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Diagnostic methods at CIPO 
A recent article published in the Financial Post expresses extremely negative opinions about the manner 

in which CIPO examines patent applications involving diagnostic methods. The article states that CIPO is 

breaking the law by engaging in policy-making unsupported by any law or jurisprudence. Further, as a 

result of this policy, inventors of diagnostic methods are unlawfully not being granted patents. It was 

also asserted that, without patents, innovation in the emerging field of personalized medicine was being 

impeded by the government. The article finishes by calling on the government to change this policy and, 

additionally, to accept provisions relating to intellectual property in international treaties currently 

under negotiation. The language used in the article is inflammatory and the statements appear to be 

unsupported or are opinions expressed from a particular point of view. 

The assertion that CIPO is engaging in making policy appears to result from a lack of understanding in 

how CIPO works: 

• In performing its mandate of delivering high quality and timely patents to customers, CIPO is 

constrained by the Patent Act established by Parliament, the Patent Rules established by the 

Governor-in-Council and the decisions of the courts. In such a complex system, there will 

always be differing interpretations of how to balance the different authorities. 

• To ensure a uniformity of examination of patents across a cadre of >400 examiners, the 

Commissioner engages in making practice rather than policy: a particular interpretation and 

framework of examination is chosen by the Commissioner based on the above constraints as 

well as the need for the framework to be broadly applied. The framework is elaborated in good 

faith and not as a policy aiming to deny any specific type of invention. 

• In contrast to what was stated in the article, the elaboration and implementation of a 

framework is a difficult process because of the complexity of the legal constraints coupled with 

the inherent complexity of the science underpinning inventions. 

• To date three overarching frameworks which seek to address the patentability of all inventions 

including diagnostic methods have been implemented at CIPO. Prior to 2009 there was no 

framework in place which led to a lack of uniformity in examination. The first framework was 

implemented in 2009 and was overturned by the Federal Court of Appeal in 2011. A second 

framework was elaborated and briefly implemented in 2011; it was withdrawn following 

criticism from the patent agent community. The current framework was initially implemented 

in 2013 but was not fully implemented until 2015. The delay was directly due to time CIPO 

needed to set out clear guidance in the complex and technical field of diagnostic methods. 

• The general trend in the frameworks has been to become more permissive with each iteration. 

• Each of the frameworks required a long conception and implementation period followed by an 

equally long adaptation period by the examiners and agents. 

The implication that diagnostic methods in general are not being granted patents is false: 
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• Patents directed at diagnostic methods have been and continue to be granted by CIPO. This 

includes patents for new methods of measurement, new reagents and new instruments. 

• The application of the general framework to diagnostic methods does mean that some new 

discoveries are not granted patents. In general, the diagnostic methods that would not be 

patentable are those linked to the discovery that the results of a known diagnostic test are 

applicable to a different disease such as if the blood sugar level of diabetes tests was discovered 

to be also correlated with liver cancer. 

• Internationally, CIPO's approach to diagnostic methods appears to lie between that of the 

USPTO (more stringent) and the EPO (more permissive). 

The assertion that the Commissioner and examiners of CIPO are "breaking the law" and could be subject 

to penal provisions is incorrect and to a certain respect reflects the point of view of the author: 

• There does not appear to be any provision in the Patent Act that would allow for punitive 

measures against the Commissioner and examiners. 

• Furthermore, there is no question of being on the wrong side of the Criminal Code as is 

commonly understood by the "breaking the law" language. 

• However, a court may direct the Commissioner to grant a patent or re-work the framework. 

• The basis for the author's assertion appears to lie in differing interpretations of the legal 

constraints by the author and CIPO; only a court can determine whether any particular 

interpretation is correct. 

The assertion that CIPO and the government are blocking innovation is an oversimplification: 

CIPO continues to grant high quality patents in a wide number of fields: ensuring that patents 

are of high quality and appropriately conferred is key to maximising incentives for innovation 

while minimising barriers against further innovation in the same field. 

Furthermore, the possibility of obtaining a patent is only one factor among many when a 

decision is made to pursue innovation and/or commercialization. Innovation and 

commercialization do proceed even in the absence of a patent. 

• [PIRO to add one point on international negotiations?] 

Conclusion 
CIPO is performing its mandate in support of innovation through examination of patent applications 

based upon a legally supported interpretation of the relevant constraints. This examination results in 

high quality patents that provide certainty to the marketplace and incentives to all innovators. In the 

absence of any further direction from the courts, there is no impetus to change the interpretation in 

view of the time and resources necessary for conceiving a new interpretation and the legal uncertainty 

to which that interpretation may be subject. The article does reflect the viewpoint of certain members 

of the intellectual property community but it likely does not reflect the views of the entire community 

let alone the entire Canadian economy. 


