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Key Areas of Strength Key Areas of Weakness
 • 2020 Federal Court of Appeal case 

creates path for injunctive-style 
relief against online piracy

 • U.S.-Mexico-Canada Agreement (USMCA) 
took effect in 2020, resulting in longer 
copyright term, new criminal sanctions 
for theft and misappropriation of trade 
secrets, and ex officio authority for 
border action against in-transit goods

 • 2017 Supreme Court judgment on utility 
doctrine aligns Canada’s patentability 
environment with international standards

 • Implementing Comprehensive Economic and 
Trade Agreement (CETA) legislation in place in 
several areas, including patent term restoration

 • Significant damages awarded in precedent-
setting 2017 Federal Court case with 
regard to Canada’s DRM provisions

 • Continued uncertainty over existing 
interpretation of educational exceptions to 
copyright—2021 Supreme Court decision 
in Access Copyright case adds more layers 
of uncertainty and legal complexity

 • CETA amendments to Patent Act introducing 
patent term restoration includes restrictive 
eligibility requirements as well as an export 
claw-out, which effectively undermines 
biopharmaceutical exclusivity

 • Deficiencies regarding pharmaceutical 
patent enforcement remain unaddressed 
in Patented Medicines (Notice of 
Compliance) Regulations (PMNOC)

http://www.uschamber.com/ipindex
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Indicator Score
Category 1: Patents, Related Rights and Limitations 7.05

1. Patent term of protection 1.00

2. Patentability requirements 0.75

3. Patentability of computer-implemented 
inventions (CIIs) 1.00

4. Plant variety protection, term of protection 1.00

5. Pharmaceutical-related patent enforcement and 
resolution mechanism 0.25

6. Legislative criteria and use of compulsory 
licensing of patented products and technologies 1.00

7. Patent term restoration for pharmaceutical products 0.30

8. Membership of a Patent Prosecution Highway 
(PPH) 1.00

9. Patent opposition 0.75

Category 2: Copyrights, Related Rights,  
and Limitations 4.29

10. Copyright (and related rights) term of protection 0.79

11. Legal measures which provide necessary 
exclusive rights that prevent infringement of 
copyrights and related rights (including Web 
hosting, streaming, and linking)

0.50

12. Expeditious injunctive-style relief and disabling of 
infringing content online 0.50

13. Availability of frameworks that promote 
cooperative action against online piracy 0.25

14. Scope of limitations and exceptions to copyrights 
and related rights 0.25

15. Technological protection measures (TPM) and 
digital rights management (DRM) legislation 1.00

16. Clear implementation of policies and guidelines 
requiring that any proprietary software used on 
government ICT systems should be licensed 
software

1.00

Category 3: Trademarks, Related Rights,  
and Limitations 2.75

17. Trademarks term of protection (renewal periods) 1.00

18. Protection of well-known marks 0.75

19. Legal measures available that provide necessary 
exclusive rights to redress unauthorized uses of 
trademarks

0.75

20. Availability of frameworks that promote action 
against online sale of counterfeit goods 0.25

Category 4: Design Rights, Related Rights,  
and Limitations 1.15

21. Industrial design term of protection 0.40

22. Legal measures available that provide necessary 
exclusive rights to redress unauthorized use of 
industrial design rights

0.75

Category 5: Trade Secrets and the Protection  
of Confidential Information 2.55

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 0.75

25. Regulatory data protection term 0.80

Indicator Score
Category 6: Commercialization of IP Assets and 
Market Access 5.17

