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Key Areas of Strength Key Areas of Weakness
 • Last few years have seen new copyright 

laws passed, strengthening rightsholders’ 
ability to request the disabling of 
access to infringing material online

 • The Patent Office, ROSPATENT, has 
in place numerous PPHs and is a 
full participant in the GPPH

 • Full participant in international IP treaties

 • Continued weakening of the life sciences 
environment through new administrative 
barriers for patentability and term restoration

 • Use and threat of compulsory licenses and 
the overriding of IP rights as public health 
policy: compulsory license issued in 2020 
and new 2021 amendments to Civil Code 
Part IV broaden existing basis for action

 • Administrative and regulatory barriers in 
place for licensing activities—including 
direct government intervention

 • Increasingly punitive localization requirements 
targeting ICT and the biopharmaceutical sector

 • Data localization requirements for technology 
companies have been in place for a long time 
and have intensified over the last few years

 • For biopharmaceuticals, industrial localization 
policies have fused together with IP 
policy and broader health policy on the 
pricing and procurement of medicines

http://www.uschamber.com/ipindex
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Indicator Score
Category 1: Patents, Related Rights and Limitations 5.00

1. Patent term of protection 1.00

2. Patentability requirements 0.25

3. Patentability of computer-implemented 
inventions (CIIs) 0.25

4. Plant variety protection, term of protection 1.00

5. Pharmaceutical-related patent enforcement and 
resolution mechanism 0.00

6. Legislative criteria and use of compulsory 
licensing of patented products and technologies 0.00

7. Patent term restoration for pharmaceutical products 1.00

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

9. Patent opposition 0.50

Category 2: Copyrights, Related Rights,  
and Limitations 2.74

10. Copyright (and related rights) term of protection 0.74

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 0.75

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

14. Scope of limitations and exceptions to copyrights 
and related rights 0.00

15. Technological protection measures (TPM) and 
digital rights management (DRM) legislation 0.25

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

0.00

Category 3: Trademarks, Related Rights,  
and Limitations 1.50

17. Trademarks term of protection (renewal periods) 1.00

18. Protection of well-known marks 0.25

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

0.25

20. Availability of frameworks that promote action 
against online sale of counterfeit goods 0.00

Category 4: Design Rights, Related Rights,  
and Limitations 1.50

21. Industrial design term of protection 1.00

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 1.10

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.60

Indicator Score
Category 6: Commercialization of IP Assets and 
Market Access 1.92

26. Barriers to market access 0.00

27. Barriers to technology transfer 0.50

28. Registration and disclosure requirements of 
licensing deals 0.50

29. Direct government intervention in setting 
licensing terms 0.00

30. IP as an economic asset 0.25

31. Tax incenstives for the creation of IP assets 0.67

Category 7: Enforcement 2.81

32. Physical counterfeiting rates 0.40

33. Software piracy rates 0.38

34. Civil and precedural remedies 0.50

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

0.25

36. Criminal standards including minimum 
imprisonment and minimum fines 0.25

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 1.75

39. Coordination of IP rights enforcement 0.25

40. Consultation with stakeholders during IP policy 
formation 0.50

41. Educational campaigns and awareness raising 0.25

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.25

43. IP-intensive industries, national economic impact 
analysis 0.50

Category 9: Membership and Ratification of 
International Treaties 5.00

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 0.00

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

0.00

Total Score:  
23.32
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Spotlight on the National IP Environment

Past Editions versus Current Scores

Russia’s overall score has increased from 
46.58% (23.29 out of 50) in the ninth edition to 
46.64% (23.32 out of 50) in the tenth edition. 
This reflects a score increase on indicator 32.

Patents, Related Rights, and 
Limitations; Commercialization of 
IP Assets and Market Access

2. Patentability requirements: The last few 
years have seen several negative developments 
with respect to the patentability of high-tech 
inventions in Russia. New amendments to relevant 
sections of the Civil Code Part IV and the practice 
notes of the Russian Patent Office, ROSPATENT, 
were issued in 2018 (Order 527). As noted in the 
Index at the time, these amendments inserted 
new claim restrictions on second use patent 
claims for medicines and effectively reduced 
the number of eligible applications and scope of 
available patent protection. Further restrictions 
on incremental innovation have been introduced 
in 2021 through both negative precedential 
decisions and new additional amendments 
to relevant patent rules and regulations. 

