted that a titration regimen, which required a physician to monitor a patient’s 
progress, make adjustments to the dosage amount, and to know when to increase the 
amount, has been found to involve the exercise of the professional skill and judgment of 
a medical professional.30 

For examples relevant to this guidance, see Example 4 in 23.03.04d. 

23.03.03c Narrowing treatment to a specific patient population - March 
2021 

A claim may narrow the medical use of a pharmaceutical product to a specific patient 
population. For instance, a patient population may be comprised of patients that:  

• share a particular genotype, such as a mutation in a particular gene;  

• belong to a certain demographic, such as age or gender;  

• are connected by a particular disease or condition, e.g., heart disease or a 



cancer; 

• have been subject to a medical treatment, e.g., chemotherapy or transplantation;
and/or

• include any combination of the above.

A claim that defines details of the population to receive treatment is patentable subject-
matter as long as the actual invention of the claim has physical existence or manifests a 
discernible physical effect or change, relates to the manual or productive arts (e.g., 
does not require the exercise of skill and judgment of a medical professional) and does 
not otherwise fall within a jurisprudential exclusion.  

It is also worth noting that where a patient population is an essential element of a claim, 
prior art may be relevant to the patentability of such a claim if the population of the claim 
falls within a broader population group.  

For an example relevant to this guidance, see Example 7 in 23.03.04g. 

23.03.04            Examples – March 2021 

The following hypothetical examples are provided to help clarify some elements of the 
foregoing guidance. The analyses focus on whether the claims are directed to 
patentable subject-matter. There is no presumption that all other requirements of the 
Patent Act and Rules are satisfied. 

23.03.04a Example 1 – Medical methods 

To address a lack of viable strategies to prevent cervical cancers, a patent application 
discloses a method for preventing cervical cancers associated with Human Papilloma 
Virus (HPV). The method involves administration of peptide E5 of HPV to a female 
subject in order to generate immunity to HPV. 

Claims: 

1. A method of preventing a cervical cancer in a human subject comprising:
administering peptide E5 of HPV to a subject at risk for cervical cancer.

2. A method of producing antibodies specific for HPV peptide E5 comprising:
administering said peptide to a patient at risk for cervical cancer.

3. A method of producing antibodies specific for Human Papilloma Virus
comprising: administering peptide E5 of HPV to a rodent.



 

 

Purposive construction:  

In claims 1-3, there is no use of claim language indicating any of the elements to be 
optional, a preferred embodiment or one of a list of alternatives. Nor is there any 
indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in each of these 
claims are considered to be essential.  

Assessment of patentable subject-matter:  

In claims 1-3, the actual invention of each claim consists of a combination of all of the 
essential elements of the respective claim and satisfies the physicality requirement 
since it is evident that each method has physical existence or manifests a discernible 
physical effect or change.  

In claims 1 and 2, the actual inventions are excluded methods of medical treatment 
because performing the step of administering the peptide provides a practical 
therapeutic benefit to the subject by preventing cancer. Therefore, the subject-matter 
defined by each of claims 1 and 2 is not patentable subject-matter. 

In claim 3, the actual invention is not a method of medical treatment because the rodent 
is not susceptible to HPV and does not derive any therapeutic benefit from the 
administration of the peptide. It follows that the subject-matter defined by claim 3 is 
patentable subject-matter and is within the scope of section 2 of the Patent Act.  

Note: although the methods of claims 1 and 2 are not patentable subject-matter, a claim 
to “Use of peptide E5 for preventing a cervical cancer in a human subject” would define 
patentable subject-matter since the actual invention does not include an essential 
element that: 

• is an active medical treatment step or surgical step; or  
• restricts, prevents, interferes with, or requires the exercise of the professional 

skill and judgment of a medical professional.  

23.03.04b Example 2 – Medical implications in non-medical methods 

Example 2A 

An application discloses a method for preventing premature skin ageing by reducing the 
skin’s exposure to environmental factors, such as sunlight. The method involves daily 
application of formulation X, which is prepared by mixing zinc oxide with titanium dioxide 
and vitamin E acetate using conventional methods. According to the description, 



 

 

formulation X absorbs UV radiation and, when applied to the skin, prevents the 
development of wrinkles and age spots because UV radiation is prevented from causing 
damage to the skin. 

Claim:  

1. A cosmetic method for reducing skin ageing in a subject comprising 
applying formulation X to the subject’s skin, wherein formulation X comprises 
7-24% w/w zinc oxide, 5-20% w/w titanium dioxide, and 1-2% w/w vitamin E 
acetate. 

Purposive construction:  

There is no use of language indicating that any of the elements in the claim is optional, 
a preferred embodiment or one of a list of alternatives. Nor is there any indication in the 
specification that would lead to a determination of any claimed elements being non-
essential. Therefore, all the elements identified in the claim are considered to be 
essential. 

Assessment of patentable subject-matter:  

The actual invention consists of a combination of all the essential elements of the claim. 
To be considered patentable subject-matter, the actual invention must satisfy the 
requirement for physicality. This requirement is met because it is evident that the 
method has physical existence or manifests a discernible physical effect or change.  

Moreover, the actual invention must not encompass a jurisprudential exclusion (e.g., 
method of medical treatment). Thus, it must still be determined whether the actual 
invention encompasses a therapeutic medical method.  

Looking only at the claim language, the claim recites a “cosmetic” method for reducing 
skin ageing, which neither suggests the intended result is therapeutic in nature nor 
relates to a pathological condition since ageing is considered a natural condition [see 
23.03.02]. However, the claims are properly read in the context of the specification as a 
whole from the perspective of the skilled person. Whether the description also teaches 
cancer prevention but has limited the claims to cosmetic methods, or if it is focused 
exclusively on cosmetic skin care for preventing wrinkles, it was well known nonetheless 
that sunscreens, including those comprising zinc oxide and/or titanium dioxide, protect 
against skin cancer. Therefore, even though a cosmetic (non-medical) method on a 
natural condition was the primary or intended purpose, the actual invention is not 
patentable subject-matter since the subject receives a practical therapeutic benefit in 
preventing a pathological disease (skin cancer) when the steps of the claimed method 



 

 

are implemented. Consequently, the claim lacks compliance with section 2 of the Patent 
Act because the application of the method steps inevitably results in a medical 
treatment. 

Example 2B 

The specification discloses that dental plaque, which is a bacterial film that causes 
dental disease, can be visualized using a composition comprising dye D and Red 33. By 
applying the composition to the mouth, plaque on the teeth and gums is stained. 
Advantageously, rinsing does not readily remove the stain from the plaque but does 
remove the stain from soft oral tissue. The stained plaque can then be subsequently 
removed, for example, by a dentist or by an individual at home. 

Claims: 

1. A method for visualizing dental plaque in the mouth of an individual which 
comprises applying a composition comprising dye D and Red 33 to the mouth 
of the individual, thereby staining any dental plaque on the teeth and gums. 

2. The method of claim 1, further comprising removing the stained dental 
plaque. 

Purposive construction:  

There is no use of claim language indicating any of the elements to be optional, a 
preferred embodiment or one of a list of alternatives. Nor is there any indication in the 
specification that would lead to a determination of any claimed elements being non-
essential. Therefore, all the elements identified in the claims are considered to be 
essential. 

Assessment of patentable subject-matter:  

In claims 1 and 2, the actual invention of each claim consists of a combination of all of 
the essential elements of the respective claim and satisfies the physicality requirement 
since it is evident that the method has physical existence or manifests a discernible 
physical effect or change. 

It must still be determined whether the actual invention of each claim encompasses a 
jurisprudential exclusion, such as a therapeutic medical method.  

In claim 1, the claim language does not identify the method as “treating” the individual 
per se. When the claim is properly read in the context of the specification as a whole 
from the perspective of the person skilled in the art it is further evident that the 



 

 

application of the method only results in the detection of dental plaque. The actual 
invention does not include any steps for removing the disease-causing plaque and the 
individual does not receive a practical therapeutic benefit when the steps of the claimed 
method are implemented. Therefore, the subject-matter defined by the claim is 
patentable subject-matter and is within the scope of section 2 of the Patent Act.  

In dependent claim 2, the actual invention includes a step for removing the plaque. 
Performing this step inevitably results in reducing the likelihood of developing a dental 
disease since disease-causing plaque is removed. It does not matter whether the 
removal is done by a dentist (i.e., a medical professional) or by the individual.31 In view 
of this, the actual invention is not patentable subject-matter since the individual receives 
a practical therapeutic benefit. Consequently, the claim lacks compliance with section 2 
of the Patent Act because the application of the method steps inevitably results in a 
medical treatment. 

 

23.03.04c Example 3 – Medical devices 

Example 3A  

According to the patent application, conventional radiation-based cancer therapies 
generate toxic cumulative effects in the patient. Disclosed is an apparatus that 
generates energy from a low frequency magnetic field without generating the toxic 
cumulative effects normally associated with existing cancer therapies.  

Claims: 

1. Apparatus for treating malignant cells in living tissue, comprising: a toroidal 
shaped air core demagnetizing coil connected to a low frequency sinusoidal 
energizing source to generate substantially spheroid shaped alternating 
magnetic field patterns, positioned to encompass and irradiate a malignant cell 
volume with a field flux density of between 50 to 550 RMS gauss. 

2. A method for irradiating malignant breast cells using the apparatus of claim 
1, comprising: a) positioning the coil above the surface of the breast to be 
irradiated; and b) generating an alternating magnetic field having field 
strengths between 50 and 550 RMS gauss.  

3. Use of the apparatus of claim 1 for treating cancer in a human subject. 

 



 

 

Purposive construction:  

In claims 1-3, there is no use of claim language indicating any of the elements to be 
optional, a preferred embodiment or one of a list of alternatives. Nor is there any 
indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in each of these 
claims are considered to be essential.  

Assessment of patentable subject-matter:  

In claim 1, it is evident from the claim itself and confirmed by reference to the 
specification as a whole (considered in light of the relevant common general knowledge 
of the person skilled in the art) that the apparatus forms an actual invention. The 
requirement for physicality is satisfied because the actual invention has physical 
existence or manifests a discernible physical effect or change. Further, the actual 
invention is not an excluded method of medical treatment because: 1) it does not 
include an element that is an active medical treatment step or surgical step; and 2) none 
of the elements restrict, prevent, interfere with, or require the exercise of the 
professional skill and judgment of a medical professional. Therefore, the subject-matter 
defined by the claim is patentable subject-matter.  

In claim 2, the actual invention consists of a combination of all the essential elements 
(steps) of the method. The physicality requirement is satisfied because it is evident that 
the actual invention has physical existence or manifests a discernible physical effect or 
change. The remaining question is whether the actual invention is an excluded method 
of medical treatment. In this case, the claim is directed to a “method” which defines 
specific steps to be performed. These steps include: a) positioning the coil of the 
apparatus above the surface of the breast to be irradiated; and b) generating an 
alternating magnetic field. By following the method and performing these steps, the 
method effects a cancer treatment on the patient by irradiating the breast tissue. This 
provides a practical therapeutic benefit to the patient and causes the actual invention to 
be a method of medical treatment. It is important to understand that although a 
patentable apparatus is used in the steps of the method, this does not make the method 
patentable subject-matter. This is because the effect of practising the steps using this 
apparatus results in the medical treatment of the patient’s cancer (recall from 23.03.02 
that a method which provides a practical therapeutic benefit to a human or animal 
subject encompasses a method of medical treatment and is not an “art” or “process” in 
regard to the definition of “invention” in section 2 of the Patent Act). Consequently, the 
subject-matter defined by the claim is not patentable subject-matter. 

In claim 3, the use of the patentable apparatus for treating cancer in a human subject is 



 

 

an actual invention that satisfies the requirement for physicality. When assessing 
whether the actual invention is a method of medical treatment, an important 
consideration is the fact that the actual invention does not include any method steps 
(contrast this to claim 2 above). Thus, claim 3 does not include an element that is an 
active medical treatment step or surgical step. Further, although the use is therapeutic 
in nature, none of the elements restrict, prevent, interfere with, or require the exercise of 
the professional skill and judgment of a medical professional [see 23.03.03b for 
examples of professional skill and judgment]. Therefore, the subject-matter defined by 
claim 3 is patentable subject-matter which falls within the definition of invention as 
defined in section 2 of the Patent Act. 

Example 3B 

The description discloses that the long-term treatment of muscular atrophy in patients 
typically involves the use of an external electrical stimulation apparatus connected to 
implantable electrodes. The electrodes, if implanted subcutaneously, have 
transcutaneous wire leads that must be physically inserted into an external pulse 
generator. The ongoing infection risk of the wire leads at the transcutaneous opening is 
a significant disadvantage of existing devices. The description discloses an improved 
device that is fully-implantable (no wire leads needed) and that can be programmed 
wirelessly after implantation in the patient.  

Claims:  

1. A fully-implantable functional electrical stimulation apparatus for treating 
muscle atrophy in a patient, wherein said apparatus is configured to deliver 
pulses of current to the patient via electrodes, said pulses having a waveform 
shape defined by a programmable look-up table, said table being 
downloadable wirelessly and transcutaneously from a server to the implanted 
apparatus using wireless communications means. 

2. Use of the apparatus of claim 1 to treat muscle atrophy in patients in need 
thereof. 

Purposive construction:  

In claims 1 and 2, there is no use of claim language indicating any of the elements to be 
optional, a preferred embodiment or one of a list of alternatives. Nor is there any 
indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in each of these 
claims are considered to be essential.  



 

 

Assessment of patentable subject-matter:  

In claim 1, it is evident from the claim itself and confirmed by reference to the 
specification as a whole (considered in light of the relevant common general knowledge 
of the person skilled in the art) that the apparatus forms an actual invention that satisfies 
the requirement for physicality since the apparatus has physical existence. The actual 
invention is not an excluded method of medical treatment because: 1) it does not 
include an element that is an active medical treatment step or surgical step; and 2) the 
elements do not restrict, prevent, interfere with, or require the exercise of the 
professional skill and judgment of a medical professional.  

In claim 2, the use of the apparatus to treat muscle atrophy in patients is an actual 
invention that satisfies the physicality requirement. None of the elements define an 
active medical treatment step or surgical step, or otherwise restrict, prevent, interfere 
with, or require the exercise of the professional skill and judgment of a medical 
professional. 

Therefore, the subject-matter defined by each of claims 1 and 2 is patentable subject-
matter and the claims are within the scope of section 2 of the Patent Act. 

Example 3C  

The description of an application discloses that there is a low success rate for 
conventional laser eye surgery conducted on patients classified as having severe visual 
impairment. It further states that the inventors have improved this success rate by 
developing software based on a new algorithm which, when executed, causes 
conventional computer-controlled laser surgery hardware to make a series of incisions 
in corneal tissue at a precise focal spot as determined by equation X. A working 
example shows that a statistically significant number of affected patients achieved 20/20 
vision or better as a result of a surgical procedure performed using a conventional laser 
hardware system programmed with the algorithm of the invention. 

Claims: 

1. A system for performing ophthalmological surgery on a patient having 
severe visual impairment, the system comprising an excimer laser and a 
robotic arm that manipulates and operates the laser under computer control, 
wherein the system has been programmed to use an algorithm which allows 
the laser hardware to perform steps comprising: 

 (a) generating a laser beam with the excimer laser,  



 

 

 (b) focusing the laser beam on a focal spot in the cornea,  

 (c) moving the focal spot in accordance with equation X, and 

(d) performing a series of incisions on the surface of the corneal 
tissue at the focal spot, wherein each incision has a thickness of 
about 2 μm and produces a change in the shape and refractive 
properties of the cornea. 

2. A method comprising steps of performing a series of incisions on the 
surface of a patient’s corneal tissue at a focal spot using the system of claim 1, 
wherein each incision has a thickness of about 2 μm and produces a change 
in the shape and refractive properties of the cornea. 

Purposive construction:  

In claims 1 and 2, there is no use of claim language indicating any of the elements to be 
optional, a preferred embodiment or one of a list of alternatives. Nor is there any 
indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in each of these 
claims are considered to be essential. 

Assessment of patentable subject-matter:   

In claim 1, it is evident from the claim itself and confirmed by reference to the 
specification as a whole (considered in light of the relevant common general knowledge 
of the person skilled in the art), that the components of the system, i.e., the excimer 
laser and robotic arm, cooperate in combination with a computer programmed to use a 
new algorithm to achieve improved results. Recognizing the laser and arm have 
physical existence and a discernible physical effect or change is produced through the 
physical operations of the laser and the specific laser movements, the physicality 
requirement is satisfied. 

The remaining question is whether the actual invention is an excluded method of 
medical treatment. In this case, the claim is directed to a system (machine) and not to a 
method of effecting the medical treatment. None of the essential elements of the actual 
invention is an active medical treatment step or surgical step, or otherwise restricts, 
prevents, interferes with or requires the exercise of the professional skill and judgment 
of a medical professional. Any surgical or medical treatment steps are outside the scope 
of the claim. Therefore, the subject-matter defined by the claim is patentable subject-
matter which falls within the definition of invention as defined in section 2 of the Patent 
Act. 



 

 

In claim 2, the actual invention consists of a combination of all the essential elements 
(steps) of the method. The physicality requirement is satisfied because the actual 
invention produces a discernible physical effect or change through the physical 
operations of the laser and the specific laser movements. The remaining question is 
whether the actual invention is an excluded method of medical treatment. In this case, 
the claim is directed to a “method” which includes the essential step of “performing a 
series of incisions on the surface of a patient’s corneal tissue at a focal spot…”. As it is 
evident from the claim itself and confirmed by reference to the specification, this is a 
step of surgery that is performed on a patient and that provides a practical therapeutic 
benefit (i.e., by improving severe visual impairment). Although the surgical steps are 
carried out by laser surgery hardware (i.e., the incisions are not made by the hands of a 
surgeon), the method is still considered a method of medical treatment because it 
provides a therapeutic benefit to the patient through a step of surgery. Thus, the actual 
invention is not patentable subject-matter and is not within the scope of section 2 of the 
Patent Act. 