26. Barriers to market access 1.00

27. Barriers to technology transfer 0.75

28. Registration and disclosure requirements of 
licensing deals 1.00

29. Direct government intervention in setting 
licensing terms 1.00

30. IP as an economic asset 0.75

31. Tax incenstives for the creation of IP assets 0.67

Category 7: Enforcement 3.91

32. Physical counterfeiting rates 0.63

33. Software piracy rates 0.78

34. Civil and precedural remedies 0.50

35. Pre-established damages and/or mechanisms for 
determining the amount of damages generated 
by infringement

0.50

36. Criminal standards including minimum 
imprisonment and minimum fines 0.50

37. Effective border measures 0.75

38. Transparency and public reporting by customs 
authorities of trade-related IP infringement 0.25

Category 8: Systemic Efficiency 3.75

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 0.75

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.75

43. IP-intensive industries, national economic impact 
analysis 0.75

Category 9: Membership and Ratification of 
International Treaties 7.00

44. WIPO Internet Treaties 1.00

45. Singapore Treaty on the Law of Trademarks 
and Protocol Relating to the Madrid Agreement 
Concerning the International Registration of Marks

1.00

46. Patent Law Treaty and Patent Cooperation Treaty 1.00

47. Membership of the International Convention for the 
Protection of New Varieties of Plants, Act of 1991 1.00

48. Membership of the Convention on Cybercrime, 
2001 1.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 1.00

50. At least one post-TRIPS FTA with substantive IP 
provisions and chapters in line with international 
best practices

1.00

Total Score:  
37.62
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Spotlight on the National IP Environment

Past Editions versus Current Score

Canada’s overall score has increased from 74.71% 
(37.35 out of 50) in the ninth edition to 75.24% 
(37.62 out of 50) in the tenth edition. This reflects 
score increases on indicators 12 and 32.  

Area of Note

Biopharmaceutical rightsholders continue to 
face challenges in exercising their IP rights 
and granted periods of exclusivity in Canada. 
As has been noted over the last few editions of 
the Index, there is a growing focus on rigid cost 
control and minimizing overall biopharmaceutical 
spending within the Canadian health system. 
Over the last several years, Canadian authorities 
have been reforming how patented medicines 
are evaluated and priced through the Patented 
Medicine Prices Review Board’s (PMPRB’s) 
evaluation methodology. These changes will 
substantially lower the overall price comparisons 
and thus the overall biopharmaceutical price 
level in Canada while adding additional layers 
of complexity to the pricing and reimbursement 
process. Specifically, these reforms include 
changes to the basket of economies used for 
price comparisons. Most notably, the regulations 
expand the size of the basket and remove the 
U.S. and Switzerland. New comparator economies 
to be added are Australia, Belgium, Japan, the 
Netherlands, Norway, and Spain. Given the strict 
price controls in place in these new economies 
and the removal of the U.S. and Switzerland 
as comparator economies, these changes will 
substantially lower the overall price comparisons 
and thus the overall biopharmaceutical price level 
in Canada. The direct impact of the Canadian 
health system’s strong focus on cost control 
has historically been a time lag in new products 
joining the market and patient access.

A 2019 study by Innovative Medicines Canada and 
the Pharmaceutical Research and Manufacturers of 
America (carried out by Ernst & Young) found that 
of 243 innovative drugs (new active substances) 
launched globally between January 2011 and June 
2018, only 119 (49%) were launched in Canada. 
These findings are supported by additional studies. 
For example, a 2016 report conducted by IMS 
Health Canada, for Innovative Medicines Canada, 
shows how Canadian patients have access to 
fewer innovative treatments than in other OECD 
economies. The study finds that there are long 
lags between market authorization and inclusion 
for public reimbursement. On average for the 
period studied (2010-2014), it took 449 days 
from market authorization to reimbursement.

Looking at access across all Canadian provinces—
formulary and reimbursement decisions are taken 
provincially in Canada—the study finds that only 
37% of drugs were reimbursed and available 
to 80% or more of the population. There were 
particular gaps in availability for more advanced 
treatments including cancer medicines and 
biologic products. Only 59% of cancer medicines 
were available to 80% or more of the population. 
For new biologics, this ratio was even lower at 
23%. The changes introduced by the PMPRB’s 
package of regulatory reforms are very likely to 
exacerbate these gaps even further; as a result, 
Canadian patients will have to wait even longer 
to access new and innovative treatments. 

