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2021 OVERALL SCORES
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1 FOREWORD 

Every day, innovators and creators wake up ready to de-
liver the next big thing; They go to bed thinking about 
what challenge they’re going to tackle next. They chan-
nel their passion and their talent in a million different 
ways – all so we can live healthier, more productive, 
PRUH�IXOƓOOLQJ�OLYHV�

Last year, COVID-19 effectively condensed every avenue 
for innovation into one: Defeat the COVID-19 pandemic. 
Innovators didn’t panic, they pivoted, and poured every 
resource into our global emergency response.

7KH�LQQRYDWLYH�VFLHQWLƓF�FRPPXQLWLHV�GHYHORSHG�HIIHF-
tive diagnostic tests, therapeutics, and vaccines: all the 
tools our doctors and nurses need to serve patients and 
their families. The wireless technology community fast 
tracked implementation of 5G to keep us connected 
and protected as we learned to work and learn from 
home. The entertainment, publishing, and arts com-
munity produced new content to enrich our lives as we 
adjusted to our new normal. — DAVID HIRSCHMANN

None of it was easy – all of it was important. The human 
impact of intellectual property-intensive industries is 
truly immeasurable. That doesn’t mean it’s not tangible. 
Through our global intellectual property (IP) system we 
value innovators’ contributions to society and assure them 
that their investments are worthy of the risk required to 
make them.

The Index describes this function of the global IP system 
DQG�LGHQWLƓHV�RSSRUWXQLWLHV�WR�VWUHQJWKHQ�WKH�LQQRYD-
tion ecosystem even further. The Index recognizes that 
with a robust global IP system in place, we can harness 
innovation for good to control COVID-19 and restore 
our world to health.

Recovery through ingenuity is within 
our grasp if we just enable innova-
tors and creators to keep reaching.
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2 EXECUTIVE SUMMARY 
 

The COVID-19 pandemic upended life as we knew it. 
As global citizens adjusted to living through a global 
pandemic, intellectual property played an essential—if 
oftentimes underappreciated—role in the creation and 
development of technological and creative solutions. 

Treatments and vaccines for coronavirus were devel-
RSHG�LQ�UHFRUG�WLPH�DV�D�UHVXOW�RI�WKH�VFLHQWLƓF�FRPPX-
nity’s ability to make high-risk, high-capital investments 
in R&D. As we adjusted to the way we work, teach, and 
connect with others, IP-enabled digital technologies 
allowed us to remain connected to one another, even 
if in isolation. And while many of us spent much of the 
year in quarantine, the development of new stream-
ing services and creative content provided both a wel-
come escape and brought us together. Throughout 

GEOGRAPHIC COVERAGE 
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the pandemic, transparent and predictable IP rights 
have also provided the legal and economic basis for 
an unprecedented level of highly successful collabo-
rations between government, industry, academia, and 
non-governmental organizations. 

In this context, being able to measure how equipped 
economies are to generate and safeguard innovation 
and creativity is more important than ever before. Now 
in its ninth edition, the International IP Index bench-
marks the IP framework in 53 global economies across 
50 unique indicators. An effective IP system, as outlined 
by the criteria evaluated in the Index, will be critical to 
rebuilding healthy communities, getting citizens back 
to work, and reinvigorating the global economy.
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IP enabled the development of a pipeline of thera-
peutics solutions to combat COVID-19. 

• While the vaccines currently authorized for use 
against COVID-19 use novel technologies, they 
DUH�WKH�UHVXOW�RI�GHFDGHV�RI�VFLHQWLƓF�UHVHDUFK�Ŋ�
made possible by effective IP – that has now been 
successfully applied during the pandemic.

• Of the over 1,600 active COVID-19 clinical trials, 
almost two-thirds tested existing medicines regis-
tered for a different indication, illustrating the ways 
IP enables follow-on innovation. 

• Vaccines and therapeutics were developed at un-
precedented speed because of the unprecedented 
scale of public-private partnership. As governments 
pivot their focus to the distribution of the vaccine, IP 
will be critical to facilitating licensing and technolo-
gy transfer while also expediting the manufacturing 
and delivery of vaccines and therapeutics.

While IP was critical to the global response to 
COVID-19, economies took steps to undermine the 
framework that successfully enabled coronavirus-re-
lated innovation.  

• In Israel, Hungary, and Russia, governments issued 
compulsory licenses for COVID-19 therapeutics. 

• Other economies, including Chile, Colombia, and 
Indonesia called for or enacted new laws that ex-
pand the criteria for compulsory licensing. 

• At the World Trade Organization (WTO), India and 
South Africa issued a proposal to waive IP rights 
on all COVID-19 related medicines, devices, and 
technologies through the TRIPS Council waiver 

KEY FINDINGS
Over recent years, the international IP environment 
has continued to strengthen, despite some negative 
developments resulting from certain governments’ 
responses to COVID-19.

• In the 2021 report, 32 of the 53 economies bench-
marked had positive improvements in their scores.

• Since the second edition of the Index in 2014, the 
aggregated score of the economies benchmarked 
has improved 6.24%. 

• Of the BRICS economies included since the in-
augural edition of the Index in 2012, China and 
India have improved the framework for IP-driv-
en innovation and creativity. In that time, China’s 
score has increased 18.34% while India’s improved 
13.44%. However, despite this positive progress, 
VLJQLƓFDQW�FKDOOHQJHV�UHPDLQ�IRU�,3�ULJKWVKROGHUV�
in both markets.  

Trade agreements continue to substantively improve 
national IP frameworks.

• These changes, if implemented effectively, should 
improve China’s domestic IP framework. Howev-
er, ongoing market access barriers, uneven en-
forcement, measures requiring forced technology 
WUDQVIHU��DQG�VHULRXV�GHƓFLHQFLHV�LQ�WKH�UXOH�RI�ODZ�
continue to make the business environment in Chi-
na highly challenging for rightsholders.

• As a result of the implementation of some com-
mitments in the U.S.-Mexico-Canada Agreement 
(USMCA), Mexico had the second largest overall 
increase in score – at 3.87% – due to legislative 
changes to improve copyright and trademark 
protection and the commercialization of IP assets.  
However, Mexico forfeited more substantive gains 
for life sciences IP protection when critical protec-
WLRQV�ZHUH�UHPRYHG�IURP�WKH�ƓQDO�DJUHHPHQW�
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CATEGORY-BY-CATEGORY RESULTS 
Patents, Related Rights, and Limitations

Twenty-one economies achieve a score of 70% or more of the available score and 31 economies in total achieve 
a score of over 50%.

• ,Q�WKH�8QLWHG�6WDWHV��WKH�8�6��3DWHQW�DQG�7UDGHPDUN�2IƓFH��86732��JXLGDQFH�RQ�SDWHQW�HOLJLEOH�VXEMHFW�PDWWHU�
OHG�WR�D�VWDWLVWLFDOO\�VLJQLƓFDQW�GHFUHDVH�LQ�WKH�ƓUVW�RIƓFH�UHMHFWLRQV�IRU�Alice-related technologies. Additionally, 
USPTO proposed changes to the inter partes review process on patent validity challenges. 

• In China, the government passed amendments to the Patent Law which outline China’s new patent linkage 
regime and introduce patent term restoration for biopharmaceuticals.

• ,Q�$XVWUDOLD��WKH�JRYHUQPHQW�DQQRXQFHG�WKHLU�LQWHQWLRQ�WR�FUHDWH�DQ�HDUO\�SDWHQW�QRWLƓFDWLRQ�IUDPHZRUN�WR�FUHDWH�
DQ�RSSRUWXQLW\�IRU�UHVROXWLRQ�RI�SDWHQW�GLVSXWHV�EHIRUH�D�JHQHULF�LV�OLVWHG�RQ�WKH�3KDUPDFHXWLFDO�%HQHƓWV�6FKHPH��

•  In India, the government streamlined reporting requirements for patent holders under the Form 27 scheme. 
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Copyrights, Related Rights, and Limitations

The global environment for creators and copyright holders continues to be challenging, with 32 of the 53 econo-
mies failing to reach 50% of the total available score. However, there were a number of positive copyright reforms 
in Index economies over the last year. 

• As a result of the USMCA, both Mexico and Canada introduced copyright reforms. While the Canadian gov-
ernment extended the term of protection for some copyrighted works, the Mexican government introduced 
more substantive reforms to the Federal Law on Copyright. 

• New amendments to the Chinese Copyright Law strengthened the legal framework for sound and broad-
casting, improved provisions on technological protection measures (TPMs) and digital rights management 
(DRM) and increased statutory damages for copyright infringement.  

• In Costa Rica, the government developed a new software asset management platform to ensure that all 
central government ministries use fully licensed software. 
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Trademarks, Related Rights, and Limitations

Online shopping increased dramatically during the COVID-19 pandemic, leading to a corresponding increase 
in the online sale of counterfeit goods. While many economies lack the appropriate resources to combat the 
increase sale of counterfeit goods online, there were a series of positive developments in 2020.

• In Thailand, the government applied an injunctive-style relief mechanism to disable access to websites with 
trademark-infringing content. 

• In Mexico, the revised Industrial Property Law included a mechanism whereby injunctive-style relief can be 
REWDLQHG�GLUHFWO\�IURP�WKH�QDWLRQDO�,3�RIƓFH�IRU�RQOLQH�WUDGHPDUN�YLRODWLRQV��

•  In Malaysia, the Parliament passed the Trademarks Act which expands the type of marks that can be registered, 
improves enforcement provisions against trademark-infringing goods, and makes Malaysia a contracting 
party to the Madrid Protocol. 
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Design Rights, Related Rights, and Limitations 

Many of the Index economies have some form of design rights protection in place, with an average score of 
64.95% in this category. 

• In 2020, China, Japan and the Ukraine all increased the available term of protection for design rights.

• ,Q�WKH�(8��GHVLJQ�ULJKWV�KROGHUV�FDQ�ƓOH�D�UHTXHVW�IRU�FXVWRPV�DFWLRQ�LQ�LQGLYLGXDO�0HPEHU�6WDWHV�DV�ZHOO�DV�
all Member States specifying both registered and unregistered design rights be protected.
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Trade Secrets, Related Rights, and Limitations 

0DQ\�,QGH[�HFRQRPLHV�WR�GR�QRW�KDYH�VSHFLƓF�WUDGH�VHFUHWV�OHJLVODWLRQ�LQ�SODFH��ZLWK�DQ�DYHUDJH�VFRUH�RI��������
in this category. 

• In Canada, Parliament passed new criminal provisions, including a 14-year prison term, for the theft and 
misappropriation of trade secrets as part of its USMCA implementation. 

• In Taiwan, the Legislative Yuan passed a new trade secrets law that provides stronger safeguards for foreign 
ULJKWV�KROGHUV�DQG�EHWWHU�SURWHFWLRQ�IRU�FRQƓGHQWLDO�LQIRUPDWLRQ�GXULQJ�FULPLQDO�LQYHVWLJDWLRQV��

• While the UAE introduced an 8-year term of regulatory data protection (RDP) for pre-clinical and clinical 
data, new draft implementing regulations in Saudi Arabia will limited the availability of RDP in the market. 
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Commercialization of IP Assets

Many of the economies benchmarked in the Index have introduced policies that limit market access or commer-
cialization of IP assets, with an average score of 59.42% in this category.

• While Algeria has historically had a poor environment for commercialization, the 2020 Finance Law removed 
the 51-49% ownership requirement for non-strategic industries. 

• In Turkey, the Parliament passed amendments introducing new local data storage requirements for social 
media services. 

•  In Nigeria, the government introduced new guidelines and amendments that strengthen existing localization 
requirements for multinational software companies and the oil and gas industry. 
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Enforcement

Enforcement against IP theft continues to be a challenge for rights holders operating in global markets. Twen-
ty-one economies (39.62%) achieve a score of 50% or more on this category, and only 10 economies achieve a 
score of 75% or more.

• Only 16 of the 53 economies sampled in the Index regularly publish data on customs actions taken against 
suspected counterfeit goods. 

• However, in 2020, Algeria, Chile and South Korea issued new reports issued or transparency measures on 
counterfeit goods seizures. 

• As part of its implementation of the USMCA in 2020, Canada passed new provisions providing H[�RIƓFLR�
authority to detain all suspected counterfeit goods, including those in-transit. 
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6\VWHPLF�(IƓFLHQF\

0DQ\�,QGH[�HFRQRPLHV�VFRUH�ZHOO�LQ�WKH�6\VWHPLF�(IƓFLHQF\�LQGLFDWRUV��ZLWK�RQO\����HFRQRPLHV�IDLOLQJ�WR�DFKLHYH�
a score of 50% or above and an average category score of 63.11%.

• �,Q�&RVWD�5LFD�DQG�$UJHQWLQD��WKH�QDWLRQDO�,3�RIƓFHV�H[SDQGHG�H[LVWLQJ�SXEOLF�DZDUHQHVV�FDPSDLJQV�

•  In Saudi Arabia and Ecuador, the national IP authorities launched new initiatives to help SMEs register and 
commercialize their IP assets.

• �,Q�$XVWUDOLD��WKH�QDWLRQDO�,3�RIƓFHV�LVVXHG�D�UHSRUW�WKDW�PDSV�WKH�FRQWULEXWLRQV�RI�,3�LQWHQVLYH�LQGXVWULHV�WR�
the Australian economy.

• �%UD]LO�FRQFOXGHG�FRQVXOWDWLRQV�IRU�LWV�ƓUVW�HYHU�1DWLRQDO�,QWHOOHFWXDO�3URSHUW\�6WUDWHJ\ŋZKLFK�ZLOO�JXLGH�WKH�
country’s IP policy for the next 10 years—and kicked off a National Innovation Strategy. 
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0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�7UHDWLHV

While the numbers of treaties benchmarked in the Index has expanded over the nine editions of the report, 
many economies are not contracting parties to the majority of the treaties included. Twenty-one economies fail 
to achieve a score of 50% or more in this category.

• New trade agreements in China, Mexico, and Vietnam resulted in score increases for each of those three 
economies. 

• In Egypt, the government acceded to the International Convention for the Protection of New Varieties of 
Plants, act of 1991.

• ,Q�&RORPELD��WKH�JRYHUQPHQW�UDWLƓHG�WKH�&RQYHQWLRQ�RQ�&\EHUFULPH�LQ�0DUFK�������DQG�WKH�DJUHHPHQW�LV�
now in force. 
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ECONOMIES WITH

EFFECTIVE IP SYSTEMS
ECONOMIES WITH 
EFFECTIVE IP SYSTEMS:

Have 2X MORE innovation output

Have OVER 550 MORE high-value 
inventions patented per million population

Almost 5X MORE knowledge output in 
VFLHQWLƓF�DQG�WHFKQLFDO�MRXUQDOV

Host over 10X MORE clinical trials

2X THE ACCESS to new music through 
legitimate and secure platforms

Are 38% MORE LIKELY to attract 
venture capital and private equity
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petitors to improve their own performance and better 
compete at the highest levels for global investment, 
talent, and growth.

ECONOMIES INCLUDED
The Index today covers 53 economies that together 
represent both a geographical cross-section of the 
world and most of global economic output, together 
contributing over 90% of global GDP.

As Table 1 shows, the Index includes economies from all 
major regions of the world and is truly a global measure.1 

3OVERVIEW OF THE 
NINTH EDITION

Now in its ninth edition, the U.S. Chamber of Com-
merce’s International IP Index continues to provide 
an important industry perspective on the IP standards 
WKDW�LQŴXHQFH�ERWK�ORQJ��DQG�VKRUW�WHUP�EXVLQHVV�DQG�
investment decisions. The Index is a unique and con-
tinuously evolving instrument. Not only does it assess 
the state of the international IP environment, it also 
provides a clear roadmap for any economy that wishes 
to be competitive in the 21st century knowledge-based 
global economy. Large or small, developing or devel-
oped, economies from around the world can utilize the 
insights about their own national IP environments as 
well as that of their neighbors and international com-

ASIA LATIN AMERICA & 
THE CARIBBEAN

AFRICA &  
MIDDLE EAST

EUROPE &  
CENTRAL ASIA NORTH AMERICA

Australia Argentina Algeria France Canada

Brunei Brazil Egypt Germany United States

China Chile Israel Greece  

India Colombia Jordan Hungary  

Indonesia Costa Rica Kenya Ireland  

Japan Dominican Republic Kuwait Italy  

Malaysia Ecuador Morocco Netherlands  

New Zealand Mexico Nigeria Poland  

Pakistan Peru Saudi Arabia Russia  

Philippines Venezuela South Africa Spain  

Singapore  UAE Sweden  

South Korea   Switzerland  

Taiwan   Turkey  

Thailand United Kingdom

Vietnam   Ukraine  

Table 1: Ninth edition Index economies by World Bank region

Source: World Bank (2020)
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In addition to geographic diversity, the Index also includes economies from a broad spectrum of income groups 
DV�GHƓQHG�E\�WKH�:RUOG�%DQN��%HORZ��7DEOH���SURYLGHV�DQ�RYHUYLHZ�RI�DOO����HFRQRPLHV�VDPSOHG�DFFRUGLQJ�WR�
LQFRPH�JURXS�DV�GHƓQHG�E\�WKH�:RUOG�%DQN�

Table 2: Ninth edition Index economies by World Bank income group

Source: World Bank (2020)

LOWER-MIDDLE-INCOME 
ECONOMIES

UPPER-MIDDLE-INCOME 
ECONOMIES

HIGH-INCOME  
ECONOMIES

HIGH-INCOME OECD 
MEMBERS

Algeria Argentina Brunei Australia

Egypt Brazil Kuwait Canada

India China Saudi Arabia Chile

Kenya Colombia Singapore France

Morocco Costa Rica Taiwan Germany

Nigeria Dominican Republic UAE Greece

Pakistan Ecuador Hungary

Philippines Indonesia Ireland

Ukraine Jordan Israel

Vietnam Malaysia Italy

Mexico Japan

Peru Netherlands

Russia New Zealand

South Africa Poland

Thailand South Korea

Turkey Spain

Venezuela Sweden

Switzerland

United Kingdom

United States
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REGIONAL RANKINGS 
REGION AVERAGE OVERALL % INDEX SCORE

North America 85.01%

Europe and Central Asia 77.18%

Asia 55.37%

Latin America 43.28%

Africa and Middle East 40.66%

NORTH AMERICA OVERALL SCORE REGIONAL RANKING

United States 95.31% 1

Canada 74.71% 2

EUROPE AND  
CENTRAL ASIA OVERALL SCORE REGIONAL RANKING

United Kingdom 93.90% 1

Germany 92.27% 2

France 91.43% 3

Sweden 90.92% 4

Netherlands 90.02% 5

Ireland 88.86% 6

Switzerland 85.82% 7

Spain 84.68% 8

Italy 83.15% 9

Hungary 78.23% 10

Greece 70.67% 11

Poland 70.50% 12

Turkey 51.07% 13

Russia 46.58% 14

Ukraine 39.54% 15

ASIA OVERALL SCORE REGIONAL RANKING

Japan 91.12% 1

Singapore 84.38% 2

South Korea 83.73% 3

Australia 80.55% 4

New Zealand 69.10% 5

Taiwan 66.18% 6
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LATIN AMERICA OVERALL SCORE REGIONAL RANKING

Mexico 58.25% 1

Costa Rica 54.46% 2

Dominican Republic 54.32% 3

Colombia 48.17% 4

Chile 47.20% 5

Peru 46.56% 6

Brazil 42.32% 7

Argentina 36.77% 8

Ecuador 30.60% 9

Venezuela 14.10% 10

AFRICA AND  
MIDDLE EAST OVERALL SCORE REGIONAL RANKING

Israel 72.57% 1

Morocco 59.62% 2

Jordan 44.53% 3

UAE 41.98% 4

Saudi Arabia 40.38% 5

Kenya 37.25% 6

South Africa 36.61% 7

Egypt 32.59% 8

Kuwait 27.86% 9

Nigeria 27.43% 10

Algeria 26.45% 11

ASIA OVERALL SCORE REGIONAL RANKING

China 54.86% 7

Malaysia 51.61% 8

Brunei 41.13% 9

Philippines 39.81% 10

India 38.40% 11

Vietnam 37.49% 12

Thailand 35.56% 13

Indonesia 30.16% 14

Pakistan 26.43% 15
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4 THE GLOBAL IP 
ENVIRONMENT IN 
2020

THE BROADER CONTEXT: THE 
COVID-19 PANDEMIC 
Over the past 15 months, the COVID-19 pandemic has 
dominated world affairs. At the time of research, over 
100 million persons had tested positive for the virus 
globally and more than 2 million deaths were record-
ed.2 While the outbreak was initially concentrated in 
China and high-income economies in Southeast Asia, 
Western Europe, and the United States, new cases are 
growing daily all over the world, including in lower-in-
come emerging and developing world markets. 