23.03.04d Example 4 – Dosages 

Example 4A 

An application discloses that the inventors have discovered compound X and the use 
thereof for treating psoriasis. The description discloses pharmaceutical formulations 
comprising X for said use. As indicated in the Summary of the invention, preferred 
embodiments include formulations and doses including, but not limited to, 10 to 1000 
mg of X, 100 to 800 mg of X, and 400 to 600 mg of X. Other preferred embodiments 
include use of X at a daily dose of 2 to 10 mg/kg. Working embodiments in the 
description show that patients administered compound X experienced an improvement 
in skin health in affected areas as compared to the placebo group. 

Claims: 

1. Compound X. 

2. Use of compound X to treat psoriasis. 

3. The use of claim 2, wherein X is for use at a dose of between 10 and 1000 
mg of compound X. 

4. The use of claim 2, wherein X is for use at a daily dose of 2 to 10 mg/kg. 

 



 

 

Purposive Construction: 

In claims 1-4, there is no use of claim language indicating any of the elements to be 
optional, a preferred embodiment or one of a list of alternatives. Nor is there any 
indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in each of these 
claims are considered to be essential. 

Assessment of patentable subject-matter: 

In claim 1, the only essential element is compound X and the actual invention consists 
of this single element. The requirement for physicality is satisfied because compound X 
has physical existence. The actual invention does not encompass a method of medical 
treatment or otherwise restrict, prevent, interfere with, or require the exercise of the 
professional skill and judgment of a medical professional. Therefore, the subject-matter 
defined by the claim is patentable subject-matter.  

In claim 2, it is evident from the claim itself and confirmed by reference to the 
specification as a whole (considered in light of the relevant common general knowledge 
of the person skilled in the art) that all the elements of the claim cooperate to form an 
actual invention. The use of compound X to treat psoriasis is an actual invention that 
has physical existence or manifests a discernible physical effect or change. The actual 
invention does not encompass a method of medical treatment or otherwise restrict, 
prevent, interfere with, or require the exercise of the professional skill and judgment of a 
medical professional. Therefore, the subject-matter defined by the claim is patentable 
subject-matter. 

In dependent claim 3, the actual invention consists of all the essential elements, i.e., 
use of X to treat psoriasis, wherein the use of X is limited to a dose range of 10 to 1000 
mg. As in claim 2, the actual invention satisfies the requirement for physicality. Unlike 
claim 2, the actual invention of claim 3 includes a range of doses of X. The fact that the 
actual invention includes a dose, or a range of doses in this case, is not automatically 
determinative of whether the claim is patentable subject-matter. The examiner must still 
consider whether the exercise of professional skill and judgment of a medical 
professional is part of the actual invention. In this case, there is no evidence in the 
specification that compound X will not work for all patients, or that a physician must 
monitor each patient receiving a dose of X and make potential adjustments to the 
dosing for individual patients (contrast this with claim 2 in example 4B below). 
Consequently, the subject-matter defined by claim 3 is patentable subject-matter since 
the actual invention does not encompass a method of medical treatment or otherwise 
restrict, prevent, interfere with, or require the exercise of the professional skill and 



 

 

judgment of a medical professional. 

In dependent claim 4, the actual invention consists of all the essential elements, i.e., 
use of X to treat psoriasis, wherein X is for use at a daily dose of 2 to 10 mg/kg, and 
satisfies the requirement for physicality. There is no evidence in the specification that 
compound X will not work for all patients, or that a physician must monitor each patient 
receiving a dose of X and make potential adjustments to the dosing for individual 
patients. Therefore, the subject-matter defined by claim 4 is patentable subject-matter 
since the actual invention does not encompass a method of medical treatment or 
otherwise restrict, prevent, interfere with, or require the exercise of the professional skill 
and judgment of a medical professional.  

  

Example 4B 

Compound X is routinely prescribed by physicians for the ongoing treatment of 
psoriasis. In the application, the inventors disclose that they have discovered that X is 
also effective for preventing severe asthma attacks. The description discloses 
pharmaceutical compositions and kits comprising X for use in preventing asthma 
attacks. As indicated in the Summary of the invention, preferred embodiments include 
formulations and doses including, but not limited to, 10 to 1000 mg of X, 50 to 800 mg of 
X, and 120 to 360 mg of X. Working embodiments in the description establish that an 
initial prophylactic dose of X must be selected by a physician from a dose within the 
range of 120-360 mg based on patient-specific factors, including the patient’s levels of 
serum IgE and blood eosinophils, as well as existing environmental allergies. The 
description further confirms that the patient-specific factors dictate the effectiveness of a 
dose of compound X since not all doses from the range work for all patients.  

Claims: 

1. Use of compound X to prevent asthma attacks. 

2. The use of claim 1, wherein X is for use at a dose of between 120 and 360 
mg. 

3. A pharmaceutical composition comprising 10 to 1000 mg of compound X 
and a pharmaceutically acceptable excipient, for preventing asthma attacks. 

4. A unit dosage form for preventing asthma attacks comprising 10 to 1000 mg 
of compound X. 

5. A kit comprising a therapeutically effective dose of compound X and 



 

 

instructions for use in preventing asthma attacks. 

Purposive construction: 

In claims 1-5, there is no use of claim language indicating any of the elements to be 
optional, a preferred embodiment or one of a list of alternatives. Nor is there any 
indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in each of these 
claims are considered to be essential.    

Assessment of patentable subject-matter: 

In claim 1, it is evident from the claim itself and confirmed by reference to the 
specification as a whole (considered in light of the relevant common general knowledge 
of the person skilled in the art) that the elements of the claim cooperate to form an 
actual invention. The physicality requirement is satisfied since it is apparent that the use 
of X manifests a discernible effect or change. As none of the elements of the actual 
invention encompass a method of medical treatment or otherwise restrict, prevent, 
interfere with, or require the exercise of the professional skill and judgment of a medical 
professional, the subject-matter defined by the claim is patentable subject-matter. 

In dependent claim 2, the actual invention consists of all the essential elements, i.e., 
use of X to prevent asthma attacks, wherein the use of X is limited to a dose range of 
120 to 360 mg. As in claim 1, the actual invention satisfies the requirement for 
physicality. Unlike claim 1, the actual invention of claim 2 includes a range of doses of 
X. The fact that the actual invention includes a dose, or a range of doses in this case, is 
not automatically determinative of whether the claim is patentable subject-matter. The 
examiner must still consider whether the exercise of professional skill and judgment of a 
medical professional is part of the actual invention. In this case, it is evident from the 
specification that, for the prophylactic treatment of asthma in an individual patient, the 
dose of X must be selected by a physician from a dose within the range of 120-360 mg 
based on patient-specific factors. This selection amounts to restricting, preventing, 
interfering with, or requiring the exercise of the professional skill and judgment of a 
medical professional. Consequently, claim 2 is an excluded method of medical 
treatment. 

In claims 3-5, it is evident from the claims themselves and confirmed by reference to the 
specification as a whole (considered in light of the relevant common general knowledge 
of the person skilled in the art) that all the elements of each claim form an actual 
invention. The physicality requirement is satisfied since it is apparent that the products 
(composition, manufacture comprising a unit dosage form, and kit comprising 



 

 

compound X) have physical existence. Although claims 3 and 4 indicate a range, this 
range appears to define the amount of compound X in the composition or unit dosage 
form rather than a range of potential doses that a patient may receive (contrast this with 
claim 2 above). In this case, the amount of X in the composition (claim 3) or 
manufacture comprising a unit dosage form (claim 4) is not an element that involves the 
professional skill and judgment of a medical professional. Therefore, none of the 
elements of the actual invention of each of claims 3-5 encompass a method of medical 
treatment or otherwise restrict, prevent, interfere with, or require the exercise of the 
professional skill and judgment of a medical professional. It follows that the subject-
matter defined by the claims is patentable subject-matter. 

Example 4C 

The specification describes the new use of compound X to treat peptic ulcers. The 
description also discloses a titration regime for determining the appropriate dosage of X 
for an individual patient. In this case, the titration regime is used to minimize side-effects 
and ensure patient tolerability to X. This requires monitoring by a physician to know 
when adjustments to the dosage are needed for each patient.   

Claims: 

1. Use of compound X to treat peptic ulcers. 

2. The use of claim 1, wherein X is for administration at a first dosage of 6 to 8 
mg/day for a period of 2 to 10 weeks, and a final dosage of 16 to 24 mg/day. 

Purposive construction: 

In claims 1 and 2, there is no use of claim language indicating any of the elements to be 
optional, a preferred embodiment or one of a list of alternatives. Nor is there any 
indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in each of these 
claims are considered to be essential. 

Assessment of patentable subject-matter: 

In claim 1, all of the elements of the claim form an actual invention that satisfies the 
physicality requirement. As none of the elements of the actual invention encompass a 
method of medical treatment or otherwise restrict, prevent, interfere with, or require the 
exercise of the professional skill and judgment of a medical professional, the subject-
matter defined by the claim is patentable subject-matter. 

In dependent claim 2, all of the elements of the claim form an actual invention that 



 

 

satisfies the physicality requirement given that the use of compound X manifests a 
discernible effect or change in the physical state of peptic ulcers. Claim 2 differs from 
claim 1 in that claim 2 includes an element that limits the use of X to a first dosage 
period covering a range of dosages, and a final dosage range. This amounts to a 
titration regime since the medical professional is expected to monitor individual patients 
and make adjustments to the dosage and/or dosage period. The subject-matter defined 
by the claim is not patentable subject-matter because this element restricts, prevents, 
interferes with, or requires the exercise of the professional skill and judgment of a 
medical professional. Consequently the subject-matter defined by claim 2 is a method of 
medical treatment that lacks compliance with section 2 of the Patent Act. 

23.03.04e Example 5 – New formulation of known compound 

The application discloses that previous prior art attempts to make an effective oral 
antifungal formulation of X were unsuccessful because the formulation had poor 
bioavailability due to instability at the low pH of the stomach. To overcome this problem, 
the inventors discovered that, by controlling the manufacturing process of compound X, 
the bioavailability of X taken orally becomes acceptable when prepared at a granule 
particle size of 0.5 to 0.8 mm.  

Claim: 

1. Use of an orally administrable pharmaceutical formulation of compound X 
as an antifungal, characterized in that 90 to 95% by weight of X is in the form 
of granules having a size of 0.5 to 0.8 mm. 

Purposive construction:  

There is no use of claim language indicating any of the elements to be optional, a 
preferred embodiment or one of a list of alternatives. Nor is there any indication in the 
specification that would lead to a determination of any claimed elements being non-
essential. Therefore, all the elements identified in the claim are considered to be 
essential. 

Assessment of patentable subject-matter: 

It is evident from the claim itself and confirmed by reference to the specification as a 
whole (considered in light of the relevant common general knowledge of the person 
skilled in the art) that all the elements of the claim cooperate to form an actual invention. 
The requirement for physicality is satisfied because the actual invention has physical 
existence or manifests a discernible physical effect or change. Given that none of the 
elements include an active medical treatment step or surgical step, or otherwise restrict, 



 

 

prevent, interfere with, or require the exercise of the professional skill and judgment of a 
medical professional, the examiner concludes that the actual invention is patentable 
subject-matter. 

23.03.04f Example 6 – New site of administration for known compound 

According to the description, the inventor discovered that application of a transdermal 
patch comprising formulation X anywhere on the abdomen of a patient, instead of the 
upper arm, resulted in higher plasma concentrations and increased bioavailability of X. 
In turn, the improved bioavailability resulted in improved drug efficacy in treating 
patients with relapsing-remitting multiple sclerosis. 

Claim: 

1. Use of a transdermal pharmaceutical patch comprising formulation X to treat 
multiple sclerosis, wherein the site of administration is the abdomen. 

Purposive construction: 

There is no use of claim language indicating any of the elements to be optional, a 
preferred embodiment or one of a list of alternatives. Nor is there any indication in the 
specification that would lead to a determination of any claimed elements being non-
essential. Therefore, all the elements identified in the claim are considered to be 
essential. 

Assessment of patentable subject-matter: 

It is evident from the claim itself and confirmed by reference to the specification as a 
whole (considered in light of the relevant common general knowledge of the person 
skilled in the art) that all of the elements, including the element defining the site of 
administration, cooperate to form an actual invention that has physical existence or 
manifests a discernible physical effect or change.  

None of the elements of the actual invention define an active medical treatment step or 
surgical step. Further, although the actual invention includes an element that defines the 
site of administration as the abdomen, this element does not appear to restrict, prevent, 
interfere with, or require the exercise of the professional skill and judgment of a medical 
professional. This conclusion was reached because, according to the specification as a 
whole and taking into consideration the common general knowledge of the person 
skilled in the art, the site of administration appears to be appropriate for all patients and 
there is no evidence that a medical professional is required to monitor or make 
adjustments to the use of X within the scope of the claim. Therefore, the subject-matter 



 

 

defined by the claim is patentable subject-matter and is within the scope of section 2 of 
the Patent Act. 

23.03.04g Example 7 – Specific patient population 

According to the application, compound X is routinely prescribed for the management of 
symptoms associated with porphyria but is only effective for some patients. The 
description states that the inventors have surprisingly discovered that pharmaceutical 
formulations comprising compound X were more effective for reducing these symptoms 
in patients that had an elevated concentration of porphobilinogen in their urine (i.e., at 
least 9.0 μmol/L) as compared to patients that had significantly lower porphobilinogen 
concentrations (i.e., 0-1.0 μmol/L). 

Claim:  

1. Use of a pharmaceutical formulation comprising compound X for 
ameliorating symptoms of porphyria in a patient having a urine 
porphobilinogen concentration of at least 9.0 μmol/L. 

Purposive construction: 

There is no use of claim language indicating any of the elements to be optional, a 
preferred embodiment or one of a list of alternatives. Nor is there any indication in the 
specification that would lead to a determination of any claimed elements being non-
essential. Therefore, all the elements identified in the claim are considered to be 
essential. 

Assessment of patentable subject-matter: 

It is evident from the claim itself and confirmed by reference to the specification as a 
whole (considered in light of the relevant common general knowledge of the person 
skilled in the art) that all of the elements, including the specific patient population to be 
treated, cooperate to form an actual invention that has physical existence or manifests a 
discernible physical effect or change.  

Recognizing that none of the elements include an active medical treatment step or 
surgical step, or otherwise restrict, prevent, interfere with, or require the exercise of the 
professional skill and judgment of a medical professional, the use of the formulation for 
ameliorating symptoms of porphyria in a patient having the defined urine 
porphobilinogen concentration is patentable subject-matter. 

It must still be determined whether the claim satisfies all other requirements of 



 

 

patentability (i.e., novelty, non-obviousness, utility, etc.). 

 

23.03.05 Kits and packages – November 2017 

This section focuses on the patentability of claims to kits and packages in the context of 
medical inventions. 

A “package” is generally understood as one or more components that are contained 
within conventional packaging material, such as a box, paper or plastic wrapping, or the 
like. The person skilled in the art would understand that a package may contain a single 
component, a plurality of the same component, one or more different components, or 
any combination of these without limitation. Where appropriate, a package may be 
defined more particularly as, for example, a commercial package or a pharmaceutical 
package. 

A “kit” is generally understood as a specific type of package that contains two or more 
components. 

When a kit contains a composition, such as a unit dosage form, which is composed of 
two or more ingredients that are formulated together, that single formulated product is 
considered as one component in the kit. Thus, one unit dose would not reasonably be 
considered as two separate components in a kit. The skilled person would understand 
that there is a difference between a “composition” and a “kit”, based on the plain and 
ordinary meaning of those terms. 

When a pharmaceutical composition comprising an active ingredient is a component in 
a medical kit, the following is a non-exhaustive list of examples of what the second 
component may be: an instrument for administration, e.g., an applicator, empty syringe 
or graduated cup; a separate formulating excipient, adjuvant or potentiator; a separate 
activating agent, reagent, or buffer; an antiseptic wipe; a test strip; a separate product 
comprising a second active ingredient; or instructions defining the use. See 23.03.05b 
below for a more detailed discussion of instructions. 

23.03.05a Claims of indefinite scope or lacking clarity 

The subject-matter of a claim must be defined distinctly and in explicit terms, in 
accordance with subsection 27(4) of the Patent Act, because the claims define the 
subject-matter of the monopoly. The scope of a claim must be clear and definite from 
the perspective of the person skilled in the art. 



 

 

The terms “package” and “kit” are used interchangeably at times. In some cases this 
leads to a lack of clarity or creates avoidable ambiguity within a claim or set of claims, 
contrary to subsection 27(4) of the Patent Act. 

A kit would be understood as a specific type of package comprising at least two 
components so, in order to comply with subsection 27(4) of the Patent Act, the term “kit” 
must be construed as having a minimum of two components. Where the term “kit” is 
construed as consisting of only one component, the claim to the kit would not comply 
with subsection 27(4) of the Patent Act. For instance, a subsection 27(4) defect would 
be identified where the application defines a kit as consisting of only one component. 
A subsection 27(4) defect may also be identified in cases where the application states 
that a kit is an embodiment of the invention but does not explicitly describe the 
components of said kit and the examiner construes the kit as having only one 
component. In contrast, no defect would be identified in cases where either the 
description or claim unambiguously defines the kit as containing at least two 
components or where the examiner construes the kit as containing at least two 
components. 

If a package claim defines two or more components then there would be no lack of 
clarity even though the subject-matter could have been claimed as a kit. There are no 
restrictions on the number of components a package may contain. 

