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On October 30, 2016, the Canadian Government signed the 
Canada-European Union Comprehensive Economic and Trade 
Agreement (“CETA”) with Europe. 

 At that time, Canada was the only G7 country that had failed to 
provide patent term extension for pharmaceutical products and it 
is fair to say that there was little enthusiasm in the Canadian 
Government for such term extension. Forced by the EU to adopt. 

Patent term extension (in Canada called a Certificate of 
Supplementary Protection or CSP) came into force on September 
21, 2017. 

So we have now experienced over a year and one half of the 
CSP regime. 



The CSP Regime adopted by Canada is complex and onerous in terms 
of time lines and eligibility. 

 In order to be eligible for the maximum two year CSP term, a drug 
must:                                                               
(i) be a first approval in Canada;                                  
(ii) be based on a new drug submission filed in Canada within 12 
months of the first international filing of an equivalent regulatory 
submission for the same drug in specified jurisdictions; 
(iii) contain eligible medicinal ingredients;                          
(iv) pertain to an eligible patent containing eligible patent claims; and 
(v) have been issued an NOC on or after September 21, 2017.



Many of the provisions of Canada’s CSP regime will be familiar 
to persons familiar with the EU provisions (CETA repeats much 
of the wording of the EU SPC regulations) and many of the same 
problems are appearing. 

But first the differences: Unlike the EU, Canada has capped the 
extension at two years, the minimum necessary to comply 
with CETA.  Like the EU, there must be at least five years 
between the patent filing date and the marketing approval to 
qualify for any extension.



Another major difference is that the application for a CSP 
must be filed within one year of the first regulatory 
submissions for the medicinal ingredient or combination of 
medicinal ingredients in the EU or any member country 
thereof, the US, Australia, Switzerland, or Japan.  

 Finally there can only be one CSP per drug product, no 
matter how many patents or patentees. Because of this, there 
are provisions in the regulations to determine priority 
between competing applications for the same drug product.  



As of early 2019 the Minister of Health had granted twenty-
two CSPs for drugs for human use and one for veterinary 
use. Six human use applications and one veterinary use 
application were pending.  However Health Canada had 
rejected seven applications  

I would like to speak about two of those rejections. Both of 
which are the subject of current judicial review to the 
Federal Court of Canada. 



The first one is the application by GSK for the vaccine 
SHINGRIX.  

 SHINGRIX is a suspension containing varicella-zoster vir
glycoprotein E (gE antigen) adjuvanted with GSK’s AS01a 
adjuvant system. 

The patent relates to the vaccine containing the gE antigen 
and an adjuvant. 

The patent contained claims to the use of the composition 
containing gE and an adjuvant.



The Minister rejected the CSP application on the basis that the 
905 Patent did not contain an eligible patent claim under the 
Regulations because it did not contain a claim for: (i) the 
medicinal ingredient, (ii) the medicinal ingredient as obtained by 
a specified process, or (iii) a use of the medicinal ingredient -
contained in a drug for which the authorization for sale set out 
in the CSP application was issued.

There is no definition of “medicinal ingredient” in the CSP 
legislation or regulations.  



The Minister determined that: 
the ''medicinal ingredient" in SHINGRIX® is limited to 
one medicinal ingredient, the gE antigen;

the adjuvant is a carrier which is a non-medicinal 
ingredient and is considered separate from the vaccine 
composition; and

the gE antigen cannot itself be claimed apart from the 
adjuvant as at least some gE antigens were previously 
disclosed in the prior art (EP0405867 and EP192902).



 Same result likely in the EU.  Patent must protect the “product”, defined as an 
active ingredient or a combination of active ingredients. 

 GSK application for a similar adjuvanted influenza vaccine rejected by CJEU C-
210/13.

 Why is CSP protection not co-terminus with patent protection or at least with the 
commercial product protected by the patent? Here the product was protected by 
a “basic patent” protecting the product “as such”. 

 Patent term extension is much more limited than the protection granted by the 
corresponding patent.

 Policy reasons to restrict the term extension but is this fair?