The pandemic is having a dramatic and deep impact 
on health systems and the global economy. Year-end 
estimates by the Organisation for Economic Co-op-
eration and Development (OECD) in its December 
2020 Economic Outlook found that real global gross 
domestic product (GDP) shrank by 4.2% in 2020.3 
The negative economic impact has been particular-
ly pronounced in the United Kingdom, Latin Amer-
ica, the Eurozone, Russia, and the Middle East, with 
estimated national economic contractions of 5% 
or more. Global trade has also seen a sharp drop. 
The second quarter of 2020 saw a quarter-on-quar-
ter decline of almost 15%, the highest on record.4 
 World Trade Organization (WTO) estimates suggest 
that, while not as bad as the second quarter, the overall 
drop in merchandise trade volume is likely to be just 
under 10%, at 9.2%, in 2020. While economic activity 
is currently recovering in many economies, it is likely 
that there will be an extended period of time before 
the global economy will return to pre--pandemic levels. 

INNOVATION AT THE SPEED 
OF LIGHT: COVID-19 AND THE 
BIOPHARMACEUTICAL INDUSTRY
While so many technology-based companies and IP-in-
tensive industries have allowed consumers, business-
es, and societies to keep functioning in the face of the 
unprecedented pressure of the COVID-19 pandemic, 
no other industry or sector can match the incredible 
accomplishments of the research-based biopharma-
ceutical industry. For the industry, the pandemic has 
been a cause for full-scale mobilization. Individual com-
panies and industry associations are actively working 
with governments around the world to help alleviate 
the pressures on national health systems, develop new 
treatments and vaccines, and ensure manufacturing 
capacity can meet all demand. Since the onset of the 
pandemic, research-based companies have dedicated 
VXEVWDQWLDO�VFLHQWLƓF��ƓQDQFLDO��DQG�PHGLFDO�UHVRXUFHV�
WR�WKH�ƓJKW�DJDLQVW�WKH�YLUXV��6SHFLƓF�H[DPSOHV�LQFOXGH�
companies’ pledges to donate millions of doses of 
potential medical treatments to affected economies; 
initiate new clinical trials and research for use of exist-
ing treatments in COVID-19 patients; create partner-
ships with other life sciences companies, the public 
VHFWRU��DQG�QRQSURƓWV�OLNH�WKH�*DWHV�)RXQGDWLRQ�RQ�
&29,'����YDFFLQH�GHYHORSPHQW��DV�ZHOO�DV�GLUHFW�Ɠ-
nancial donations to affected communities. According 
to data from the Biotechnology Innovation Organiza-
tion (BIO), it took roughly three months from the pub-
lication of genetic sequencing data of COVID-19 until 
WKH�ƓUVW�KXPDQ�VWXGLHV�IRU�YDFFLQH�FDQGLGDWHV�EHJDQ�5 
 This compares to 20 months during the Severe Acute 
Respiratory Syndrome (SARS) outbreak in 2003. At the 
time of research, data published by the Pharmaceutical 
Research and Manufacturers of America (PhRMA) at the 
end of 2020 showed that almost 1,600 active clinical 
trials were taking place globally to test treatments and 
potential vaccines for COVID-19. Of these trials, almost 
two-thirds (994 trials) were testing existing medicines 
registered for a different indication. Almost 600 unique 
COVID-19 treatments were being tested, and a total of 
145 vaccines were in clinical trials with a further 162 in 
preclinical testing. Most important, in December 2020, 
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WZR�YDFFLQHVŋGLVFRYHUHG�DQG�GHYHORSHG�E\�3Ɠ]HU�%L-
oNTech and Moderna Therapeutics, respectively—were 
approved for emergency use in North America, Europe, 
and parts of Asia. At the time of research, millions of 
patients around the world had begun to receive the 
inoculations. 

It is impossible to overstate the enormity of these ac-
complishments. The speed at which this research has 
taken place is unprecedented and shows the extensive 
VFLHQWLƓF�FDSDFLW\�GHYHORSHG�E\�WKH�ELRSKDUPDFHXWLFDO�
industry and the biotech community and the ability to 
scale up quickly and decisively to understand and devel-
op a treatment for a novel virus that was not prevalent in 
KXPDQV����PRQWKV�DJR��$W�D�VFLHQWLƓF��PDQXIDFWXULQJ��
distribution, and organizational level, the innovative 
VFLHQWLƓF�FRPPXQLW\ōV�UHVSRQVH�WR�&29,'����KDV�EHHQ�
remarkable. As many politicians, policymakers, and 
VFLHQWLVWV�SRLQWHG�RXW�ZKHQ�WKH�ƓUVW�YDFFLQH�ZDV�DS-
proved for emergency use by the U.S. Food and Drug 
Administration (FDA), this achievement truly amounts 
to a modern-day miracle.

Similarly, the innovation and creativity of other IP-inten-
sive industries and sectors have been absolutely central 
to allowing societies, workplaces, and economies to 
function as the pandemic has raged across the world 
through remote working, the use of telehealth medi-
cal services, and online shopping. And while all these 
products and technologies existed before the pandemic 
struck, all areas of activity have, by and large, exploded 
in conjunction with the pandemic. 

But what has enabled the creation and commercializa-
tion of these technologies? 

The simple fact is that the innovation, science, and tech-
nological progress that has allowed societies to func-
tion during the COVID-19 pandemic did not emerge 
overnight. 

Instead, these technologies and products are the fruit 
of a pre-existing innovation ecosystem that is centered 

on and built around IP rights and incentives. Without 
strong and clear IP rights it is unlikely that any of those 
products and technologies—or the underlying R&D—that 
have been so essential to keeping societies functioning 
DQG�ƓJKWLQJ�WKH�&29,'����SDQGHPLF�ZRXOG�H[LVW��

As the Index and its accompanying Statistical Annex 
have shown over the past nine years, the link between 
IP rights, innovation, and the commercialization of new 
products and technologies is clear and statistically sig-
QLƓFDQW���

A SYMBIOTIC RELATIONSHIP: IP 
RIGHTS AND INNOVATION
The concept of innovation enjoys wide-ranging, if not 
universal, support. Both developed and developing 
economies alike recognize the importance and impact 
of innovation on their national economic performance, 
global competitiveness, and overall well-being. As part 
of their wider strategies for economic growth, they aim 
to put in place frameworks under which innovation can 
ŴRXULVK��,QQRYDWLRQ�LV��KRZHYHU��D�FRPSOH[�FRQFHSW�WKDW�
takes place in various shapes and forms. Peter Drucker, 
one of the gurus of innovation and entrepreneurship in 
the 20th century, considered innovation to be a social 
and economic phenomenon as much as it is a techno-
logical one. He found that innovation can be generated 
both from the supply side, via “the consistent manner 
of changing the yield (or maximizing the output) of 
existing resources,” from the demand side, by “chang-
ing the value and satisfaction obtained from resources 
by the consumers,” or through a combination of the 
two.6�2WKHU�VFKRODUV�KDYH�FODVVLƓHG�LQQRYDWLRQ�QRW�RQO\�
according to its technological features (be it a prod-
uct, a process, or a service) but also according to other 
characteristics, such as administrative or organizational 
structures (including the strategy, structure, system, and 
human capital of an organization), as well as the mar-
ket itself (including pricing and marketing practices).7 
The bottom line is that innovation is highly complex, 
dynamic, and time sensitive. The composition, charac-
teristics, pace, and direction of innovation—regardless 
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RI�WKH�HFRQRPLF�VHFWRU�RU�LQGXVWU\ŋDUH�LQŴXHQFHG�E\�D�
myriad of factors, external as well as internal, technolog-
ical as well as social. Consequently, just as the manner 
in which innovation takes place is not subject to black 
or white patterns, neither can it be divided into good or 
bad categories. On the contrary, one can identify differ-
ent forms of innovation—incremental, radical, modular, 
and architectural—all of which have a role to play in the 
overall life cycle of innovation and its interaction with 
society’s progress. 

Unfortunately, the complexity of and variety in how 
innovation takes place have shrouded one of its most 
fundamental driving principles: namely, that any attempt 
to dictate a certain direction of innovation (or when 
dealing with absolutes such as which innovations are 
desirable and which are not) using special “top-down 
instruments” will most likely end in failure. Rather, it is 
WKH�G\QDPLF�UHODWLRQVKLS�EHWZHHQ�ƓUPV��PDUNHWV��WKH�
public, and the environment as a whole that directs 
the manner in which innovation and the creation and 
commercialization of new products and technologies is 
conducted, as well as the nature and direction it takes. 
Within this context, the existence of clear and strong IP 
rights is crucial both in theory and in practice. 

FROM THE PROBLEM OF FREE-
RIDING TO THE REAL WORLD 
OF INNOVATING, R&D AND 
CREATING NEW PRODUCTS AND 
TECHNOLOGIES: HOW IP RIGHTS 
ENABLE INNOVATION 

“He who has no hope that he shall reap will not 
take the trouble to sow.”

— Jeremy Bentham, 18008

,Q�WKH�SURFHVV�RI�H[SORULQJ�ZD\V�RI�HIƓFLHQWO\�DOORFDW-
ing scarce resources to unlimited wants, economists 
KDYH�FRPH�WR�ƓQG�WKDW�SULYDWH�SURSHUW\�ULJKWV�DUH�DQ�
HIƓFLHQW�ZD\�RI�GHDOLQJ�ZLWK�WKH�SUREOHP�RI�VFDUFLW\��

Knowledge and other forms of intellectual creation, 
however, are a unique resource, given that they are 
not inherently scarce (at least not in the way econo-
mists understand the word). Theoretically speaking, 
the potential use of existing knowledge or any other 
form of intellectual creation is unlimited and may be 
diminished only when they become obsolete or irrel-
evant to society. In fact, the use of any intellectual cre-
ation or knowledge-based product by one individual 
does not reduce its accessibility to others but is more 
likely to increase it. Economically speaking, innova-
tive products that are based on knowledge and other 
expressions of artistic and intellectual creations (be 
they a new piece of software, a medical technology, 
a pharmaceutical drug, or an innovative telecommu-
nications product, to name just a few modern exam-
ples) have the characteristics of a “public good.” They 
are “non-rival,” in the sense that the use of such a 
product by one individual does not reduce its quan-
tity or availability for others (i.e., there is not less of 
that creation to use). They are also “non excludable,” 
in that the use of that creation by one individual 
does not prevent other people from using it at the 
same time.9 For example, consider a case in which an 
author has introduced a brilliant masterpiece or the 
case of an innovator who was able to come up with 
D�UHYROXWLRQDU\�LQYHQWLRQ�LQ�WKH�PHGLFDO�ƓHOG��2QFH�
these creations are introduced to the market, there is 
no physical limitation on the ability of others to freely 
XVH�WKHVH�FUHDWLRQV�WR�WKHLU�RZQ�EHQHƓW��7KLV�LV�ZKDW�
makes knowledge-based products so special—the 
fact that they are not inherently scarce. 

However, this is what also makes such products so vul-
nerable. In the absence of necessary protection mech-
anisms, there is an intrinsic temptation to use these 
products at the expense of the efforts and investment 
of their creators. The development of knowledge-based 
products is a very expensive, risky, and time-consum-
LQJ�HQGHDYRU��<HW��FRPSDUHG�ZLWK�WKH�GLIƓFXOWLHV�RI�
creating a knowledge product, the cost of copying 
or downloading this product is negligible. As such, 
knowledge-based products are highly susceptible to the 
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so-called free-rider problem—a philosophical and eco-
nomic dilemma referring to the act of using or deriving 
EHQHƓW�IURP�D�VRFLDO�RU�HFRQRPLF�RXWFRPH�RU�DFWLYLW\�
without paying or contributing toward the cost or effort 
required to create it. Thus, economic theory suggests 
that, in the absence of any institutional provisions that 
establish property rights in knowledge-based products, 
the tendency to free-ride will increase. Consequently, 
WKH�LQFHQWLYH�WR�FUHDWH�WKHVH�SURGXFWV�ZLOO�VLJQLƓFDQW-
ly decrease. This problem was recognized and noted 
in the 1800s by British philosopher Jeremy Bentham, 
who argued that “without the assistance of the law, the 
inventor would almost always be driven out the market 
E\�KLV�ULYDO��ZKR�ƓQGLQJ�KLPVHOI�ZLWKRXW�DQ\�H[SHQVH��LQ�
possession of a discovery which has cost the inventor 
much time and expense.”10

In order to prevent the problem of free-riding, society 
has designed various systems of IP rights and incen-
tives. This includes everything from general, cross-sec-
toral rights such as patents, copyrights, trademarks, 
DQG�GHVLJQ�ULJKWV�WR�PRUH�VHFWRU�VSHFLƓF�ULJKWV�DQG�
incentives such as regulatory data protection for bio-
pharmaceutical test data. IP rights may be thought of 
as social contracts between society and the individual 
innovator (be it a person or company) who develops 
the new knowledge product or intellectual creation. This 
contract stipulates that, in exchange for society’s ability 
to enjoy and use this new product or creation (which is 
a result of the time, money, and efforts invested by the 
individual), the innovator will be granted ownership, 
albeit for a limited period of time, of that product or 
creation. In this sense, IP rights have two major functions 
with regard to knowledge creation (and its uses) and 
innovation:

• ,3�ULJKWV�SURYLGH�FRQƓGHQFH�DQG�VHFXULW\�WR�WKH�RYHU-
all process of knowledge creation and innovation.

• IP rights also provide for the commercial platform 
on which knowledge is created, exchanged, and 
used for the purpose of advancing technological 
innovation.

Critically, the empirical evidence on the effects of IP 
rights on rates of innovation, high-tech output, and R&D 
largely bears out our theoretical understanding of how 
IP rights work: economies with strong national IP envi-
ronments tend also to see higher levels of innovation, 
high-tech output, R&D, and commercialization activities.

LAYING THE FOUNDATION FOR 
FIGHTING THE NEXT PANDEMIC: 
MEASURING THE IMPACT OF IP 
RIGHTS ON INNOVATION AND 
ECONOMIC ACTIVITY 
Since 2015, the Index has included a Statistical An-
nex that investigates the relationship between the 
strength of economies’ national IP environments and 
different types of economic activity, including rates of 
R&D spending, innovation, technology creation, and 
FUHDWLYLW\��7KH�PRVW�XS�WR�GDWH�GDWD�RQ�WKH�EHQHƓWV�RI�
IP protection reveal that IP rights are, in fact, a critical 
instrument for economies seeking to enhance access 
to innovation, grow domestic innovative output, and 
HQMR\�WKH�G\QDPLF�JURZWK�EHQHƓWV�RI�DQ�LQQRYDWLYH�
economy. Conversely, weak IP protection stymies long-
term strategic aspirations related to innovation and 
development. 

This year’s Annex has been updated with new data to 
UHŴHFW�WKH�H[SDQVLRQ�RI�WKH�,QGH[�RYHU�WKH�SDVW�WZR�
years from 50 to 53 economies. The evidence from 
these statistical correlations shows, again, the strong, di-
UHFW��DQG�VWDWLVWLFDOO\�VLJQLƓFDQW�UHODWLRQVKLS�EHWZHHQ�,3�
protection and innovation—ranging from attractiveness 
to venture capital and R&D investments, to high-tech 
employment, to the magnitude of innovative activities, 
outputs, and early adoption of technologies. 

6SHFLƓFDOO\��ORRNLQJ�DW�YDULRXV�PHDVXUHV�RI�LQQRYDWLRQ�
capacity and output, the empirical evidence is quite 
FOHDUŋHFRQRPLHV�ZLWK�VWURQJHU�QDWLRQDO�,3�HQYLURQ-
ments have higher levels of innovation capacity and 
SURGXFH�PRUH�LQQRYDWLRQ�LQ�WKH�IRUP�RI�QHZ�SURGXFWV�
and technologies. 
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Below, Figures 1 and 2 show the relationship between “Innovation Capability” (as measured by the World Eco-
nomic Forum in the Global Competitiveness Report), “Innovation Output” (as measured by WIPO and INSEAD in 
the Global Innovation Index), and strength of the national IP environment (as measured by the Index). 

Figure 1: Association between the Index scores and the Global Competitiveness Report 2019, Innovation Capa-
bility Pillar scores11 
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Figure 2: Association between Index scores and the Global Innovation Index 2018, Innovation Output subindex 
scores12 

As Figure 1 shows, economies with fair to strong IP re-
gimes are much more likely to maintain an environment 
capable of producing innovative outputs compared 
with weaker economies. There is a very strong relation-
ship (a correlation of 0.87) between the Index scores 
and the Global Competitiveness Report’s “Innovation 
Capability” pillar scores. Similar results can be seen 
in Figure 2. The Global Innovation Index’s “Innovation 
Output” sub-index is an aggregate measure that looks 
DW�D�ZLGH�YDULHW\�RI�LQGLFDWRUV�UHŴHFWLQJ�NQRZOHGJH�
creation and development, including intangible assets, 
research publications, and high-tech production. When 
compared with the Index, there is also a very strong 
correlation of 0.85 to the Index scores. Economies with 
robust IP regimes experience more knowledge-based, 
technological, and creative outputs than do economies 
whose IP regimes trail behind. 
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Finally, it is worth examining the evidence on biophar-
maceutical innovation and strength of a national IP envi-
ronment. As mentioned, the speed at which COVID-19 
vaccines and treatments have been developed over the 
past year has been truly breathtaking. Yet the science 
and technological capacity that has allowed industry, 
public research organizations, and academic research-
ers to carry out this development are based on decades 
of R&D experience and innovation. Just as for other 
forms of technological innovation, it is highly unlike-
ly that this biopharmaceutical R&D would have taken 
place without strong and clear IP incentives. Developing 
new medicines is a long-term, high-risk, resource-in-
WHQVLYH�SURFHVV��7KH�Ɠ[HG�FRVWV�LQ�WHUPV�RI�ODERUDWRU\��
research facilities, and researchers are high. Compared 
with many other high-tech industries—for example, com-
puter software—developing the next ground-breaking 
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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 USD138 million. Almost 25 years later, in 2003, 
WKLV�ƓJXUH�ZDV�HVWLPDWHG�DW�86'����PLOOLRQ�13 A 2012 
estimate points to the total cost of drug development 
being approximately USD1.5 billion.14 The latest, 2016, 
research from Tufts University suggests that it costs USD 
2.6 billion, on average cost, to develop a new drug.15 
International experience and the basic economics 
of the biopharmaceutical industry show how critical 
IP rights are to incentivise and support this research 
and development of new medical technologies and 
products.16 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 
ƓUPV�VXIƓFLHQW�WLPH�WR�UHFRXS�5	'�LQYHVWPHQWV�PDGH�
ahead of competition from additional market entrants 
who bore none of the costs of early-stage investment, 
R&D, and product commercialization. Many drugs and 
therapies may not have been discovered without the 
legal rights provided to innovators through IP laws.

Indeed, the available evidence on clinical research and 
rates of innovative clinical trials bears this out. Clinical 
trials represent one of the most important activities 
carried out by biopharmaceutical companies in differ-
ent countries. Clinical research is a cornerstone of the 
drug development process. Conducting clinical trials 
is part of an extensive process for determining which 
compounds out of hundreds under investigation may 
be further developed and eventually brought to market, 
and in what manner. The main purpose of clinical trials 

is to test and provide proof of the safety, quality, and 
HIƓFDF\�RI�QHZ�GUXJV�RU�QHZ�XVHV��IRUPV��RU�GRVDJHV�
of existing drugs. Clinical trials are conducted within a 
highly controlled and studied environment where all 
aspects of a drug candidate are monitored, recorded, 
and subjected to high levels of scrutiny and evaluation. 
The clinical research process includes complying with a 
wide range of regulations governing international best 
SUDFWLFHV�UHODWHG�WR�WKH�TXDOLW\��VDIHW\��DQG�HIƓFDF\�RI�
drugs, for instance, good laboratory practice guidelines 
on conducting toxicity studies, good manufacturing 
practice, and protecting the rights of patients through 
good clinical practice.17 Without clinical trials, it would 
EH�H[FHHGLQJO\�GLIƓFXOW�WR�WHVW�WKH�VDIHW\��TXDOLW\��DQG�
HIƓFDF\�RI�D�SURSRVHG�QHZ�PHGLFDO�WHFKQRORJ\��,Q�WKLV�
sense, while the nature of clinical research has changed 
over the past few decades with new development tech-
nologies emerging, clinical research is still a funda-
mental cornerstone of modern medical development. 
Clinical trials also provide patients with early access 
to innovative drugs, which may literally revolutionize 
existing treatments available domestically for prevalent 
diseases.18 In fact, clinical trials enable advance access 
to treatments that may continue beyond the duration 
of the trial.19 In this sense, the availability of a trial in a 
host country can be the difference between a patient 
gaining access to a given novel treatment in research 
or waiting for a number of years until the product has 
been fully developed and globally launched. For pa-
WLHQWV�ZLWK�UDUH�DQG�RU�GLIƓFXOW�DQG�WHUPLQDO�GLVHDVHV��
the availability of local trials can be a question of life 
or death. Clinical trials also enable local physicians to 
participate in cutting-edge research as well as become 
members of multicenter research networks. Such ex-
perience helps build R&D expertise and prestige, and 
expands the ability of local researchers to publish their 
UHVHDUFK�DQG�EHFRPH�NH\�RSLQLRQ�OHDGHUV�LQ�WKHLU�ƓHOG��
They often involve improvements to infrastructure—hos-
pitals, clinics, and health technologies—in local com-
munities.20 Participation in multinational, cutting-edge 
research helps ensure that clinical trials and sites meet 
international standards of good clinical practice and 
expose clinicians to new techniques and treatment 
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strategies. In this sense, the growth and conduct of 
clinical trials improve the overall medical research infra-
structure and experience in a given country and region. 
)LQDOO\��FOLQLFDO�UHVHDUFK�FDQ�KDYH�VLJQLƓFDQW�SRVLWLYH�
GLUHFW�DQG�LQGLUHFW�PDFURHFRQRPLF�EHQHƓWV��DV�LW�UHS-
resents the largest portion of biopharmaceutical R&D 
spending. In 2019, global life sciences R&D spending 
was estimated by Deloitte to be around $177 billion. A 
substantial proportion of this expenditure comes from 
members of the PhRMA trade association. In its annual 
2019 membership survey, PhRMA estimated that R&D 
expenditure by member companies in 2018 totaled 
over USD78 billion.