A patent application may contain multiple independent product claims within the same 
claim set, such as claims to a package, a kit, and a package containing the kit, as long 
as the existence of the multiple product claims does not result in a lack of clarity. 

Example 

An application discloses that compound A, a known herbicide, has therapeutic utility 
for treating disease Y in humans. The description states that compositions 
comprising compound A may be formulated for a variety of routes of administration, 
but focuses on subcutaneous and intravenous injectable formulations and liquid oral 
formulations. In one embodiment the formulation and an empty syringe may be 
packaged together within a kit. The description also discloses using the formulation 
in combination with a second compound that also treats disease Y, and refers to a 
number of compounds well known for treating Y. Also described is an embodiment 
where compound A is packaged together with a second compound for treating 
disease Y. 

Claims: 

1. A pharmaceutical composition comprising compound A and a pharmaceutically 



 

 

acceptable formulating excipient. 

2. A kit comprising the pharmaceutical composition of claim 1. 

3. The kit according to claim 2, further comprising an instrument for administering 
the pharmaceutical composition. 

4. A package comprising the kit of claim 2. 

Analysis: Claim 1 complies with subsection 27(4) of the Patent Act. The claim is 
directed to a pharmaceutical composition comprising at least two ingredients, 
namely compound A and a pharmaceutically acceptable formulating excipient. The 
excipient is defined in broad terms but the nature and scope of the excipient would 
be clear to the skilled person based on their common general knowledge and in view 
of the specification as a whole, based on the terms “pharmaceutically acceptable” 
and “formulating”. 

Claim 2 complies with subsection 27(4) of the Patent Act. The claim is directed to a 
kit comprising the pharmaceutical composition of claim 1. The claim only explicitly 
defines one component of the kit, namely the composition, and there are no 
indications in the claim relating to the nature of a second component. However, 
given that there is a basis in the description for what the second component of the kit 
may be, e.g. a syringe or the additional compound for treating disease Y, the scope 
of the claim would be understood as comprising at least two components and, 
therefore, satisfies subsection 27(4) of the Patent Act. 

Claim 3 complies with subsection 27(4) of the Patent Act. The claim is directed to a 
kit comprising the pharmaceutical composition of claim 1 and an instrument for 
administering the composition. The instrument is defined in broad terms, but the 
nature and scope would be clear to the skilled person, based on their common 
general knowledge and in view of the specification as a whole. Notably, the claim 
would have also complied with subsection 27(4) if the second component of the kit 
was defined as the additional compound for treating disease Y. 

Claim 4 complies with subsection 27(4) of the Patent Act. The claim is directed to a 
package comprising the kit of claim 2. As discussed above for claim 2, the kit 
satisfies subsection 27(4). In this case, the placement of the kit within a package 
does not lead to a lack of clarity and, therefore, the subject-matter of claim 4 also 
satisfies subsection 27(4) of the Patent Act. Notably, claim 4 would also be 
compliant with subsection 27(4) if it referred to claim 3 instead of claim 2. 

Note that the claims must still be assessed for compliance with the other 



 

 

requirements of patentability. 

23.03.05b Instructions 

Instructions are generally understood as information printed or displayed on a substrate. 
In the context of medical inventions, this information often suggests actions or directions 
that can be taken, such as how an active agent can be administered or used in 
treatment. 

Instructions may be claimed as a secondary component of a kit or package; however, 
there is no general requirement that a kit or package comprise instructions. 

Where a use is defined in the preamble or body of a claim or as part of the instructions, 
the claim may be construed as a “kit for use” or “package for use”, which is distinct from 
a claim to a kit or package per se. For instance, claims such as “a kit comprising A and 
B and instructions for using A and B to treat disease Y” and “a kit for treating disease Y 
comprising A and B” are both construed as “kit for use” claims. 

Example 

An application discloses there is a need for improved treatment of painful diabetic 
neuropathy in patients. The description states that the inventors have surprisingly 
discovered that levetiracetam and carbamazepine (known anti-epileptic drugs), 
when used in combination, are effective for reducing pain associated with diabetic 
neuropathy. 

Claims: 

1. A kit comprising: 

a. a first pharmaceutical formulation comprising levetiracetam; and 

b. a second pharmaceutical formulation comprising carbamazepine. 

2. The kit of claim 1 further comprising instructions for using levetiracetam and 
carbamazepine to treat pain associated with diabetic neuropathy. 

A search of the prior art identified patent document D1, which discloses the 
combined use of levetiracetam and carbamazepine in epileptic patients. An 
embodiment of D1 includes a kit comprising both levetiracetam and carbamazepine 
as well as instructions for preventing seizures in patients. 

Analysis: Claims 1 and 2 comply with subsection 27(4) of the Patent Act. Claim 1 



 

 

recites a kit comprising a first pharmaceutical formulation comprising levetiracetam 
and a second pharmaceutical formulation comprising carbamazepine. The scope of 
claim 1 would be understood as a kit containing at least two components, namely 
the first and second pharmaceutical formulations. In claim 2, the skilled person 
would understand that the instructions, which define the use of levetiracetam and 
carbamazepine, represent an additional component of the kit. In view of this, the 
claims satisfy subsection 27(4) of the Patent Act. 

In regard to the requirement for novelty, claim 1 is anticipated by D1 because D1 
discloses and enables a kit comprising both levetiracetam and carbamazepine. 
Recognizing that the kit of claim 2 further comprises instructions for using 
levetiracetam and carbamazepine to treat pain associated with diabetic neuropathy 
and that D1 does not disclose and enable this use, claim 2 is novel over D1. Thus 
claim 2 is regarded as a new use of a kit comprising levetiracetam and 
carbamazepine that complies with section 28.2 of the Patent Act. 

Note that the claims must still be assessed for compliance with the other 
requirements of patentability. 

23.03.06 Medical diagnostic methods – March 2021 

The examination of patent applications featuring medical diagnostic method claims 
warrants specific guidance to ensure efficient, predictable, and reproducible 
examination. 

In order to determine the patentability of a diagnostic method claim, the examiner must 
take into account the general guidance on purposive construction in Chapter 12 of this 
manual, which involves a determination of the meaning of the terms used in the claim 
and an identification of the elements of the claim that are essential. To assess whether 
the subject-matter defined by a claim is patentable subject-matter,32 the examiner 
should review the guidance provided in Chapter 17, which involves an identification of 
the actual invention of a claim.  

The guidance herein may be applicable to claims in a form such as: 

• A method of diagnosing disease Y by detecting analyte X, wherein the presence 
of X indicates that a patient has disease Y; 

• A method of predicting the prognosis of a subject having disease Y comprising 
determining the expression level of analyte X, wherein increased expression 
correlates to a good survival probability; 
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• A method of determining if a patient will respond to treatment by measuring 
analyte X, wherein the patient will respond to treatment if X is below threshold 
value; 

• Use of a method to diagnose disease Y, characterized in that a sample is tested 
for X; 

• Use of marker X to diagnose disease Y; 

• A kit for diagnosing disease Y comprising components A and B…; 

• Use of a device for determining whether a patient has disease Y, the device 
comprising a microarray having two or more oligonucleotides selected from A, B, 
C, D, E, F,… and P; 

• A computer-implemented method for diagnosing disease Y…; or 

• Any claim having similar language when construed to be a claim to a diagnostic 
method per se. 

23.03.06a Assessing patentable subject-matter 

As with any other claim, all elements set out in a medical diagnostic method claim are 
presumed essential, unless it is established otherwise or is contrary to the language 
used in the claim [12.02.02d].  

A claim to a medical diagnostic method often includes an element correlating a specific 
analyte or the result of a medical test to a disease. A correlation, on its own, would 
generally be considered an abstract or disembodied idea. In many cases, a claim to a 
medical diagnostic method further includes one or more physical steps that comprise 
carrying out a medical test or determining the presence or quantity of the analyte in a 
sample. Such steps may include, for example, means for identifying, detecting, 
measuring, etc. the presence or quantity of an analyte. 

An abstract idea that is an element of a claim that cooperates with other elements of the 
claim becomes part of a combination of elements making up a single actual invention. In 
such cases, all of the elements of the combination are considered as a whole and may 
constitute patentable subject-matter if the actual invention either has physical existence 
or manifests a discernible physical effect or change.   

Thus, a diagnostic method claim that defines a combination of elements that cooperate 
together so as to form a single actual invention that includes physical means for testing 



 

 

or for identifying, detecting, measuring, etc. the presence or quantity of an analyte in a 
sample would be considered to be patentable subject-matter and not to be prohibited 
under subsection 27(8) of the Patent Act.33  

By contrast, an actual invention of a claim that lacks any elements that have physical 
existence or manifest a discernible effect or change does not satisfy the requirement for 
physicality and, consequently, is not patentable subject-matter. 

Where a computer is involved in the method, please consult Chapter 22. 

23.03.06b Examples 

Example 1: 

The specification describes a method of diagnosing whether a patient is at risk for 
developing cancer. It is disclosed that a relative increase in X as compared to a non-
cancerous reference sample correlates to increased cancer risk. 

Claims: 

1. A method of diagnosing whether a human subject is at risk for developing 
cancer, comprising: 

a) measuring the level of X in a biological sample from the subject; and 

b) comparing said level to the level of a non-cancerous reference sample, 
wherein an increase in the level of X relative to said reference indicates the 
subject is at risk for cancer. 

 

2. A method of diagnosing whether a human subject is at risk for developing 
cancer, comprising: 

a) receiving a report summarizing the level of X in a sample from the subject; 
and 

b) comparing said level to the level of a non-cancerous reference sample, 
wherein an increase in the level of X relative to said reference indicates the 
subject is at risk for cancer. 

 

Purposive construction: 



 

 

In claims 1 and 2, there is no use of claim language indicating any of the elements to be 
optional, a preferred embodiment or one of a list of alternatives. Nor is there any 
indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in the claims are 
considered to be essential. 

  

Assessment of patentable subject-matter: 

In claim 1, an element of the claim is a correlation between cancer risk and the level of 
X. This element, when considered alone, is disembodied. The claim, however, further 
includes elements for measuring the level of X in step a) and comparing the level of X to 
a reference in step b). It is apparent that in order to arrive at a diagnosis of cancer risk, 
the measuring element, comparing element and correlation element must cooperate 
together. Thus, the actual invention of claim 1 consists of a combination of all of these 
elements. Recognizing that step a) is directed to physically measuring the level of X in 
the sample, this satisfies the physicality requirement and makes the subject-matter of 
the claim patentable subject-matter.   

In claim 2, as in claim 1, an element of the claim is a correlation between cancer risk 
and the level of X. Unlike claim 1, data about the level of X is not provided by an 
element that physically measures the level. Instead, data about the level of X is 
provided by an element involving receiving a report summarizing the subject’s level of X 
in step a). In order to arrive at the diagnosis in this claim, the receiving element, 
comparing element and correlation element cooperate together to form a single actual 
invention. In order to be found patentable, the actual invention must have physical 
existence or manifest a discernible physical effect or change. As none of the elements 
in the actual invention provide this physicality, the subject-matter of the claim is not 
patentable subject-matter 

 

Example 2: 

The use of drug X to treat symptoms of Parkinson’s disease is well known in the art; 
however, some patients do not respond to said treatment. The inventors have newly 
discovered that genetic marker Z in patients is associated with drug X response. 
According to the description, a method of determining whether a patient is a responder 
to drug X involves isolating DNA in a biological sample from the patient and then 
determining, using conventional laboratory techniques and reagents, whether the DNA 
includes marker Z. The absence of marker Z in the sample indicates the patient is a 



 

 

non-responder.   

Claims:  

1. Method of determining whether a patient having Parkinson’s disease will 
respond to treatment with drug X comprising:  

a) providing a biological sample from the patient;  

b) detecting the presence or absence of marker Z in the sample; and  

c) determining that the patient will respond to treatment with drug X if marker Z 
is present in the sample.  

 

2. The method of claim 1 further comprising:   

d) selecting patients that have marker Z to receive treatment with drug X.  

 

3. The method of claim 2 further comprising:   

e) administering drug X to said selected patients.  

 
4. Use of drug X to treat symptoms of Parkinson’s disease in a patient that has 
been determined to have marker Z.  
 
5. Use of marker Z to determine whether a patient having Parkinson’s disease 
will respond to treatment with drug X.  

6. The use of claim 5, wherein the patient is determined to have marker 
Z according to the method of claim 1.  

 

Purposive Construction:  

In claims 1-5, there is no use of claim language indicating any of the elements to be 
optional, a preferred embodiment or one of a list of alternatives. Nor is there any 
indication in the specification that would lead to a determination of any claimed 
elements being non-essential. Therefore, all the elements identified in the claims are 
considered to be essential. 



 

 

With respect to claim 5, it is evident from the claim itself and confirmed by reference to 
the specification as a whole (considered in light of the relevant common general 
knowledge of the person skilled in the art) that the claim language, “use of marker 
Z”, should be construed as encompassing many embodiments of which one is the 
use of information about the presence or absence of marker Z. 

In claim 6, the “use of marker Z” is defined more narrowly than claim 5 since the claim 
indicates that “wherein the patient is determined to have marker Z according to the 
method of claim 1”. In contrast to claim 5, the “use of marker Z should be construed as 
being limited to means for determining the presence of marker Z rather than the broader 
interpretation of using information about the presence or absence of marker Z.  

Assessment of patentable subject-matter: 

In claim 1, an element of the claim is a correlation between drug X treatment response 
and the presence of genetic marker Z. This element, when considered alone, is 
disembodied. The claim, however, further includes elements for: a) providing a 
biological sample from the patient, and b) detecting the presence or absence of marker 
Z in the sample. It is apparent that in order to determine whether a patient with 
Parkinson’s disease will respond to treatment with drug X, elements associated with the 
provision of a biological sample, detection of marker Z in the sample, and the correlation 
of the marker with drug response must cooperate together. Thus, the actual invention of 
claim 1 consists of a combination of all of these elements. Recognizing that steps a and 
b have physical existence or manifest a discernible physical effect or change, the 
requirement for physicality is satisfied and the subject-matter of the claim is considered 
to be patentable subject-matter.    

Dependent claim 2 includes an additional essential element: d) selecting patients that 
have marker Z to receive treatment with drug X, which is part of the actual invention of 
claim 2. Although it is noted that this element refers to treatment with drug X, this only 
serves to label patients as being selected for treatment (at a later time). It does not 
represent an active step of medical treatment since there is no direct therapeutic benefit 
attributed to the implementation of this step (contrast this with claim 3 below). 
Therefore, the subject-matter of the claim is considered to be patentable subject-
matter.    

In dependent claim 3, the actual invention includes a further essential 
element, i.e., step e) administering drug X to said selected patients. This causes claim 3 
to be viewed as an excluded method of medical treatment because the patient receives 
a practical therapeutic benefit when this step of the actual invention is practised. 
Therefore, the subject-matter of the claim is not patentable subject-matter (note that 



 

 

where there is a difference between the preamble of the claim and the result of the 
method, this may also give rise to a defect under subsection 27(4) of the Patent Act).  

In claim 4, the actual invention is not a diagnostic method (in contrast to preceding 
claims 1-3) but instead consists of the use of drug X to treat symptoms of Parkinson’s 
disease in a patient that has been determined to have marker Z. It is noted that the use 
of drug X is limited to those patients that have already been identified as having the 
marker (by any means, which may include the method of the invention). All of the 
elements of the claim form an actual invention that satisfies the physicality requirement 
given that the use of drug X manifests a discernible physical effect or change in the 
patient. The actual invention does not encompass a method of medical treatment or 
otherwise restrict, prevent, interfere with, or require the exercise of the professional skill 
and judgment of a medical professional. Therefore, the subject-matter defined by the 
claim is patentable subject-matter.   

In claim 5, the actual invention consists of all the essential elements. In this case, the 
use is associated with marker Z rather than the drug. From the purposive construction 
above, the “use of marker Z” encompasses at least the use of information about the 
presence or absence of marker Z. The actual invention does not satisfy the physicality 
requirement because the use of information (i.e., about marker Z) to provide more 
information (i.e., about whether a patient having Parkinson’s disease will respond to 
treatment) lacks physical existence and does not manifest a discernible physical effect 
or change. Consequently, the subject-matter of the claim is not patentable subject-
matter.  

In dependent claim 6, the actual invention consists of all the essential elements, 
including the element “wherein the patient is determined to have marker Z according to 
the method of claim 1”. Unlike claim 5, the actual invention satisfies the physicality 
requirement because the elements of the actual invention encompass physical means 
for determining the presence of marker Z by reference to the method of claim 1. In view 
of this, the subject-matter of claim 6 is patentable subject-matter. 

23.04 Sufficiency of the description – January 2009 
Closely related to the question of utility is that of sufficiency. Subsection 27(3) of the 
Patent Act requires (inter alia) that the description “correctly and fully describe the 
invention and its operation or use as contemplated by the inventor”. Thorson P. 
summarized the requirements for sufficient specification in Minerals Separation North 
American Corp v Noranda Mines, Ltd, and later described this “onus of disclosure” as “a 
heavy and exacting one”.34 



 

 

The description must be correct; this means that it must be both clear and accurate. It 
must be free from avoidable obscurity or ambiguity and must be as simple and distinct 
as the difficulty of description permits. It must not contain erroneous or misleading 
statements calculated to deceive or mislead the persons to whom the specification is 
addressed and render it difficult for them without trial and experiment to comprehend in 
what manner the invention is to be performed. It must not, for example, direct the use of 
alternative methods of putting it into effect if only one is practicable, even if persons 
skilled in the art would be likely to choose the practicable method. The description of the 
invention must also be full; this means that its ambit must be defined, for nothing that 
has not been described may be validly claimed.35 

As was noted in section 19.01.03c, the description must contain sufficient information to 
support a sound prediction of the utility of the invention. Further, it must set out the 
invention such that a person skilled in the art can practice it having reference only to the 
description itself and to common general knowledge. 