In June 2021, the Ministry of Economic 
Development (the parent agency for ROSPATENT) 
amended Order 316, 2016, which outlines the 
formal registration process for industrial property 
applications, including for patents. Article 77—
which outlines inventions that are not to be 
considered in compliance with the inventive 
step requirement of Russian patent law—now 
includes potential restrictions on incremental 
biopharmaceutical innovation, including changes 
to form and application of a known substance. This 
is a curious change, as incremental innovation is 
an essential part of the biopharmaceutical R&D 
process. Follow-on medications and incrementally 

improved or altered therapies frequently reduce 
side effects, improve upon existing delivery 
systems or the administration of a medicine, 
increase effectiveness, and reduce dosages 
required. Without incremental innovation—and 
the IP incentives that drive investment and 
resources into developing them—the world would 
not have access to the latest generations of 
some of the most used medicines and medical 
devices. This includes insulin, beta-blockers, ACE 
inhibitors, contraceptives, insulin pumps, statins, 
zoledronic acid, and countless other commonly 
used biopharmaceutical products and devices. 

The development of HIV/AIDS treatment is a 
concrete example of how incremental improvements 
to existing technologies over time amount to what 
in effect becomes a radical innovation whereby 
the latest technology is barely recognizable 
compared to its first-generation predecessor. The 
first generation of HIV/AIDS antiretrovirals had 
both serious side effects and were combination 
therapies requiring the consumption of large 
volumes of medication several times per day. 
Side effects included explosive diarrhea, severe 
nausea, the loss of sense of taste, skin problems, 
and painful nerve injury. The development of the 
second-generation of drugs, centering on the 
concept of highly active antiretroviral therapy, 
saw improved treatment options and reduced 
side effects. Still, treatment centered around 
the administration and consumption of several 
medicines per day. It is only in recent years that 
new therapies have been introduced based on 
incremental innovations that allow for combination 
pills. Instead of an array of pills taken every 
few hours, these products require only that the 
patient take a single pill once daily. This new ease 
of medication has led to increased adherence 
which has, in turn, increased efficacy significantly 
with little to no significant change in lifestyle. 
This allows patients to live socio-economically 
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productive lives with what had been a debilitating 
and often fatal disease. In the long term, this has 
also caused a significant decrease in costs for 
treating side effects, thus reducing the cost burden 
on a given health system. Given the many benefits 
of incremental innovation, it is critical that this 
type of innovation is eligible for patent protection 
both in Russia and elsewhere. The Index will 
continue to monitor these developments in 2022.

5. Pharmaceutical-related patent enforcement 
and resolution mechanism: Biopharmaceutical 
rightsholders have long faced the challenge of 
protecting their granted periods of exclusivity 
and enforcing their patent rights against the 
premature early market entry of follow-on products 
in Russia. Preliminary injunctions in cases of patent 
infringement are difficult to obtain and historically 
there has not been any type of administrative 
“linkage mechanism” in place whereby a drug 
regulatory authority conditions the approval of 
a follow-on biopharmaceutical product on there 
being no relevant period of market exclusivity in 
place for the underlying reference product. As 
noted in previous editions of the Index, in 2019 
the Ministry of Health published draft legislative 
proposals for changes to Law No. 61-3 On the 
Circulation of Medicines. The proposed changes 
included the introduction of a new administrative 
mechanism linking the approval of a follow-on 
medicine with the expiration of the exclusivity of 
a reference product. Specifically, the draft law 
included a requirement that a follow-on applicant 
submit written documentation stating that the 
prospective registration did not violate any 
existing IP exclusivity. ROSPATENT was also to 
house a register of the current exclusivity status 
of registered products. In 2021 an outline of 
what this register was to look like was published 
by the Ministry of Economic Development and 
ROSPATENT announced that it had developed 
a pilot program whereby rightsholders could 
on a test basis register their existing rights. 
Although a positive development, at the time of 

research there was still no primary or secondary 
legislation outlining what the pre-marketing 
patent enforcement mechanism would look like. 