The level and complexity of clinical research and the 
number of active clinical trials is a good proxy for levels 
of biopharmaceutical innovation and R&D capacity. 
This is particularly true for the most complex and cut-
ting-edge biopharmaceutical innovation represented by 
early-phase trials (phases I and II), and for trials involving 
large-molecule biologics and novel biotechnologies. 
The presence of high levels of per capita early phase 
trials suggests cutting-edge, innovative research is tak-
ing place, in the sense that these represent initial hu-
PDQ�WHVWLQJ�RI�GUXJ�FDQGLGDWHVō�VDIHW\�DQG�HIƓFDF\��DQG�
therefore typically require very controlled environments 
and high-quality human resources and infrastructure 
that can ensure such an environment. Similarly, biologic 
and biotechnology-based medicines and technologies 
are increasingly being used in the treatment of some 
RI�WKH�PRVW�GLIƓFXOW�PHGLFDO�FRQGLWLRQV�WRGD\�DV�ZHOO�
as in cutting-edge medical research. For example, the 
majority of the vaccines and therapeutics developed to 
be used against COVID-19 are based on new, complex 
biotech research. The vaccines developed by both Mod-
HUQD�DQG�3Ɠ]HU�%LR17HFK�DUH�EDVHG�RQ�QRYHO�P51$�
biotechnology. Unlike traditional vaccines, which inject 
a weakened or inactive pathogen, mRNA technology 
contains instructions on how the human body should 
PDNH�D�VSHFLƓF�SLHFH�RI�SURWHLQ�WKDW�HOLFLWV�WKH�GHVLUHG�
immune system response.21 Although scientists and bio-
pharmaceutical researchers have been studying mRNA 
technologies for decades, the COVID-19 vaccines are 

WKH�ƓUVW�WKDW�KDYH�EHHQ�DSSURYHG�DQG�XVHG�ZLWK�WKLV�
technology. Given the size, complexity, and inherent 
instability of a biologic, the R&D process requires a 
considerable level of stability and technical capacity. 
7HVWLQJ�RI�D�ELRORJLF�GUXJ�FDQGLGDWHōV�VDIHW\�DQG�HIƓFDF\�
within a clinical trial necessitates a highly controlled 
environment in which transportation and storage of 
the drug are controlled, the trial protocols are strictly 
adhered to, and patients are monitored carefully. 

Looking at biopharmaceutical R&D and IP incentives, 
there is a strong and direct relationship between levels 
of clinical research and IP protection. Economies with 
higher levels of biopharmaceutical IP protection—that 
allow for the patenting of biopharmaceutical innovation, 
that provide RDP and full patent term restoration—tend 
also to host substantially higher levels of biopharma-
ceutical innovation as represented by clinical research. 
This year’s Statistical Annex includes four relevant cor-
relations relating to biopharmaceutical innovation:

1. Clinical trials

2. Early-phase clinical research

3. Development of biologic therapies

4. Biotechnological innovation

These correlations measure the relationship between 
,3�ULJKWV�VSHFLƓF�WR�WKH�ELRSKDUPDFHXWLFDO�VHFWRU�DQG�
rates of the above-described indicators for biophar-
maceutical innovation and R&D for the 53 economies 
include in the Index. Overall, the results are quite clear: 
There is a strong correlation between the availability 
of biopharmaceutical IP rights and levels of biophar-
maceutical innovation as measured through levels of 
FOLQLFDO�UHVHDUFK�DQG�E\�6FLHQWLƓF�$PHULFDQōV�:RUOG9LHZ�
Scorecard. All correlations achieved a score of between 
0.74 and 0.81, suggesting a strong relationship be-
tween the availability of relevant biopharmaceutical IP 
rights and the biopharmaceutical innovation variables 
measured.
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Figure 3: Association between the Index life sciences-related indicators’ scores and clinical trial activity22

The availability of IP rights acts as a powerful incentive for attracting clinical research, which accounts for approx-
imately 60% of biomedical foreign direct investment on R&D. On average, economies scoring in the upper half 
of the Index host as many as 15 times more clinical trials compared with economies in the lower half of the Index. 
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Figure 4: Association between the Index life sciences-related indicators’ scores and early-phase clinical trial 
activity

Economies that maintain robust IP environments tend to see more than 20 times more early-phase clinical trials 
on average compared with economies whose life sciences-related IP environments trail behind. 
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Figure 5: Association between the Index life sciences-related indicators’ scores and biological clinical research 
intensity

Looking at clinical trials on biologics is a similar story. When looking just at life sciences-related protection, on 
average, economies within the upper half of the Index host substantially more clinical trials on innovative biologic 
drugs compared with economies falling within the lower half of the Index.
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)LJXUH����$VVRFLDWLRQ�EHWZHHQ�WKH�,QGH[�OLIH�VFLHQFHV�UHODWHG�LQGLFDWRUVō�VFRUHV�DQG�WKH�6FLHQWLƓF�$PHULFDQ�
WorldView scores23

Economies scoring in the top half of the Index are much more likely to provide environments that are conducive 
to biotech innovation than are economies scoring in the bottom half of the Index.
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ACCENTUATING TRADITIONAL 
CHALLENGES FOR THE RESEARCH-
BASED BIOPHARMACEUTICAL 
INDUSTRY: COVID-19, COMPULSORY 
LICENSING, AND LIMITATIONS ON IP 
RIGHTS
Despite the critical role that IP rights and incentives 
play in enabling biopharmaceutical innovation, in 2020, 
several economies restricted or overrode existing pro-
WHFWLRQV��6SHFLƓFDOO\��DV�D�UHVSRQVH�WR�WKH�&29,'����
pandemic, many policymakers and governments have 
called for or enacted new laws that expand relevant pro-
visions relating to the use of compulsory licenses and 
the overriding of IP rights. In March 2020, the govern-
ment of Israel authorized the issuing of a compulsory 
license for the antiviral drug lopinavir/ritonavir (AbbVie’s 
Kaletra). The issuing of the license was based on existing 
emergency use powers under the Patent Law. Sections 
104-105 grant the Israeli government broad powers, 
essentially allowing it to override any existing patent in 
the event of a national emergency or national security 
crisis. Under these provisions, a rights-holder has no 
ability to challenge the decision or access a recourse 
mechanism. Any royalties to be paid are ultimately set 
by a government-appointed body. While Article 31 of 
the Agreement on the Trade-Related Aspects of Intel-
lectual Property Rights (TRIPS) and the Doha Declaration 
are clear that compulsory licensing represents a “mea-
sure of last resort” intended primarily for public health 
and humanitarian emergencies such as the COVID-19 
pandemic, it is regrettable that the Israeli government 
was unable to reach an alternative solution that did not 
involve the overriding of IP rights. Israel has made sub-
stantive progress over the past decade in strengthening 
its national IP environment for biopharmaceuticals and 
become a model for other economies seeking to build 
their research-based industries. It remains to be seen 
whether the use of compulsory licensing during the 
COVID-19 pandemic was a one-off or a new, negative 
policy departure.

On December 31, 2020, the Russian government issued 
a compulsory license under Order 3718. The order 

authorizes a local manufacturer to produce a generic 
version of remdesivir, an antiviral drug used in the treat-
ment of COVID-19, and overrides the existing Eurasian 
patents for the drug. The order is based on Article 1360 
of the Civil Code Part IV, which grants the government 
broad powers to act “in the interest of national secu-
rity” and override any existing granted rights relating 
to patents, utility models, and industrial designs. News 
reports suggest that the order follows a request by the 
local manufacturer made to the government in Novem-
ber 2020. Article 1360 states that rights-holders shall 
be awarded “reasonable remuneration.” The issuing of 
this license comes on the heels of two other licenses 
issued over the past three years. In 2018, the Moscow 
Arbitration Court granted a compulsory license to local 
manufacturer Nativa for Celgene’s Revlimid. The com-
pulsory 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 infringe-
ment of Celgene’s patent. Critically, the lower cost of 
the product by Nativa was considered by the court as 
being economically advantageous and a deciding factor 
in granting the license. In 2019, another compulsory 
license was issued to Nativa on largely similar grounds. 
Finally, in November 2019, a bill was sent to the Duma 
that would amend existing laws on compulsory licensing 
(Article 1360 of Part IV of the Civil Code). The proposed 
amendments would provide a fairly broad ground for 
a compulsory license to be issued in the event of a na-
tional emergency and to protect the health and safety 
of the public. Compulsory licensing as an actively used 
tool in Russian industrial and health policy not only is 
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.

While other economies have not issued involuntary 
licenses, many governments have called for or enacted 
new laws that expand relevant provisions relating to 
the use of compulsory licenses and the overriding of IP 



2021 Ninth Edition  |  36

U.S. CHAMBER INTERNATIONAL IP INDEX 2021

rights. For example, in March 2020, again in response 
WR�WKH�ƓUVW�ZDYH�RI�WKH�&29,'����JOREDO�SDQGHPLF��
the Chilean lower house, the Chamber of Deputies, 
passed a unanimous resolution endorsing the use of 
compulsory license for any and all products, diagnos-
tics, medical devices, and other medical paraphernalia 
related to COVID-19. This was followed in June with a 
legislative proposal and set of amendments published 
by a group of senators. This proposal, Bulletin 13,572-
11, would introduce sweeping changes to Chile’s com-
pulsory licensing regime, including an expedited and 
abbreviated process for the hearing and granting of 
FRPSXOVRU\�OLFHQVLQJ�DSSOLFDWLRQV��WKH�SUH�Ɠ[LQJ�RI�
applicable royalties to a maximum of 5% of the sales 
price of the licensed product; and a broad elimination of 
liability for manufacturers, individuals, and legal entities 
that violate existing IP rights (including patent rights and 
trade secrets) for the production or distribution of any 
medicines, vaccines, and other technologies related 
to the pandemic. 

Similarly, in March 2020, an emergency law (Decree 476) 
was issued by the Colombian government in response 
to the COVID-19 pandemic. While the decree does not 
explicitly amend existing legislation relating to compul-
sory licensing, Article 1, sub-section 1.7 of the Decree 
grants the Minister of Health broad and full authority 
to make a Declaration of Public Interest relating to any 
and all “medicines, medical devices, vaccines and other 
health technologies that are used for the diagnosis, pre-
vention and treatment of COVID19.” While not legally a 
compulsory license, such declarations essentially nullify 
any existing IP protection and carry the same practical 
impact of eliminating a rights-holders’ ability to freely 
use a granted exclusivity. On a parallel track, another 
group of legislators proposed a wide-reaching Sen-
ate Bill in December 2020 that would drastically mod-
ify Colombia’s Pharmaceutical Policy. The Chamber’s 
chief concern is the creation of so-called “automatic” 
compulsory licenses by the Colombian Commerce 
Ministry, Food & Drug regulatory agency, and Justice 
Ministry. The bill includes a troubling provision (Article 
57, Paragraph 3) calling for the removal of governmen-

WDO�RIƓFLDOV�WKDW�GR�QRW�JUDQW�D�FRPSXOVRU\�OLFHQVH�ZLWK�
speed. Finally, the bill contains numerous unfortunate 
references to the belief that IP rights are a barrier to 
public access of IP-intensive goods. No doubt, these ex-
ceptional mechanisms may undermine bilateral norms 
for IP as established in the U.S.-Colombia FTA.

Outside of Latin America, there were similar devel-
opments in Asia. For example, in Indonesia, a new 
Presidential Regulation (No. 77 2020) on compulsory 
licensing was issued in July. The new regulation de-
scribes the circumstances under which government 
XVH�RI�SDWHQWHG�WHFKQRORJLHV�LV�DOORZHG��6SHFLƓFDOO\��LW�
relates to government use of patented technologies and 
the overriding of any granted patent exclusivity in the 
event of a public emergency (including, but not limited 
to, a public health crisis) and for purposes of defense 
and national security. With respect to the government 
use and overriding of patents for medicines and bio-
pharmaceutical products, the regulation states that this 
FDQ�EH�MXVWLƓHG�QRW�RQO\�GXULQJ�D�SXEOLF�KHDOWK�FULVLV��
such as the current COVID-19 pandemic, but based on 
FRVW�DQG�VSHFLƓFDOO\�IRU�ŏSKDUPDFHXWLFDO�SURGXFWV�DQG�
/or biotechnology that are priced expensive[sic].” Under 
this regulation, the Indonesian government is consid-
ering government-use licensing for COVID-19 thera-
pies already available locally under voluntary licensing, 
potentially reversing some of the recent positive steps 
taken by the Indonesian government to protect intel-
lectual property.

More broadly, at the level of international institutions, 
there have also been efforts to undermine and weaken 
international standards of IP protection for COVID-19-re-
lated treatments and vaccines. Most notably, in October 
2020, India and South Africa requested that the TRIPS 
Council and wider WTO General Council approve a 
TRIPS waiver for COVID-19-related products, including 
any approved vaccines.

As mentioned, the severe and sudden impact the 
COVID-19 pandemic is having on public health around 
the world means that, in effect, the conditions of the 
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potential issuing of a compulsory license are being met 
in many economies. However, it is squarely outside the 
scope of international law and applicable standards 
WR�GHƓQH�FRPSXOVRU\�OLFHQVLQJ�DV�D�SRWHQWLDO�FDWFK�
all mechanism that can be used to sanction the viola-
tion and overriding of granted property rights for any 
product, diagnostic, medical device, and other medical 
paraphernalia related to COVID-19. Unlike other pan-
demic-related emergency measures that have been 
introduced around the world, including, for example, in 
Canada and Germany, the proposed legislative amend-
ments and changes introduced in Chile, Colombia, 
DQG�,QGRQHVLD�GR�QRW�LQFOXGH�DQ\�GHƓQHG�WLPHIUDPH�
or suitable sunset clause. 

TO SPC OR NOT TO SPC? EU 
INSTITUTIONS CONTINUE TO 
UNDERMINE BIOPHARMACEUTICAL 
IP INCENTIVES
As noted over the course of the Index, there contin-
ues to be a high degree of uncertainty regarding the 
availability of patent term restoration in the EU and 
the United Kingdom. In 2015, under the overarching 
initiative to reform and deepen the single market with 
the purpose of spurring economic growth in the EU, 
the European Commission announced its intentions 
to explore options for recalibrating certain elements 
of patent term restoration for biopharmaceuticals, so-
FDOOHG�6XSSOHPHQWDU\�3URWHFWLRQ�&HUWLƓFDWHV��63&V���
One option for change put forth by the commission was 
to provide European manufacturers of generic drugs 
and biosimilars with an SPC manufacturing and export 
exemption (“SPC exemption”). The overriding purpose 
of the proposal was to provide European manufacturers 
of generic drugs and biosimilars a competitive advan-
tage by weakening IP protection for innovators. As the 
Index and others have pointed out, there were many 
troubling assumptions underlying the commission’s 
proposal. Indeed, this was recognized even by several 
key EU Member States. Most basically, the proposal 
assumed that there is an actual market and demand 
for European generic manufacturers. Yet it is not at all 

clear what this market is or where the demand for ge-
neric medicines produced in Europe would come from. 
More broadly, instead of allowing European generic 
manufacturers to gain a competitive advantage, it is 
much more likely that, over time, other economies will 
emulate the EU and also introduce policies that under-
mine biopharmaceutical IP protection. In fact, events 
in 2020 suggest that this is exactly what is happening. 

In a wide-ranging set of amendments to the Law on 
Protection of Rights to Inventions and Utility Models, 
the Ukraine has notably weakened its patenting envi-
ronment as it relates to biopharmaceuticals. While these 
legislative changes are meant to better align Ukraine’s 
national IP environment with that of the EU as part of 
the 2017 Ukraine-European Union Association Agree-
ment, they will have the opposite effect. Not only do 
these changes substantially weaken the eligibility for 
biopharmaceutical patentable subject matter, new pro-
cedural barriers to obtaining patent term restoration 
as well as an export and stockpiling exemption have 
also been introduced. The latter exemption is modeled 
on the EU’s Regulation 2019/933. As the Index has re-
peatedly pointed out, the most obvious side effect of 
the overriding of IP rights in the EU is that the policy 
will be emulated by other economies. As the Ukraine 
H[DPSOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�(XURSHDQ�
generics industry, the introduction of an SPC exemption 
will simply end up hurting Europe’s research-based 
industry and lead to a global race toward the bottom 
in weakening IP standards. 

Further developments in 2020 add to the uncertainty 
over the EU’s SPC regime. In July, the Court of Jus-
tice of the European Union (CJEU) handed down a 
verdict in the case Santen SAS v Directeur général de 
l’Institut national de la propriété industrielle, C-673/18. 
Originating in France and referred to the CJEU by the 
Paris Court of Appeal in 2018, the case is about the 
extent to which it is possible to obtain an SPC for new 
innovations relating to approved biopharmaceutical 
products and treatments. In earlier rulings—see, for ex-
ample, the 2012 Neurim Pharmaceuticals (1991) Ltd 
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v Comptroller-General of Patents—the CJEU had held 
that it was possible to obtain an SPC for the new use 
of a product for which a market authorization (MA) for 
the same active ingredient had already been granted. 
This decision has now, effectively, been overturned. In 
its 2020 ruling, the CJEU emphatically stated “that an 
0$�FDQQRW�EH�FRQVLGHUHG�WR�EH�WKH�ƓUVW�0$�ř�ZKHUH�
it covers a new therapeutic application of an active in-
gredient, or of a combination of active ingredients, 
and that active ingredient or combination has already 
been the subject of an MA for a different therapeutic 
application.” The court argued that on this point the 
Neurim precedent had erred and not fully taken into 
account the intentions of the lawmakers when originally 
developing the underlying IP incentive and EU Regu-
lation: “the EU legislature intended, in establishing the 
SPC regime, to protect not all pharmaceutical research 
giving rise to the grant of a patent and the marketing 
of a new medicinal product, but to protect research 
OHDGLQJ�WR�WKH�ƓUVW�SODFLQJ�RQ�WKH�PDUNHW�RI�DQ�DFWLYH�
ingredient or a combination of active ingredients as 
a medicinal product.” From a legal perspective, the 
court’s verdict may set an unfortunate precedent and 
further limit the availability of European incentives for 
biopharmaceutical innovation. More broadly, from a 
public policy perspective, the court’s verdict fails to 
understand the basics of biopharmaceutical innovation. 
Technological innovation is frequently thought of as 
consisting of two distinguishable modes or models: 
radical innovation and incremental innovation. Radical 
innovation, as the name suggests, is the introduction 
of completely new or revolutionary ideas or products. 
Frequently, such innovations wholly alter the way an 
industry or even an economy functions, fundamentally 
changing economic and social behavior. In contrast to 
radical innovation, incremental innovation is a process 
of piecemeal improvement of existing technologies 
or techniques. Usually, incremental innovations follow 
on from revolutionary or radical innovations. Does this 
mean that radical innovation is the proverbial “good” 
form of innovation and nonrevolutionary incremental 
innovation is “bad” and, from a societal perspective, 
largely useless? That is the underlying policy rationale 

behind the court’s reasoning. In its verdict and assump-
tions about the intentions of European lawmakers, the 
court has implied that incremental biopharmaceutical 
innovations are less meaningful and therefore should 
not be eligible for the SPC incentive. But most biophar-
maceutical innovation is in large part incremental. In 
fact, incremental innovation is an essential part of the 
biopharmaceutical R&D process. Follow-on medications 
and incrementally improved or altered therapies fre-
quently reduce side effects, improve on 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 de-
vices. This includes insulin, beta-blockers, Angioten-
sin-converting-enzyme (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 with its 
ƓUVW�JHQHUDWLRQ�SUHGHFHVVRU��7KH�ƓUVW�JHQHUDWLRQ�RI�
HIV/AIDS antiretrovirals had serious side effects and 
were combination therapies requiring the consumption 
of large volumes of medication several times per day. 
Side effects included diarrhea, severe nausea, 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 on the adminis-
tration and consumption of several medicines per day. 
It is only in recent years that new therapies have been 
introduced based on incremental innovations that al-
low for combination pills. Instead of an array of pills 
taken every few hours, these products require that the 
patient take only a single pill once daily. This new ease 
of medication has led to increased adherence, which 
KDV��LQ�WXUQ��LQFUHDVHG�HIƓFDF\�VLJQLƓFDQWO\�ZLWK�OLWWOH�WR�
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no major change in lifestyle. This allows patients to live 
socio-economically productive lives with what had once 
been a debilitating and often fatal disease. In the long 
WHUP��WKLV�KDV�DOVR�FDXVHG�D�VLJQLƓFDQW�GHFUHDVH�LQ�FRVWV�
for treating side effects, thus reducing the cost burden 
on a given health system. It is hard to see how this type 
of innovation should not be eligible for IP incentives 
such as SPC protection. 