In Consolboard, Dickson J. noted that “the inventor must, in return for the grant of a 
patent, give to the public an adequate description of the invention with sufficiently 
complete and accurate details as will enable a workman, skilled in the art to which the 
invention relates, to construct or use that invention when the period of the monopoly has 
expired”.36 The description must be able to answer the questions “What is your 
invention?: How does it work?”37 such that “when the period of monopoly has expired 
the public will be able, having only the specification, to make the same successful use 
of the invention as the inventor could at the time of his application”.38 

A description sufficient to allow the public (in the form of a person skilled in the art) to 
practice the invention is said to be enabling. Since the person skilled in the art is the 
addressee of the description, it is not necessary for common knowledge to be 
comprehensively disclosed. A known assay technique does not need, for example, to 
be taught in full. Merely referring to this technique is sufficient for the person skilled in 
the art to know how to practise it. 

When an examiner has reason to believe that a description is deficient for not having 
correctly and fully described the claimed invention, an objection is raised under 
subsection 27(3). This might be the case, for example, when a broad claim is supported 
only by its own verbatim language. 

It is important to bear in mind that the specification must be sufficient to allow the full 
scope of the claimed invention to be practised without the need for the person skilled in 
the art to exercise their inventive ingenuity. If the person skilled in the art is called on to 
solve problems in such a manner that an inventive step would be present, the 



 

 

description is insufficient (and the attendant claims are unsupported). 

23.05 Nucleic acids and proteins – March 2016 
The following subsections relate to issues regarding nucleic acids, polynucleotides, 
peptides, polypeptides and proteins and the disclosure of their sequences in a 
sequence listing. 

23.05.01 Defining by structure – March 2016 

Generally a product may be defined by its structure, in terms of the process by which it 
is made, or in terms of its physical or chemical properties. Often the most explicit and 
definite manner in which to define a chemical compound is by its structure. 

For a biomolecule such as a nucleic acid molecule or protein, the structure is typically 
represented by the nucleotide or amino acid sequence, e.g., “a polypeptide consisting of 
the amino acid sequence MARNDCQEGHILKFPSTWYV”. 

For greater clarity, the claim should be explicitly directed to a biomolecule defined by 
reference to a sequence listing identifier that points to the corresponding sequence in 
the sequence listing [see 23.05.07], e.g., “a nucleic acid consisting of the nucleotide 
sequence represented by SEQ ID NO:1” or “a protein comprising the amino acid 
sequence set forth in SEQ ID NO:2”. A claim simply directed to a sequence listing 
identifier, however, may be interpreted as a claim to mere information (i.e., to the string 
of letters depicted in the sequence listing), which is not compliant with section 2 of the 
Patent Act, rather than a claim to the biomolecule itself. A claim directed to “SEQ ID 
NO:8”, for example, would be unacceptable but a claim to “DNA encoding the protein 
comprising amino acids 1-260 of SEQ ID NO: 8” would be unambiguous (assuming the 
reference sequence is clearly defined – see below). 

Note that even where a claim to a biomolecule is defined by reference to a sequence 
within the sequence listing it is not an assurance that the claimed biomolecule will be 
adequately defined by structure. For example, where a biomolecule is defined in a claim 
by reference to a sequence that contains a number of variable symbols such as “Xaa” 
or “n”, the claimed subject-matter may not be defined in distinct and explicit terms and 
may fail to comply with subsection 27(4) of the Patent Act. 

In the case of a nucleic acid molecule defined by the protein it encodes, the provision of 
a partial amino acid sequence of the protein is not taken as an adequate description of 
a nucleic acid molecule which is capable of encoding the entire protein.39 



 

 

23.05.02 Defining by functional limitation – October 2019 

Functional language is generally used to provide breadth to a claim. In certain cases, 
language that defines specific functional or biological activity may be used to further 
distinguish a claimed biomolecule from biomolecules of the prior art. Although the use of 
functional language does not make a claim defective per se, if it is used then the entire 
scope of the claim must be clear and fully supported by the description [see Chapter 14 
of this manual for more information]. 

In general, the use of functional language in a claim is acceptable if the person skilled in 
the art would not need to resort to inventive ingenuity to practise the full scope of the 
claim. For example, consider a claim to “a plant transformation vector comprising a 
gene of interest; a transposon; and a marker gene positioned within the transposon, 
wherein the marker gene induces abnormal cellular differentiation in plant tissue”. 

Assuming that representative marker genes are adequately supported in the description 
and are well known in the prior art by persons skilled in the art, it is acceptable in this 
case to define the marker gene in functional terms. 

On the other hand, where the use of functional language requires the person skilled in 
the art to exert an inventive effort to practise the full scope of the claim or, likewise, the 
use of the language causes the scope of the claim to be overly broad, the claim is likely 
defective in view of section 60 of the Patent Rules. Where the examiner determines that 
the description is insufficient to support the breadth of the claim, depending on the facts, 
a defect could be identified under subsection 27(3) of the Patent Act. Where knowledge 
of the structure of the protein or nucleic acid is needed to realize the full scope of the 
claim, the claim may also lack compliance with subsection 27(4) of the Patent Act if the 
nucleic acid or protein is not further defined by the structure that provides the functional 
activity. 

In the case where, for example, the structure of a protein (or a nucleic acid encoding a 
protein) is defined in terms of a percent identity to a reference sequence, the claim 
should additionally specify that the protein has the same biological activity as that 
described in the application in order to comply with subsection 27(4) of the Patent Act– 
e.g., “a nucleic acid comprising a sequence that is at least 90% identical to SEQ ID 
NO:1 which encodes a protein having alpha-amylase activity”. 

Example: 

An application describes a novel polypeptide depicted in the sequence listing as 
SEQ ID NO:2 that has xylanase activity and is shown to be particularly effective in 
processes for making biofuels. The description does not describe any variants of the 



 

 

polypeptide having xylanase activity. A search of the prior art revealed that 
xylanases are generally known. A search for the amino acid sequence of SEQ ID 
NO:2 identified prior art documents D1 and D2. D1 discloses a polypeptide having 
82% sequence identity to SEQ ID NO:2 but lacking xylanase activity while D2 
discloses a xylanase having 92% sequence identity with SEQ ID NO:2. 

Claims: 

1. A recombinant polypeptide having xylanase activity. 

2. A recombinant polypeptide comprising an amino acid sequence that is at least 
80% identical to SEQ ID NO:2. 

Analysis: claim 1 is defective. The claimed polypeptide is defined broadly by a 
functional description of its activity rather than by its structural features. The 
description discloses with particularity only one polypeptide; this polypeptide is 
described as having the structural features depicted in SEQ ID NO:2 and the desired 
xylanase activity. Given that the claim defines more than the description supports, 
the claim is defective in view of section 60 of the Patent Rules. Where the examiner 
determines that the description is insufficient to support the breadth of the claim, 
depending on the facts a defect could be identified under subsection 27(3) of the 
Patent Act. The subject-matter of the claim also lacks novelty in view of D2 (in effect, 
the claim would be anticipated by any earlier public disclosure of a polypeptide 
having the desired activity). D1, on the other hand, would not be anticipatory to claim 
1 since D1 does not disclose a polypeptide having the specified activity. 
Furthermore, if, having regard to the claim and description, it is not clear to the 
skilled person what is being claimed then a defect under subsection 27(4) of the 
Patent Act may also be identified. 

Claim 2 is defective on multiple grounds. The polypeptide is defined in terms of its 
structure and, more particularly, to the minimum threshold of percent identity of the 
structure to the amino acid sequence of SEQ ID NO:2. In this case the claim defines 
more than the description supports and does not comply with section 60 of the 
Rules. Given that claim 2 does not define the functional activity of the polypeptide, 
the claim potentially encompasses polypeptides that lack xylanase activity and/or 
have unknown function. Identification of a defect under subsection 27(4) of the 
Patent Act may be warranted where it is unclear whether what is being claimed has 
the same functional activity as the polypeptide of the application. In addition, the 
claim is defective for lacking novelty in view of either D1 or D2, which each disclose 
and enable a polypeptide comprising an amino acid sequence that is “at least 80% 
identical to SEQ ID NO:2”. Had claim 2 included a functional limitation to xylanase 



 

 

activity then D1 would not have been anticipatory. 

23.05.03 Nucleic acid and amino acid terminology – March 2016 

Nucleotide or amino acid sequences referred to as being “substantially identical” to a 
target sequence are not adequately defined since there is no accepted convention in 
the art as to what is encompassed by the term “substantially” and since the scope of a 
claim may vary depending on what one considers to be a “substantially” identical 
sequence. 

A nucleotide or amino acid sequence may be defined by a threshold percentage limit as 
compared to a target sequence – e.g., a nucleic acid molecule comprising a nucleotide 
sequence that is at least 95% identical to the sequence of SEQ ID NO: 7. If the term 
“homology” is used to describe the relationship between the sequence and the target 
then the claim is considered indefinite since the term implies an evolutionary 
relationship which either exists or does not exist.40 Applicants are generally permitted to 
replace the term “homology” with the term “identity” for greater clarity. A defect under 
subsection 27(4) of the Patent Act may also be identified where a claim includes the 
term “similarity” and there is no clear definition of what the applicant considers to be 
similar residues. 

23.05.04 Hybridizing nucleic acids – March 2016 

Nucleic acids are often defined as sequences that hybridize to a particular target 
sequence under various reaction, or stringency, conditions. Given that there is no clear 
consensus as to what conditions are best used in a given hybridization reaction and that 
different reaction conditions will capture different nucleic acids, a claim may be held to 
be indefinite for failing to define the particular parameters to be used during the 
hybridization reaction and ensuing washings. 

Where the target itself is solely defined as being any member of a large family of nucleic 
acids, e.g., a family of degenerate nucleic acids or variants encoding the same amino 
acid sequence (including nucleic acids defined as having less than 100% identity), the 
scope of a claim to a nucleic acid molecule that hybridizes to such a target becomes 
unclear. In such cases, the target is not limited to a single clearly-defined nucleic acid 
but instead encompasses a vast number of possible combinations of hybridizing and 
target nucleic acids. 

Where a claim suggests that a nucleic acid molecule, which hybridizes to a target 
sequence encoding a functional polypeptide, is itself also capable of encoding a 
functional polypeptide, the claim may be held to be defective under subsection 27(4) of 



 

 

the Patent Act since hybridizing nucleic acids may either not encode a polypeptide, or 
encode a polypeptide having a different function than that encoded by the target. For 
greater clarity, such claims should indicate that the nucleic acid molecule hybridizes to 
the complement of the target sequence. 

23.05.05 Sequence alignment methods – March 2016 

Whenever a sequence is identified as having a certain percent identity to a reference 
sequence, it is necessary to define in the claim whether the percent identity is relative to 
the full length of the reference sequence or is a partial alignment (such as a BLAST 
alignment41). 

For the sake of clarity, alignment of the sequence over the full length of the reference 
sequence is greatly preferred when making the comparison. 

23.05.06 Considerations respecting obviousness – March 2016 

In accordance with section 28.3 of the Patent Act, an invention as claimed cannot be 
obvious or, equivalently, must be the result of ingenuity42 [see Chapter 18 of this 
manual for further guidance]. 

If given the amino acid sequence of a polypeptide, the entire class of nucleic acids 
encoding it can be generated through simple deduction; i.e., by using the genetic code 
to back-translate from the amino acid sequence. Therefore, where protein X is known in 
the prior art, a broad claim to “a nucleic acid encoding the amino acid sequence of 
protein X”, for example, is considered obvious. 

The opposite is also considered obvious. An amino acid sequence encoded by a known 
nucleic acid can be directly derived through the translation of the known coding 
nucleotide sequence provided the correct reading frame has been identified or is 
obvious. 

Given that the class of nucleic acids encoding any particular polypeptide is 
astronomically large, the identification of a species of the class which has unexpected or 
advantageous properties can be inventive. Such claims should be analyzed in the 
context of a selection [see Chapter 18 of this manual]. 

Example: 

An application discloses that a nucleic acid molecule (SEQ ID NO:7) is particularly 
advantageous for expression in plant tissue and encodes a peptide having the 
amino acid sequence set forth in SEQ ID NO:8. Prior art document D1 discloses the 



 

 

amino acid sequence of peptide G, which is identical to SEQ ID NO:8, but was 
derived through Edman degradation. There are no indications in D1 that 
recombinant techniques were used nor is there an explicit disclosure of a nucleic 
acid molecule which encodes peptide G. Review article D2 discusses methods and 
codon usage tables that may be used in order to achieve enhanced expression of 
heterologous genes in plant tissues. 

Claims: 

1. A nucleic acid encoding the peptide identified by SEQ ID NO:8. 

2. A nucleic acid which has been optimized for expression in plant tissue and which 
encodes the peptide identified by SEQ ID NO:8. 

3. A nucleic acid comprising the sequence identified by SEQ ID NO: 7 which has 
been optimized for expression in plant tissue and which encodes the peptide 
identified by SEQ ID NO: 8. 

Analysis: Although it is recognized that obviousness inquiries should follow a 
four‑step approach,43 the analysis has been simplified for the purposes herein. 

Claim 1 is obvious in view of D1. Firstly, the claim does not refer to any nucleic acid 
in particular and merely reflects the general idea of having a nucleic acid molecule 
which is capable of encoding the peptide; an idea that a person of skill in the art 
would readily appreciate in view of D1. Second, D1 provides the amino acid 
sequence of the peptide making it a simple matter of deduction for the person of skill 
in the art to generate a nucleotide sequence capable of encoding the peptide. 
Therefore, claim 1 fails to satisfy section 28.3 of the Patent Act in view of the 
teachings of D1. 

Claim 2 is obvious in view of D1 in combination with D2. The claim does not refer to 
any nucleic acid in particular and merely reflects, albeit in a somewhat more 
restricted sense, the general idea of having a nucleic acid molecule which has been 
optimized for expression in plant tissue; an idea that a person of skill in the art would 
readily be able to put into practical effect by deducing an appropriate encoding 
sequence from D1 in view of the more specific guidance offered by D2. 

Claim 3 is not obvious since neither D1 nor D2 discloses nor suggests the particular 
sequence referred to in the claim (SEQ ID NO:7). Given that it is disclosed that the 
sequence has a substantial advantage, the claim represents the selection of nucleic 
acids having a particular sequence from amongst the genus of all possible nucleic 
acids encoding the peptide and from amongst the subgenus of all possible nucleic 



 

 

acids employing plant optimized codons. 

23.05.07 Sequence listings – September 2020 

The description of an application must contain a sequence listing if the specification 
discloses a nucleotide or amino acid sequence, other than one that belongs to the prior 
art. In some cases, the provision of a sequence listing may be needed to satisfy 
administrative requirements (e.g., section 58 of the Patent Rules), and to “correctly and 
fully describe the invention and its operation or use as contemplated by the inventor” 
(i.e., subsection 27(3) of the Patent Act). 

The guidance provided in 23.05.07a-23.05.07f applies to applications filed on or after 
June 2, 2007. For applications filed on or after October 1, 1996 and prior to June 2, 
2007, the applicant may comply with the requirements of sections 111 to 131 of the 
Patent Rules, as they read immediately before June 2, 2007, instead of the 
requirements of section 58 of the current Patent Rules. 

23.05.07a Requirements for a sequence listing – September 2020 

In accordance with subsection 58(1) of the Patent Rules, “if a specification discloses a 
nucleotide sequence or amino acid sequence other than a sequence identified as 
forming a part of the prior art, the description must contain, in respect of that sequence, 
a sequence listing in electronic form and both the electronic form and the content of the 
sequence listing must comply with the PCT sequence listing standard”. 

If prior to examination, it becomes apparent that the sequence listing on file for an 
application is defective, the applicant may then be given notice under section 65 of the 
Patent Rules to submit a sequence listing that meets the requirements set forth in 
section 58 of the Patent Rules, not later than three months after the date of the notice. 
These notices may be sent where: the sequence listing fails to comply with the PCT 
sequence listing standard [see 23.05.07b-23.05.07f]; or where the applicant has failed 
to provide a statement indicating that a newly filed or replacement sequence listing does 
not go beyond the disclosure as filed as required under subsection 58(3) or 58(4) of the 
Patent Rules (see section 4.06). 

If, prior to examination, it is apparent to the Office that a sequence listing was intended 
to be included in a regularly filed (non-PCT) Canadian application but the sequence 
listing was omitted, where applicable, the Office will send a notice under subsection 
72(1) of the Patent Rules indicating that it may be possible to add a missing sequence 
listing to the application (see 3.02.05). For PCT and divisional applications, for which a 
sequence listing may be missing, the Office will generally send a courtesy letter to 



 

 

inform the applicant. 

After the examination of the application has commenced, the identification of any 
sequence listing defects relevant to section 58 of the Patent Rules will occur within an 
examiner’s report. 

For example, examiners will identify defects under section 58 of the Patent Rules 
where: 

• the electronic form or the content of the sequence listing is not compliant with the 
PCT Standard [subsection 58(1) of the Patent Rules]; 

• the specification discloses a non-prior art nucleotide or amino acid sequence that 
is not included in a sequence listing [subsection 58(1) of the Patent Rules]; 

• there are multiple sequence listings provided in the application [subsection 58(2) 
of the Patent Rules]; and 

• the applicant has failed to provide a statement indicating that a newly filed or 
replacement sequence listing does not go beyond the disclosure as filed 
[subsection 58(3) or 58(4) of the Patent Rules]. 

