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Talking points on recent article 

• The grant of a patent enhances innovation in two ways: 

1. The inventor is given a 20-year monopoly which acts as an incentive to invent; and, 

2. The description of the invention gives a basis of knowledge to allow other innovators to use 

the invention, improve on the invention or implement other ways of achieving the same 

result as the invention. 

• Recognising that the 20 year monopoly is a very large benefit given to inventors, Parliament and 

the courts have put in place complex and demanding requirements for an invention to be 

patentable. To state just a few of the requirements, an invention should be new, useful, 

described and be a suitable type of invention. 

• The last requirement, the so-called statutory subject-matter requirement, is the one that 

provokes the most criticism: for many it seems arbitrary and unfair that a potential invention 

satisfying all the other requirements can be non-patentable because the invention does not fall 

into one of the appropriate categories. However this requirement is present in the Patent Act 

and has been upheld by the courts. 

• CIPO has implemented a framework for determining whether any particular invention is 

statutory based on a good faith legal interpretation of the relevant decisions of the courts. In so 

doing CIPO has engaged in making practice rather than policy-making: the Commissioner has 

decided on a particular interpretation of the decisions that is legally supported and can be 

applied by patent examiners across all disciplines. The framework was elaborated in good faith 

following the teachings of the courts and not as a policy aiming to deny any specific type of 

invention. 

• This interpretation differs from the preferred interpretation of some legal professionals aiding 

inventors in obtaining patents who would prefer that CIPO was much more lenient. Only a court 

when confronted with the appropriate case and question can determine whether any particular 

interpretation is correct. 

• In the recent article there are statements that CIPO is breaking the law in a number of different 

ways and that the Commissioner and non-compliant examiners may be subject to penal 

provisions. To address the second point first, there does not appear to be any provision in the 

Patent Act that would allow for punitive measures against the Commissioner and examiners; the 

only one that could possibly apply would require a very stretched interpretation. In actual fact 

and only under specific circumstances, a court may direct the Commissioner to grant a patent. 

Consequently, depending on the reasoning of the court's decision, it also may be necessary for a 
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different interpretation and framework to be established. For the other point, the "breaking the 

law" language is an overstatement: there is no question of being on the wrong side of the 

Criminal Code as is commonly understood by such language. Furthermore, the author is using 

the language to strongly emphasize his opinion that CI PO's interpretation does not follow the 

decisions of the courts. However, his opinion is based upon his own interpretation of the 

decisions of the courts. It would be up to the courts to decide on the correctness of either 

interpretation. 

• Returning to diagnostic methods: applying the interpretation and framework to diagnostic 

methods does mean that some of the methods are not patentable. However, it should be noted 

that these methods form a very small subset of diagnostic methods. For instance new methods 

of measuring an analyte such as cholesterol or brain natriuretic peptide are patentable; new 

reagents such as the particular antibodies used are patentable; new diagnostic apparatus is 

patentable. Patents directed at these types of inventions have been and continue to be granted 

by CIPO. By contrast, the particular diagnostic methods that would not be patentable are those 

linked to the discovery that the results of a previously known diagnostic test are now applicable 

to a different disease. In such a case the discoverer has not invented a diagnostic test since that 

was already known. As an example of this: since there are many diagnostic tests involving brain 

natriuretic peptide in the context of heart failure, a broad invention encompassing the use of 

the known diagnostic tests of BNP for diagnosing kidney diseases would not be patentable. By 

contrast, a method of quantifying BNP using a new antibody or a new series of steps would still 

be patentable independent of whether it is a general measurement method or specifically 

directed at diagnosing heart failure or kidney diseases. 

• The fact that this small subset of diagnostic methods is not patentable does not have as strong 

an effect on commercialization (and innovation) as the article implies. The possibility of 

obtaining a patent is only one factor among many in the commercialization process. For 

instance there are many different approved diagnostic tests for BNP in competition with each 

other. Furthermore, many of these different diagnostic tests share the same reagents. So the 

different manufacturers did not rely on broad diagnostic method patents relating to BNP to 

exclude competition. It is possible that the commercialized tests do rely on patents relating to 

particular methods of detection or a particular apparatus. But, as mentioned previously, these 

types of patents would still be patentable under the current framework. 

• Since innovation is such a global undertaking now, it may be relevant to compare the situation 

in Canada with that in other countries. The US is more restrictive with regard to diagnostic 

methods: measuring methods are patentable but any methods seeking to diagnose a disease 

are not. The EU is generally more permissive: any in vitro diagnostic method is patentable. Thus 

the diagnostic methods in Canada that are not patentable may be patentable in the EU but 

conversely the EU bans any method performed on a human body (which may be patentable in 

Canada). 
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• In all CIPO as a whole takes its role in aiding innovation very seriously. In the field of diagnostic 

methods, as in all other fields of invention, the organisation strives for a rigorous but fair 

examination of patent applications which serves as a foundation for its mandated role in 

granting high quality patents. High quality patents ensure that inventors obtain the incentives 

for which they are entitled while still allowing and aiding innovation by others. 