More broadly, since 2018, the European Commission 
has been conducting a regulatory review of the Or-
phan Regulation and the Paediatric Regulation, which 
provide special incentives (including market exclusivity) 
for products developed for rare diseases and children. 
In November 2020, the commission published an “In-
ception Impact Assessment” with the view of proposing 
some legislative changes to both regulations. Orphan 
drugs are niche treatments for diseases with small pa-
tient populations and commercial markets. Since the 
����V��D�VHULHV�RI�ƓQDQFLDO�DQG�UHJXODWRU\�LQFHQWLYHV�
in the United States (1983), Japan (1993), and the EU 
(2000) have managed to bring about a sea-change in 
R&D, clinical research, and the development of new 
products for rare diseases. For example, in the decade 
prior to the introduction of special incentives in the 
United States, 1973-83, only 10 products were approved 
for market—i.e., only one drug per year on average.24 
Since then, more than 575 drugs and biologic products 
have been developed and approved. A key driver of this 
success has been a clear and strong market exclusivity 
incentive. In the EU, the Orphan Regulation provides 
a 10-year term of marketing exclusivity (orphan status 
can be withdrawn after six years if designation criteria 
DUH�QR�ORQJHU�PHW��LQFOXGLQJ�LI�WKH�GUXJ�LV�VXIƓFLHQWO\�
SURƓWDEOH�DQG��LQ�DGGLWLRQ��H[FOXVLYLW\�PD\�EH�H[WHQGHG�
by two years if a pediatric investigation plan has been 
completed when requesting approval.) On the back 
of these schemes, as well as key pharmaco-genomics 
discoveries that fueled interest in development of niche 
products,25 the number of orphan drugs developed 
and authorized for rare diseases has increased expo-
nentially. Since its introduction in 2000, the EU Orphan 
Regulation had, as of 2017, resulted in:

• nearly 2,000 orphan designations approved;

• over 150 orphan medicinal products approved by 
the EMA for over 90 rare diseases (up from only 
eight orphan products available in 2000);

• an increase of 85% in the number of rare diseases 
for which an orphan designation exists in the EU; 
and

• an increase of 88% in clinical research activity on 
UDUH�GLVHDVHV�EHWZHHQ������DQG�������ZLWK�WKH�ƓYH�
largest EU countries experiencing an even bigger 
increase of 104% during that period.

It is critical that the Commission bear this positive impact 
in mind when reviewing how and what aspects of the 
regulation it proposes to change. 
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COUNTRY NINTH EDITION EIGHTH EDITION CHANGE IN  
OVERALL SCORE

United States 95.31% 95.28% 0.03%

United Kingdom 93.90% 93.92% -0.02%

Germany 92.27% 91.08% 1.19%

France 91.43% 91.50% -0.07%

Japan 91.12% 90.40% 0.72%

Sweden 90.92% 90.56% 0.36%

Netherlands 90.02% 89.64% 0.38%

Ireland 88.86% 88.98% -0.12%

Switzerland 85.82% 85.34% 0.48%

Spain 84.68% 84.64% 0.04%

Singapore 84.38% 84.42% -0.04%

South Korea 83.73% 82.20% 1.53%

Italy 83.15% 83.18% -0.03%

Australia 80.55% 79.62% 0.93%

Hungary 78.23% 78.38% -0.15%

Canada 74.71% 72.86% 1.85%

Israel 72.57% 72.76% -0.19%

Greece 70.67% 70.10% 0.57%

Poland 70.50% 70.56% -0.06%

New Zealand 69.10% 68.64% 0.46%

Taiwan 66.18% 66.33% -0.15%

Morocco 59.62% 59.66% -0.04%

Mexico 58.25% 54.38% 3.87%

China 54.86% 50.96% 3.90%

Costa Rica 54.46% 52.60% 1.86%

5OVERALL RESULTS AND CATEGORY-BY-CATEGORY 
SCORES

Up or down? How have economies fared in this edition of the Index? And what do the results of the 2021 Index 
tell us about the state of the global IP environment? Below, Table 4 shows the overall results for the ninth edition 
of the Index and how it compares to last year’s edition. 
 
Table 4: Change in overall score, eighth edition versus ninth edition 
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COUNTRY NINTH EDITION EIGHTH EDITION CHANGE IN  
OVERALL SCORE

Dominican Republic 54.32% 53.96% 0.36%

Malaysia 51.61% 51.24% 0.37%

Turkey 51.07% 51.58% -0.51%

Colombia 48.17% 46.40% 1.77%

Chile 47.20% 45.64% 1.56%

Russia 46.58% 45.92% 0.66%

Peru 46.56% 46.12% 0.44%

Jordan 44.53% 44.16% 0.37%

Brazil 42.32% 42.52% -0.20%

UAE 41.98% 40.44% 1.54%

Brunei 41.13% 41.12% 0.01%

Saudi Arabia 40.38% 39.44% 0.94%

Philippines 39.81% 39.94% -0.13%

Ukraine 39.54% 39.66% -0.12%

India 38.40% 38.46% -0.06%

Vietnam 37.49% 36.62% 0.87%

Kenya 37.25% 36.82% 0.43%

Argentina 36.77% 35.74% 1.03%

South Africa 36.61% 36.62% -0.01%

Thailand 35.56% 33.96% 1.60%

Egypt 32.59% 30.18% 2.41%

Ecuador 30.60% 30.18% 0.42%

Indonesia 30.16% 30.24% -0.08%

Kuwait 27.86% 28.02% -0.16%

Nigeria 27.43% 27.62% -0.19%

Algeria 26.45% 24.06% 2.39%

Pakistan 26.43% 26.50% -0.07%

Venezuela 14.10% 14.22% -0.12%

Overall, the vast majority of economies sampled in the Index have seen their IP environments improve in 2020. 
Out of the 53 economies included, 32 saw a positive increase. This compares with 21 economies that saw their 
scores drop. Furthermore, out of the 32 that saw an improvement to their national IP environments, almost two-
thirds (19 economies) saw an increase of 0.5% or more. Two economies—China and Mexico—saw improvements 
of over 3%, at 3.90% and 3.87%, respectively. Out of the 21 economies that saw a score decrease, only one, 
Turkey, experienced a drop of more than 0.5%, at 0.51%. 
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To some extent, the improvement seen in 2020 builds 
on the preceding years, and in particular the last two 
editions of the Index. With Index scores now going 
EDFN�WR�������WKHUH�LV�D�VXIƓFLHQW�DPRXQW�RI�GDWD�WR�
analyze and spot trends over time. Indeed, looking at 
the movement of the aggregated scores of the Index 
historically allows us to get a sense of how the global 
IP policy environment has evolved over time and what 
underlying factors are shaping this movement, positive 
or negative. 

MOVING AHEAD OR STANDING 
STILL? THE GLOBAL IP ENVIRONMENT 
OVER NINE EDITIONS OF THE INDEX
To start, we can calculate the overall total score of all 
sampled economies vis-à-vis the maximum available 
total score in the Index. Although not controlling for 
changes in the composition of the Index with respect 
to the number of economies sampled or the addition 
of new indicators, with these caveats in mind the total 
aggregated results provide a good starting point as 
a snapshot and point of comparison. Below, Figure 7 
shows the composite score of the economies sampled 
as a percentage of the maximum score for each of the 
nine editions of the Index. 
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Comparing the starting point in 2012 with the latest edi-
tion, it is clear that there has been a positive movement 
RI��������%XW�WKH�ƓUVW�HGLWLRQ�RI�WKH�,QGH[�FRQWDLQHG�
only 11 economies. A more meaningful comparison 
with a bigger sample of economies is from the second 
edition of the Index, when the number of economies 
more than doubled to 25. Here we can see a substantial 
improvement of the aggregated score of 6.24%. This 
is a considerable difference and improvement over 
time. Looking at the past few years, we can see that 
this positive movement has been sustained between 
the seventh and ninth edition. Not coincidentally, this is 
the only time period for which there have been two or 
more consecutive positive increases over the life of the 
Index. So, on the face of it, the global IP environment 
today is quite a bit better than it was eight or nine years 
ago. Does this mean that every single economy in the 
Index today has a stronger national IP environment than 
it did in 2012? Not necessarily. Given that the Index now 
LQFOXGHV����HFRQRPLHV��WKHUH�LV�SHU�GHƓQLWLRQ�D�JUHDW�
deal of variation in how these different economies have 
performed over time. Some economies have improved, 
others have deteriorated, and many have simply stood 
still. Still, it is possible to see some mega-trends and 
the impact of international policy decisions, particularly 
international trade agreements. 

STILL A FORCE FOR GOOD? 
INTERNATIONAL TRADE AGREEMENTS 
AND THE INTERNATIONAL  IP 
ENVIRONMENT
Historically, trade agreements have been fundamental 
in setting international standards for the protection and 
enforcement of IP rights. TRIPS, the North American 
Free Trade Agreement, and numerous U.S.- and EU-led 
bilateral agreements have helped improve the global IP 
HQYLURQPHQW�DQG�VHW�D�ŴRRU�IRU�ULJKWV�KROGHUV�DURXQG�
the world. It has been over a quarter of a century since 
the conclusion of the Uruguay Round. While the Doha 
Round had the potential to become a truly global trade 
agreement, it has effectively been shelved since 2015. 

Thus, it is new bi- and pluri-lateral agreements that have 
been the drivers in setting international IP standards. 

Over the course of the Index, several international trade 
agreements have been concluded that contain substan-
tial IP provisions. These include: the EU-Canada Com-
prehensive Economic and Trade Agreement (CETA); the 
Free Trade Agreement between the EU and Vietnam; 
the United States-Mexico-Canada Agreement (USMCA); 
the EU-Japan Economic Partnership Agreement; and 
the Economic and Trade Agreement between the Gov-
ernment of the United States and the Government of 
the People’s Republic of China.26 None of these agree-
PHQWV�ZHUH�SHUIHFW��,Q�SDUWLFXODU��WKH�ƓQDOL]HG�860&$�
ZDV�D�VLJQLƓFDQW�PLVVHG�RSSRUWXQLW\�WR�HOHYDWH�,3�VWDQ-
dards through an FTA with the two largest U.S. trading 
partners. Despite some important gaps, overall, the IP 
standards in the original USMCA concluded in 2018 
would have set a new, higher benchmark that would 
lead to more innovation, more job creation, and more 
economic growth across North America. Unfortunately, 
this original agreement was substantively revised. In 
December 2019, Speaker of the House Nancy Pelosi 
announced that a revised USMCA had been agreed on 
with the White House, Canada, and Mexico. The text 
RI�WKH�ƓQDO�DJUHHPHQW�UHYHDOHG�WKDW�LPSRUWDQW�SDUWV�
of the original USMCA had been either completely re-
moved or fundamentally altered. This included critical 
provisions relating to biopharmaceutical IP protection 
and incentives. Nevertheless, these trade agreements 
have individually and cumulatively helped improve the 
global IP environment over the past decade. In fact, it 
is possible to see the direct positive impact these in-
ternational treaties can have on individual economies’ 
IP environment. This is particularly the case with the 
Agreement between the United States and China.
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ZOOMING IN ON THE BRICS 
To get a sense of what the score movement has looked 
like at an individual economy level and what some 
VSHFLƓF�SROLF\�FKRLFHV�KDYH�GULYHQ�WKLV�PRYHPHQW��LW�
is instructive to isolate and contrast the Index score 
movements of some of the largest emerging markets 
included in the Index, namely the BRICS economies: 
Brazil, Russia, India, China, and South Africa. 

)RU�WKHVH�ƓYH�HFRQRPLHV��ZH�KDYH�DOPRVW�D�IXOO�GHFDGHōV�
ZRUWK�RI�GDWD��ZLWK�IRXU�RI�WKH�ƓYH�%5,&6�KDYLQJ�EHHQ�
included in the Index from the beginning. Below, Fig-
ure 8 shows how the BRICS have performed over all 
editions of the Index.

Isolating the results of the BRICS reveals the stark dif-
ferences in performance over the course of the Index. 
Of note are China and India. Both economies started 
from a relatively low base, at 36.52% and 24.96% of the 
DYDLODEOH�VFRUH��UHVSHFWLYHO\��RQ�WKH�ƓUVW�HGLWLRQ�RI�WKH�
Index in 2012. Yet, over time, there has been a remark-
able improvement in their national IP environments as 
measured by the Index. China steadily improved its 
VFRUH�RYHU�WKH�ƓUVW�ƓYH�HGLWLRQV��7KHQ��RYHU�WKH�SDVW�
four editions—and especially the past two—this improve-
ment has been extraordinary: over the past two editions 
of the Index, China has boosted its score by over 7%. 
Compared with 2012, China has improved its score 
by half—going from 36.52% of the total available score 
to 54.86% in this year’s edition—a stunning growth of 
18.34%. However, as has been detailed over the course 

)LJXUH����2YHUDOO�VFRUHV��%5,&6��ƓUVW�WR�QLQWK�HGLWLRQ�RI�WKH�,QGH[
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of the Index, it is important to note that, in China espe-
cially, while there have been improvements in terms of 
formal IP laws and regulations, the on-the-ground effects 
are harder to measure. The absence of predictable and 
transparent rule of law, and the use of industrial policies 
WR�IDYRU�GRPHVWLF�ƓUPV�DW�WKH�H[SHQVH�RI�PXOWLQDWLRQDO�
corporations, in addition to various other policies that 
affect the landscape for companies doing business in 
China, all tend to make it harder for IP-intensive busi-
nesses to operate and trade in the Chinese market.

6LPLODUO\��,QGLD�KDV�VHHQ�LWV�VFRUH�LPSURYH�VLJQLƓFDQWO\�LQ�
WKH�SDVW�IHZ�\HDUV��2YHU�WKH�ƓUVW�ƓYH�\HDUV�RI�WKH�,QGH[��
there was little movement in India’s score, but between 
WKH�ƓIWK�HGLWLRQ�DQG�WRGD\��,QGLDōV�VFRUH�KDV�VXUJHG�
by over 12%. Like China, India has over the life of the 
Index seen the strength of its national IP environment 
grow by half, rising from a score of 24.96% of the total 
available score in 2012 to 38.40% in this year’s edition, 
an improvement of 13.44%. 

Although not as strong as China and India, Brazil, too, 
has seen some improvement in its score. Over the 
course of the nine editions of the Index, Brazil’s score 
improved by just over 4%. In contrast to Brazil’s, China’s, 
and India’s level of improvement, Russia and South Af-
rica have largely stood still. Russia’s score today is just 
under 2% better than in 2012 but has hovered between 
44% and 45% over the course of the Index. South Afri-
ca’s score is actually worse today than in 2012, having 
dropped by just over 2%. 

What explains these differences in performance?

While the number of indicators has grown substantially 
over the course of the Index—doubling from the origi-
nal 25 in 2012 to 50 in today’s Index—and has naturally 
had an impact on individual economies Index scores, 
it is also clear that individual governments’ decisions 
and choices on IP policy have had a real and tangible 
impact on how different economies have performed 
on the Index. For example, China has over the past 
two years essentially revamped its national IP environ-

ment by amending and updating most major IP laws 
DQG�UHJXODWLRQV��$V�PHQWLRQHG��WKLV�UHŴHFWV�WKH�IDFW�
that China is implementing key parts of the negotiat-
ed trade agreement with the United States. Similarly, 
both the Brazilian and Indian governments have made 
concerted efforts to improve their IP environments. In 
%UD]LO��WKH�QDWLRQDO�,3�RIƓFH�KDV�FRQFHQWUDWHG�RQ�LQVWLWX-
tional reforms, improving the licensing and technology 
transfer environment, and reducing a long-standing 
backlog of patent applications ranging from 10 to 13 
\HDUV�GHSHQGLQJ�RQ�WKH�ƓHOG�RI�WHFKQRORJ\��/LNHZLVH��
over the past few years, the government of India has 
made concerted efforts to join international IP initiatives 
and engage more fully in international IP fora. Most 
notably, India acceded to the WIPO Internet Treaties 
in September 2018, and in late 2018, Indian and Jap-
anese authorities agreed to begin a Patent Prosecution 
+LJKZD\��33+��SURJUDP�LQ�WKH�ƓUVW�TXDUWHU�RI�������7KH�
latter agreement is especially noteworthy, as up until 
this announcement, India did not have a functioning 
33+�ZLWK�DQ\�PDMRU�,3�RIƓFH��'RHV�WKLV�PHDQ�WKDW�WKH�
IP environments in China, India, and Brazil are perfect? 
Of course not. While the improvements in all econo-
mies have been real, challenges remain in all three. 
Of the three, only China achieves a score of 50% or 
more. This is considerably less than the average score 
for the top-performing economies on the Index. And 
as described above, the on-the-ground realities for 
IP-intensive companies are more complicated than the 
Index score suggests. This year, on the ninth edition, the 
average score for economies in the top 10 was 90.43%. 
Still, these three economies’ achievements are real and 
are the result of conscious efforts and policy choices 
made by their respective governments.

In contrast to the generally positive reforms in China, 
India, and Brazil, in Russia the IP environment contin-
ues to be shaped by the wider policy landscape and 
its focus on localization. As has been detailed over the 
course of the Index, Russian industrial and econom-
ic policy over the past decade has increasingly been 
driven by an effort to localize industrial production and 
R&D. While there have been pockets of improvement 
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and IP reform— including the copyright space where 
Russia’s score on the Index has almost doubled over the 
nine editions—these positive efforts have largely been 
canceled out by these broader negative developments. 

Over the eight editions of the Index in which South 
Africa has been included, there have been few sub-
stantive IP reforms attempted, let alone passed. And 
while the other BRICS have engaged more fully in in-
ternational IP fora or through participation in PPHs, 
South Africa has remined on the outside of these ef-
forts. Out of the nine international IP treaties included 
in the Index, South Africa is only a full contracting party 
to one, the Patent Cooperation Treaty. It has signed, but 
QRW�UDWLƓHG�RU�DFFHGHG�WR��WKH�:,32�,QWHUQHW�7UHDWLHV�
or the Convention on Cybercrime. Although South 
Africa has drafted legislation to accede to the WIPO 
Internet Treaties, questions remain about whether the 
Copyright Act Bill would include accession. The bill, 
IRU�LQVWDQFH��GRHV�QRW�FOHDUO\�GHƓQH�NH\�WHUPV�DQG�
introduces sweeping exceptions and limitations to 
current law. Additionally, South Africa is not a member 
of either the Global Patent Prosecution Highway, the IP5 
PPH, or any other bi- or multilateral PPH. In 2018, the 
South African government released the long-awaited 
document Intellectual Property Policy of the Republic 
of South Africa Phase I (the IP Policy). As recognized 
at the time, it was a positive step that the government 
of South Africa recognized the need to reform its na-
tional IP environment and the value of consulting all 
stakeholders in that process. However, the IP Policy 
(as preceding draft policies and related documents) 
focuses primarily on ways in which South Africa could 
better access existing and developed forms of IP, rather 
than on the manner in which IP can be created, be com-
mercialized, and become an industrial asset in South 
Africa. For all economies—emerging and developed 
alike—what drives innovation, technological advances, 
and, ultimately, economic development and growth is 
the creation of new forms of intangible assets and IP. 
Yet both the IP Policy and South African IP policymaking 
over the past decade have largely been silent on this. 
Efforts to introduced substantive examination for pat-

ents, pass a new Copyright Act, and modernize South 
$IULFDōV�QDWLRQDO�,3�HQYLURQPHQW�UHPDLQ�XQIXOƓOOHG��

The direct link between policy choices and results on 
the Index is even clearer when examining the individual 
category-by-category scores, for both the BRICS and 
other economies.

CATEGORY 1: PATENTS, RELATED 
RIGHTS, AND LIMITATIONS
Figure 9 summarizes the total scores for Category 1. 
This category measures the strength of an economy’s 
environment for patents, related rights, and limitations. 
The category consists of nine indicators with a maximum 
possible score of 9.

As in past editions, the overall results for Category 1 are 
one of the strongest of all the categories included in the 
Index. Twenty-one economies achieve a score of 70% or 
more of the available score and 31 economies in total 
achieve a score of over 50%. The average score on the 
category is 60.87%, which is the second-highest-scor-
ing category on the Index. As in years past, Singapore 
is ranked number one, comfortably ahead of Japan, 
South Korea, Switzerland, and the United States. 