Further, it is noted that when a sequence listing submitted in accordance with 
subsection 58(1) of the Patent Rules is of record in the Office, it is not permissible for a 
paper copy of the sequence listing to be of record. Applicants will be requisitioned to 
withdraw any paper copy of a sequence listing for which a PCT sequence listing 
standard-compliant electronic sequence listing has been made of record. Further, in 
accordance with subsection 58(2), the application must not contain more than one copy 
of a particular sequence listing regardless of its form of presentation. For example, an 
application that includes a sequence listing table generally formatted according to the 
PCT sequence listing standard, in addition to the required electronic sequence listing, 
would be viewed as containing more than one copy of a particular sequence listing and, 
consequently, would lack compliance with subsection 58(2) of the Patent Rules. 

An applicant may not request the sequence listing from another application be brought 
forward and recorded against the application since the Office does not consider that 
such a request satisfies the requirements of subsection 58(1) of the Patent Rules. 

23.05.07b The PCT sequence listing standard – October 2019 

The term “PCT sequence listing standard” means the Standard for the Presentation of 
Nucleotide and Amino Acid Sequence Listings in International Patent Applications under 



 

 

the PCT. This standard is provided in annex C of the Administrative Instructions under 
the PCT and is available via the World Intellectual Property Organization (WIPO) 
website. 

As per subsection 58(4) of the Patent Rules, if an application as filed contains a 
sequence listing that does not comply with the PCT sequence listing standard and the 
applicant replaces the non-compliant sequence listing with one that does comply with 
that standard, the applicant must file a statement that the replacement listing does not 
go beyond the disclosure in the application as originally filed. 

23.05.07c Presentation of sequences – October 2019 

Each nucleotide or amino acid sequence disclosed in an application, other than a 
sequence identified as forming a part of the prior art, is assigned a separate sequence 
identifier in the sequence listing. The sequence identifier is a unique integer that 
appears beside numeric identifiers <210> and <400> in the sequence listing for each 
sequence. The sequence identifiers begin with 1 and increase in sequential order. 

In cases where no nucleotide or amino acid sequence is present for a given sequence 
identifier, the code 000 should appear beneath numeric identifier <400>, beginning on 
the next line following the sequence identifier. 

Except in situations where the entire sequence listing is removed from the application, 
the original sequence identifier assigned to a given sequence should be maintained 
even after amendment of the application. Thus, in cases where a nucleotide or amino 
acid sequence is removed from the sequence listing by amendment, the nucleotide or 
amino acid sequence originally presented beneath numeric identifier <400> should be 
replaced with code 000. In such cases, only data for numeric identifiers <210> and 
<400> are required. It is noted that the removal of the subject-matter from the 
description should not cause the application to become non-compliant with subsection 
27(3) [see 23.05.07] or subsection 38.2(2) of the Patent Act [see Chapter 20 of this 
manual for further guidance on new matter introduced by amendments to patent 
applications]. Additionally it should be noted that when removing sequences from the 
sequence listing, any references in the specification to the associated sequence 
identifiers should also be deleted. 

Numeric identifier <160>, which precedes the presentation of the actual nucleotide 
and/or amino acid sequences of the application, represents the total number of 
sequence identifiers in the sequence listing including those having code 000 at <400>. 

Please consult the PCT sequence listing standard available via the WIPO website for 



 

 

more information about numeric identifiers and the presentation of sequences. 

Example: 

The originally-filed sequence listing featured three DNA sequences. The 
sequence listing below has been correctly amended to remove the DNA 
sequence originally identified as SEQ ID NO:2 in the application. 

SEQUENCE LISTING 

<110> Applicant ABC 

<120> Title of the invention 

<160> 3 

<210> 1 

<211> 24 

<212> DNA 

<213> Castor canadensis 

<400> 1 

gcattaccat atgccctagg tttt 

<210> 2 

<400> 2 

 000 

  

<210> 3 

<211> 19 

<212> DNA 

<213> Castor canadensis 

<400> 3 

attcccgggg attcccggg 



 

 

23.05.07d Identification of a sequence listing – October 2019 

In accordance with subsection 62(3) of the Patent Rules, the claims may refer to 
sequences represented in the sequence listing by the sequence identifier, as defined in 
the PCT sequence listing standard, and preceded by “SEQ ID NO:”. 

23.05.07e Variable symbols in a sequence listing – October 2019 

The use of the symbols “n” (or “N”) and “Xaa” to define “unknown or modified” bases 
and amino acids, respectively, is discussed in paragraphs 10 and 18 of the PCT 
sequence listing standard. When these symbols are used in a sequence listing, they 
can represent only a single residue (nucleotide or amino acid, respectively) at a specific 
position in the sequence. 

The Office considers that the residues represented by the symbols “n” (or “N”) and 
“Xaa” may be defined in the “Features” section as being either present or absent, and 
that these symbols may also be used to define that a standard nucleotide or amino acid 
residue is either present or absent. Similarly, these symbols can be used, through the 
definitions given in the “Features” section, to represent alternate residues at a given 
position. 

Note that since such symbols represent only a single residue, a sequence of variable 
length must be presented by using a sufficient number of discrete symbols to represent 
the maximum length of the sequence. Symbols used in such a presentation may then 
be qualified in the “Features” section to be either present or absent. 

The foregoing discussion relates only to the manner in which the foregoing symbols 
may be used as a matter of nomenclature. During examination, an examiner must 
consider whether or not the use of such symbols contravenes the Patent Act and/or 
Rules, for example on the basis of clarity or support [see 23.05.01]. 

23.05.07f Correction of a sequence listing – October 2019 

If a sequence listing is found to contain errors, any correction of the listing must comply 
with the requirements of section 38.2 of the Patent Act. That is, no new matter may be 
added to the specification or drawings as originally filed and any correction made to a 
sequence listing must be reasonably inferable from the specification or drawings as filed 
(except for amendments to divisional applications which have further requirements see 
section 20.01.02). Where the corrected sequence could only be determined by, for 
example, re-sequencing a sample, the correction is not reasonably to be inferred. 



 

 

23.06 Deposits of biological materials – October 2019 
Deposits of biological material are addressed in the Patent Act at subsections 38.1(1) 
and (2). Note that for the purposes of section 38.1, the term “biological material” may 
include bacteria, bacteriophages, cells in culture, hybridomas, filamentous fungi, yeasts, 
plant seeds, viruses, purified nucleic acid molecules, plasmids, and replication-defective 
cells. 

Subsection 38.1(1) of the Patent Act provides that: 

Where a specification refers to a deposit of biological material and the 
deposit is in accordance with the regulations, the deposit shall be considered 
part of the specification and, to the extent that subsection 27(3) cannot 
otherwise reasonably be complied with, the deposit shall be taken into 
consideration in determining whether the specification complies with that 
subsection. 

Subsection 38.1(2) of the Patent Act provides that: 

For greater certainty, a reference to a deposit of biological material in a 
specification does not create a presumption that the deposit is required for 
the purpose of complying with subsection 27(3). 

Where a specification refers to a deposit, the deposit shall be considered part of the 
specification if it is in accordance with the regulations. Sections 93 to 98 of the Patent 
Rules regulate deposits of biological material. In particular, paragraph 93(1)(a) requires 
the deposit to be made by the applicant or their predecessor in title with an international 
depositary authority (IDA) on or before the filing date of the patent application. Before 
the application is open to public inspection at the Patent Office, the applicant must 
inform the Commissioner of the name of this authority and the accession number given 
to the deposit as per paragraph 93(1)(b). The description must include this information 
in order to satisfy paragraph 93(1)(c) of the Patent Rules. 

Where the deposit of biological material is taken into consideration by an examiner in 
determining whether the specification complies with subsection 27(3) of the Patent Act 
[see 23.06.01 below], the examiner may requisition the applicant to amend the 
description to include the date the deposit was made in the IDA. The request should 
only be made in situations where the examiner cannot confirm the date the deposit was 
made in the IDA (e.g., the date of the deposit is not on record in the Patent Office and is 
not otherwise publicly-available). In such cases, a requisition under section 94 of the 
Patent Rules should be identified in an examiner’s report. 

Further practical aspects of the Patent Rules are covered in Appendix 1 of this chapter. 



 

 

23.06.01 Considerations respecting sufficiency of disclosure  - 
October 2019 

Bearing in mind that a specification must both adequately describe and enable an 
invention in order to satisfy subsection 27(3) of the Patent Act so that “when the period 
of monopoly has expired the public will be able, having only the specification, to make 
the same successful use of the invention as the inventor could at the time of his 
application”,44 sufficiency must be considered where the specification refers to a 
biological deposit. The considerations respecting sufficiency of disclosure as a 
requirement for patentability are more fully addressed in Chapter 14 of this manual. 

A deposit of biological material may be made whether or not it is necessary to enable 
the invention as required per subsection 27(3) of the Patent Act. However, where the 
invention cannot be enabled in the absence of access to a biological material, the 
deposit is a necessary element to make the description sufficient unless the required 
material is publicly known and reliably available to the person skilled in the art. A 
biological material is considered to be reliably available if it can be obtained 
commercially or can be reproducibly prepared or isolated from available materials using 
established procedures and without undue experimentation. In the case of plant seeds, 
the Office considers a seed to be reliably available where it enables one to obtain, in a 
reproducible manner, a homogeneous population of plants that are identical to the plant 
of the invention. 

The fact that a biological deposit has been made does not of itself mean that an 
invention has been adequately described.45 A claim to a desired product does not merit 
protection simply because reference is made to where the product can be found. Thus, 
if it is possible to define the product in clear and explicit terms, a deposit is not 
considered a substitute for a full and correct description of the product itself and, in view 
of subsection 38.1(1) of the Patent Act, would not of itself meet the requirements of 
subsection 27(3) of the Patent Act. 

Whenever possible, it is preferable that both methods of disclosure should be used46 
(i.e., disclosures relating to both the deposit of biological material and a clear and 
explicit description of the product or process of making the product). 

Example: 

The specification as filed describes both a new mutant strain of bacteria, which is 
useful for treating gastrointestinal disorders, and a nucleic acid molecule isolated 
from the strain. The description includes the dates of the original deposits with the 
international depositary authority and the corresponding accession numbers of both 



 

 

the strain and plasmid comprising the nucleic acid molecule. 

Claims: 

1. A Bifidobacterium sp. strain having probiotic activity for treating gastrointestinal 
disorders, which is deposited under ATCC-8888. 

2. An isolated nucleic acid molecule selected from the group consisting of: 

a. the DNA insert of the plasmid deposited under ATCC-9999; and 

b. the DNA included in the strain of claim 1. 

Analysis: claim 1 features a bacterium strain, which is partly defined by reference to 
its biological deposit number. In this case, recognizing that it is not always possible 
to describe the matter in terms of its structure and/or physical characteristics, a 
description of the biological deposit in the description provides a sufficient disclosure 
of the claimed strain and, therefore, satisfies subsection 27(3) of the Patent Act. 

Claim 2 is directed to an uncharacterized nucleic acid molecule defined by reference 
to biological deposits containing the molecule. Given that it is possible to define the 
nucleic acid molecule in clear and explicit terms (e.g., by its DNA sequence) and 
despite the fact that the skilled person in the art may be able to isolate the molecule 
from the deposit and characterize it (e.g., determine its sequence), the mere 
inclusion of the deposit information in the specification is not a substitute for a full 
and correct description of the molecule itself. In the absence of a disclosure of the 
DNA sequence of the molecule in the specification, subsection 27(3) of the Patent 
Act is not satisfied. The claim may also be considered non-compliant with subsection 
27(4) of the Act since the claimed subject-matter is not defined in distinct and explicit 
terms. 

23.06.02 Considerations respecting anticipation - October 2019 

Where an invention cannot be enabled without requiring access to a biological material 
associated with the invention, a description may lack sufficiency unless a deposit of this 
material was made [see 23.06.01]. This requirement extends to an allegedly anticipatory 
disclosure relevant under section 28.2 of the Patent Act [see Chapter 18 for further 
guidance]. Consequently, if a prior art disclosure requires access to a biological material 
in order for the matter described therein to be practised, the biological material must 
necessarily have been reliably available to the person skilled in the art before the claim 
date in order for the disclosure to be anticipatory. 



 

 

Example 1: 

An application claims a mutant strain of Citrobacter sp. that is able to effectively 
remove mercury from wastewater. The description provides details of the biological 
deposit of the strain with an international depositary. A search of the prior art reveals 
document D1, which discloses an isolated bacterial strain of Citrobacter sp. that has 
an ability to degrade mercury but does not describe a biological deposit or how to 
otherwise obtain the strain. 

Claims: 

1. A biologically pure culture of a strain of Citrobacter sp. having mercury-degrading 
activity. 

2. The culture of claim 1 wherein the strain is deposited under NCIMB Accession 
No. 24601. 

Analysis: prior art document D1 discloses a strain that falls within the scope of claim 
1; however, D1 is not enabling since the strain is not reliably available to the person 
skilled in the art. The strain is further defined in claim 2 by reference to a particular 
biological deposit, which is neither disclosed nor enabled in D1. Thus, the subject-
matter of the claims is not anticipated by D1. It is noted that the examiner may 
additionally determine that the claims are defective in view of section 60 of the Rules 
and/or subsection 27(4) of the Act. 

Example 2: 

An application discloses plasmid Y and provides details of its biological deposit with 
an international depositary. Prior art document D2 describes “plasmid X”, which was 
constructed from various known genetic elements using known methods. Plasmid X 
was not deposited but the genetic elements used to construct it were all freely 
available to the public. 

Claim: 

1. Plasmid Y [which has the same elements and arrangement as prior art plasmid 
X] deposited as IDAC 314159-26. 

Analysis: the claim is anticipated since claimed plasmid Y is indistinguishable from 
known plasmid X. Further, a person of skill in the art would be enabled to construct 
plasmid Y using known, freely available, genetic elements and methods. The fact 
that the plasmids do not share the same name does not negate the finding of 
anticipation. 



 

 

23.07 Antibodies - REVISED 
Antibodies, as a class of chemical compounds, have been structurally and functionally 
well-characterized. The structure of an antibody relates directly to its biological function, 
including its binding specificity and affinity to its target antigen. Structurally, each 
antibody is composed of light and heavy polypeptide chains where each chain has 
variable and constant regions. The variable regions comprise subregions involved in 
antigen binding, which are known as the complementarity determining regions (CDRs). 

It is well established in the art that the formation of an intact antigen binding site 
generally requires the association of the complete heavy and light chain variable 
regions of a given antibody, each of which consists of three CDRs which provide the 
majority of the contact residues for the binding of the antibody to its target epitope. 
Given that the sequences of the CDRs are responsible for the specific binding of the 
antibody to its antigen, small changes to those sequences may significantly and 
unpredictably alter binding specificity and affinity. Therefore, it is generally expected that 
all of the heavy and light chain CDRs in their proper order and in the context of 
framework sequences which maintain their required conformation, are required in order 
to produce an antibody and that proper association of heavy and light chain variable 
regions is required in order to form functional antigen binding sites. 

It is known that, in general, immunization of a mammal with an antigen results in the 
production of an antiserum containing a heterogeneous mixture of antibodies in which 
individual antibodies bind to different regions displayed on the surface of the immunizing 
antigen (i.e., an epitope or antigenic determinant). Thus, antiserum comprises an entire 
family of antibodies capable of binding to different epitopes on an antigen. 

An antibody is often defined in functional terms by its specific binding to a particular 
target antigen. A claim directed to “an antibody which specifically binds to antigen X” 
typically represents a generic group of structurally different antibodies having common 
binding specificity to the antigenic target. This contrasts with a claim to a particular 
antibody which has been defined in terms of a property of the antibody itself rather than 
merely by what it binds (for example, the particular antibody is defined in terms of its 
encoding DNA/protein sequence, or by reference to a biological deposit that was made 
in accordance with the Patent Rules). Thus a claim to “an antibody which specifically 
binds to antigen X” is considered to be a claim to a generic group of structurally different 
antibodies having said binding specificity. Conversely, a claim to “an antibody which 
specifically binds to antigen X wherein said antibody has a heavy chain encoded by a 
nucleic acid of SEQ ID NO: 1 and a light chain encoded by a nucleic acid of SEQ ID 
NO:2” or a claim to “an antibody which specifically binds to antigen X and is produced 



 

 

by a hybridoma having accession number ABC-123”, encompasses only the particular 
antibody, i.e. is not a claim to a generic antibody. 

A claim to an antibody, as with a claim to any other subject-matter, must be supported 
by a specification that satisfies subsection 27(3) of the Patent Act. In the case of 
antibodies, this means that at the relevant date, which is deemed to be the filing date47, 
the specification must: 

• correctly and fully describe the antibody invention and its operation or use as 
contemplated by the inventor; and 

• set out clearly the various steps in a process, or the method of making or using 
the antibody, in such full, clear, concise and exact terms as to enable any person 
skilled in the relevant art to make or use it. 

Generally, a claim to an antibody specific for antigen X will be considered supported by 
a specification provided: 

i. antigen X itself has been fully characterized; and 

ii. either antiserum has been prepared, or where antiserum has not been prepared, 
there is neither anything peculiar about the antigen nor any indications that would 
lead a person of skill in the art to question the likelihood of success if that person 
desired to produce an antibody to the antigen. 

The subject-matter defined by the claims must be defined distinctly and explicitly and 
also be novel, non-obvious, useful and directed to patentable subject-matter. 

If antigen X is known or obvious in view of the prior art then an antibody reactive with 
that antigen would generally be considered obvious. 

Where the prior art discloses and enables antibodies reactive with a close structural 
relative of antigen X, then a claim to an antibody reactive with antigen X (e.g. an 
antibody “capable of binding” or “that specifically binds” to antigen X) will be anticipated 
if the claim, upon a purposive construction, is construed to encompass cross-reacting 
antibodies of the prior art. 

