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Key Areas of Strength Key Areas of Weakness
 • Global leader on copyright 

enforcement in the online space

 • Established system of injunctive relief 
permitting the disabling of foreign-
hosted infringing websites

 • National Security Legislation Amendment 
(Espionage and Foreign Interference) 2018 
introduces stiff penalties for industrial 
espionage on behalf of a foreign state entity

 • No administrative or regulatory burdens 
in place hindering licensing activity

 • 2019/20 case law clarified grounds for 
patentability of biotechnology inventions

 • Pre-grant patent opposition system causes 
significant delays to patent grants

 • Not a contracting party to 
the Hague Agreement

http://www.uschamber.com/ipindex
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Indicator Score
Category 1: Patents, Related Rights and Limitations 7.50

1. Patent term of protection 1.00

2. Patentability requirements 1.00

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 0.50

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

7. Patent term restoration for pharmaceutical products 1.00

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

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights,  
and Limitations 5.88

10. Copyright (and related rights) term of protection 0.63

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

1.00

12. Expeditious injunctive-style relief and disabling of 
infringing content online 1.00

13. Availability of frameworks that promote 
cooperative action against online piracy 0.50

14. Scope of limitations and exceptions to copyrights 
and related rights 1.00

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

0.75

Category 3: Trademarks, Related Rights,  
and Limitations 3.25

17. Trademarks term of protection (renewal periods) 1.00

18. Protection of well-known marks 1.00

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 0.50

Category 4: Design Rights, Related Rights,  
and Limitations 0.90

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

0.50

Category 5: Trade Secrets and the Protection  
of Confidential Information 2.00

23. Protection of trade secrets (civil remedies) 0.75

24. Protection of trade secrets (criminal sanctions) 0.75

25. Regulatory data protection term 0.50

Indicator Score
Category 6: Commercialization of IP Assets and 
Market Access 5.75

26. Barriers to market access 1.00

27. Barriers to technology transfer 1.00

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 1.00

Category 7: Enforcement 5.07

32. Physical counterfeiting rates 0.75

33. Software piracy rates 0.82

34. Civil and precedural remedies 1.00

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

0.75

36. Criminal standards including minimum 
imprisonment and minimum fines 0.75

37. Effective border measures 0.50

38. Transparency and public reporting by customs 
authorities of trade-related IP infringement 0.50

Category 8: Systemic Efficiency 4.00

39. Coordination of IP rights enforcement 0.75

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 0.50

43. IP-intensive industries, national economic impact 
analysis 1.00

Category 9: Membership and Ratification of 
International Treaties 6.00

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 0.00

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

1.00

Total Score:  
40.35
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Spotlight on the National IP Environment

Past Editions versus Current Score

Australia’s overall score has increased from 
80.55% (40.27 out of 50) in the ninth edition to 
80.70% (40.35 out of 50) in the tenth edition. 
This reflects a score increase on indicator 32.  

Patents, Related Rights, and Limitations

5. Pharmaceutical-related patent enforcement 
and resolution mechanism: As noted in previous 
editions of the Index, Australia’s pharmaceutical 
linkage mechanism has several notable 
deficiencies. The system lacks an automatic stay 
(as provided by, for example, Hatch-Waxman 
in the U.S.) and instead gives patent holders 
interlocutory injunction relief through a court 
of competent jurisdiction. In an attempt to 
balance the interests of innovators and generic 
producers, the Australian system added both a 
certification from the generic producer (Section 
26B) of invalidity and/or non-infringement, and 
a certification from the patent holder (Section 
26C) that the infringement proceedings are in 
good faith, have reasonable prospects of success, 
and will be conducted without unreasonable 
delay. However, penalties for providing false or 
misleading information are disproportionately 
higher for a 26C Certificate (patent holder) 
than for a 26B Certificate (generic producer). 

Another problem area is that patent holders are 
not made aware consistently and on a timely 
basis of potentially infringing follow-on products 
in advance of their approval by Australian drug 
regulators in the Therapeutic Goods Administration 
(TGA). Rather than notifying patent holders, generic 
manufacturers summarily certify their belief 
that their products do not infringe enforceable 
patents. In turn, patent holders are informed only 
after the follow-on products have been approved. 
In addition, there are also strong commercial 
incentives for generic manufacturers to launch 

at risk due to the structure of the Australian 
health care system. Specifically, because 
Australia’s Pharmaceutical Benefit Scheme (PBS) 
imposes automatic and irreversible price cuts on 
medicines as soon as competing versions enter 
the market, there is a strong incentive for generic 
companies to launch at risk and then innovator 
companies must pursue preliminary injunctions 
in order to resolve patent disputes. Furthermore, 
since 2012 Australia’s Department of Health 
has pursued market-sized damages (on top of 
those sought by the generic company) aimed at 
compensating the PBS for any higher price paid 
for a patented medicine during the period of a 
provisional enforcement measure, but there is 
no corresponding mechanism to compensate 
innovators for the above-mentioned losses if an 
infringing product is launched prematurely.