As noted in previous editions, the patenting environ-
ment in the United States continues to be held back 
by uncertainty over what constitutes patentable subject 
matter and patent nullity proceedings through the inter 
partes review (IPR), which occurs before the specialized 
Patent Trial and Appeals Board (PTAB) within the USPTO. 
Since the Supreme Court decisions in the Bilski, Myri-
ad, Mayo, and Alice cases, there has been a high and 
sustained level of uncertainty as to which inventions 
are patentable in the United States. Since 2014, the 
USPTO has issued and updated patent examination 
guidelines almost on an annual basis. Lower and cir-
cuit court decisions in patent infringement proceed-
ings have not always been consistent. The net result 
is that rights-holders are left without a clear sense of 
how decisions on patent eligibility will be made and, 
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when granted patents are subsequently challenged or 
reviewed either through the courts or through the inter 
partes proceedings within the USPTO, which patent 
claims will be upheld. 

Under the leadership of former USPTO Director Andrei 
Iancu, the USPTO has recognized this dilemma and over 
the past three years sought to re-formulate its position 
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Figure 9: Category 1: Patents, Related Rights, and Limitations, percentage available score

and the approach to be taken by its examiners. In Jan-
XDU\�������WKH�RIƓFH�UHOHDVHG�QHZ�GUDIW�JXLGDQFH�FRY-
ering section 101 patentability and section 112 claims 
relating to computer inventions, the “2019 Revised Pat-
ent Subject Matter Eligibility Guidance” and “Examining 
Computer-Implemented Functional Claim Limitations for 
Compliance with 35 U.S.C. 112.” With respect to section 
101 patentability, the new guidance provides more of 
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a principle-based analysis of how patentability will be 
judged and describes the stepwise approach examiners 
should follow to understand and apply the Supreme 
Court’s Alice/Mayo test. As the guidance rightly points 
out, the key challenge for USPTO examiners and courts 
has been to “consistently distinguish between patent-el-
igible subject matter and subject matter falling within a 
judicial exception.” The new guidance recognizes this 
and seeks, to the extent that is possible without further 
statutory changes, to clear this up with a revised proce-
dure and process for examiners to follow. 

,Q�$SULO�������WKH�86372ōV�2IƓFH�RI�WKH�&KLHI�(FRQRPLVW�
published Adjusting to Alice USPTO Patent Examination 
Outcomes after Alice Corp. v CLS Bank International. 
This report examines the effect of the 2019 guidance 
RQ�UDWHV�RI�ƓUVW�RIƓFH�UHMHFWLRQV�IRU�Alice-related tech-
nologies—that is, technologies and applications that 
WKH�86372�DQG�WKH�8�6��3DWHQW�&ODVVLƓFDWLRQV�KDV�GH-
ƓQHG�DV�FRQWDLQLQJ�ŏDEVWUDFW�LGHDV�Ő�7KH�UHSRUW�ƓQGV�
that, overall, since the introduction of the guidance, 
WKHUH�KDV�EHHQ�D�PHDVXUDEOH�DQG�VWDWLVWLFDOO\�VLJQLƓFDQW�
GHFUHDVH�LQ�WKH�QXPEHU�RI�ƓUVW�RIƓFH�UHMHFWLRQV�IRU�Al-
ice�UHODWHG�WHFKQRORJLHV��6SHFLƓFDOO\��WKH�OLNHOLKRRG�RI�
UHFHLYLQJ�D�ƓUVW�RIƓFH�UHMHFWLRQ�GHFUHDVHG�E\�����LQ�WKH�
12 months following the introduction of the guidance. 
As the USPTO rightly notes, this is positive news. The 
Index commends the USPTO for taking this action and 
working together with all stakeholders to improve what 
is a challenging situation for rights-holders, applicants, 
and examiners alike. 

Similarly, over the past two years, the U.S. government 
�FKLHŴ\�WKURXJK�WKH�86372��KDV�UHFRJQL]HG�WKH�XQLQ-
tended effects of the PTAB system and publicly pledged 
to work with all stakeholders to address and remedy 
them. To begin with, the USPTO introduced several 
important changes in 2018 and 2019. In 2018, former 
USPTO Director Iancu stated that the reform of IPR pro-
ceedings was one of the agency’s “highest priorities,” 
and that the agency was considering “how and when we 
institute proceedings, the standards we employ during 
the proceedings, and how we conduct the overall pro-

ceedings. The goal, with whatever action we take, is to 
increase predictability of appropriately-scoped claims.” 
Following these remarks, important reforms were an-
nounced during the year, which included: (1) changing 
the patent claim construction standard used, moving 
away from the broadest reasonable interpretation (BRI) 
standard to the so-called Phillips standard, the latter of 
which is the claim construction standard used in the 
judiciary since the mid-2000s; (2) a new Trial Practice 
Guide; and (3) Standard Operating Procedure (SOP) 
changes. Using the Phillips standard has aligned IPR 
proceedings with the same claim construction standards 
that are used in patent infringement proceedings at U.S. 
district courts. The revised Trial Practice Guide provides 
greater clarity on the grounds on which a review may be 
initiated. The changes to both SOP 1 and SOP 2 sought 
to streamline how judges are assigned, the composition 
of panels, and the way precedent-setting opinions are 
VHW��6SHFLƓFDOO\��623���VHW�XS�D�3UHFHGHQWLDO�2SLQLRQ�
Panel (POP), headed by the director. Since its introduc-
tion, the POP has been active in shaping how the IPRs 
operate, with several of the panel’s decisions having 
been of high procedural importance addressing issues 
relating to the USPTO director’s decisions to institute IPR 
proceedings (see, for example, Valve Corp. v Electronic 
Scripting Products Inc.) and procedural rules including 
the declaration of interested parties (ProppantExpress 
Investments LLC v Oren Techs. LLC). 

These efforts continued in 2020. Several new POP de-
cisions were issued and the USPTO proposed import-
ant potential changes to the IPR process. In May, the 
agency published a “Notice of Proposed Rulemaking” 
in the Federal Register. The notice includes proposed 
procedural changes incorporating the Supreme Court 
ruling in SAS Institute Inc. v Iancu on how patent validity 
challenges should be accepted and whether proceed-
ings should be initiated on a select number of claims 
or all claims. The changes also included a question on 
whether the presumption in favor of a petitioner should 
be maintained or eliminated in pre-trial proceedings. 
Further changes were proposed in October, when the 
agency published a “Request for Comments on Discre-
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tion to Institute Trials before the Patent Trial and Appeal 
Board” in the Federal Register. The proposed changes 
focus on how the PTAB should deal with serial and par-
allel petitions. These are instances when the same pat-
ent and patent claims are petitioned to be challenged 
before the board in different petitions. 

In addition to the USPTO’s actions, the Supreme Court 
was also active in 2020. In April, the Court held in Thryv 
Inc. v Click-to-Call Technologies LP, et al. that the timeline 
for submitting an IPR petition is not subject to judicial 
review and rests solely with the PTAB. The decision re-
verses an earlier judgment by the U.S. Court of Appeals 
for the Federal Circuit, which held that the decision 
to hold an IPR proceeding in the case was an error. In 
October, the Supreme Court also accepted petitions 
WR�KHDU�VSHFLƓF�DVSHFWV�UHODWLQJ�WR�WKH�FDVH�Arthrex Inc. 
v Smith & Nephew Inc. and whether PTAB judges have 
been unconstitutionally appointed. While the key issue 
at hand concerns administrative law and the technical 
categorization of judges serving on the PTAB, legal 
DQDO\VLV�VXJJHVWV�WKDW�WKH�UDPLƓFDWLRQV�RI�WKH�FRXUWōV�
MXGJPHQW�FRXOG�EH�VLJQLƓFDQW��$�VXEVWDQWLDO�QXPEHU�RI�
PTAB cases were vacated by the Federal Circuit’s earlier 
decision and have been held in abeyance. Overall, the 
high level of administrative and judicial activity illustrates 
how U.S. rights-holders continue to face great uncertain-
ty over how patent disputes will be adjudicated and how 
decisions will be made and upheld within different fora. 
Uncertainty over what constitutes patentable subject 
matter has crept into all facets of the patent system—
from initial application and examination to standards 
of review and invalidity proceedings, whether admin-
istratively through the PTAB or through the judiciary.

In other economies, rights-holders continued to face 
uncertainty and a challenging environment. 

As detailed in the preceding section, there continues to 
be a high degree of uncertainty regarding the availabil-
ity of patent term restoration in the EU and the United 
Kingdom. Regulation 2019/933 remains in force and 
the SPC export exemption is, for all intents and purpos-

es, legal and operational in all EU Member States. In 
July, the CJEU reversed earlier precedent from 2012 by 
disallowing the issuing of an SPC for new innovations 
relating to approved biopharmaceutical products and 
treatments. In earlier rulings, the CJEU had held that 
it was possible to obtain an SPC for the new use of a 
product for which a market authorization for the same 
active ingredient had already been granted. This deci-
sion has now, effectively, been overturned. The court’s 
verdict sets an unfortunate precedent and will likely 
further limit the availability of European incentives for 
biopharmaceutical innovation. It also stands in con-
trast to thinking in other economies. Indeed, in other 
jurisdictions, authorities have found that equivalent 
mechanisms for term restoration should be made avail-
able to rights-holders for new innovations relating to 
approved biopharmaceutical products and treatments. 
For example, in South Korea an important decision was 
issued in 2020 by the Korean Intellectual Property Trial 
and Appeal Board (IPTAB). The IPTAB is a quasi-judicial 
ERG\�KRXVHG�ZLWKLQ�.RUHDōV�,3�2IƓFH��.,32��DQG�LV�WKH�
FRXUW�RI�ƓUVW�LQVWDQFH�LQ�PRVW�,3�GLVSXWHV��LQFOXGLQJ�ZLWK�
regards to patent rights. In July, the IPTAB issued what 
could become a precedent-setting ruling that any term 
restoration granted should cover all uses under the 
existing patent and not be limited to just one primary 
or single use. This ruling clears up what has been a gray 
area for rights-holders in Korea and ensures that any 
term restoration granted provides a similar level of pro-
tection for any and all uses as that of the original patent.

With respect to the United Kingdom, although Brexit is 
technically in effect and the United Kingdom is no longer 
a member of the EU, under the terms of the Withdrawal 
Agreement, CJEU decisions made during the transition 
period will also apply in the United Kingdom. More 
broadly, while the U.K. government has the sovereignty 
and power to effectively shelve Regulation 2019/933, it 
has instead chosen to maintain the SPC exemption. In 
������WKH�8�.��,QWHOOHFWXDO�3URSHUW\�2IƓFH��8.,32��KHOG�
a public consultation on a draft Statutory Instrument 
that would amend the existing exemption, making it 
more compatible with U.K. statute. Unfortunately, de-
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spite rights-holders calling for the U.K. government to 
reconsider its decision to retain the exemption, in its 
public response to the consultation, the government 
reiterated its position that the SPC exemption would 
be retained and be operable going forward.

The situation in the EU and United Kingdom can be 
contrasted with the positive actions taken in China to 
strengthen its biopharmaceutical IP environment. As 
noted in previous editions of the Index, since 2017, 
Chinese regulatory authorities have committed to in-
troducing a patent linkage mechanism for biophar-
maceuticals. In October 2017, the central government 
issued State Council Opinions on Deepening Regula-
tory Reforms to Encourage Drug and Medical Device 
,QQRYDWLRQ��ZKLFK�FRQƓUPHG�WKH�VWUHQJWKHQLQJ�RI�WKH�
existing patent linkage mechanism in China (based on 
the existing Drug Registration Regulations) proposed 
earlier in 2017. However, the commitment to introduce a 
linkage regime was not implemented in 2018 and 2019. 
In early 2020, China again committed in the Agreement 
with the United States (Article 1.11) to adopt a form of 
patent linkage. In October 2020, a new set of patent 
amendments was passed into law and will take effect 
in June 2021. Article 76 of the updated Patent Law out-
lines China’s new linkage regime, which will be based 
on both a potential judicial route of enforcement and 
administrative enforcement through the State Council. 
With regards to potential administrative enforcement, 
the amended law is not clear on what this would look 
OLNH��VLPSO\�VWDWLQJ�WKDW�ŏVSHFLƓF�PHDVXUHV�IRU�WKH�FRQ-
nection of patent dispute resolution at the stage of drug 
marketing license approval and drug marketing license 
application” would be “formulated” by the authorities. 
Prior to the passing of the patent amendments, China’s 
National Medical Products Administration, together 
with the China National IP Administration, published 
draft implementing regulations, the “Implementation 
Measures for the Early Resolution Mechanism for Drug 
Patent Disputes (Trial) (Draft for Comment).” These draft 
measures set out in some detail how the linkage re-
gime and administrative enforcement would operate 
and provide rights-holders with potential avenues of 

redress prior to the marketing approval of a follow-on 
product. However, there are several important areas 
where the proposed measures are unclear. For example, 
the draft measures do not require that rights-holder be 
GLUHFWO\�QRWLƓHG�ZKHQ�D�SRWHQWLDO�LQIULQJLQJ�IROORZ�RQ�
application is submitted to the Chinese drug regulatory 
authorities. Instead, Article 7 presumes that rights-hold-
ers will proactively monitor the publication of the fol-
low-on marketing authorization and, within 45 days, 
ƓOH�D�IRUPDO�REMHFWLRQ��,I�QR�REMHFWLRQ�LV�ƓOHG�ZLWKLQ�
the prescribed period, the relevant drug registration 
authorities have the discretion to decide on wheth-
er to approve the follow-on product. More broadly, 
the suggested stay period is only nine months. This 
is shorter than both previous draft proposals—which 
had a period of 24 months—and equivalent timelines 
in the United States and Singapore, where the period 
is 30 months. 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 pro-
tection) and stimulating early market entry of follow-on 
generic 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. Patients also 
EHQHƓW�IURP�WKH�LQFUHDVHG�FHUWDLQW\��DV�WKH\�DYRLG�WKH�
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 pro-
tection in promoting innovation, and the role of generic 
entry in providing patients access to lower-cost bio-
pharmaceuticals. Having in place a functioning linkage 
regime that provides rights-holders 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 biophar-
maceutical IP environment in China. It is a positive step 
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that the Patent Law now includes such a statutory right. 
+RZHYHU��LW�LV�FULWLFDO�WKDW�WKH�ƓQDO�V\VWHP��DV�GHƓQHG�
through implementing regulations, effectively ensures 
that any disputes are resolved prior to the marketing 
of a follow-on product in a fair and transparent manner 
for all parties. 

Additionally, the amendments to the Patent Law also 
introduced a term of patent restoration for biophar-
maceuticals. Article 42 of the amendments states that 
D�SHULRG�RI�WHUP�UHVWRUDWLRQ�RI�XS�WR�ƓYH�\HDUV�IRU�ELR-
pharmaceutical products may be made available by 
relevant Chinese authorities. At the time of research, no 
implementing regulations or further details had been 
SURYLGHG�DV�WR�WKH�VSHFLƓF�FLUFXPVWDQFHV�WKDW�ZRXOG�
be recognized or requirements needed to be met for 
any restoration to be granted, including, for example, 
the types of delays that would be recognized. As with 
the newly introduced linkage regime, it is vital that term 
restoration be provided in a fair and transparent manner 
recognizing the unique circumstances and long delays 
that the biopharmaceutical regulatory approval process 
HQWDLOV��6WLOO��WKH�LQWURGXFWLRQ�RI�D�ƓYH�\HDU�SHULRG�RI�
patent term restoration is a substantial improvement 
to China’s biopharmaceutical IP environment. China’s 
positive reform efforts can be contrasted with other 
emerging markets, which, instead of pro-innovation 
policies, are embracing greater restrictions on biophar-
maceutical patentability and the overriding of patent 
rights through the use of compulsory licensing.

For example, in a wide-ranging set of amendments 
to the Law on Protection of Rights to Inventions and 
Utility Models, the Ukraine has notably weakened its 
patenting environment as it relates to biopharmaceu-
ticals. While these legislative changes are meant to 
better align Ukraine’s national IP environment with that 
of the EU as part of the 2017 Ukraine-European Union 
Association Agreement, they will have the opposite 
HIIHFW��6SHFLƓFDOO\��WKHVH�FKDQJHV�VXEVWDQWLDOO\�ZHDNHQ�
the eligibility for biopharmaceutical patentable subject 
matter with second-use claims and follow-on products 
QRZ�GHƓQHG��XQGHU�DQ�H[SDQGHG�$UWLFOH����DV�LQHOLJL-

ble patent matter. New procedural barriers to obtain-
ing patent term restoration, as well as an export and 
stockpiling exemption, have also been introduced. The 
latter exemption appears to be modeled on the carve-
out introduced by the European Commission through 
Regulation 2019/933, which has been operational in 
the EU since 2019. As the Index pointed out when the 
LGHD�RI�DQ�H[SRUW�H[HPSWLRQ�ZDV�ƓUVW�EURDFKHG�E\�WKH�
European Commission, the most obvious side effect 
of the overriding of IP rights in the EU would be that 
the policy would be emulated by other economies. 
$V�WKH�8NUDLQH�H[DPSOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�
the European generics industry, the introduction of an 
SPC exemption will simply end up hurting Europe’s re-
search-based industry and lead to a global race toward 
the bottom in weakening IP standards. 

As detailed in the preceding section, as a response 
to the COVID-19 pandemic, many policymakers and 
governments have called for or enacted new laws that 
expand relevant provisions relating to the use of com-
pulsory licenses and the overriding of IP rights. These 
include Israel, Russia, Chile, Colombia, and Indonesia. 
The severe and sudden impact the COVID-19 pandemic 
is having on public health around the world means that, 
in effect, the conditions of the potential issuing of a 
compulsory license are being met in many economies. 
However, it is squarely outside the scope of international 
ODZ�DQG�DSSOLFDEOH�VWDQGDUGV�WR�GHƓQH�FRPSXOVRU\�
licensing as a potential catchall mechanism that can be 
used to sanction the violation and overriding of granted 
property rights for any product, diagnostic, medical 
device, or other medical paraphernalia related to the 
COVID-19 global pandemic. Unlike other emergency 
measures that have been introduced around the world, 
including, for example, in Canada and Germany, the 
proposed legislative amendments and changes intro-
duced in Chile, Colombia, and Indonesia do not include 
DQ\�GHƓQHG�WLPHIUDPH�RU�VXLWDEOH�VXQVHW�FODXVH��0RUH�
broadly, compulsory licensing is not a cost-containment 
WRRO��FRVW�LV�QRW�D�UHOHYDQW�MXVWLƓFDWLRQ�RU�EDVLV�IRU�FRP-
pulsory licensing under the TRIPS Agreement. 
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CATEGORY 2: COPYRIGHTS, RELATED 
RIGHTS, AND LIMITATIONS
Figure 10 summarizes the total scores for Category 2. 
This category measures the strength of an economy’s 
environment for copyrights, related rights, and limita-
tions. The category consists of seven indicators, with a 
maximum possible score of 7.