An antibody invention must also be useful. An inventor need not expressly set out the 
utility of the antibody in the specification; however, if the invention’s utility is questioned, 
then it must be demonstrated or soundly predicted as of the application’s filing date in 
order to comply with section 2 of the Patent Act [for further guidance see 23.07.05]. 

Example: 



 

 

The description discloses a novel protein that has utility as a diagnostic target for 
detecting a disease caused by a pathogenic bacterium. Also disclosed are the amino 
acid sequence of the protein (SEQ ID NO:2), methods of purifying the protein using 
recombinant techniques, and reference to routine methods of preparing antibodies to 
a protein by immunizing a suitable mammalian host. The description is silent as 
regards the production of any antibodies and lacks any working examples of an 
antibody specific to the protein. 

Claim: 

1. An antibody that specifically binds to a protein consisting of the amino acid 
sequence set forth in SEQ ID NO:2. 

Scenario 1 

A search of the prior art for the sequence depicted in SEQ ID NO:2 reveals that the 
closest structural relative to the protein is 20% identical with no common domains of 
any significance. 

Analysis: the claim is fully supported by a specification that satisfies subsection 
27(3) of the Patent Act because the specification is enabling with respect to 
preparing antibodies and the scope of the claim in respect of the antigenic target is 
limited to the fully characterized protein of SEQ ID NO:2 which serves as a correct 
and full description of the corresponding antibody that specifically binds to it. 
Recognizing that the antigenic protein (SEQ ID NO:2) is not disclosed in the prior 
art, it follows that the claimed antibody, which specifically binds this protein, is novel 
and non-obvious. The protein (SEQ ID NO:2) itself has utility as a diagnostic target 
and antibodies that bind the protein serve a specific useful purpose. Further, the 
subject-matter of the claim is defined in distinct and explicit terms. Therefore, the 
claim complies with the Patent Act and Rules. 

Scenario 2 

A search of the prior art for the sequence depicted in SEQ ID NO:2 reveals that the 
protein is a low-molecular-weight member of a class of known proteins. Prior art 
document D1 teaches that antibodies to this class of proteins have never been 
prepared despite several attempts. 

Analysis: the description is silent as regards the successful production of antibodies 
against the protein of SEQ ID NO:2. Considering that D1 discloses that, despite 
several attempts, antibodies have never been raised against proteins of a similar 
type, the person skilled in the art would not regard the instant specification as 



 

 

sufficient to enable the production of the claimed antibody. Thus, paragraph 27(3)(b) 
of the Patent Act is not satisfied. It is noted that the antibody of claim 1 is otherwise 
correctly and fully described by way of the disclosure of the fully characterized 
antigen to which it specifically binds. 

23.07.01 Polyclonal antibodies – January 2017 

Polyclonal antibodies can be thought of as a generic group that is representative of the 
entire family of antibodies in antiserum capable of binding a target antigen. Polyclonal 
antibodies share specificity to the target antigen yet each individual antibody can differ 
in regard to which epitope on the antigen it specifically binds. 

Methods for preparing polyclonal sera are well known in the art and a specification 
generally does not need to describe in detail any of these methods to be enabling with 
respect to paragraph 27(3)(b) of the Patent Act. 

With respect to a correct and full description of the invention pursuant to paragraph 
27(3)(a) of the Patent Act, an antibody, like any other chemical compound, can be 
described in terms of its chemical structure; however, polyclonal antibodies are not 
described this way. Rather, it has become accepted practice to describe polyclonal 
antibodies in terms of the fully characterized antigen to which they specifically bind, e.g., 
“an antibody that specifically binds to antigen X”. Recognizing that an antigen is 
implicitly understood to carry many epitopes, a fully characterized antigen is 
representative of the collective of epitopes carried on the target antigen and therefore 
provides a correct and full description of the corresponding polyclonal binding partners. 

For the purposes of paragraph 27(3)(a) of the Patent Act, a disclosure of an antigen’s 
chemical structure may be enough to fully characterize the antigen. Where the antigen 
is a protein, for instance, a description of its complete amino acid sequence is likely 
adequate. In some cases, a description of the antigen in other terms, such as formula, 
chemical name, physical properties or by biological deposit, may be adequate provided 
that the person skilled in the art understands the scope of the antibody claim through 
the unique physical or chemical properties of the antigen. 

If antigen X is known or obvious in view of the prior art then polyclonal antibodies 
reactive with that antigen would generally be considered obvious. 

A polyclonal antibody invention must also be useful (for further guidance see 23.07.05). 



 

 

23.07.02 Monoclonal antibodies – January 2017 

A monoclonal antibody binds to a specific epitope or antigenic determinant carried on 
an antigen. A monoclonal antibody can be viewed as one member of the family of 
polyclonal antibodies contained in antiserum produced by an immunizing antigen. For 
specific guidance respecting humanized and chimeric monoclonal antibodies, see 
23.07.03. 

23.07.02a Sufficiency of the disclosure 

As with claims to polyclonal antibodies, a claim to a monoclonal antibody must be 
supported by a specification that is both enabling and includes a correct and full 
description of the antibody invention. Sufficiency of disclosure is based on a fact-
specific determination.48 

The common general knowledge of the person skilled in the art is an important factor for 
assessing whether the specification of an application is sufficient to enable the skilled 
person to practise the invention. Generally, the specification need not set out a detailed 
procedure for producing a monoclonal antibody since the core steps for preparing a 
monoclonal antibody are now well known to a skilled person in the art. A description of a 
detailed step-by-step protocol would be necessary, however, if the invention resides, at 
least in part, in an applicant having inventively adapted known procedures to overcome 
some difficulty in making a monoclonal antibody to a particular antigen. 

Although each application will be considered on its own merits, the following non-
exhaustive list of factors should be considered by examiners when determining whether 
claims to monoclonal antibodies are enabled by a specification: 

• whether the applicant actually prepared a monoclonal antibody; 

• where a monoclonal antibody had not been prepared, 

o whether the target antigen to which the monoclonal antibody specifically 
binds was fully characterized, 

o the availability and/or ease of production of the antigen, 

o whether there is an absence of any indications that the applicant was 
unable to produce a monoclonal antibody or that one of skill in the art 
would be unable to reproducibly make a monoclonal antibody to the target 
antigen, or 

o whether there is an absence of any indications that undue experimentation 



 

 

or undue adaption of known core steps would be necessary for preparing 
a monoclonal antibody; 

• whether the scope of an antibody claim in respect to the antigen is appropriate. 

Thus, the enablement requirement of paragraph 27(3)(b) of the Patent Act is satisfied in 
cases where a person skilled in the art, in view of their common general knowledge and 
having only the specification and the fully characterized antigen, would be enabled to 
produce a monoclonal antibody specific to that antigen without displaying inventive 
ingenuity or undertaking undue experimentation. 

A specification must not only be enabling with respect to a claimed monoclonal antibody 
but also must provide a correct and full description of the antibody to satisfy paragraph 
27(3)(a) of the Patent Act. 

Although each application will be considered on its own merits, the following non-
exhaustive list of factors should be considered by examiners when determining whether 
a specification provides a correct and full description of a monoclonal antibody: 

• whether there was a full characterization of the target antigen to which the 
monoclonal antibody specifically binds; 

• if not, whether the applicant actually prepared the monoclonal antibody and 
provided a full characterization thereof; 

• if not, whether the applicant prepared a monoclonal antibody and deposited a 
hybridoma which produces the antibody, in accordance with the Patent Rules, on 
or before the filing date of the application [see 23.06]; and 

• whether the scope of an antibody claim with respect to the antigen is appropriate. 

As outlined above, paragraph 27(3)(a) may be satisfied in respect of monoclonal 
antibodies described through reference to the fully characterized antigen to which they 
specifically bind.49 Depending on the facts of the particular case, a full characterization 
of the antigen can entail a disclosure of its structure, formula, chemical name, or 
physical properties. In many cases, the disclosure of the complete amino acid sequence 
of an antigenic polypeptide may indicate possession of all the putative epitopes carried 
by the polypeptide and, by extension, serve to correctly and fully describe the genus of 
the corresponding generic monoclonal antibodies.50 

Cases in which more detailed support may be required to provide a full characterization 
of the antibody invention include: 



 

 

• where the applicant is claiming a particular monoclonal antibody reciting 
particular functional characteristics that go beyond the simple interaction with the 
target antigen binding, e.g., where the monoclonal antibody is asserted to have 
agonist, antagonist or neutralizing activity, specificity for a particular epitope, or a 
remarkably high affinity constant;51 

• the target antigen is complex; 

• despite the target antigen being novel, the full characterization of the antigen 
identified the presence of substructures or epitopes that are common to a known 
antigen; and/or 

• monoclonal antibodies immunoreactive with the novel target antigen could be 
either inherently known, by virtue of cross-reactivity with the novel antigen, or 
obvious.52 

Depending on the facts of the particular case, this detailed support may come, for 
example, in the form of a disclosure of a representative embodiment of the antibody, a 
biological deposit, or an explicit description of the amino acid sequences of the binding 
regions of the monoclonal antibody, the epitope and/or the binding pocket of the target 
antigen essential to its function. 

23.07.02b Other patentability requirements 

In order to be patentable, a claimed monoclonal antibody must be novel and non-
obvious in accordance with sections 28.2 and 28.3 of the Patent Act, respectively. 
Please see Chapter 18 of this manual for a general discussion of anticipation and 
obviousness. 

The Office considers that where the description includes a full characterization of a 
novel and inventive antigen X, a claim to the corresponding monoclonal antibody having 
specific binding to X would be novel and non-obvious. 

An enabling prior art disclosure of a monoclonal antibody specific to antigen X would 
anticipate a claim to a generic monoclonal antibody specific to antigen X. In cases 
where antigen X is disclosed and enabled by the prior art, a claim to a generic 
monoclonal antibody that binds antigen X would be obvious in view of the prior art. 
However, a claim to an antibody that binds antigen X may be novel and non-obvious 
where the claimed antibody is additionally defined in the claim by properties that 
distinguish the antibody from both generic and prior art antibodies, which may include: 

• its structure, i.e., nucleotide or amino acid sequences; 



 

 

• reference to a novel hybridoma which produces the claimed antibody and which 
was deposited in accordance with the Patent Rules [see 23.06]; and/or 

• a specific and supported binding activity, such as an affinity that exceeds the 
threshold affinity that is expected from a generic antibody. 

A monoclonal antibody invention must also be useful (for further guidance see 
23.07.05). 

Where an application claims nucleic acids or polypeptides relating to antibodies of the 
invention (e.g., light and heavy chains, variable regions, CDRs, etc.), the nucleic acids 
and polypeptides must be fully supported by the description (for further guidance see 
23.05). 

23.07.02c Examples 

The following hypothetical examples are provided to help clarify the foregoing. 

Example 1: 

An application discloses a novel tyrosine kinase protein, its complete amino acid 
sequence (SEQ ID NO:2) and corresponding nucleic acid sequence (SEQ ID NO:1). 
According to the description, enhanced activity of the protein is associated with 
pulmonary fibrosis. An embodiment of the invention includes monoclonal antibodies 
that specifically bind and inhibit the protein although no working examples of an 
antibody are described. A search of the prior art failed to identify any proteins with 
significant identity over the full length of the amino acid sequence depicted in SEQ 
ID NO:2 or any corresponding nucleic acid molecules. 

Claims: 

1. A protein comprising the amino acid sequence of SEQ ID NO:2. 

2. A monoclonal antibody which specifically binds to the protein of claim 1. 

Analysis: in this case, the examiner determined that claim 1 is compliant with the 
Patent Act and Rules (see 23.05 for further guidance on subject-matter related to 
this claim). The claimed subject-matter is novel and non-obvious because the prior 
art does not disclose or suggest any protein having an amino acid sequence with 
significant identity to SEQ ID NO:2. Further, the matter is fully supported by a 
specification that satisfies subsection 27(3) of the Patent Act because the 
specification is enabling with respect to preparing the protein and includes a full 
characterization of this protein (i.e., through the disclosure of its complete amino 



 

 

acid sequence). The claim also complies with subsection 27(4) of the Act as the 
subject-matter is distinctly and explicitly defined. 

Regarding claim 2, novelty and inventiveness is acknowledged because the 
antigenic target of the claimed monoclonal antibody (i.e., the protein of SEQ ID 
NO:2) is novel and non-obvious. The scope of claim 2 in respect of the antigenic 
target is limited to the fully characterized protein of SEQ ID NO:2 and the examiner 
considers that this provides a correct and full description of the corresponding 
claimed monoclonal antibodies. In this case, the person skilled in the art is also 
enabled to produce the monoclonal antibody at the filing date of the application. 
Therefore, the claimed monoclonal antibody is fully supported by a specification that 
satisfies subsection 27(3) of the Patent Act. The claim also complies with subsection 
27(4) of the Act as the subject-matter is distinctly and explicitly defined. 

Example 2: 

The description discloses the production of murine monoclonal antibody, M1, 
specific for the RF protein for use in diagnosing Rheumatoid arthritis. Also disclosed 
are details of a biological deposit of the hybridoma that produces the antibody. A 
further embodiment includes monoclonal antibodies that compete with M1 although 
a working example of competing antibodies is not disclosed. A search of the prior art 
identified the murine RF protein and its full amino acid sequence. 

Claims: 

1. An antibody selected from an anti-RF monoclonal antibody and an antigen-
binding fragment thereof. 

2. A monoclonal antibody that specifically binds to RF wherein the antibody is 
produced by the hybridoma having accession number IDAC 022612-11. 

3. An antibody that competes for specific binding to RF with monoclonal antibody 
M1 produced by the hybridoma having accession number IDAC 022612-11. 

4. An isolated polynucleotide encoding the variable light chain or heavy chain of the 
antibody of claim 2. 

Analysis: claim 1 is obvious. The scope of the claim encompasses any monoclonal 
antibody that is specific to the antigenic RF protein. Given that techniques for 
preparing monoclonal antibodies were well established as of the claim date of the 
application, in this case, no inventive ingenuity is required on the part of the person 
skilled in the art to prepare a monoclonal antibody, or antigen-binding fragment 



 

 

thereof, with specific binding to the known RF protein. Therefore, the claim is not in 
accordance with section 28.3 of the Patent Act. It is noted that the subject-matter of 
the claim is otherwise novel, defined in distinct and explicit terms and supported by a 
specification that satisfies subsection 27(3) of the Act. The scope of claim 1 in 
respect of the target antigen is limited to the known and fully characterized antigenic 
RF protein and the examiner considers that this provides a correct and full 
description of the corresponding monoclonal antibodies and fragments thereof. In 
this case, the person skilled in the art, in view of their common general knowledge of 
routine antibody methods and having only the specification and the fully 
characterized antigen, would be enabled to produce an antibody (and fragments 
thereof) specific to RF without displaying inventive ingenuity or undertaking undue 
experimentation. 

Claim 2 defines the antibody by reference to a deposit of the hybridoma that 
produces it. The claim is novel since the prior art does not describe or enable the 
antibody (or antigen-binding fragment thereof) obtained from the hybridoma and is 
non-obvious because, unlike claim 1 to a generic antibody, claim 2 is limited to the 
particular antibody produced by the hybridoma having accession number IDAC 
022612-11. Further, claim 2 is supported by a specification that satisfies subsection 
27(3) of the Patent Act because it is enabling with respect to the particular antibody 
claimed and, assuming that the hybridoma which produces M1 was deposited in 
accordance with the Patent Rules, the provision of the deposited hybridoma serves 
to provide a correct and full description of the M1 antibody. Therefore, the claim fully 
complies with the Patent Act and Rules. 

In claim 3, the antibody is distinctly and explicitly defined as one that competes with 
monoclonal antibody M1 for specific binding to the RF protein and, thus, satisfies 
subsection 27(4) of the Act. As noted above, the M1 antibody produced by the 
hybridoma having accession number IDAC 022612-11 is novel and non-obvious and 
it follows that an antibody that competes for specific binding with that particular 
antibody is also novel and non-obvious. Appreciating that the person skilled in the 
art could identify competing antibodies without undertaking undue experimentation 
or the need to exercise inventive ingenuity (e.g., by using routine competition binding 
assays), the subject-matter of claim 3 is enabled. Assuming that the hybridoma 
which produces M1 was deposited in accordance with the Patent Rules, the 
provision of the deposited hybridoma serves to provide a correct and full description 
of the M1 antibody and antibodies in general that specifically bind the same epitope, 
i.e., competing antibodies. Therefore, the claim is supported by a specification that 
satisfies subsection 27(3) of the Patent Act and complies fully with the Patent Act 
and Rules. 



 

 

Claim 4 is not compliant with the Patent Act and Rules. The description discloses 
details of a biological deposit of the hybridoma that produces the antibody but does 
not disclose the full nucleotide or amino acid sequences of the antibody itself. 
Therefore, the polynucleotide of claim 4 lacks compliance with paragraph 27(3)(a) of 
the Act. It is noted that a deposit of biological material is not a substitute for a full 
and correct description of the polynucleotide molecule itself (see 23.06.01 for further 
guidance). Further, the claim lacks compliance with subsection 27(4) of the Act 
because the polynucleotide is not distinctly and explicitly defined in the claim. 

23.07.03 Humanized and chimeric monoclonal antibodies – 
January 2017 

Advances in genetic engineering techniques have permitted the production of 
therapeutic humanized and chimeric monoclonal antibodies that combine non-human 
(e.g., mouse) and human amino acid sequences. The antibodies retain the non-human 
antigen binding characteristics conferred by the non-human sequences but beneficially 
elicit less antibody immunogenicity in human recipients as compared to a fully non-
human monoclonal antibody. 

A humanized monoclonal antibody is a “CDR-grafted” antibody meaning that only the 
non-human complementarity determining regions (CDRs) of the variable light and heavy 
chains and selected variable region framework residues have been transferred or 
“grafted” onto a human antibody template. 