In 2020, there was a potential precedent-setting 
decision in the long-running case Commonwealth 
of Australia v Sanofi (No. 5) (2020) FCA 543. The 
case revolves around the actual ability of the 
Australian government to claim damages and is the 
first time a court has made a judgment as opposed 
to the relevant parties reaching an agreement 
through a private settlement. In the April 2020 
verdict, the court ruled against the government, 
dismissing its claims for damages. Local legal 
analysis suggests that the judgment sets a high 
bar for future claims because, although the court 
recognized the legitimacy of the claim, a successful 
claim will have to prove a direct link between the 
granted preliminary injunction and listing on the 
PBS. In October 2020, the TGA concluded an 
18-month consultation on prescription medicines 
transparency measures. As a result of the 
consultation, the government announced its plan 
to introduce legislation to create an earlier patent 
notification framework. The legislation will require 
applicants for the first generic and biosimilar form 
of an originator product to notify the patent holder 
when their application is accepted for evaluation 

http://www.uschamber.com/ipindex
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by the TGA. The change was designed to create an 
opportunity for earlier negotiation and resolution 
of disputes on potential patent infringements 
before the follow-on product is listed in the PBS.

Additionally, the TGA announced it will publish 
a description of major innovative medicines 
applications that are under evaluation by the 
TGA. However, at the time of research, no new 
legislation had been proposed. The Therapeutic 
Goods Amendment (2020 Measures No. 2) Act 
2021—passed into law in early 2021—did not 
include any relevant references to a new patent 
notification framework, and no proposed legislation 
has been published by the TGA or presented to the 
Australian Parliament. The linking of the approval 
of follow-on biopharmaceutical products to the 
exclusivity status of a reference product is an 
effective way of achieving a balance between the 
protection of pharmaceutical exclusivity (usually 
but not always through patent protection) and 
stimulating early market entry of follow-on generic 
and biosimilar products. Linkage ensures that any 
disputes are resolved prior to the marketing of a 
follow-on product. This grants innovators a fair 
opportunity to secure a return on their long-term, 
high-risk R&D investment by ensuring they can 
effectively use their legally granted exclusivity. 
It also limits potential damages for follow-on 
manufacturers, as no potentially infringing product 
is ever launched or approved for market. Indeed, 
linkage provides both innovators and follow-on 
generic and biosimilar manufacturers with an 
opportunity of lower-risk challenges of validity 
or non-infringement, by largely taking the issue 
of damages out of the equation. Patients also 
benefit from the increased certainty, as they 
avoid the risk of having to change treatments 
depending on the outcome of a patent lawsuit.

In sum, a well-balanced linkage system recognizes 
the crucial role of patent protection in promoting 
innovation, and the role of generic and biosimilar 
entry in providing patients access to lower cost 

biopharmaceuticals. A functioning linkage regime 
that provides rightsholders with a meaningful 
and real ability to stop follow-on products 
from being launched when a granted term of 
exclusivity is in place, would be a substantial 
improvement to the biopharmaceutical IP 
environment in Australia. The Index will continue 
to monitor these developments in 2022.

7. Patent term restoration for pharmaceutical 
products: A patent term restoration period of 
five years is allowed under the Australian Patent 
Act. There are currently no exemptions, waivers, 
or similar carve-outs on the full and effective 
use of the term of restoration offered. Australian 
policymakers have in the past considered the 
introduction of an export waiver of patent term 
exclusivity like that implemented in the EU in 
2019. Specifically, the Australian Productivity 
Commission—an independent advisory board 
to the Australian government on economic and 
social affairs—in 2016 urged the government 
to pursue “the steps needed to explicitly allow 
the manufacture for export of pharmaceuticals 
in their patent extension period,” echoing the 
recommendation made by the Pharmaceutical 
Patents Review Panel (commissioned by the 
Australian government) in 2013. The idea was 
never pursued by the government, and Australia 
has received a full score of 1 on this indicator since 
the first edition of the Index. Still, rightsholders in 
Australia have historically faced some practical 
challenges to receiving the full maximum term of 
statutory restoration available. Under the Patent 
Act, an applicant who is within six months of the 
approval and listing of the relevant product—and 
corresponding patent claims—on the Australian 
Register of Therapeutic Goods is obliged to apply 
for term restoration to the granting authority (the 
Commissioner of Patents). Unlike other major 
jurisdictions, the Australian authorities have 
interpreted this six-month period as beginning not 
from when the applicant’s relevant product was 
licensed and duly listed by the drug registration 
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authorities, but instead from the time in which 
any product, regardless of it belonging to a 
third party, containing the substance falling 
under the relevant patent claim was registered. 
In effect, this has precluded rightsholders 
from accessing their full term of restoration.

In 2021, this long-standing practice was 
successfully challenged by Ono Pharmaceutical 
and E. R. Squibb & Sons, which brought suit against 
the commissioner for rejecting their application 
for term restoration relating to the oncology drug 
Opdivo. In his ruling, Justice Beach of the Federal 
Court stated that the commissioner’s interpretation 
of the relevant statute was “absurd” and “manifestly 
unreasonable.” This ruling addresses a long-
standing area of concern for rightsholders and 
now better aligns Australian practices with those in 
other leading markets, including the U.S. At the time 
of research, the commissioner had announced that 
they would be appealing the ruling. The Index will 
continue to monitor these developments in 2022.
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