As in years past, the results for Category 2 show how 
challenging the environment is for creators and copy-
right holders in the majority of sampled economies. 
Thirty-two of the 53 economies sampled failed to reach 
50% of the available score. Many economies have only 
the most basic forms of protection in place and enforce-
ment remains wholly inadequate. Critically, this is not a 
SUREOHP�FRQƓQHG�WR�ORZHU�LQFRPH�HFRQRPLHV��

Figure 10: Category 2: Copyrights, Related Rights, and Limitations, percentage available score
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As noted in previous editions of the Index, online piracy 
in Switzerland is a long-standing issue and a departure 
from Switzerland’s otherwise gold-standard IP regime. 
The broad precedent established in the landmark 2010 
Federal Supreme Court’s decision Federal Data Protec-
tion and Information Commissioner v Logistep AG—in 
which IP addresses were viewed as constituting “person-
al data”—has severely limited the ability to identify and 
build cases against infringing users. This development 
has discouraged Swiss prosecutors from taking on such 
cases. Without a legal tool for targeting infringing users 
or the platforms on which they operate, digital and on-
line piracy has remained widespread, and Switzerland 
has become a hub for sites hosting infringing content. 
)RU�H[DPSOH��WKH�2IƓFH�RI�WKH�8�6��7UDGH�5HSUHVHQWD-
tive’s (USTR) annual ”Notorious Markets Report” has 
included sites hosted in or through Swiss entities. The 
Swiss government has long recognized this broader 
problem and in 2014 announced an ambitious reform 
plan following the recommendations by the Swiss Work-
ing Group on Copyright. In late 2017, the Swiss Federal 
Department of Justice and Police published new draft 
amendments and announced that copyright reforms 
ZRXOG�ƓQDOO\�JR�DKHDG��7KHVH�DPHQGPHQWV�ZHUH�DS-
proved by the Swiss Federal Council (Bundesrat) in 
November 2017 and the Federal Assembly (Schweiz-
er Parlament) in 2019. They then became law in April 
2020. The Swiss government should be commended 
IRU�ƓQDOO\�WDNLQJ�OHJLVODWLYH�DFWLRQ�DQG�DWWHPSWLQJ�WR�
address a long-standing weakness in its national IP 
HQYLURQPHQW��+RZHYHU��WKH�ƓQDO�DPHQGPHQWV�GR�LQ-
WURGXFH�QHZ�PHDVXUHV�WR�ƓJKW�FRS\ULJKW�SLUDF\��7KH�
amendments require Internet Service Providers (ISPs) 
to both remove and keep infringing content off their 
servers. A new Article 39d of the Copyright Act inserts a 
legal obligation on the part of internet hosting services 
WR�DFW�DJDLQVW�LQIULQJLQJ�FRQWHQW�XSRQ�QRWLƓFDWLRQ��7KH�
law states clearly that a “provider of an internet hosting 
service which stores information entered by users is 
required to prevent a work or other protected subject 
matter from being unlawfully remade available to third 
parties through the use of its services.” The national IP 
2IƓFHŋWKH�6ZLVV�)HGHUDO�,QVWLWXWH�RI�,QWHOOHFWXDO�3URS-

erty—has publicly stated that this amounts to a require-
ment for a “stay down” mechanism whereby hosting 
services must ensure that infringing content is not made 
DFFHVVLEOH�DJDLQ�DIWHU�D�QRWLƓFDWLRQ�RI�LQIULQJHPHQW�KDV�
been made and acted on. The new law also attempts to 
address challenges processing of personal data when 
ƓOLQJ�FULPLQDO�FRPSODLQWV��$UWLFOH���L�FODULƓHV�WKDW�ULJKW-
VKROGHUV�ƓOLQJ�D�FULPLQDO�FRPSODLQW�PD\�DFFHVV�DQG�
use personal data for this purpose. Critically, this does 
not apply to civil proceedings, which, under the new 
ODZ��FDQ�EH�ƓOHG�RQO\�RQFH�FULPLQDO�SURFHHGLQJV�KDYH�
commenced. Still, overall, the reforms are a missed 
opportunity. While addressing some of the shortcom-
ings in the existing legal framework, the amendments 
do not fundamentally change the dynamics of copy-
right enforcement and online piracy in Switzerland. The 
amendments do not include any requirement or option 
to disable access to illegal content through the judiciary 
or an administrative mechanism. The past half-decade 
has seen a sharp increase in the number of economies 
that are using judicial or administrative mechanisms to 
disable access to infringing content effectively. Today, 
EU Member States, the United Kingdom, India, Sin-
gapore, Russia, and a host of other economies have 
introduced measures that allow rightsholders to seek 
and gain effective relief against copyright infringement 
online. Furthermore, the Swiss amendments do not 
FKDQJH�WKH�H[LVWLQJ�G\QDPLF�ZLWK�UHVSHFW�WR�GHƓQHG�
personal and private use exceptions to copyright. His-
torically, Switzerland’s private use exception has been 
LQWHUSUHWHG�EURDGO\��DQG�KDV�EHHQ�FRQƓUPHG��E\�WKH�
Swiss government and existing case law to include the 
downloading and sharing of infringing content. Article 
19 of the Copyright Act asserts that the downloading 
of content (other than software) for private use is not a 
copyright infringement (although distribution of such 
content that does not amount to private use, as well as 
any uploading of the content, represents an infringe-
ment). Such an expansive private use exception differs 
from other broad private copy exceptions—such as in 
Germany—in that, in Swiss law, there is no distinction 
made between whether or not the downloaded copy 
is itself a legal version. In other words, even if the ma-
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terial has been made available in an illegal manner, the 
private use exception still applies in Switzerland. This 
remains unchanged. The Federal Institute of Intellectual 
Property currently states on its website that the changes 
to Swiss copyright law do not affect existing personal 
use exceptions: “Nothing changes for consumers of 
illegal content. They are allowed, for example, to con-
tinue downloading music which was published online 
without the permission of the rightsholder for private 
use.” Finally, it is not clear what the legal consequences, 
if any, will be for internet hosts that fail to comply with 
the conditions of Article 39d or under what circum-
stances a refusal to comply with the law is acceptable. 

Not all economies included in the Index are failing to 
effectively address the issue of copyright infringement. 
In fact, there were several positive developments in 
2020 on both the legislative and enforcement fronts.

For instance, because of the USMCA, there were sub-
stantive copyright reforms in Mexico and smaller chang-
es in Canada. In the latter, the term of protection for 
some copyrighted works was extended to 75 years 
through the Canada-United States-Mexico Agreement 
,PSOHPHQWDWLRQ�$FW��,Q�0H[LFR��PRUH�VLJQLƓFDQW�FKDQJ-
es were made through amendments to the Federal 
Law on Copyright. These amendments incorporate 
many of the most important copyright provisions of 
the USMCA. Overall, the amendments strengthen the 
level of protection for copyrighted works in Mexico, 
extending this protection to the internet and the dig-
LWDO�HQYLURQPHQW��6SHFLƓF�FKDQJHV�LQFOXGH�����D�QHZ�
QRWLƓFDWLRQ�V\VWHP�ZKHUHE\�,63V�DUH�REOLJHG�WR�DFW�
expeditiously and remove suspected content upon 
UHFHLYLQJ�D�QRWLƓFDWLRQ��$UWLFOHV�����DQG�����������UREXVW�
Digital Rights Management (DRM) and Technological 
Protection Measures (TPMs) provisions outlawing the 
use, manufacture, sale, importation, distribution, or 
otherwise offering to the public of circumvention de-
vices and technologies (Article 232); and (3) making 
illegal the use, manufacture, import, or other form of 
distribution of satellite signal decoders (Article 145). 
These are positive developments and have resulted in 

score increases for Mexico. However, some parts of the 
amendments remain unclear. For example, with respect 
to potential ISP liability for infringing content, Article 
114(8) is quite clear that ISPs will not be responsible for 
any damages caused by potential copyright infringe-
ment as long as they act expeditiously and in good 
faith to remove infringing content and take measures 
to prevent the same infringing content from reappear-
ing. However, in the same article, sub-section V, the law 
states that the “inability of an Internet Service Provider 
to meet the requirements set forth in this article by itself 
does not generate liability for damages for violations 
of copyright and related rights protected by this Law.” 
)RU�DQ\�QRWLƓFDWLRQ�V\VWHP�WR�EH�HIIHFWLYH�LQ�DGGUHVV-
ing online infringement, the responsibilities and legal 
expectations for each affected party must be clear. At 
the time of research, no implementing regulations or 
further guidance had been issued.

In other economies, too, there were positive develop-
ments as a result of international trade negotiations. As 
mentioned above, China has over the past two years 
reformed many important parts of its IP framework. 
This is in large measure a result of negotiations with the 
United States and the conclusion of the deal. In 2020, 
new amendments to the Chinese Copyright Law were 
ƓQDOO\�SDVVHG��7KHVH�LQFOXGH�LPSRUWDQW�FKDQJHV�DQG�
a strengthening of the legal framework, including in 
relation to sound and broadcasting. A revised Article 
��SURYLGHV�QHZ�GHƓQLWLRQV�RI�FRS\ULJKWDEOH�PDWHULDO��
including for “audiovisual works” and a broad “other 
intellectual achievements that meet the characteris-
tics of the work.” Rights relating to performance rights, 
sound recording, and broadcasting have also been 
PRUH�FOHDUO\�GHƓQHG��3URYLVLRQV�UHODWLQJ�WR�730�DQG�
DRM have been strengthened through Articles 49, 51, 
DQG�����ZKLFK�QRZ�SURYLGH�D�EURDGHU�GHƓQLWLRQ�RI�LQ-
fringement, including for the manufacturing, impor-
tation, and offering of circumvention devices to the 
public. Statutory damages for copyright infringement 
have also been substantially increased following similar 
changes to the Patent Law and Trademark Law. These 
are positive changes that could, in aggregate, amount 
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WR�D�VLJQLƓFDQW�LPSURYHPHQW�RI�WKH�FRS\ULJKW�HQYLURQ-
ment in China. Over the next few years, the Index will 
monitor how these legislative changes are applied in 
practice and the extent to which they improve the ability 
of rightsholders to enforce their copyrights.

In the Middle East, Saudi Arabia’s Authority for Intellec-
tual Property (SAIP) continues to tackle the long-stand-
ing challenge of copyright infringement with stronger 
enforcement actions. Since its inception in 2017-18, the 
SAIP has worked on improving the copyright environ-
ment and the ability of rightsholders to enforce their 
rights more effectively. In 2019, the authority announced 
that over 160 cases of alleged copyright infringement 
had been referred to the relevant Saudi enforcement au-
WKRULWLHV�DQG�ƓQHV�DQG�SHQDOWLHV�KDG�EHHQ�LPSRVHG��7KH�
SAIP has also made the disabling of access to infringing 
content part of its enforcement remit. The authority 
offers a portal through which rightsholders can directly 
communicate any suspected online infringement to 
the SAIP, which will then take enforcement action. In 
June 2020, the SAIP announced that it had disabled 
access to 231 websites that had been disseminating 
infringing content. The next step would be to institu-
tionalize SAIP’s administrative enforcement through the 
issuing of more detailed guidelines or a process note. 
Nevertheless, this is another positive step taken to offer 
rightsholders a more effective and practical route of 
copyright enforcement in Saudi Arabia. Additionally, 
Saudi Arabia could further strengthen its copyright en-
forcement environment through greater action against 
piracy devices and corresponding services, which are 
still easily available in Saudi Arabia. 

:LWK�UHJDUGV�WR�PRUH�LQGXVWU\�VSHFLƓF�FRS\ULJKW�LQGL-
cators, there were more mixed results. 

Meanwhile, Ukraine continues to struggle with public 
sector use of unlicensed software. This long-standing 
problem—in where the Ukrainian government and public 
sector entities use unlicensed software--has been noted 
VLQFH�8NUDLQH�ZDV�ƓUVW�LQFOXGHG�LQ�WKH�,QGH[�LQ������
Rightsholders and the U.S. government have, for many 

years, pointed to the need for fundamental reform and 
the effective application of requirements that software 
used by government agencies be properly licensed. 
A 2003 Ukrainian Cabinet regulation banned the use 
of unlicensed software by government agencies and 
established procedures for legal access to software. Still, 
as USTR noted in 2020,  “widespread use of unlicensed 
software by Ukrainian government agencies” Contin-
ues. Given the lack of effective action by the Ukrainian 
government on this issue for the past eight years, the 
score on this indicator has been reduced to 0.

In contrast to the Ukraine, other economies included 
in the Index have been able to take more forceful and 
effective action against unlicensed software. 

For example, Costa Rica has since 2012 had in place 
relevant rules and regulations that all central govern-
ment ministries and agencies have an obligation to 
ensure that all software, whether proprietary or open 
source, used on public Information Communications 
Technology (ICT) systems should be fully licensed. Up 
until now, there has been only partial evidence that rele-
vant government institutions were effectively monitoring 
the application of these requirements. Over the past 
two years, a new automated registration, compliance, 
and software asset management platform, “El sistema 
de legalización de software”, has been built. This web 
portal will allow all ministries and relevant government 
DJHQFLHV�WR�HOHFWURQLFDOO\�ƓOH�DQQXDO�VRIWZDUH�DXGLWV��
inventories, and proof of licensing compliance and 
SURYLGH�WKH�QDWLRQDO�,3�RIƓFH��1DWLRQDO�5HJLVWU\��ZLWK�
a centralized platform to store and process data and 
information. The creation and use of this tool should 
allow the National Registry and relevant staff operating 
it to monitor compliance with Executive Decree No. 
37549-JP more effectively. At the time of research, the 
platform was operational and available on the National 
Registry’s website. As result of these positive actions, 
the score on this indicator has increased.
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CATEGORY 3: TRADEMARKS, 
RELATED RIGHTS, AND LIMITATIONS
Figure 11 summarizes the total scores for Category 3. 
This category measures the strength of an economy’s 
environment for trademarks, related rights, and limita-
tions. The category consists of four indicators with a 
maximum possible score of 4. The average score on 
this category was 62.97%.

Most economies sampled in the Index offer basic forms 
of trademark protection. As discussed over the years in 
the Index, however, rightsholders face a growing chal-
lenge: shifting sales of counterfeit goods from physical 
to online markets.  Especially during the COVID-19 
pandemic, online marketplaces—including third-party 
intermediaries—are essential to moving goods from 
manufacturers and suppliers to end users. Unfortunately, 

Figure 11: Category 3: Trademarks, Related Rights, and Limitations, percentage available score
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criminals are misappropriating online marketplaces to 
WUDIƓF�FRXQWHUIHLW�SURGXFWV��7KH�VKLIW�WR�RQOLQH�VKRSSLQJ�
has naturally accelerated as a result of the COVID-19 
pandemic. This has been most pronounced in high-in-
come OECD economies. Both the second and third 
quarters of 2020 saw increases of 44.4% and 37.1%, 
respectively, with online sales estimated to make up 
roughly 20% of total retail sales in the United States for 
the year. Less than a decade ago, in 2011, total e-com-
merce sales were less than 7% of total retail sales. Un-
fortunately, as online shopping becomes more popular 
and widespread, so too does the proliferation and sale 
of counterfeit goods. Certain online third-party market-
places are working with brand owners and rightsholders 
to adopt swift takedown procedures, pursue joint crimi-
nal actions, and encourage information sharing, among 
other efforts. Such practices offer improvements to a 
complex environment and work best as a collaborative 
effort involving brand owners, online marketplaces, 
and policymakers—as well as consumers. However, few 
economies have appropriate resources, technology, or 
effective mechanisms to combat the increased sale of 
counterfeit goods online. There are some examples in 
where relevant legislation or case law has established 
an obligation for online merchants to take down IP-in-
IULQJLQJ�PDWHULDO�XSRQ�QRWLƓFDWLRQ�E\�D�ULJKWV�KROGHU��
However, overall, the mechanisms in place are out-
weighed by the sheer quantity of counterfeit goods 
available online. Still, just as in the past two years, there 
were some new positive developments in 2020.

In Thailand, a precedent-setting application of an in-
junctive-style relief mechanism originally pioneered 
for copyright infringement could pave the way for a 
more structured application within the sphere of online 
trademark enforcement. Under the 2016 Computer 
Crime Act, the Ministry of Digital Economy and Society 
�0'(6��PD\�ƓOH�D�PRWLRQ�IRU�D�SHUPDQHQW�LQMXQFWLRQ�
to disable access to websites with IP-infringing content 
�GHƓQHG�DV�FRPSXWHU�GDWD�WKDW�DUH�D�FULPLQDO�RIIHQVH�
DJDLQVW�,3���0'(6�LV�QRWLƓHG�E\�,3�RZQHUV��RU�WKHLU�UHS-
resentatives) of infringing content and then sends a 
request for injunctive relief to a court. If an injunction 

is granted, MDES orders the ISP to disable access to 
the site. Local legal analysis suggests that over 90 of 
these injunctive-style relief requests had been sent to 
MDES, with access disabled to over 1,400 websites and 
portals. But as of 2020, the mechanism had exclusively 
been used by copyright holders. In early 2020, however, 
both the MDES and a relevant court approved an order 
disabling access to several websites on the basis of 
infringement of trademark rights. The decision marks a 
new and pivotal avenue whereby rightsholders can more 
effectively enforce their trademarks online in Thailand. 

Like in many other economies, online shopping and 
retail is increasing in Mexico as more people obtain 
broadband and mobile telephone connectivity. But 
until 2020, there was no regulatory or administrative 
framework for rightsholders to effectively address the 
sale of counterfeit goods and infringement of trademark 
rights online. Only some online merchants, including 
H%D\�DQG�0HUFDGR�/LEUH��KDYH�KDG�LQ�SODFH�VSHFLƓF�
notice-and-takedown mechanisms giving rightsholders 
the ability to directly alert the platforms of potential 
infringements. Mexico’s revised Industrial Property Law 
(implementing the USMCA) introduces a new mecha-
nism whereby injunctive-style relief can be obtained 
GLUHFWO\�IURP�WKH�QDWLRQDO�,3�RIƓFH��WKH�,QVWLWXWR�0H[LFDQR�
de la Propiedad Industrial (IMPI), for online violations. 
6SHFLƓFDOO\��$UWLFOH�����VXE�VHFWLRQV�9,,�DQG�9,,,�JLYH�WKH�
IMPI the power to “order the alleged offender or third 
parties to suspend, block, remove content or cease acts 
that constitute a violation of this Law through any virtual, 
digital or electronic means, known or to be known.” 

The past year also saw important improvements to 
Malaysia’s trademarks law. In December 2019, the 
0DOD\VLDQ�3DUOLDPHQW�ƓQDOL]HG�DQG�SDVVHG�D�QHZ�7UDGH-
marks Act. The new legislation is the culmination of a 
long legislative process that saw Malaysia become a 
contracting party to the Madrid Protocol. The new act 
modernizes the legal framework and contains several 
changes to how trademarks are registered and protect-
ed. It expands the types of marks that can be registered, 
including sound, scent, shape, color, and other so-called 
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non-traditional marks. The new act also contains signif-
LFDQW�FKDQJHV�WR�WUDGHPDUN�HQIRUFHPHQW��6SHFLƓFDOO\��
trademark infringement can now be prosecuted on the 
basis of a mark appearing on “similar” goods or services 
as opposed to “identical.” Under the old regime, right-
sholders often had to rely on the 2011 Trade Descrip-
tions Act, which provided criminal remedies for “false 
trade description in relation to trademark,” including 
PLQLPXP�ƓQHV�DQG�SRWHQWLDO�LPSULVRQPHQW��7KLV�KDV�
now changed, with most of the enforcement provisions 
of the Trade Descriptions Act now being moved into 
the Trademarks Act. Local legal analysis suggests that 
this will improve the operational aspects of enforce-
ment as rightsholders will no longer need to obtain a 
VSHFLƓF�WUDGH�GHVFULSWLRQ�RUGHU�WR�EHJLQ�LQIULQJHPHQW�
proceedings against the use of non-identical marks. 
Potential penalties, including damages, have also been 
strengthened. 

CATEGORY 4: DESIGN RIGHTS, 
RELATED RIGHTS, AND LIMITATIONS
Figure 12 summarizes the total scores for Category 4. 
This category measures the strength of the environment 
for design rights. The category consists of two indicators 
with a maximum possible score of 2. These indicators 
measure the maximum term of protection being offered 
(including renewable periods) for design rights and the 
extent to which economies have in place and apply 
laws and procedures that provide necessary exclusive 
rights. The average score on this category was 64.95%

Most economies included in the Index have in place 
VRPH�IRUP�RI�GHVLJQ�ODZ�DQG�GHƓQHG�WHUP�RI�SURWHFWLRQ�
for registered design rights. As noted in past editions, 
design rights and IP rights for industrial designs are 
becoming increasingly important to rightsholders across 
the world. Statistics from WIPO on total design appli-
cations (direct and via the Hague System) between the 
mid-1990s and today show the number of applications 
globally growing from less than 200,000 in 1995 to over 
1 million in 2018. In the United States, the number of 
design patent applications has shown similar growth, 

increasing from just over 15,000 applications in 1995 to 
over 45,000 in 2018. In 2020, there were some import-
ant developments for both the provision of statutory 
design rights and their enforcement.

In 2020, several economies included in the Index—Chi-
na, Japan, and the Ukraine—all increased the available 
term of protection for design rights. As part of the 2020 
amendments to the Patent Law, the term of protection 
for design patents in China was extended from 10 to 15 
years. In both Japan and Ukraine, the term of protection 
for design rights was extended to 25 years. This matches 
the benchmark used by the Index and has resulted in a 
score increase to 1 for both economies on this indicator. 

In 2016, the OECD estimated that the international 
trade in counterfeit and pirated goods represented 
about 2.5% of global trade. In the latest available up-
date to this estimate released in the 2019 Trends in 
Trade in Counterfeit and Pirated Goods, the OECD and 
(8�,QWHOOHFWXDO�3URSHUW\�2IƓFH��(8,32��QRZ�ƓQG�WKDW�
the value of the international trade in counterfeit and 
pirated goods has risen to an estimated 3.3% of global 
trade, over $500 billion. Customs and enforcement data 
from around the world reveals that a large portion of 
counterfeit goods are designed goods. This includes 
different types of clothing and apparel, watches, sun-
glasses, handbags, and similar accessories. While most 
customs authorities have experience dealing with tradi-
tional trademark and copyright enforcement—and many 
economies offer rightsholders the ability to record their 
rights with national customs authorities—this option is 
not always available for design rights. The EU is one of 
WKH�IHZ�MXULVGLFWLRQV�ZKHUH�LW�LV�SRVVLEOH�WR�ƓOH�D�UHTXHVW�
for customs action in individual Member States as well 
as all Member States specifying both registered and 
unregistered design rights as a right to be protected. 
This is currently not possible in the United States. As 
has been noted by a growing number of rights-holders, 
counterfeiters are increasingly becoming more sophis-
ticated, often bypassing trademark infringement when 
importing infringing products into the United States. 
In an effort to address this gap in current legislation, 
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a group of U.S. senators introduced the “Counterfeit 
Goods Seizure Act of 2019’’ in December of that year. 
The proposed bill would give U.S. Customs and Border 
Protection the authority to act against goods suspected 
of infringing design patents just as they are authorized 
to do for suspected trademark and copyright-infringing 
goods. U.S. Customs and Border Protection has long 
served as a global leader for the enforcement of IP 

ULJKWV�DQG�WKH�ƓJKW�DJDLQVW�FRXQWHUIHLWLQJ��$GGLQJ�WKLV�
capacity to the existing border enforcement framework 
would be a positive step and give border agents an 
DGGLWLRQDO�WRRO�LQ�WKH�ƓJKW�DJDLQVW�FRXQWHUIHLWLQJ��$W�
the time of research, no legislative action had been 
taken on the bill and it was unclear how the proposed 
legislation would fare in a new Congress.