The Canadian government rightly recognized 
the strategic nature of the research-based 
biopharmaceutical industry and in July 2021 
launched a new Biomanufacturing and Life 
Sciences Strategy. Pillar 5 in this Strategy—
“Enabling Innovation by Ensuring World Class 
Regulation”—seeks to make Canada a more 
“attractive destination for leading life sciences 
firms to establish and grow.” But developing new 
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medicines is a long-term, high-risk, resource-
intensive process. The fixed costs in terms of 
laboratories, research facilities, and researchers 
are high. Compared to many other high-tech 
industries—for example, computer software—
developing the next ground-breaking treatment 
for cancer or Alzheimer’s disease requires 
more than just a laptop and a great idea. 

As medicines become more targeted and 
technically sophisticated, the cost of development 
rises dramatically. In 1979, the total cost of 
developing and approving a new drug stood at 
USD 138 million. Almost 25 years later, in 2003, this 
figure was estimated at USD 802 million. A 2012 
estimate puts the total cost of drug development at 
approximately USD 1.5 billion. And 2016 research 
from Tufts University suggests that it costs USD 
2.6 billion, on average, to develop a new drug. 

International experience and the basic 
economics of the biopharmaceutical industry 
show how critical IP rights are to incentivize 
and support this research and development 
of new medical technologies and products. In 
particular, patents and other forms of exclusivity 
for biopharmaceuticals, such as regulatory 
data protection (RDP) and special exclusivity 
incentives for the protection and production of 
orphan drugs, enable research-based companies 
to invest vast sums in R&D and the discovery of 
new drugs, products, and therapies. On average, 
only one to two of every 10,000 synthesized, 
examined, and screened compounds in basic 
research will successfully pass through all stages 
of R&D and go on to become a marketable drug.

IP rights provide a limited-term market exclusivity 
that gives firms sufficient time to recoup R&D 
investments made ahead of competition from 
additional market entrants who bore none of the 
costs of early-stage investment, research and 
development, and product commercialization. Many 
drugs and therapies may not have been discovered 

without the legal rights provided to innovators 
through IP laws. As the Index has detailed over 
the last ten editions, the biopharmaceutical IP 
environment in Canada could in many respects be 
strengthened and aligned with best practices in 
the U.S., the European Union, and leading Asian 
economies. Similarly, recognizing and rewarding 
innovation in the Canadian health system through 
adequate pricing and reimbursement policies 
for biopharmaceuticals would also improve the 
competitiveness of the Canadian environment and 
allow innovators—domestic and international—
to gain a fair reward for their innovation and 
creativity. At the time of research, the coming 
into force of the PMPRB’s new regulations had 
been postponed to January 1, 2022. The Index will 
continue to monitor these developments in 2022.

Copyrights, Related Rights, and Limitations

12. Expeditious injunctive-style relief and 
disabling of infringing content online: The 
Copyright Act does not include provisions for 
an injunctive-style relief mechanism, nor does it 
define an administrative or judicial route whereby 
rightsholders can petition a court of law or 
administrative body for injunctive relief akin to 
similar mechanisms in place in many economies 
in Europe and Southeast Asia. In January 2018, 
a group of rightsholders requested that the 
Canadian Radio-Television and Communications 
Commission (CRTC) establish such a regime 
for disabling infringing content online. The 
CRTC subsequently held a public consultation 
on the matter ending in May 2018, but no 
further action was taken on the proposal. 

In November 2019, a court ordered a group 
of ISPs to disable access to websites hosting 
alleged infringing content. The case, Bell Media 
Inc. v. GoldTV.Biz, shows both the limitations and 
potential for this route of copyright enforcement 
in Canada. On the one hand, the granting of a 
permanent injunction shows that the possibility 