A chimeric monoclonal antibody is considered by the person skilled in the art to be a 
monoclonal antibody in which the non-human constant regions have been replaced with 
human constant regions. Chimeric antibodies are generally understood to exclude CDR-
grafted antibodies. 

A determination of whether a specification complies with subsection 27(3) of the Act in 
relation to humanized and chimeric monoclonal antibodies will generally rely on the 
same considerations as for monoclonal antibodies [see 23.07.02a]. 

Recall that compliance with paragraph 27(3)(b) of the Act requires the person skilled in 
the art to be enabled to make or use the antibody invention. Although core steps for 
preparing humanized and chimeric antibodies are now well established in the state of 
the art, the examiner must carefully consider, on a case-by-case basis, whether the 
skilled person, in view of their common general knowledge in the relevant art and the 
teachings of the specification, was enabled to prepare a humanized or chimeric 
antibody specific for the target antigen without having to undertake undue 
experimentation or display inventive ingenuity at the filing date. 



 

 

Thus, paragraph 27(3)(b) may be satisfied in cases where, at the filing date, a person 
skilled in the art, in view of their common general knowledge and having only the 
specification and a fully characterized target antigen would not have to undertake undue 
experimentation or display inventive ingenuity to produce a generic humanized or 
chimeric monoclonal antibody specific to the target antigen. 

Recall also that in order to satisfy paragraph 27(3)(a) of the Act, the specification must 
correctly and fully describe the antibody invention. When determining whether a 
humanized or chimeric antibody is correctly and fully described, the examiner may rely 
on the same considerations as for monoclonal antibodies as outlined in 23.07.02a. In 
brief, depending on the facts surrounding a particular case, a humanized or chimeric 
antibody may be correctly and fully described through reference to, for example: 

• the fully characterized antigen to which the antibody specifically binds (e.g., the 
complete amino acid sequence of the target antigenic protein); 

• a structural description of the humanized or chimeric antibody (i.e., the nucleotide 
or amino acid sequences which minimally encompass the non-human CDRs or 
the specific monoclonal antibody from which the antibody is derived); 

• a hybridoma that produces the monoclonal antibody from which the humanized 
or chimeric antibody is derived and which was deposited in accordance with the 
Patent Rules on or before the filing date of the application [see 23.06]; or 

• a structural description of the epitope to which the humanized or chimeric 
antibody binds. 

In some cases a correct and full description of a claimed humanized or chimeric 
antibody may require more detailed support (see 23.07.02a). 

Even where subsection 27(3) of the Act is satisfied, a claim to a humanized or chimeric 
antibody may not be patentable if the antibody lacks novelty or inventiveness. For 
instance, a claim to a generic humanized monoclonal antibody may be anticipated 
and/or obvious in view of an enabling prior art disclosure of: the fully characterized 
antigenic target to which the claimed antibody binds; monoclonal antibodies (including 
humanized or chimeric monoclonal antibodies) specific to the same antigenic target; or 
nucleotide or amino acid sequences corresponding to the CDRs of the claimed 
antibody. 

A humanized or chimeric monoclonal antibody invention must also be useful (for further 
guidance see 23.07.05). 



 

 

Example: 

An application discloses a Sonic Hedgehog (Shh) protein homolog and its complete 
amino acid sequence (SEQ ID NO:2). According to a working example in the 
description, a murine monoclonal antibody was prepared using conventional 
methods and was shown to have high affinity to the homolog in vitro with no cross-
reactivity to other Shh proteins. The specification does not include any details of 
either the structure of the antibody or any hybridoma clone. The description further 
states that the invention encompasses antibodies specific to the Shh homolog 
including polyclonal, monoclonal, chimeric and humanized antibodies as well as 
antigen binding fragments (Fab, Fab’, F(ab’)2, scFV and diabodies), which can be 
obtained using routine techniques known to persons skilled in the art. 

Claim: 

1. An isolated antibody or antibody fragment thereof that specifically binds to a Sonic 
Hedgehog protein homolog comprising the amino acid sequence of SEQ ID NO:2, 
wherein the antibody or antibody fragment thereof is selected from the group 
consisting of polyclonal, Fab, Fab’, F(ab’)2, monoclonal, chimeric, scFV, diabody and 
humanized. 

Analysis: claim 1 encompasses polyclonal antibodies, monoclonal antibodies, 
chimeric monoclonal antibodies, humanized monoclonal antibodies and antibody 
fragments (Fab, Fab’, F(ab’)2, scFv or diabody). 

With respect to enablement pursuant to paragraph 27(3)(b) of the Patent Act, all of 
the antibodies and fragments encompassed by claim 1 are enabled since core 
methods for preparing these were well known to the person skilled in the art at the 
filing date of the application. The description also confirms that conventional 
methods were sufficient to at least make a monoclonal antibody specific to the 
homolog. A correct and full description of the subject-matter pursuant to paragraph 
27(3)(a) of the Patent Act over the entire scope of claim 1 is provided by virtue of the 
fully characterized target antigen to which the antibodies and fragments specifically 
bind. In this case, the complete amino acid sequence (SEQ ID NO:2) serves to fully 
characterize the antigen, and by extension, the corresponding antibodies and 
antigen binding fragments thereof. 

The examiner also determines that the target antigen is novel, non-obvious and 
useful and, therefore, the claimed antibodies and antigen binding fragments that 
specifically bind this antigen are likewise novel, non-obvious and useful. The claim 
also complies with subsection 27(4) of the Act as the subject-matter is distinctly and 



 

 

explicitly defined. 

In view of the above, claim 1 complies with the Patent Act and Rules. 

23.07.04 Fully human monoclonal antibodies – January 2017 

Unlike chimeric and humanized monoclonal antibodies (see 23.07.03), human 
antibodies are derived entirely from human genes and, in view of this, are more 
desirable for use in therapeutic and diagnostic applications in humans. 

A determination of whether a specification complies with subsection 27(3) of the Act in 
relation to human monoclonal antibodies will generally rely on the same considerations 
as for monoclonal antibodies (see 23.07.02a). 

Recall that compliance with paragraph 27(3)(b) of the Act requires the person skilled in 
the art to be enabled to make or use the antibody invention. Although core 
methodologies, such as phage display technologies and transgenic-mouse 
technologies, are now routinely practised by persons skilled in the art to prepare fully 
human monoclonal antibodies to desired antigenic targets, the examiner must carefully 
consider, on a case-by-case basis, whether the skilled person, in view of their common 
general knowledge in the relevant art and the teachings of the specification, was 
enabled to prepare an antibody without having to undertake undue experimentation or 
display inventive ingenuity at the filing date. See also 23.07.02a. 

Thus, the enablement requirement of paragraph 27(3)(b) of the Patent Act is satisfied in 
cases where a person skilled in the art, in view of their common general knowledge and 
having only the specification and the fully characterized antigen would be enabled to 
produce the antibody specific to that antigen without displaying inventive ingenuity or 
undertaking undue experimentation. 

Recall also that in order to satisfy paragraph 27(3)(a) of the Act, the specification must 
correctly and fully describe the antibody invention. When determining whether a human 
monoclonal antibody is correctly and fully described, the examiner may rely on the 
same considerations as for monoclonal antibodies as outlined in 23.07.02a. 

Even where subsection 27(3) of the Act is satisfied, a claim to a human monoclonal 
antibody may not be patentable if the antibody lacks novelty or inventiveness. For 
instance, a claim to a generic human monoclonal antibody may be anticipated by an 
enabling prior art disclosure, or may be obvious in view of an enabling prior art 
disclosure of: the fully characterized antigenic target to which the claimed antibody 
binds; monoclonal antibodies specific to the same antigenic target; or nucleotide or 
amino acid sequences corresponding to the CDRs of the claimed antibody. 



 

 

A human monoclonal antibody invention must also be useful (for further guidance see 
23.07.05). 

23.07.05 Antibodies and utility – November 2017 

An antibody invention must also be useful in order to satisfy section 2 of the Patent Act. 
The utility does not need to be expressly set out in the specification; however, if the 
invention’s utility is questioned, utility must be demonstrated or soundly predicted as of 
the application’s filing date. The threshold that must be proven to establish utility is 
generally quite low;53 a “mere scintilla” of utility will suffice.54 

The skilled person in the art would generally accept that if an antigen itself has a 
practical utility then antibodies that bind the antigen would have at least some utility 
(e.g., for in vitro applications such as immunohistochemistry, flow cytometry and 
Western blotting). Where the subject-matter of the invention is directed to an antibody 
that is useful for an in vivo therapeutic application, the therapeutic utility would need to 
be either demonstrated or soundly predicted in order to satisfy section 2 of the Patent 
Act. 

In cases where the utility requires the antibody to possess not only binding capacity to 
the target antigen but also functional activities, such as antagonist (i.e., blocking), 
agonist (i.e., activating) or neutralizing activity, the description would likely require more 
than a disclosure of the binding capacity to the target antigen to establish utility. The 
provision of a working example of the claimed antibody and in vitro or in vivo data 
showing the antibody has the required activity may be sufficient to demonstrate utility. In 
the absence of demonstration, the applicant must be in a position to soundly predict the 
additional functional activity necessary for the utility. 

23.08 Synergistic chemical combinations – REVISED 
The Office considers a synergistic combination to be one in which the combined use of 
two or more compounds or products generates a result that is greater than the sum of 
its parts and provides an unexpected advantage.55 Please see sections 14.04.03 and 
16.07 of this manual for a general discussion of combinations. 

Generally, implementing the physical acts of mixing or physically combining different 
chemical compounds or products does not require inventive activity; however, an 
inventive step may be acknowledged for a synergistic combination of known 
components that leads to an unexpected advantage (i.e., the synergistic effect) 
provided the advantage was disclosed in the originally filed description.56 



 

 

To ascertain whether an unexpected advantage has been produced by a combination, it 
is necessary to be aware of the point of reference (the result to be expected from 
combining the individual components), either in view of the common general knowledge 
of the person skilled in the art in the relevant field or in view of the description. 

The utility of a chemical combination is typically closely associated with the unexpected 
advantage. The utility of the combination must be established at or before the filing date 
of the application over the entire scope of the claim. Thus, where a synergistic effect is 
explicitly present in a claim in an application, the synergistic effect must be either 
demonstrated or soundly predicted in order to establish utility. 

In cases where a first compound has been applied to its known purpose and another 
compound in the combination unexpectedly enhances the result of the first compound, 
the enhancement effect is, in some fields, referred to as potentiation and requires 
similar considerations to those described above with regard to patentability. 

23.09 Reach-through claims – REVISED 
A “reach-through” claim seeks to encompass subject-matter extending beyond the 
described invention in cases where the matter has not yet been identified by the 
inventor but may be discovered through future use of the invention. Considering that 
“nothing that has not been described may be validly claimed”,57 in a reach-through claim 
the subject-matter defined by the claim is not supported by the specification since the 
specification fails to provide an adequate written description of the matter. 

To illustrate, consider an invention featuring a novel and inventive protein associated 
with disease Y. Claims to the protein and a method of screening for drugs that inhibit 
the protein may be acceptable; however, a claim to a product defined by the screening 
method, e.g. “a drug identified by the method of claim 2” would be considered a reach-
through claim where products of the method have not yet been identified. In effect, the 
claim to a product identified by the method attempts to “reach through” the method in 
order to define a product that could be potentially identified in the future. Therefore, 
unidentified products of the method cannot be claimed as such a claim would fail to 
satisfy section 60 of the Patent Rules. Furthermore, where a product is claimed and not 
properly described in the specification, the disclosure and enablement requirements of 
subsection 27(3) of the Patent Act cannot be satisfied. 

As a further example, consider an invention directed to a new and inventive method of 
identifying receptor ligand antagonists. Although such a method may be patentable the 
method cannot be legitimately extended to generally claim all antagonists which might 
eventually be discovered through the future use of the inventive method. Likewise, the 



 

 

subsequent use of these unidentified antagonists, e.g. to treat disease, would not be 
patentable. 

Thus, examples of reach-through claims may include: 

• product claims directed to unidentified substances defined solely in terms of 
either the process or method used to identify them or by their ability to modulate 
the biological function of a biomolecule (e.g., antagonists and agonists); and 

• process, method or use claims that use said unidentified substances. 

23.10 Appendix 1 Deposits of biological material – October 
2019 
For the purposes of subsection 38.1(1) of the Patent Act, the term “biological material” 
includes material which is capable of direct or indirect self-replication. Directly self-
replicating biological materials are those that replicate by themselves. Indirectly self-
replicating biological materials are those that are capable of replication only in 
association with a directly self-replicating biological material. Bacteria, fungi (including 
yeast), plant seeds, cells in culture and hybridomas are representative examples of 
directly self-replicating materials; indirectly self-replicating materials include nucleotide 
sequences, plasmids, vectors, viruses, phages and replication-defective cells. 

23.10.01 The Budapest Treaty 

The Budapest Treaty on the International Recognition of the Deposit of Microorganisms 
for the Purposes of Patent Procedure (The Budapest Treaty) was established in 1977. 
The Treaty is administered by WIPO and obliges contracting states to recognize the fact 
and date of a deposit of biological material for patent purposes, when it is made in a 
depositary which has acquired official status under the Treaty. Such a depositary is 
known as an International Depositary Authority (IDA). An applicant who is making 
multiple patent filings need only make one IDA deposit to satisfy the deposit practice in 
all contracting states. 

The term “microorganism” is not defined in the Treaty so that it may be interpreted in a 
broad sense as to the applicability of the Treaty to microorganisms to be deposited 
under it. Whether an entity technically is or is not a microorganism matters less in 
practice than whether deposit of that entity is necessary for the purposes of disclosure 
and whether an IDA will accept it. Thus, for example, tissue cultures, plant seeds and 
plasmids can be deposited under the terms of the Treaty, even though they are not 



 

 

microorganisms in the strict sense of the word. 

The Budapest Treaty came into force, with respect to Canada, on September 21, 1996. 

23.10.02 Where to make a deposit 

A list of International Depositary Authorities and their specific requirements is available 
at the WIPO website. 

23.10.03 When to make a deposit 

In accordance with paragraph 93(1)(a) of the Patent Rules, a deposit of biological 
material with an international depositary authority must be made on or before the filing 
date of the application. 

23.10.04 Identifying a deposit 

In accordance with paragraph 93(1)(b) of the Patent Rules, the applicant must, before 
the day on which the application becomes open to public inspection at the Patent Office, 
inform the Commissioner of the name of the IDA and the accession number given by 
the IDA to the deposit. This information must be included in the description as required 
by subsection 93(1)(c) of the Patent Rules. 

In cases where a deposit referred to in the specification is taken into consideration by 
an examiner in determining whether the specification complies with subsection 27(3) of 
the Patent Act, the examiner, in accordance with section 94 of the Patent Rules, may 
requisition the applicant to amend the description to include the date of the deposit in 
the IDA if the date was not already included in the description [see 23.06 for specific 
conditions]. 

23.10.05 Term of deposit 

When a sample of biological material is deposited in an IDA under the Budapest Treaty 
for the purposes of patent protection, the depositor undertakes not to withdraw the 
sample for a period of at least 30 years from the date of deposit and for at least five 
years from the date of the most recent request made to the depositary for the furnishing 
of a sample of the deposited material (Rules 6 and 9 of the Regulations under the 
Budapest Treaty). 



 

 

23.10.06 New and substitute deposits 

After an original sample of biological material has been deposited in an IDA (an original 
IDA deposit), circumstances may necessitate that a new sample of the same material 
be deposited in either the same or a different IDA (Article 4 of the Budapest Treaty) or 
that the sample be transferred to a substitute IDA (Rule 5 of the Regulations Under the 
Budapest Treaty). 

If an IDA cannot furnish a sample of deposited material because it is no longer viable, a 
depositor must make a new deposit in the same IDA. 

If an IDA cannot furnish a sample of deposited material because the sample must be 
sent abroad and this is prevented by export or import restrictions, a depositor may make 
a new deposit in another IDA. 

To maintain an original IDA deposit date, paragraph 93(1)(e) requires that a new 
deposit be made in accordance with Article 4 of the Budapest Treaty in the case where 
the depositor is notified under Article 4 of the inability of the IDA to furnish samples for 
any reason, particularly where the sample is no longer viable or cannot be sent abroad, 
or that the IDA's status has changed. The new deposit must be made within three 
months after the date on which the depositor received the notification (Article 4(1)(d)) 
and must be accompanied by a statement that the newly deposited material is the same 
as that originally deposited (Article 4(1)(c)). 

If an IDA temporarily or permanently discontinues any of the tasks required of it as an 
IDA such that samples of deposited biological material can no longer be provided, the 
defaulting IDA is required to transfer samples of deposited materials to another IDA. 
The new IDA is referred to as a substitute IDA and the deposit is known as a substitute 
deposit. 

In accordance with the Patent Rules, whenever a deposit of a biological material is 
made with another IDA under Article 4(1)(b)(i) or (ii) (paragraph 93(1)(f) of the Patent 
Rules) or transferred to a substitute IDA under Rule 5 of the Budapest Treaty 
(paragraph 93(1)(d) of the Patent Rules) the applicant or patentee must inform the 
Commissioner of the accession number given by the new or substitute IDA to the 
deposit not later than the three-month period after the date of issuance of a receipt by 
that IDA. 

23.10.07 Access to deposited biological material 

Deposited biological material becomes available to the public once a patent application 



 

 

is open to inspection under section 10 of the Patent Act, or for applications filed before 
October 1, 1989 once a patent issues. 