Figure 12: Category 4: Design Rights, Related Rights, and Limitations, percentage available score
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CATEGORY 5: TRADE SECRETS AND 
THE PROTECTION OF CONFIDENTIAL 
INFORMATION
Figure 13 summarizes the total scores for Category 5. 
This category measures the strength of the environment 
IRU�WUDGH�VHFUHWV�DQG�FRQƓGHQWLDO�LQIRUPDWLRQ��)RU�WUDGH�
secrets, the category includes two indicators measuring 
the availability of civil remedies and criminal sanctions, 
respectively, in relation to the misappropriation or im-

proper acquisition, use, or disclosure of trade secrets or 
FRQƓGHQWLDO�EXVLQHVV�LQIRUPDWLRQ��DQG�WKH�DSSOLFDWLRQ�
of this legislation and effective access to these reme-
dies. In addition to the protection of trade secrets, this 
category also measures the existence of an RDP term 
for biopharmaceuticals. In total, the category consists 
of three indicators with a maximum possible score of 
3. The average score on this category was one of the 
weakest on the Index, at 49.40%.

)LJXUH�����&DWHJRU\����7UDGH�6HFUHWV�DQG�WKH�3URWHFWLRQ�RI�&RQƓGHQWLDO�,QIRUPDWLRQ��SHUFHQWDJH�DYDLODEOH�VFRUH
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As noted in past editions of the Index, many economies 
GR�QRW�KDYH�VSHFLƓF�WUDGH�VHFUHW�OHJLVODWLRQ�LQ�SODFH��
Instead, they rely on laws for employment contracts and 
WKH�GLVFORVXUH�RI�FRQƓGHQWLDO�LQIRUPDWLRQ��&RQVHTXHQWO\��
there are sizable gaps in protection in many econo-
PLHV��ŏ7UDGH�VHFUHWVŐ�DUH�RIWHQ�QRW�H[SOLFLWO\�GHƓQHG�LQ�
relevant laws and regulations, and courts have limited 
experience ruling on cases involving the misappropria-
tion or improper acquisition, use, or disclosure of trade 
VHFUHWV�RU�FRQƓGHQWLDO�EXVLQHVV�LQIRUPDWLRQ��7KLV�JDS�
is especially pronounced with respect to criminal sanc-
tions. Many economies—including developed OECD 
members—do not have statutory criminal sanctions in 
place for the theft and misappropriation of trade secrets. 
On a positive note, in 2020, there were some important 
developments, with several economies introducing 
changes to their legislative frameworks.

Historically, for instance, Canadian law has not provided 
D�VWDWXWRU\�GHƓQLWLRQ�RU�FULPLQDO�VDQFWLRQV�IRU�WKH�WKHIW�RU�
misappropriation of trade secrets. Any potential criminal 
prosecution, then, must rely on other parts of the legal 
code. As part of its implementation of the USMCA, the 
Canadian Parliament passed new criminal provisions for 
the theft and misappropriation of trade secrets through 
the Canada-United States-Mexico Agreement Imple-
mentation Act. Section 391 of the Criminal Code now 
contains a maximum 14-year prison term for anyone 
who “by deceit, falsehood or other fraudulent means, 
knowingly obtains a trade secret or communicates or 
makes available a trade secret.” As a result, Canada’s 
score on this indicator has increased.

There were also positive changes to Taiwan’s legal 
IUDPHZRUN�IRU�WUDGH�VHFUHWV�DQG�FRQƓGHQWLDO�LQIRUPD-
tion. In December 2019, the Taiwanese Legislative Yuan 
passed a new trade secrets law. The new law replaces 
the 2013 Trade Secrets Protection Act and provides 
several important updates to what was, already, a com-
prehensive legislative framework. The new law updates 
the original act by providing stronger protection for for-
HLJQ�ULJKWVKROGHUV�DQG�EHWWHU�SURWHFWLRQ�IRU�FRQƓGHQWLDO�
information during criminal investigations. Article 13-5 

now provides foreign entities and persons with the right 
RI�ƓOLQJ�FULPLQDO�DQG�FLYLO�FRPSODLQWV��8S�XQWLO�QRZ��WKLV�
had been possible only if a bilateral agreement existed 
between the country of residency of the foreign entity or 
person and Taiwan. Now, all foreign entities and persons 
have this right of protection regardless of treaty status. 
$UWLFOHV������WR������LQWURGXFH�VR�FDOOHG�FRQƓGHQWLDOLW\�
protective orders (CPOs). These CPOs are meant to 
provide prosecutors and investigators an additional 
WRRO�WR�HQVXUH�WKDW�DQ\�FRQƓGHQWLDO�LQIRUPDWLRQ�WKDW�LV�
examined, discussed, or otherwise shared during the 
course of a criminal investigation is not disseminated. 

With respect to RDP of submitted biopharmaceutical 
test data during regulatory review, there were more 
mixed developments.

The protection of biopharmaceutical innovation in the 
UAE�KDV�KLVWRULFDOO\�EHHQ�GHƓQHG�E\�0LQLVWHULDO�'H-
cree 404 (2000), which tied the exclusivity status of a 
product in the UAE to the term of patent protection 
in the country of origin. The period of protection for 
applications submitted for marketing approval after 
January 1, 2000, has been for the remaining term of 
the patent or patents protecting the drug in its country 
RI�RULJLQ��$V�VXFK��WKHUH�LV�QR�SHULRG�RI�5'3�GHƓQHG�RU�
recognized in UAE law. In 2020, however, this changed 
with the Ministry of Health and Prevention’s issuance of 
Ministerial Resolution 321. The resolution provides a 
GHƓQHG�HLJKW�\HDU�SHULRG�RI�5'3�IRU�VXEPLWWHG�SUH�FOLQ-
ical and clinical data submitted by an original reference 
applicant. Article 2 of the resolution explicitly states that 
it is “not permissible” for a follow-on applicant to “ob-
tain the marketing approval for a similar drug product” 
by relying on a previously submitted dossier. There is, 
however, some uncertainty over the whether the full 
HLJKW�\HDU�5'3�WHUP�ZLOO�EH�DYDLODEOH��6SHFLƓFDOO\��$UWLFOH�
3 allows follow-on applicants to register their products 
in the last two years of the granted RDP in what amounts 
to a so-called “Bolar exemption.” Bolar exemptions are 
established to allow follow-on manufacturers to conduct 
UHVHDUFK�DQG�QHFHVVDU\�VFLHQWLƓF�VWXGLHV�WR�PHHW�UHJ-
ulatory safety and quality requirements in preparation 
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for market approval. Due to the long timelines involved 
in the drug approval process, the primary goal of these 
types of exemptions is to ensure that there is no undue 
delay for the launch of a generic follow-on product 
once the reference product’s exclusivity has expired. 
In the case of the UAE, Article 3 of the resolution does 
not specify or outline what type of activities follow-on 
manufacturers may engage in, and there is no assur-
ance that the reference product’s full eight-year period 
of data exclusivity will be maintained. Nevertheless, 
WKH�LQWURGXFWLRQ�RI�D�GHƓQHG�WHUP�RI�5'3�LV�D�SRVLWLYH�
step and an improvement in the biopharmaceutical IP 
environment in the UAE.

In contrast to the positive developments in the UAE, 
proposed changes to the RDP regime in Saudi Arabia 
were less positive. The 2005 Minister of Commerce 
and Industry’s Decision No. 3218, “Regulations for the 
3URWHFWLRQ�RI�&RQƓGHQWLDO�&RPPHUFLDO�,QIRUPDWLRQ�Ő�SUR-
YLGHV�VSHFLƓF�SURWHFWLRQ�IRU�VXEPLWWHG�FOLQLFDO�UHVHDUFK�
data as part of a biopharmaceutical market registration 
application. Article 5 of the regulations provides a clear 
DQG�XQDPELJXRXV�SURWHFWLRQ�WHUP�RI�ƓYH�\HDUV�IURP�
the date of approval. It also states that relevant Saudi 
authorities “shall undertake to protect such information 
against unfair commercial use, for a minimum period 
RI�ƓYH�\HDUV�IURP�WKH�GDWH�RI�REWDLQLQJ�WKH�DSSURY-
al.” The existence of this RDP is a positive feature of 
Saudi Arabia’s national IP environment. However, as 
noted over the course of the Index, uncertainty exists 
over the actual availability of this protection. Industry 
reports have suggested that follow-on products have 
been approved through the use of “indirect reliance” on 
submitted clinical research data. International standards 
and best practices for RDP, however, are quite clear 
on this subject: neither direct nor indirect reliance on 
submitted clinical test data should be used to approve 
IROORZ�RQ�SURGXFWV�ZLWKLQ�DQ\�VSHFLƓHG�DQG�JUDQWHG�
term of exclusivity. In 2020, the SAIP released new draft 
LPSOHPHQWLQJ�UHJXODWLRQV�RQ�KRZ�FRQƓGHQWLDO�FRP-
mercial information will be protected in Saudi Arabia. 
While the SAIP should be applauded for publishing 
these draft regulations, holding a public consultation, 

and inviting stakeholder feedback on the matter, the 
UHJXODWLRQV�WKHPVHOYHV�DUH�GHHSO\�ŴDZHG�DQG�VWDQG�
outside established international standards of RDP. 
6SHFLƓFDOO\��$UWLFOH������RI�WKH�UHJXODWLRQV�VWDWHV�WKDW�
any term of protection offered in Saudi Arabia would 
EHJLQ�ŏWKH�GDWH�RI�WKH�ƓUVW�UHJLVWUDWLRQ�RI�WKH�SUHSD-
ration in another country.” If implemented, this would 
GUDPDWLFDOO\�UH�ZULWH�H[LVWLQJ�UHJXODWLRQV�DQG�VLJQLƓ-
cantly curtail rights-holders’ effective RDP term. The 
LQWURGXFWLRQ�RI�VXFK�D�GHƓQLWLRQ�DQG�WKH�OLQNLQJ�RI�WKH�
H[FOXVLYLW\�SHULRG�LQ�6DXGL�$UDELD�WR�D�SURGXFWōV�ƓUVW�
global launch would severely limit the availability of 
RDP in Saudi Arabia and undermine the incentives for 
innovation and investment such exclusivity provides. 
Moreover, the draft regulations do not allow a period 
of RDP for new indications. The implementation of this 
regulation and application of the existing provisions in 
relation to RDP would result in a reduction of the score 
to 0 for this indicator.

CATEGORY 6: COMMERCIALIZATION 
OF IP ASSETS 
Figure 14 summarizes the total scores for Category 
6. This category consists of six indicators with a max-
imum possible score of 6. These indicators measure 
the presence of barriers and incentives in place for the 
commercialization and licensing of IP assets. This rang-
es from barriers to technology transfer, to registration 
and disclosure requirements of licensing agreements, 
to direct government intervention in setting licensing 
terms, to the existence of tax incentives for the creation 
and commercialization of IP assets. The average score 
on this category was 59.42% 

New technologies can contribute to economic activ-
ity only if they are successfully commercialized in the 
marketplace. Technology transfer and licensing are 
critical mechanisms for commercializing and transfer-
ring research from public and governmental bodies 
to private entities and private-to-private entities for 
the purpose of developing usable products and com-
mercially available technologies. They also provide a 
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VLJQLƓFDQW�DQG�GLVWLQFW�FRQWULEXWLRQ�WR�WKH�HFRQRPLF�
strength and well-being of the economies in which they 
take place. For less developed economies, international 
licensing of technology can provide the basis for local 
technological development and building a more so-
SKLVWLFDWHG�DEVRUSWLYH�FDSDFLW\��*OREDO�WHFKQRORJ\�ŴRZV�
and the commercialization of IP assets are, thus, crucial 
drivers of innovation. However, licensing and technol-

RJ\�WUDQVIHU�UHO\�RQ�D�VXSSRUWLYH�DQG�HIƓFLHQW�HQYLURQ-
ment that minimize red tape, facilitate market-based 
partnerships, and uphold the integrity of partnerships. 
Yet, in many respects, economies are failing to provide 
WKH�QHFHVVDU\�UHJXODWRU\�DQG�,3�VSHFLƓF�LQIUDVWUXFWXUH�
to help incentivize and better facilitate domestic and 
cross-border licensing and technology transfer. One of 
WKH�PRVW�VLJQLƓFDQW�EDUULHUV�WKDW�DIIHFWV�OLFHQVLQJ�DQG�

Figure 14: Category 6: Commercialization of IP Assets, percentage available score
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technology transfer—domestic and cross-border—is 
direct government intervention and setting of licensing 
terms. As has been noted in previous editions of the 
Index, many of the economies benchmarked in the In-
GH[�DUH�LQWURGXFLQJ�SROLFLHV�WKDW�PDNH�LW�PRUH�GLIƓFXOW�
to access their respective markets or commercialize IP 
assets. This continued in 2020, with several negative 
developments. However, there were also some surpris-
ingly positive changes. 

In late 2019 and 2020, Algeria embarked on a series 
of ambitious reforms to fundamentally alter its relation-
ship to foreign direct investment. The Algerian gov-
ernment has historically imposed localization rules for 
KRZ�IRUHLJQ�ƓUPV�PD\�SDUWLFLSDWH�LQ�WKH�PDUNHW�DQG�
has actively pursued an import substitution policy. The 
stated objective of these rules has been to reduce im-
ports, encourage domestic production, and maximize 
technology transfer. These policies also span various 
sectors and have included national public procurement 
UXOHV��6SHFLƓFDOO\��DFFHVV�WR�WHQGHUV�IRU�IRUHLJQ�ELG-
ders has been greatly limited by Decree 10-36 (2010), 
which gives a 25% price preference to national pro-
ducers. Foreign bidders have been able to qualify as 
local if they have partnered with national companies 
that are majority-owned by Algerian residents. The 
most onerous requirement is the strict ownership lim-
itations. On the basis of a pre-existing measure in the 
oil and gas sector, the 2009 Complementary Finance 
Law had limited foreign investment to a minority stake 
(49% or below) in any industrial sector. As a result of 
the profound political changes taking place in Algeria, 
the past 12 months have seen what potentially could 
amount to a sea-change in Algeria’s openness to and re-
ODWLRQVKLS�ZLWK�IRUHLJQ�LQYHVWPHQW��6SHFLƓFDOO\��WKURXJK�
the 2020 Finance Law, the government removed the 
51-49%  local ownership requirement for non-strate-
gic industries. The Finance Law did not specify how 
the elimination of the local ownership requirement 
would be implemented or which industries would be 
considered non-strategic or strategic. In June 2020, 
a Supplemental Finance Law was enacted and pub-
OLVKHG�LQ�WKH�RIƓFLDO�JD]HWWH��$UWLFOH����RI�WKH�ODZ�RXWOLQHV�

which industries and sectors of the economy are to be 
considered as strategic and still subject to the 51-49% 
local ownership requirement. These include mining, 
hydrocarbons, industries relating to national defense, 
physical infrastructure (railways, ports, and airports), 
and the pharmaceutical industry. With regards to the 
pharmaceutical industry, the law appears to provide 
an exception to the local ownership requirement for 
this capital and research-intensive industry. However, 
this exception is not entirely clear and appears to be 
FRQWLQJHQW�RQ�IXOƓOOLQJ�VHYHUDO�FRQGLWLRQV��$W�WKH�WLPH�
of research, no implementing regulations had been 
GUDIWHG�RU�LVVXHG�RXWOLQLQJ�WKH�VSHFLƓF�FRQGLWLRQV�DQG�
requirements to qualify for the exception. The removal 
of the local ownership requirements is a positive devel-
opment for Algeria affecting most indicators included 
under Category 6. 

Unfortunately, not all economies have re-thought their 
economic models. In recent years, there were negative 
developments in Turkey and Nigeria, both of which 
have long-standing mandatory localization require-
ments that target IP-intensive, high-tech sectors. Turk-
ish industrial and economic policy over the past two 
decades has increasingly been driven by an effort to 
localize industrial production and R&D. A major part of 
these efforts has been localization and import substitu-
tion policies that actively discriminate against foreign 
entities and favor domestic Turkish companies. The 
biopharmaceutical and ICT sectors have been heavily 
targeted by these policies. In 2016, the Turkish Medi-
cines and Medical Devices Agency began implement-
ing an import substitution plan whereby drugs that have 
at least one local generic or therapeutic equivalent are 
required to localize their production by 2018 or be 
excluded from public reimbursement. Industry reports 
suggest that close to 200 products were delisted in 
������RI�ZKLFK����PHGLFLQHV�ZHUH�LGHQWLƓHG�DQG�GHO-
isted from reimbursement in early 2018 by the Turkish 
Social Security Institution. In 2019, the European Union 
ƓOHG�D�FRPSODLQW�EHIRUH�WKH�:72�DOOHJLQJ�WKDW�7XUNH\ōV�
localization policies were in violation of fundamental 
provisions of the General Agreement on Tariffs and 
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Trade (GATT), Agreement on Trade-Related Investment 
Measures (TRIMS), TRIPS, and Agreement on Subsidies 
and Countervailing Measures (SCM). In September 
2020, the WTO announced that, due to the COVID-19 
SDQGHPLF��QR�ƓQDO�UHSRUW�ZRXOG�EH�LVVXHG�RQ�WKLV�GLV-
pute until the second half of 2021. More broadly, the 
Turkish government actively uses public procurement 
policies as a form of incentivizing localization and dis-
criminating against foreign bidders. Since 2002, under 
Article 63 of the Procurement Law, domestically manu-
factured products are afforded a 15% price advantage . 
In addition, since 2015, all government ministries have 
the possibility to apply “Industrial Cooperation” (civil 
offset) clauses for public procurement contracts. And in 
the ICT sector, Turkish laws place onerous requirements 
(including local data storage) on ICT companies and 
GLJLWDO�VHUYLFH�SURYLGHUV��6HFWRU�VSHFLƓF�GDWD�VWRUDJH�
requirements are in place on payment service providers 
DQG�EDQNLQJ�DQG�ƓQDQFLDO�VHUYLFHV�LQVWLWXWLRQV��$V�ZLWK�
other localization measures, the requirements for data 
SURYLGHUV�LQWHQVLƓHG�LQ�������,Q�$XJXVW��WKH�7XUNLVK�
Parliament passed amendments to Law No. 5651 (the 
Regulation of Internet Broadcasts and Prevention of 
Crimes Committed through Such Broadcasts). These 
amendments require social media service providers 
with over 1 million visits per day to store any user data 
locally in Turkey, appoint a legal representative in Tur-
key, and report regularly on their activities and require-
ments under these amendments. Non-compliance is 
SRWHQWLDOO\�VXEMHFW�WR�VXEVWDQWLDO�ƓQHV��&URVV�ERUGHU�
transfers are permitted; however, such transfers can 
take place only after explicit consent has been obtained 
from the data subject or the country to which data is 
being transferred to provides an equivalent level of 
protection as in Turkey. 

Like Turkey, Nigeria has had several localization policies 
and local content requirements in place since 2010. 
7KHVH�SROLFLHV�KDYH�WDUJHWHG�VSHFLƓF�VHFWRUV�RI�WKH�
economy, including energy and ICT. The 2010 Nige-
rian Oil and Gas Industry Content Development Act 
is the legislative basis for most of these policies. The 
law and accompanying regulatory guidance provide 

a detailed list of requirements ranging from employ-
ment of local staff to mandatory local procurement 
and levels of technology transfer. Over the past few 
\HDUV��WKHVH�UHJXODWLRQV�KDYH�LQWHQVLƓHG�IRU�RLO�ULJV�DQG�
related technologies. Similar requirements are in place 
for the ICT sector through the Guidelines for Nigerian 
Content Development in Information and Communica-
tion Technology�GHYHORSHG�DQG�HQIRUFHG�E\�WKH�2IƓFH�
for Nigerian Content Development in Information & 
Communication Technology (NITDA). These guidelines 
impose substantial localization requirements, including 
the hosting of government data within Nigeria. Foreign 
entities are required to put in place plans for the devel-
opment of local content and support initiatives and all 
Nigerian public sector entities are required to procure 
ICT equipment and software locally. More broadly, local 
content requirements and preferencing are in place 
for all government procurement through Executive 
Order No. 5 from 2018. In 2019 and 2020, these local-
L]DWLRQ�UHTXLUHPHQWV�LQWHQVLƓHG��,Q�ODWH�������1,7'$�
updated its guidelines and re-stated its commitment 
to the full implementation of its localization initiative. 
This included retaining some of its most onerous and 
restrictive requirements with respect to multinational 
software companies. Under section 10.3 of the guide-
lines, multinationals are required to continue to “pro-
YLGH�YHULƓDEOH�LQIRUPDWLRQ�DQG�VLJQ�DIƓGDYLWV�DERXW�WKH�
origin, safety, and workings of software being sold and 
deployed within the country in order to ascertain the full 
security of the product and protect National security.” 
More broadly, in May 2020, the upper chamber of the 
National Assembly announced that it was working on 
new amendments to the Nigerian Oil and Gas Indus-
try Content Development Act. The stated purpose of 
these changes would be to not only strengthen existing 
localization requirements for the oil and gas industry, 
but also extend these requirements to other sectors. 
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CATEGORY 7: ENFORCEMENT
Figure 15 summarizes the total scores for Category 
7. This category measures the prevalence of IP rights 
infringement, the criminal and civil legal procedures 
available to rights-holders, and the authority of customs 
RIƓFLDOV�WR�FDUU\�RXW�ERUGHU�FRQWUROV�DQG�LQVSHFWLRQV��7KH�
category consists of seven indicators, with a maximum 
possible score of 7. 