uschamber.com/ipindex   |   127

does exist under existing statute in Canada for 
rightsholders to access this type of relief. On 
the other hand, the injunction was only granted 
following initial complaints that went unheeded 
when preliminary injunctions were asked for and 
granted in the summer of 2019. The case was 
appealed in 2020 and a final verdict was issued 
in May 2021 with the Federal Court of Appeal 
upholding the granted injunction. This ruling is 
of real significance to Canadian rightsholders as 
not only did the court clearly affirm the right to 
injunctive relief and the disabling of access to 
infringing content online under existing Canadian 
statute, but it also affirmed, both in principle and in 
the specific circumstances of this case, that where 
there is clear prima facia evidence of infringement 
taking place, injunctive relief did not interfere 
with the principles of net neutrality or freedom of 
expression. Interestingly, both the Court of Appeal 
and lower court judgment recognized the possibility 
and need for amendments to the order regarding 
relevant domain names and website addresses 
as the infringing parties seek to circumvent it. In 
response to such activity, many economies around 
the world are introducing so-called “dynamic” 
injunctions. Such an injunction addresses the issue 
of mirror sites and disables infringing content 
that re-enters the public domain by simply being 
moved to a different access point online. These 
types of dynamic injunction orders are becoming 
more commonplace, with similar mechanisms 
available in, for example, the Netherlands, 
Greece, Singapore, India, the UK, and Russia. 
As a result of this Court of Appeal judgment, the 
score on this indicator has increased by 0.25. 

14. Scope of limitations and exceptions to 
copyrights and related rights: As has been noted 
repeatedly in the Index, the 2012 amendments to 
the Copyright Act considerably broadened Canada’s 
framework for exceptions to copyright, including 
the expansion of education and personal-use 
exceptions. Canadian Supreme Court decisions 
of the same year also widened the scope of the 

judicial interpretation of existing exceptions, to the 
extent that continued compatibility with the Berne 
three-step test was highly questionable. In 2017 a 
statutory review of the Copyright Act was initiated 
by the Canadian Parliament, and in 2019 two 
different committee reports were issued: one by the 
Standing Committee on Canadian Heritage (May 
2019) and the other by the Standing Committee on 
Industry, Science, and Technology (July 2019). The 
reports differed sharply in their recommendations 
on the issue of educational exceptions. The 
Standing Committee on Canadian Heritage in 
its list of recommendations to the Canadian 
government called for amending the Copyright Act 
to “clarify that fair dealing [exceptions] should not 
apply to educational institutions when the work 
is commercially available.” The committee also 
recommended that the government “promote a 
return to licensing through collective societies.” 
In contrast, the Standing Committee on Industry, 
Science, and Technology’s list of recommendations 
did not ask for any substantive changes or 
legislative amendments. Instead, the committee 
simply recommended that the government 
“consider establishing facilitation between the 
educational sector and the copyright collectives to 
build consensus towards the future of educational 
fair dealing in Canada.” It also recommended 
that the committee should itself “resume its 
review of the implementation of educational fair 
dealing in the Canadian educational sector within 
three years, based on new and authoritative 
information as well as new legal developments.”

In April 2020, the Federal Court of Appeal released 
its judgment in the long-running case York 
University v. The Canadian Copyright Licensing 
Agency (“Access Copyright”). Running on for 
nearly ten years, the dispute centers on both 
the meaning of fair dealing within the context 
of educational institutions use of copyrighted 
content and the extent to which York University was 
bound by Access Copyright’s licensing terms (as a 
collective body representing many rightsholders) 
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and established royalty tariffs. A 2017 lower court 
decision had found that, first, York University’s 
existing fair dealing guidelines and policy did not 
pass existing tests of fairness as defined and 
applied by the Canadian Supreme Court and, 
second, that the university was also bound to pay 
Access Copyright relevant licensing tariffs for the 
use of their work as defined and approved by the 
Canadian Copyright Board. In a departure from 
this decision, the Federal Court of Appeal held 
that York University was not bound by the existing 
tariff structure. Access Copyright’s claims were 
dismissed with the court arguing that “tariffs do not 
bind non-licensees.” On the other hand, the court 
did concur with the lower court’s finding that York 
University’s copyright guidelines did “not ensure 
that copying which comes within their terms is fair 
dealing.” In October 2020, the Supreme Court of 
Canada granted leave for an appeal to proceed.