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 biopharmaceutical exclusivity (usually but not 
always through patent protection) and stimulating 
early market entry of follow-on 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 generic manufacturers, as no potentially 
infringing product is ever launched or approved 
for market. Indeed, linkage also provides both 
innovators and generic companies 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 IP protection in promoting innovation, and 
the role of generic entry in providing patients 
access to lower cost biopharmaceuticals. 
Given the broader deterioration in Russia’s 
biopharmaceutical IP environment—as detailed 
below and in previous editions of the Index—the 
introduction of 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 Russia 
and result in a score increase on this indicator. 



uschamber.com/ipindex   |   317

6. Legislative criteria and use of compulsory 
licensing of patented products and technologies; 
26. Barriers to market access: As has been detailed 
in the Index, Russian industrial and economic policy 
over the last decade has increasingly been driven 
by an effort to localize industrial production and 
R&D. Key policy initiatives include the Strategy for 
Innovative Development of the Russian Federation 
2020 (2020 Strategy), the State Coordination 
Program for the Development of Biotechnology 
(BIO 2020), the Strategy of Development of the 
Pharmaceutical and Medical Industries (Pharma 
2020), the New Digital Society Strategy 2017–30, 
and the National Economic Security Strategy, 2017. 
A major part of these efforts has been localization 
and import substitution policies that actively 
discriminate against foreign entities and favor 
domestic Russian companies. While covering most 
parts of the economy, high-tech sectors such as 
aerospace and nuclear energy, nanotechnology, 
medical technologies, ICT, and alternative fuels 
have been targeted. The requirements and intensity 
of these policies have varied from sector to sector. 
But both the ICT and biopharmaceutical sectors 
have been especially targeted. Data localization 
requirements for technology companies have 
been in place for a long time and have intensified 
over the last few years. For biopharmaceuticals, 
industrial localization policies have fused together 
with IP policy and broader health policy on the 
pricing and procurement of medicines. The result 
is a highly challenging environment that targets 
high-tech, innovation-based industries with a mix of 
requirements for local manufacturing; procurement 
preferences for locally produced products; local 
clinical trials and R&D requirements; and the 
use and threat of compulsory licenses and the 
overriding of IP rights as public policy. Russian 
authorities have come to view compulsory licensing 
for biopharmaceuticals as a legitimate policy tool 
for achieving industrial and public finance goals.

In 2016 the Russian Federal Antimonopoly Service 
proposed a compulsory license scheme as a 

method of reducing prices of certain high-cost 
specialty medicines. In 2018 the first court-ordered 
biopharmaceutical compulsory license was issued. 
In July of that year, the Moscow Arbitration Court 
granted a compulsory license to local manufacturer 
Nativa for Celgene’s Revlimid. The compulsory 
license was for Celgene to license one of its 
granted patents for the production of a product 
in which a dependent patent was to be used by 
Nativa. Without a license, the use of this patent 
would constitute infringement of Celgene’s patent. 
Critically, the lower cost of the product by Nativa 
was considered by the court to be economically 
advantageous and a deciding factor in granting 
the license. In 2019 another compulsory license 
was issued to Nativa on largely similar grounds.

In a separate development, on December 31, 2020, 
the Russian government issued a compulsory 
license under Order 3718. The order authorized a 
local manufacturer to produce a generic version of 
remdesivir, an antiviral drug used in the treatment 
of COVID-19, and the overriding of existing Eurasian 
patents for the drug. The order was based on Article 
1360 of the Civil Code Part IV, which grants the 
government broad powers to act “in the interest 
of national security” and override any existing 
granted rights relating to patents, utility models, 
and industrial designs. News reports suggest that 
the order followed a request made by the local 
manufacturer to the government in November 
2020, which was most recently extended by one 
more year. In 2021 the Russian Duma passed, and 
President Putin signed into law fresh amendments 
to the Civil Code Part IV. These changes amended 
Article 1360, inserting a further justification for 
the overriding of any granted rights relating to 
patents, utility models, and industrial designs. 