In accordance with subsection 95(1) of the Patent Rules, an applicant is entitled to 
restrict access to a deposit of biological material until such time as a patent has issued, 
or the application is refused, withdrawn, or deemed to be abandoned and no longer 
subject to reinstatement provided the applicant submits a request to the Commissioner 
before the application is open to public inspection at the Patent Office. In such cases, 
any person may request that an independent expert be nominated by the Commissioner 
in accordance with subsection 96(1) of the Patent Rules. Once so nominated, that 
expert will have access to the deposit in accordance with section 95 of the Patent 
Rules. 

In order to access a deposited biological material, a request must be made. Where a 
restriction has been made by the applicant and is in effect, only the independent expert 
may make such a request (subsection 98(1) of the Patent Rules). When such a 
restriction is not in place, or no longer applicable, any person may request access to the 
deposited material. 

A request for a sample of the biological material must be submitted to the 
Commissioner of Patents and requires, inter alia, that the requester undertake in 
accordance with paragraph 97(2)(b) of the Patent Rules not to make the sample, or any 
material derived from the sample, available to any other person nor to use the sample, 
or any material derived from the sample, for any purpose other than experiments that 
relate to the subject-matter of the application until such time as a patent issues, or the 
application is refused, withdrawn or deemed to be abandoned and no longer subject to 
reinstatement. 

In the case of a granted patent, the request for a sample of the deposited material may 
be made directly to the IDA, without the need to provide a request form certified by the 
Commissioner of Patents unless the IDA specifically requires that a certified request 
form indicating that the patent has been issued be submitted. 

A request form for the furnishing of a sample of deposited material is published on the 
website of the Canadian Intellectual Property Office and is also provided as Appendix 3 
of the Guide to the Deposit of Microorganisms under the Budapest Treaty which may be 
found on the WIPO website. 

Detailed procedures for obtaining samples of biological materials are provided in 
Appendix 2. 



 

 

23.10.08 Nomination of an independent expert 

In accordance with subsection 96(1) of the Patent Rules, the Commissioner will 
nominate an independent expert on the request of any person and with the agreement 
of the applicant. Both the applicant and the person requesting that an expert be 
nominated may make suggestions as to who would be a suitable expert. In the event 
that the Commissioner and the applicant cannot agree on the nomination of an 
independent expert, the request under subsection 95(1) of the Patent Rules, i.e., that 
the Commissioner only authorize the furnishing of a sample of the deposited material to 
the nominated independent expert, is deemed never to have been submitted in view of 
subsection 96(2) of the Patent Rules. 

23.10.09 Certification 

After a request form for the furnishing of a sample of deposited biological material has 
been filed with the Commissioner of Patents [see 23.10.07], the Commissioner will, in 
accordance with subsection 97(2) of the Patent Rules, make the certification referred to 
in Rule 11.3(a) of the Regulations Under the Budapest Treaty that the deposit is 
referred to in an application for patent in Canada, that the requester has fulfilled all 
conditions for the furnishing of a sample, and that the requester has a right to a sample 
of the deposited material. 

A copy of the request along with the certification is then sent to the requester in 
accordance with subsection 97(3) of the Patent Rules or in the case where the 
requester is an independent expert, to the applicant and to the person who requested 
the nomination of the expert in accordance with subsection 98(2) of the Patent Rules. 

23.11 Appendix 2 Steps for obtaining samples of biological 
materials – October 2019 
To obtain a sample of a biological material referred to in a pending application on which 
no restriction has been placed under subsection 95(1) of the Patent Rules: 

i. the requesting party completes parts I through IV of the request form; 

ii. the requesting party prepares a letter of undertaking, agreeing to abide by the 
conditions set out in paragraph 97(2)(b) of the Patent Rules; 

iii. the requesting party, under a covering letter, sends the letter of undertaking and 
the request form to the Commissioner of Patents, Place du Portage I, 50 Victoria 
St., Gatineau, Canada, K1A 0C9; 



 

 

iv. the Commissioner, or a designate, completes part V of the request form, certifies 
it with the seal of the Patent Office and returns it to the requesting party under a 
covering letter; 

v. the requesting party sends the request form, a purchase order and any fee 
required to the IDA; 

vi. the IDA sends a sample of the biological material to the requesting party. 

To release a sample of a biological material referred to in a pending application, on 
which a restriction has been placed under subsection 95(1) of the Patent Rules, to an 
independent expert: 

i. the requesting party requests that the Commissioner of Patents nominate an 
independent expert for the purposes of the application; 

ii. the Commissioner of Patents, with the agreement of the applicant, nominates an 
independent expert; 

iii. the independent expert completes parts I through IV of the request form; 

iv. the independent expert prepares a letter of undertaking, agreeing to abide by the 
conditions set out in paragraph 97(2)(b) of the Patent Rules; 

v. the independent expert, under a covering letter, sends the letter of undertaking 
and the request form to the Commissioner of Patents, Place du Portage I, 50 
Victoria St., Gatineau, Canada, K1A 0C9; 

vi. the Commissioner, or a designate, completes part V of the request form, and 
certifies it with the seal of the Patent Office; 

vii. the Commissioner sends, under covering letters, the completed request form to 
the requesting party, and a copy of thereof to the applicant; 

viii. the requesting party sends the request form, a purchase order and any fee 
required to the IDA; 

ix. the IDA sends a sample of the biological material to the independent expert. 

To obtain a sample of a biological material referred to in an issued patent: 

i. the requesting party writes to the IDA with a purchase order giving the name and 
address of the requesting party; 

ii. the order should include evidence, e.g., a copy of the cover page of the 



 

 

Canadian patent, indicating that the patent has issued and the accession number 
of the biological material desired; 

iii. where required, the fee charged by the IDA for furnishing the sample is submitted 
along with the order. 
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25 According to the Oxford Dictionary of English, the term “dosage” means “the size or 
frequency of a dose of a medicine or drug”. The dictionary provides the following example: ‘a 
dosage of 450 milligrams a day’. Note that the definition is provided only in the context of the 
MOPOP for the purpose of consistency. A claim in a particular application does not necessarily 
need to reflect the same language – examiners should determine the meaning of the terms 
recited in the claim giving consideration to the specification as a whole as read through the eyes 
of the person skilled in the art, against the background of the common general knowledge in the 
relevant field(s). 

26  For example, see: AbbVie Biotechnology Ltd. v The Attorney General of Canada, 2014 FC 
1251; Bayer Inc. v Cobalt Pharmaceuticals Company, 2013 FC 1061; Novartis Pharmaceuticals 
Canada Inc. v Cobalt Pharmaceuticals Co., 2013 FC 985; Janssen Inc. v Mylan 
Pharmaceuticals ULC, 2010 FC 1123; Axcan Pharma Inc. v Pharmascience Inc., 2006 FC 527 

27 AbbVie Biotechnology Ltd. v The Attorney General of Canada, 2014 FC 1251 at paragraph 
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28 Unlike the courts, examiners do not have the benefit of expert testimony and cross-
examination. Therefore, evidence suggesting that further skill and judgment is expected to be 
exercised may come from a purposive construction. 

29 AbbVie Biotechnology Ltd. v The Attorney General of Canada, 2014 FC 1251 at paragraph 
113 

30 AbbVie Biotechnology Ltd. v The Attorney General of Canada, 2014 FC 1251 at paragraph 
117 citing Janssen Inc. v Mylan Pharmaceuticals ULC, 2010 FC 1123 

31  

32    “Patentable subject-matter”, meaning that it be an art, process, machine, manufacture or 
composition of matter or an improvement in one of the foregoing (having regard to the definition 
of “invention” in section 2 of the Patent Act) and must, in accordance with subsection 27(8) of 
the Patent Act, not be a mere scientific principle or abstract theorem. 

33     Unless the subject-matter of the claim falls within a jurisprudential exclusion such as a 
method of medical treatment. 

34   Radio Corporation of America v Raytheon Manufacturing Co. [(1957), 27 C.P.R. (1st), 1 
(Ex.Ct.)] at page 14 

35  Minerals Separation North American Corp. v Noranda Mines, Ltd. [(1949), 12 C.P.R. (1st), 
99 at page 111]; the cited passage has been referred to more recently in, e.g., Baker Petrolite 
Corp. v Canwell Enviro-Industries Ltd. 2001 FCT 889 [(2001), 13 C.P.R. (4th), 193 (F.C.T.D.)] 
(rev’d on other grounds) and 671905 Alberta Inc. v Q’Max Solutions Inc. 2001 FCT 888 [(2001), 
14 C.P.R. (4th), 129 (F.C.T.D.)] (varied [(2003), 27 C.P.R. (4th), 385 (F.C.A.)]). Minerals 
Separation was referred to in both Consolboard Inc. v MacMillan Bloedel (Saskatchewan) Ltd. 
[1981] 1 S.C.R. 504 at page 520 and Pioneer Hi-Bred Ltd. v Canada (Commissioner of 
Patents), [1989] 1 S.C.R. 1623 [(1989), 25 C.P.R. (3rd), 257(S.C.C.) at page 268] as in a general 
sense setting out the requirements of a sufficient disclosure. 

36  Consolboard Inc. v MacMillan Bloedel (Saskatchewan) Ltd. [1981] 1 S.C.R. 504 at page 
517, Dickson J. quoting H.G. Fox from his Canadian Law and Practice Relating to Letters 
Patent for Inventions [(1969), 4th Ed.] 

37  Consolboard Inc. v MacMillan Bloedel (Saskatchewan) Ltd. [1981] 1 S.C.R. 504 at page 
520  

38  Minerals Separation North American Corp. v Noranda Mines, Ltd. [(1949), 12 C.P.R. (1st), 
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99 at page 111]; this passage endorsed in Consolboard Inc. v MacMillan Bloedel 
(Saskatchewan) Ltd. [1981] 1 S.C.R. 504 at page 520 

39  Re Application 2,017,025 of Yeda Research and Development Corporation [(2007) C.D. 
1273] 

40  Reeck, Gerald et al., “ ‘Homology’ in proteins and nucleic acids: A terminology muddle and 
a way out of it” (1987), 50 Science 667 

41  Altschul, S. et al., “Basic Local Alignment Search Tool” (1990), 215 Journal of Molecular 
Biology 403 

42  Janssen-Ortho Inc. v Novopharm Limited, 2006 FC 1234 [(2006), 57 C.P.R. (4th), 6 (F.C.)] 
at paragraph 99, aff’d 2007 FCA 217 [(2007), 59 C.P.R. (4th), 116 (F.C.A.)]. The requirement of 
section 28.3 has been variously described by the courts as one of “ingenuity”, “inventive 
ingenuity”, “invention”, “inventiveness”, and “non-obviousness”. These terms can be used more 
or less interchangeably to describe the requirement codified in s.28.3. 

43   Apotex Inc. v Sanofi-Synthelabo Canada Inc. 2008 SCC 61 at paragraph 67 

44  Minerals Separation North American Corp. v Noranda Mines, Ltd. [(1949), 12 C.P.R. (1st), 
99 at page 111] 

45  Pioneer Hi-Bred Ltd. v Canada (Commissioner of Patents), 1989 S.C.R. 1623 [(1989), 25 
C.P.R. (3rd), 257(S.C.C.) at page 271] 

46  Re Application of Abitibi Co. [(1982) C.D. 933, 62 C.P.R. (2nd), 81 (P.A.B.)]; Re Application 
No. 291,870 of Connaught Laboratories [(1982) C.D. 962] 

47  Cobalt Pharmaceuticals Company v Bayer Inc., 2015 FCA 116 at paragraph 67 and Teva 
Canada Ltd. v Pfizer Canada Inc., 2012 SCC 60 at paragraph 90 

48  Re Application No. 2,451,493 (2016) C.D. 1398 at paragraph 22 citing Novartis 
Pharmaceuticals Canada Inc. v Teva Canada Ltd., 2013 FC 283  

49  Re Application No. 2,451,493 (2016) C.D. 1398 citing Re Immunex Corporation Patent 
Application No. 583,988 [(2010) C.D. 1302, 89 C.P.R. (4th) 34 (P.A.B.)] at paragraph 67-68 

50  Re Genentech Inc. Patent Application No. 2,407,304 [(2010) C.D. 1307, 92 C.P.R. (4th) 
241 (P.A.B.) at paragraph 68] 

51  Re Genentech Inc. Patent Application No. 2,407,304 [(2010) C.D. 1307, 92 C.P.R. (4th) 
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53  Apotex Inc. v Pfizer Canada Inc. 2014 FCA 250 at paragraph 64 
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paragraphs 228-229 

56  Lundbeck Canada Inc. v Ratiopharm Inc., 2009 FC 1102, 79 C.P.R. (4th) 243 

57  Minerals Separation North American Corp v Noranda Mines Ltd [(1949), 12 C.P.R. (1st), 
99 at page 111] 

https://brevets-decisions-patents.opic-cipo.gc.ca/pab-cab/p/en/item/467820/index.do
http://decisions.fca-caf.gc.ca/fca-caf/decisions/en/item/98304/index.do
http://decisions.fca-caf.gc.ca/fca-caf/decisions/en/item/98304/index.do
http://decisions.fca-caf.gc.ca/fca-caf/decisions/en/item/36863/index.do
http://decisions.fca-caf.gc.ca/fca-caf/decisions/en/item/36863/index.do
https://decisions.fct-cf.gc.ca/fc-cf/decisions/en/item/57400/index.do
https://decisions.fct-cf.gc.ca/fc-cf/decisions/en/item/57400/index.do

	Manual of Patent Office Practice (MOPOP)
	Chapter 1 Introduction to Patents and the Patent Office
	Chapter 2 Communicating with the Patent Office
	Chapter 3 Filing a Patent Application
	Chapter 4 Compliance Requirements
	Chapter 5 Representation
	Chapter 6 Ownership, Inventorship, Transfers, Changes of Names
	Chapter 7 Priority
	Chapter 8 Maintenance Fees for Patents and Patent Applications, Public Inspection and General Information about Patent Applications
	Chapter 9 Abandonment and Reinstatement of Patent Applications, Third Party Rights
	Chapter 10 Fees
	Chapter 11 Administrative Practice of Examination
	Chapter 12 Fundamentals of Examination
	Chapter 13 Abstracts
	Chapter 14 The Description
	Chapter 15 Drawings
	Chapter 16 Claims
	Chapter 17 Statutory Subject-Matter
	Chapter 18 Anticipation, Obviousness and Double-Patenting
	Chapter 19 Utility
	Chapter 20 New Subject-Matter
	Chapter 21 Unity of Invention
	Chapter 22 Computer-Implemented Inventions
	Chapter 23 Biotechnology and Medicinal Inventions
	23.01 Scope of this chapter – March 2016
	23.02 Living matter – REVISED
	23.02.01 Higher and lower life forms – March 2021
	23.02.02 Organs and tissues – March 2021
	23.02.03 Processes to produce life forms – March 2021
	23.02.04 Bioinformatics – March 2021

	23.03 Medical inventions – REVISED
	23.03.01 Assessment of patentable subject-matter – March 2021
	23.03.02 Medical and surgical methods – March 2021
	23.03.03 Medical uses - March 2021
	23.03.03a Use claim with an active method step - March 2021
	23.03.03b Dosages, dosage forms and dosage regimens - March 2021
	23.03.03c Narrowing treatment to a specific patient population - March 2021

	23.03.04 Examples – March 2021
	23.03.04a Example 1 – Medical methods
	23.03.04b Example 2 – Medical implications in non-medical methods
	23.03.04c Example 3 – Medical devices
	23.03.04d Example 4 – Dosages
	23.03.04e Example 5 – New formulation of known compound
	23.03.04f Example 6 – New site of administration for known compound
	23.03.04g Example 7 – Specific patient population

	23.03.05 Kits and packages – November 2017
	23.03.05a Claims of indefinite scope or lacking clarity
	23.03.05b Instructions

	23.03.06 Medical diagnostic methods – March 2021
	23.03.06a Assessing patentable subject-matter
	23.03.06b Examples


	23.04 Sufficiency of the description – January 2009
	23.05 Nucleic acids and proteins – March 2016
	23.05.01 Defining by structure – March 2016
	23.05.02 Defining by functional limitation – October 2019
	23.05.03 Nucleic acid and amino acid terminology – March 2016
	23.05.04 Hybridizing nucleic acids – March 2016
	23.05.05 Sequence alignment methods – March 2016
	23.05.06 Considerations respecting obviousness – March 2016
	23.05.07 Sequence listings – September 2020
	23.05.07a Requirements for a sequence listing – September 2020
	23.05.07b The PCT sequence listing standard – October 2019
	23.05.07c Presentation of sequences – October 2019
	23.05.07d Identification of a sequence listing – October 2019
	23.05.07e Variable symbols in a sequence listing – October 2019
	23.05.07f Correction of a sequence listing – October 2019


	23.06 Deposits of biological materials – October 2019
	23.06.01 Considerations respecting sufficiency of disclosure  - October 2019
	23.06.02 Considerations respecting anticipation - October 2019

	23.07 Antibodies - REVISED
	23.07.01 Polyclonal antibodies – January 2017
	23.07.02 Monoclonal antibodies – January 2017
	23.07.02a Sufficiency of the disclosure
	23.07.02b Other patentability requirements
	23.07.02c Examples

	23.07.03 Humanized and chimeric monoclonal antibodies – January 2017
	23.07.04 Fully human monoclonal antibodies – January 2017
	23.07.05 Antibodies and utility – November 2017

	23.08 Synergistic chemical combinations – REVISED
	23.09 Reach-through claims – REVISED
	23.10 Appendix 1 Deposits of biological material – October 2019
	23.10.01 The Budapest Treaty
	23.10.02 Where to make a deposit
	23.10.03 When to make a deposit
	23.10.04 Identifying a deposit
	23.10.05 Term of deposit
	23.10.06 New and substitute deposits
	23.10.07 Access to deposited biological material
	23.10.08 Nomination of an independent expert
	23.10.09 Certification

	23.11 Appendix 2 Steps for obtaining samples of biological materials – October 2019