Specific points arising from the article to be used if necessary 
On the assertion that the Patent Office is obligated to issue qualifying patents 

• This is correct but glosses over the problem of "qualifying patents". The 20 year monopoly given 

by a patent is a very large benefit given to inventors. In recognition of this, Parliament and the 

courts have put in place complex and demanding requirements for an invention to be 

considered qualifying. There are many inventions in many fields that do not fulfil the 

requirements just as there are many that do fulfil them 

On the assertion that diagnostic method inventions are not receiving patents despite being patentable 

• This statement is false: patents directed at diagnostic methods are being granted at CIPO. It is 

true that, under the current framework based on the office's interpretation of decisions from 

the courts, certain types of diagnostic method tests may be refused because of a specific 

requirement called statutory subject-matter. 

On the assertion that the Patent office is engaging in policy-making and holding examiners to that policy 

• This appears to be overstated as CIPO grants and refuses patents under a good faith 

interpretation of the prevailing requirements of the law. In the current context of purposive 

construction CIPO is engaging in practice rather than policy: in good faith, the Commissioner has 

decided upon an interpretation of the teachings of the courts in regard to statutory subject-

matter and has established a framework whereby that interpretation can be applied by patent 

examiners across all disciplines. Like any other, this interpretation and the associated 

framework will necessarily result in some patent applications not being patentable. However, 

this framework was elaborated in good faith following the teachings of the court and not in 

response to any policy aiming to deny any specific type of invention. 

• While the Commissioner does require that examiners perform their work in accord with her 

legally-supported framework, this is a necessary measure to ensure the certainty and uniformity 

of the patent examination process. It should be noted that the framework is by necessity 

flexible since it must be able to respond to the specific facts and situation of each application. 

Thus the framework is more a direction on the manner of examining a patent rather than an 

edict on particular types of applications 
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On the assertion that the Patent Office is breaking the law with the current practice 

• This assertion is the result of the particular legal interpretation that the author has of the 

relevant decisions. The Patent Office has a different interpretation. It should be noted that 

there are likely many different legal interpretations. Only a court's decision can determine 

whether or not a legal interpretation was accurate or not. The consequences of this decision 

are not punitive. There does not appear to be any specific provisions in the Patent Act to invole 

punishment. The only possible provision would appear to be a stretch to apply. 

On the assertion that patents are necessary for commercialization of a diagnostic test 

• This assertion is an overstatement: firstly, most diagnostic tests are not class-4 medical devices 

and so the requirements are not as onerous as implied; and, secondly companies can and do 

make diagnostic tests without the full exclusivity of a patent. For example there are a number 

of different commercial tests for BNP; 4 tests from different companies use the same pair of 

antibodies; another 2 tests use another pair of antibodies and another test uses one of the 

antibodies found in those 2 tests. There are many factors relevant for the development of a 

diagnostic test; a patent is one of them but, depending on the situation, may not be the most 

important. 

• For the diagnostic methods that are not patentable under the current practice, there really is 

not a question of development of a diagnostic method: the non-patentable methods are 

generally ones in which a diagnostic test has already been conceived. The non-patentable 

diagnostic method is merely using the information from the previous test to reach another 

diagnosis. Therefore there is no necessity to develop a new test. 

On the question of the government impeding health-care research 

• There is an implication that it is the Canadian government that has been impeding health-care 

research. However the "promise doctrine" which was recently overturned and the bar on 

methods of medical treatment cited in the article have both arisen out of the jurisprudence 

rather than from Parliament or the Government. CIPO is held to apply the jurisprudence and 

cannot engage in policy-making that goes against the jurisprudence. Thus, in these situations 

CIPO must wait for either a change in the jurisprudence or for Parliament to amend the Patent 

Act. Because the jurisprudence can be so confining and ambiguous, the changing of practice (or 

internal policy) is not as easy a task as was implied in the article. 

On the questions of Intellectual property rights in the Trans-Pacific Partnership and NAFTA 

• This is really a question for PIRO to address 

On a comparison of patentability of diagnostic methods in different international jurisdictions 

• At a general level the examination of diagnostic methods in CIPO lies intermediate in stringency 

between the USPTO and the EPO for statutory subject-matter. (Note that the stringency of the 
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other requirements for patentability also differ between the offices so that it is not easy to say 

how the overall stringency compares) 

CIPO in general does not allow for the patenting of discoveries about a correlation of a disease 

to a known diagnostic test but does allow diagnostic methods where the methods are not 

known even in the presence of a correlation statement e.g. where the person has diabetes if 

the blood sugar level is above X ng/ml. 

• The USPTO in general does not allow any diagnostic methods having a correlation statement. A 

new method of measuring an analyte would be allowable. 

• The only bar to diagnostic methods in the EPO is that they must be in vitro (there is no such bar 

at the USPTO or CIPO). There are no restrictions on diagnostic methods similar to those in CIPO 

and the USPTO 

On the assertion that a majority of the patent examiners oppose the practice 

• The comments and discussions disclosed in response to the access-to-information requests 

reflects the input of some examiners in the elaboration of the practice; this input was taken into 

account when the Commissioner decided on the practice which is a good faith interpretation of 

the requirements of the jurisprudence. Following implementation of the practice, some of the 

examiners still hold the opinion that the practice is overly complicated and appears arbitrary but 

there appears to be a realisation that the final outcome was not as dire as was portrayed in the 

prior comments and discussions. 