 Where the compositions gives practical effect to a beneficial medicinal 
composition is there any compelling reason not to allow patent term extension for 
such composition? 



The issuance of a CSP –same rights as a patent but 
“only with respect to the making, constructing, using 
and selling of any drug that contains the medicinal 
ingredient or combination of medicinal ingredients, set 
out in the certificate, by itself or in addition to any 

other medicinal ingredient.”



Restricted to commercial product.

But restricted to the commercial product as claimed. 

Does not apply to export from Canada



Second case ViiV Healthcare v. the Minister of Health 

Judicial review application filed February 22, 2019. 

ViiV obtained marketing authorization (NOC) to mark JULUCA 
a combination of dolutegravir and rilpivirine.

Dolutegravir patented by ViiV.  Rilpivirine patented by 

Janssen.  ViiV and Janssen in partnership.



 This is somewhat similar to the problem faced in UK case, Teva v. Gilead .

 In that case the product was a combination of two active ingredients TDF and 
FTC. Claim only directed to TDF in possible combination with other active 
ingredients. TDF not specifically mentioned. 

 Question referred to the CJEU who concluded that claim must relate to the 
combination necessarily and specifically. 

 Fear that the term extension will cover more than what was invented in respect 
of the specific commercialized product. 

 Different concern than was the case with Shingrix where the claim did 
necessarily and specifically cover the product but included non-medicinal 
ingredients. 

 But different again where both ingredients are patented but not claimed in 
combination?



Article 20.27(2) of CETA, which addresses sui generis protection for 
pharmaceuticals states that:

 Each Party shall provide a period of sui generis protection in respect 
of a product that is protected by a basic patent in force at the 
request of the holder of the patent or his successor in title, provided 
the following conditions have been met:
 an authorisation has been granted to place the product on the 
market of that Party as a pharmaceutical product (referred to as 
"marketing authorisation" in this Article);

 the product has not already been the subject of a period of sui 
generis protection; and

 the marketing  authorisation referred  to in subparagraph (a) is 
the first authorisation to place the product on the market of that 
Party as a pharmaceutical product.



The term "basic patent" is defined in Article 20.27(1) of CETA as:

a patent which protects a product as such, a process to obtain a 
product or an application of a product, and which has been 
designated by the holder of a patent that may serve as a basic 
patent, as the basic patent for the purpose of the granting of sui 
generis protection.

The term "product" is defined in Article 20.27(1) of CETA as:
 the active ingredient or combination of active ingredients of a 
pharmaceutical product



 The Minister concluded that the 282 Patent "contains claims directed 
toward one of the medicinal ingredients contained in JULUCA®, and 
reflected in the 206402 NOC, namely dolutegravir", but that the "282 
Patent does not pertain to the combination of medicinal ingredients 
dolutegravir and rilpivirine in the manners prescribed by section  
3(2) of the  CSP Regulations."

 Presumably same worry as in Teva v. Gilead case of extending patent for any use 
of dolutegravir with other active ingredients. 



 The Minister deemed that the 282 Patent failed to satisfy paragraph 
106(c) of the Patent Act and subsection 3(2) of the CSP Regulations  
because it does not contain a claim for:

 (i) the combination of medicinal ingredients, (ii) the combination  of  
medicinal ingredients as obtained by a specified process, or (iii) a use 
of the combination of medicinal ingredients - contained in a drug for 
which the authorization for sale set out in the CSP application was 
issued.

Net effect that CSP protection denied for a combination drug product 
where the claim is directed to only one of the medicinal ingredients.



 I ask naively: Why is CSP protection not co-terminus with patent 
protection or at least with the commercial product protected by the 
patent? 

 Clearly it is not in Canada or the EU for policy reasons meant to 
restrict the term extension. 

 In the Shingrix case not protected because it allegedly includes non-
medicinal ingredients (required to make a viable commercial product) 
and in the Juluca case because the patented medicinal ingredient is 
combined with another patented medicinal ingredient in the 
combination drug product., but each claim apparently relates to only 
one patented medicinal ingredient not the combination.   
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