In addition to the broad national security powers 
described above, the Russian government can 
now justify the use of any invention on the basis 
of protecting “the life and health of citizens.” 
This is another in a long succession of negative 

http://www.uschamber.com/ipindex


318   |   2022 International IP Index

developments in Russia for biopharmaceutical 
innovators and fundamentally undermines the 
national IP environment. Compulsory licensing 
as an actively used tool in Russian industrial and 
health policy is not only outside international norms 
but is self-defeating: over time, it will hollow out 
Russia’s national IP environment and incentives 
for future innovation, biopharmaceutical and 
otherwise. Critically, the negative effect will be 
the same on Russian as on foreign innovators.

Copyrights, Related Rights, and Limitations 

11. Legal measures which provide necessary 
exclusive rights that prevent infringement of 
copyrights and related rights (including Web 
hosting, streaming, and linking); 12. Expeditious 
injuctive-style relief and disabling of infringing 
content online; and 13. Availability of frameworks 
that promote cooperative action against online 
piracy: As noted in previous editions of the IP 
Index, over the last decade Russia has introduced 
and implemented a range of new laws and 
regulations to help combat the country’s high level 
of online infringement. Over the past ten editions 
as a percentage of the available score, Russia’s 
score on this category has almost doubled, rising 
from 20.67% on the first edition of the Index to 
39.14% in this year’s edition. This positive trend 
began in 2013, which saw the passing of several 
amendments to the Civil Code Part IV, including 
a notice-and-takedown provision regarding the 
responsibilities of “information intermediaries” with 
an obligation to act upon a notice of infringement 
from a rightsholder. These amendments also 
included the introduction of interim judicial 
measures designating the Moscow City Court 
as the first instance of such application and 
with the power to issue temporary injunctions. 
Furthermore, a rightsholder could also apply to 
the Federal Service for Supervision in the Sphere 
of Telecom, Information Technologies, and Mass 
Communication (the ROSKOMNADZOR) for the 
enforcement of these provisions. Specifically, 

ROSKOMNADZOR was given the power to 
issue notices to the hosting service provider 
requiring (1) notification to the alleged infringer 
and (2) if no action was taken, the restriction 
of access to the alleged infringing material.

In 2017 further legislative changes were introduced 
to strengthen rightsholders’ ability to request the 
disabling of access to infringing material online. 
Specifically, several important amendments were 
added to the “Law on Information, Information 
Technologies and Information Protection.” These 
amendments included a ban on so-called mirror 
sites that infringe copyrighted content. These 
mirror websites are essentially replicas of sites 
that have been taken down or to which access 
has been disabled. Rightsholders now have the 
option of notifying the Ministry of Communications, 
which has two days to order the hosting provider 
to disable access to the site. Internet mediators 
(including search engines) are obliged to remove 
links to sites that have been found to host illegal 
content. ROSKOMNADZOR actively monitors 
online infringement and has developed a database 
of infringing content. Furthermore, a “Counter-
Piracy Memorandum of Understanding” between 
creators and internet mediators was agreed on 
and signed in late 2018. This agreement—which 
was set to expire in early 2021—has now been 
extended, with ROSKOMNADZOR announcing 
that it had effectively mediated an extension 
of the agreement. It was also announced that 
this voluntary agreement could form the basis 
for new national legislation. At the time of 
research, no new law had been passed.

The aggregated result of these efforts has been 
positive with a decrease in online infringement. 
Nevertheless, in some areas piracy and 
infringement remain stubbornly high. For example, 
with respect to the infringement of video games 
and videogaming content, industry sources suggest 
that for almost a decade Russia has had the 
highest population-adjusted rates of infringement 
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through peer-to-peer (P2P) software. For 2020, 
IP addresses from Russia are reported to have 
accounted for over 30% of all global video game 
infringement on a P2P network. The video game 
industry is one of the fastest-growing areas of the 
creative sector and is responsible for a growing 
proportion of economic output. Commissioned 
by the Entertainment Software Association, the 
2020 study Video Games in the 21st Century: The 
2020 Economic Impact Report found that, as a 
whole, the industry contributed an estimated USD 
90 billion in total economic output supporting 
close to half a million jobs in the U.S. Given the 
growing importance of video game and computer 
game technology to young people all around 
the world, it is vital that this industry is better 
protected both in Russia and globally. The Index will 
continue to monitor these developments in 2022.
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