The appeal was heard in May 2021, with a final 
judgment rendered at the end of July 2021. 
Unfortunately, the Supreme Court’s ruling leaves 
Canadian rightsholders with more questions than 
answers. Like the Court of Appeal ruling, the 
Supreme Court found that York University was not 
bound by Access Copyright’s tariff structure as 
it was not a licensee. As such, any legal action to 
be taken should be centered on an infringement 
action. However, given that Access Copyright is 
a collective society with a non-exclusive license 
from its members, under Canadian law it does 
not have standing to sue for potential copyright 
infringement. Instead, any legal action needs 
to be taken by Access Copyright’s members 
individually as individual rightsholders, which, 
practically speaking, means that after a decade in 
court, rightsholders are essentially back at square 
one and have to restart the litigation process. 

On the issue of fair dealing, both the lower courts’ 
verdicts recognized that copyright had been 
infringed by York University and that the existing 
guidelines did not meet the relevant standards of 

“fair dealing,” and both courts refused to recognize 
York University’s copyright guidelines as fair. While 
the Supreme Court also refused to formally grant 
a declaration that York University’s guidelines 
were fair, unlike the lower courts it did so on the 
basis that there “was no live dispute between the 
parties” and not on an assessment of the guidelines 
themselves. Instead, muddying the waters even 
further, the court stated that there were “some 
significant jurisprudential problems” with the lower 
courts’ interpretation and pronouncements on the 
issue of fair dealing. In the Supreme Court’s view, 
the lower courts had misunderstood the meaning 
of fair dealing by focusing solely on the perspective 
of York University as an institution and not the 
actual end-user of the copyrighted materials, that 
is, the student population. By doing so, they had 
overlooked how the Supreme Court and Canadian 
jurisprudence on copyright was—both in the 
court’s own view and in the words of academic 
scholarship cited in the ruling—moving “away 
from an earlier, author-centric view which focused 
on the exclusive right of authors and copyright 
owners to control how their works were used in the 
marketplace” and the court as an institution was 
“at the vanguard in interpreting copyright law as a 
balance between copyright rights and user rights.” 

In conclusion, the Supreme court stated that any 
analysis of a university’s fair dealing practices 
should focus on “whether those practices actualize 
the students’ right to receive course material for 
educational purposes in a fair manner, consistent 
with the underlying balance between users’ rights 
and creators’ rights in the Act.” Yet it is unclear what 
this actually means outside the theoretical confines 
of a courtroom and in the real world of business 
and everyday commercial interactions. What is a 
“student’s right” and “fair manner” in this context? 
Is it the “right” to largely free course materials? 
Instead of providing clarity and practical application 
of what fair dealing means within the context of 
education, the court simply punted on the issue, 
stating that “since we are not deciding the merits 
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of the fair dealing appeal brought by York, there is 
no reason to answer the question in this case.”

Unfortunately, not only does the court’s ruling not 
alter the long-standing negative dynamics and 
long-term consequences of the 2012 Copyright 
Act amendments and Supreme Court decisions, 
but it also adds even more layers of uncertainty 
and legal complexity to an already convoluted 
and tangled area of Canadian copyright law. 

As the Index and others pointed out following 
Parliament’s amendments to the Copyright 
Act and Supreme Court decisions in 2012, at 
best the changes to Canada’s copyright regime 
would lead to a higher level of uncertainty for 
publishers and at worst a shrinking of their 
industry and business model. Today, it is clear that 
both have occurred: Industry figures from 2021 
suggest that the Canadian publishing industry 
has suffered greatly over the last decade, with 
estimated uncompensated copying outside of 
fair dealing amounting to over CAD 150 million. 
The net effect of the reforms and 2012 Supreme 
Court rulings has been a contraction in the 
publishing sector, with the Canadian publishing 
industry and individual rightsholders reporting 
substantially decreased publishing income. The 
bottom line is that after ten years of litigation 
and uncertainty, Canadian rightsholders have 
failed to achieve effective redress for the clear 
violation of their copyright, nor have they gained 
any further understanding of what does or does 
not constitute fair dealing within the context of 
education. That is a failure all around. The Index will 
continue to monitor these developments in 2022.
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