As in years past, a clear majority of the sampled econ-
omies in the Index struggle in this category. Only 21 
economies (39.62% of the sample) achieve a score of 
50% or more on this category. And only 10 economies 
achieve a score of 75% or more. As with Category 2, the 
average score on this category is one of the weakest 
on the Index, at 49.67%. Still, despite the overall poor 
performance on this category, there were some positive 

Figure 15: Category 7: Enforcement, percentage available score 
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economy-level developments in 2020. In particular, 
several economies improved their score on indicator 
38. This indicator measures the extent to which customs 
authorities in a given economy publish statistics and 
data on trade-related IP infringement. A surprisingly 
large number of economies do not publish any statistics 
on actions taken by customs with regards to suspect-
ed IP-infringing goods. Only 16 of the 53 economies 
sampled in the Index regularly publish data on customs 
actions taken against suspected counterfeit goods, 
and twenty-three economies publish some informa-
tion. However, this may be on an ad hoc basis or not 
always include relevant descriptive information such as 
countries of origin or volume and estimated value of 
the seized goods. And 14 economies do not publish 
any relevant information. In 2020, Algeria, Chile, and 
South Korea all improved their scores on this indicator.  

The Algerian Customs Authority (Direction Générale 
des Douanes) does not publish systematic or annual-
ized data on seizures relating to IP-infringing goods. 
7KHUH�DUH�QR�DQQXDO�UHSRUWV�SXEOLVKHG�RU�RIƓFLDO�GDWD�
and statistics on the authority’s seizure activities against 
counterfeit and IP rights-infringing goods. This remains 
the case today. However, in 2019, the authority began 
EULHƓQJ�WKH�ORFDO�PHGLD�RQ�LWV�DQQXDO�DQWL�FRXQWHUIHLW-
ing activities. In an article published in April 2019 with 
the Algeria Press Service (the largest domestic news 
agency), the authority detailed its activities for 2018, 
including the number of counterfeit items seized and 
country of origin. In total, over 455,000 counterfeit items 
had been seized, of which more than 70% came from 
China. The largest categories of goods seized related 
to sports and textiles, which together accounted for 
close to 85% of all goods seized. In January 2020, a 
similar report was issued for the Port of Algiers (one of 
the largest ports in Algeria), with an estimated DZD1 
billion worth of goods seized and 31 cases of enforce-
ment activity against suspected counterfeit goods taken.

Similarly, although the Chilean Customs Authority (Ser-
vicio Nacional de Aduanas de Chile) does not publish 
an annual compendium or review on its enforcement 

activities against trade-related IP infringement, over 
the past few years the agency has notably increased its 
level of transparency and publicly-available data on its 
activities. For example, the agency actively publishes 
press releases on seizure activity, including information 
on the number of counterfeit items seized, estimated 
value, and country of origin. At the time of research 
in 2020, close to 30 such notices had been released, 
averaging close to four per month. As noted in past 
editions of the Index, there have also been examples in 
the past whereby the agency has released aggregated 
data on seizure activity in a given year. However, this 
data has not always included full information about 
the number of items seized, types of items, estimated 
value, or countries of origin.  

As a next step, the Index would urge the customs au-
thorities in both Algeria and Chile to consider publish-
ing a stand-alone, annual review dedicated to providing 
the public with a full and comprehensive overview of 
the agency’s enforcement activities against trade-related 
IP infringement.

In South Korea, statistics on anti-counterfeiting and 
seizure activity by the Korea Customs Service (KCS) 
have historically not been available on a systematic 
and regular basis. This changed in 2015 with the pub-
lication of the KCS’ Annual Report on Intellectual Prop-
erty Rights Seizures. This report provides a detailed 
breakdown of the KCS’ anti-counterfeiting activities and 
investigations of suspected IP violations. It includes the 
number of seizures, categories of goods seized, and 
primary countries of origin. The latest report, published 
in 2019, shows that there were almost 53,000 seizures 
carried out over the course of 2018, a 360% increase 
compared with 2017. This rise in the number of sei-
zures was a result of greater cooperation between the 
KCS, private rights-holders, and the postal service at 
Incheon airport and a notable increase in seizures of 
small parcel shipments. Of note is that nine out of 10 
IP-infringing goods (92.9%) came from China. At the 
time of research, no report had been made publicly 
available in 2020. The KCS should be congratulated 
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for making this information available to the public in a 
dedicated, regularly recurring report.  

There were also economy-level improvements in 2020 
ZLWK�UHJDUGV�WR�WKH�DELOLW\�RI�ERUGHU�RIƓFLDOV�WR�WDNH�
effective action against suspected counterfeit goods. 

%RUGHU�RIƓFLDOV�LQ�Canada have historically not had ex 
RIƓFLR powers to search and seize goods suspected 
of infringing on IP rights, and a court order has been 
required for seizure and detaining of suspected goods 
E\�FXVWRPV�RIƓFLDOV�XQGHU�ERWK�WKH�&RS\ULJKW�$FW�DQG�
the Trade-Marks Act. Bill C-8, passed in 2014, intro-
duced more robust border measures, including new 
civil and criminal options as well as expanded powers 
IRU�FXVWRPV�RIƓFLDOV�E\��IRU�H[DPSOH��HQDEOLQJ�WKH�GH-
tention of goods suspected of copyright or trademark 
LQIULQJHPHQW��+RZHYHU��ZKLOH�FXVWRPV�RIƓFHUV�ZHUH�
given a right of detention, at the time of enactment, it 
was not clear whether in practice this right extended to 
goods for which rights-holders had not made a speci-
ƓHG�ŏUHTXHVW�IRU�DVVLVWDQFH�Ő�'XULQJ�WKH���WK�UHYLHZ�RI�
the trade policies and practices of Canada through the 
:72�LQ�-XQH�������WKH�&DQDGLDQ�JRYHUQPHQW�FODULƓHG�
WKLV�SRLQW��,Q�LWV�RIƓFLDO�ZULWWHQ�UHVSRQVHV�WR�TXHVWLRQV�
from other WTO Member States, the Canadian gov-
ernment stated that the newly enacted and in force 
legislation did, in fact, provide H[�RIƓFLR authority to 
FXVWRPV�RIƓFHUV��8QIRUWXQDWHO\��WKH�QHZ�OHJLVODWLRQ�GLG�
not extend to counterfeit goods in transit, which--pro-
vided they were not destined for the domestic Cana-
dian market--could continue to pass through Canadian 
customs largely unimpeded. Canada is a contracting 
party to the USMCA. Chapter 20 of the USMCA includes 
a clear requirement that border agents be granted ex 
RIƓFLR authority to detain any and all suspected coun-
terfeit goods, including goods in transit. As part of its 
implementation of the USMCA in 2020, Canadian Parlia-
ment passed new provisions relating to goods in transit 
through the Canada-United States-Mexico Agreement 
Implementation Act. Section 51.03 of the Trademarks 
Act now includes reference to transshipped goods and 
goods in transit. At the time of research, there was no 

corresponding legislative change to the Copyright Act 
or the Combating Counterfeit Products Act. 

Finally, there has been further movement for many 
economies’ score for indicator 32. The score for each 
economy on this indicator is derived from a propri-
etary estimate of levels of counterfeiting, the Global 
Measure of Physical Counterfeiting. This measure was 
developed by the U.S. Chamber of Commerce and 
Pugatch Consilium in 2016 to provide a new global 
measure of physical trade-related counterfeiting. The 
measure provides a total and per economy estimate 
for each of the 53 economies included in the Index 
of rates of physical trade-related counterfeiting. The 
methodology of the Global Measure of Physical Coun-
terfeiting builds on that developed by the OECD and 
the EUIPO in their series of reports on global levels of 
trade-related counterfeiting, the latest being Trends in 
Trade in Counterfeit and Pirated Goods published in 
2019. To obtain a unique estimate for each of the 53 
economies included, the Global Measure of Physical 
Counterfeiting applies three weighted factors to provide 
a holistic take on the propensity for counterfeiting in 
WKH�VHOHFWHG�HFRQRPLHV��7KH�ƓUVW�IDFWRU�LV�D�VXEVHW�RI�
the scores for the indicators within Category 7 of the 
Index. The second factor incorporates the most recent 
updates to the OECD’s General Trade-Related Index 
of Counterfeiting (or GTRIC-e) benchmark. The third 
factor used is the rate of perceived corruption within an 
economy, as measured by Transparency International’s 
Corruption Perceptions Index. In 2019-020, there were 
new editions and data released by both the OECD and 
Transparency International. The changes in economies’ 
underlying scores on these measures has, consequently, 
affected their scores on the Index. A full description 
of the Global Measure of Physical Counterfeiting and 
sources used is available at the end of the Index in the 
appendix. 
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CATEGORY 8: SYSTEMIC EFFICIENCY 
Figure 16 summarizes the total scores for Category 8. 
Indicators included in this category seek to measure 
national efforts at coordinating IP rights enforcement; 
the existence of stakeholder consultation mechanisms 
during IP law and regulation-making processes; exis-
tence of awareness-raising and educational activities 
on the importance of IP rights and incentives; target-

ed incentives for small and medium-sized enterprises 
(SMEs) for the creation, registration, and use of IP assets; 
and the extent to which the relevant authorities in a giv-
en economy seek to map and measure the economic 
impact and importance of IP-intensive industries to 
WKHLU�QDWLRQDO�HFRQRPLHV��7KLV�FDWHJRU\�FRQVLVWV�RI�ƓYH�
indicators, with a maximum possible score of 5. 

)LJXUH�����&DWHJRU\����6\VWHPLF�(IƓFLHQF\��SHUFHQWDJH�DYDLODEOH�VFRUH�
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As in previous editions, the majority of sampled econ-
omies in the Index do quite well on this category, with 
only 14 economies failing to achieve a score of 50% 
or above. Indeed, many economies perform better 
on this category than in other parts of the Index, with 
an average category score of 63.11%. In 2020, these 
positive efforts continued. 

In Costa Rica and Argentina, there were notable efforts 
to expand and institutionalize existing public awareness 
FDPSDLJQV��,Q�&RVWD�5LFD��WKH�QDWLRQDO�,3�RIƓFH��7KH�
National Registry, has run several initiatives, the most 
notable being the National Intellectual Property Commu-
nication Strategy (Estrategia Nacional de Comunicación 
de Propiedad Intelectual) in partnership with WIPO. The 
purpose of the strategy is to promote IP awareness and 
respect for IP rights and creators and innovators. The 
program targets young people and school children. 
One key educational component is the “Mis Creaciones 
Valen” (My Creations Are Worthy) campaign, which in-
cludes training and educational activities for elemen-
WDU\�DQG�KLJK�VFKRRO�VWXGHQWV��7KH�SURJUDP�ZDV�ƓUVW�
launched in 2016 and has, in aggregate, reached over 1 
million people and close to 100,000 school children and 
teachers. The National Registry has announced that the 
initiative has been renewed for a new four-year period 
running to 2023 and will now target both private and 
public institutions. Similarly, in Argentina, there were 
positive efforts to institutionalize existing educational 
and coordination efforts. Following through on a com-
mitment made in 2017 to the Argentine Chamber of 
Medium-Sized Enterprises (Confederación Argentina 
de la Mediana Empresa) and the Argentine Anti-Piracy 
Association (Asociación Civil Antipiratería Argentina), in 
'HFHPEHU������WKH�QDWLRQDO�,3�RIƓFH��0LQLVWU\�RI�-XVWLFH��
and Ministry of Security announced the formation of a 
new national anti-counterfeiting and IP enforcement 
mechanism, the “Federal Committee to Combat Contra-
EDQG�DQG�WKH�)DOVLƓFDWLRQ�RI�7UDGHPDUNV�DQG�'HVLJQD-
tions” (Comité Federal de Lucha Contra el Contrabando 
\�OD�)DOVLƓFDFLµQ�GH�0DUFDV�\�'HVLJQDFLRQHV). One of 
the committee’s key tasks is awareness-raising public 
educational activities on the dangers of counterfeiting.

In Saudi Arabia and Ecuador, new initiatives were 
launched to help SMEs register and commercialize 
their IP assets. Working together with WIPO and the 
World Economic Forum (WEF), the Ecuadorian national 
,3�RIƓFH��Servicio Nacional de Derechos Intelectuales, 
has launched a dedicated program to help individual 
inventors and small businesses through the “Inven-
tor Assistance Program.” Launched globally in 2016, 
the program seeks to match inventors with legal prac-
titioners who provide pro-bono legal advice on the 
technical evaluation and registration process for the IP 
created. At the time of research, the program was fully 
RSHUDWLRQDO��ZLWK�WKH�ƓUVW�SDWHQW�DSSOLFDWLRQV�KDYLQJ�
EHHQ�ƓOHG�LQ�(FXDGRU��6LPLODUO\��WKH�6DXGL�1DWLRQDO�,3�
Authority, SAIP, announced several new initiatives tar-
geting SMEs in 2020. In June, the “Intellectual Property 
Advisory Clinics Program” was launched. The program 
seeks to help SMEs develop, register, and commer-
cialize IP assets. The SAIP also released an “Intellectual 
Property Policies Manual” to help and guide SMEs, aca-
demic institutions, and individual inventors. Finally, the 
authority, in partnership with WIPO, opened 21 support 
centers as part of a national network of IP centers. 

In Australia��WKH�QDWLRQDO�,3�RIƓFH��,3�$XVWUDOLD��PDSSHG�
and measured the impact of IP-intensive industries on 
the Australian economy. As noted in past editions of 
the Index, various parts of the Australian government 
actively measure and seek to understand the economic 
contribution and value of IP-intensive industries to the 
Australian economy. For example, IP Australia has since 
�����KDG�LQ�SODFH�DQ�2IƓFH�RI�WKH�&KLHI�(FRQRPLVW��
which published and commissioned various sector- and 
,3�ULJKW�VSHFLƓF�UHVHDUFK�VWXGLHV��7KHVH�LQFOXGH�WKH�
2015 Economic Impact of Innovation Patents, the 2013 
Economic Impact of Human Gene Patents, and other 
stand-alone research papers on topics including design 
rights, the mining industry, and trademarks. In addition, 
based on WIPO’s methodology and study guidelines, 
Australian public entities have conducted or supported 
several research reports on the economic contribu-
tion of the copyright-based industries to the Australian 
economy. The latest of these, released in 2017, The 
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Economic Contribution of Australia’s Copyright Indus-
tries 2002-2016, was prepared by the consultancy PwC 
for the Australian Copyright Commission. In April 2020, 
IP Australia released its eighth report on the national 
IP environment, Australian Intellectual Property Report 
2020. The report provides a considerable amount of 
data and insight on registration trends and how Aus-
tralian inventors and businesses are using the national 
IP system. A new component of the report is a focus on 
IP-related economic activity. Using 2019 data collated by 
the Australian Bureau of Statistics, Chapter 7 of the re-
port provides a dedicated section to understanding the 
link between economic activity and the use of IP rights 
by Australian businesses. The chapter makes several 
LPSRUWDQW�ƓQGLQJV�RQ�WKH�XVH�DQG�SRVLWLYH�HFRQRPLF�
impact IP rights have had on the Australian economy. 
)RU�H[DPSOH��LW�ƓQGV�WKDWŋZKHQ�ORRNLQJ�DW�DYHUDJH�SURI-
LWV�SHU�HPSOR\HHŋƓUPV�PDNLQJ�XVH�RI�,3�ULJKWV�WHQG�WR�
KDYH�KLJKHU�DYHUDJH�SURƓW�OHYHOV�WKDQ�WKRVH�ƓUPV�QRW�
owning any IP rights. This was estimated at AUD48,368 
IRU�,3�ULJKWV�RZQLQJ�ƓUPV�FRPSDUHG�ZLWK�$8'�������
IRU�QRQ�,3�ULJKWV�RZQLQJ�ƓUPV��)LUPV�RZQLQJ�UHJLVWHUHG�
IP rights--particularly multiple IP rights--had higher av-
HUDJH�SURƓWV�DV�D�SHUFHQWDJH�RI�LQYHVWHG�FDSLWDO�WKDQ�
GLG�QRQ�,3�ULJKWV�RZQLQJ�ƓUPV��

CATEGORY 9: MEMBERSHIP AND 
RATIFICATION OF INTERNATIONAL 
TREATIES
Figure 17 summarizes the total scores for Category 9. 
This category measures whether an economy is (1) a 
VLJQDWRU\�RI�DQG�����KDV�UDWLƓHG�DFFHGHG�WR�LQWHUQDWLRQDO�
treaties on the protection of IP. The category consists of 
seven indicators with a maximum possible score of 7. 

Over the course of the Index, the number of treaties 
included in this category has expanded substantially, 
and today nine are included. Yet a surprisingly high 
number of economies benchmarked in the Index are 
not contracting parties to most of the international IP 
treaties included in this category. This year, 21 econo-
mies failed to achieve a score of 50% or more on this 

category. In 2020, there were positive developments, 
with several emerging markets improving their score 
on this category. 

This past year, three separate trade agreements were 
UDWLƓHG�DQG�FDPH�LQWR�HIIHFW��WKH�)UHH�7UDGH�$JUHHPHQW�
between the EU and Vietnam, the USMCA, and the 2020 
U.S.-China Trade and Economic Agreement. As a result, 
China, Mexico, and Vietnam all increased their scores. 

Egypt’s score also rose, as it acceded to the Interna-
tional Convention for the Protection of New Varieties of 
Plants, Act (UPOV) of 1991. In July 2019, the Egyptian 
Parliament passed amendments to relevant sections of 
Law 82 with the view of making the law and administer-
ing authority compliant with the 1991 UPOV treaty. In 
December 2019, Egypt formally acceded to the 1991 
act and became a member of UPOV. 

Similarly, Colombia’s score increased, too. In March 
2020, the Convention on Cybercrime was formally rat-
LƓHG�DQG�LV�QRZ�LQ�IRUFH�
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6 ECONOMY 
OVERVIEWS 

INTRODUCTION
This section provides an overview and analysis of each 
individual economy’s score on all 50 indicators. 

In addition to the total score and overall rank vis-a-vis 
the other economies included in the Index, each econ-
RP\�RYHUYLHZ�LQFOXGHV�WZR�ƓJXUHV��7KH�ƓUVW�ƓJXUH�GLV-
plays each economy’s performance relative to the top 
10 performers in each category of the Index as well as 
the regional average for that particular economy. The 
VHFRQG�ƓJXUH�GLVSOD\V�HDFK�HFRQRP\ōV�RYHUDOO�VFRUH�
compared with the regional average for that particular 
economy and top- and bottom-performing economies. 
6SHFLƓF�FKDOOHQJHV��GHEDWHV��DQG�LVVXHV�UHODWLQJ�WR�WKH�
most important recent developments under each cate-
gory are discussed in more detail in a separate sub-sec-
tion titled “Spotlight on the National IP Environment.”
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ALGERIA

STRENGTHS & WEAKNESSES

 9 The 2019/2020 reforms and removal of 51-49% 
local ownership rule could amount to a sea-
change in Algeria’s openness to and relationship 
with foreign investment

 9 Basic framework for IP protection in place
 9 Contracting party to WIPO Internet Treaties, Patent 

Cooperation Treaty, Patent Law Treaty, and Madrid 
Protocol

 9 Plant variety protection in place

 8 +LVWRULFDOO\��D�GLIƓFXOW�ORFDOL]DWLRQ�SROLF\�
environment with import substitution, bans, and 
local ownership requirements

 8 Weak patenting environment with basic rights 
missing

 8 Major holes in copyright framework—limited 
coverage and applicability of existing framework 
to online environment

 8 High rates of piracy
 8 Not a WTO member or TRIPS signatory

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 13.23

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 2.00

1. Term of protection 1.00

2. Patentability requirements 0.00

3. Patentability of CIIs 0.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.00

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 1.53

10. Term of protection 0.53

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.50

15. Digital rights management 0.00

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 1.50

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.00

Category 4: Design Rights, Related Rights, and 
Limitations 0.65

21. Industrial design term of protection 0.40

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.50

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 1.75

26. Barriers to market access 0.25

27. Barriers to technology transfer 0.25

28. Registration and disclosure requirements of 
licensing deals 0.50

29. Direct government intervention in setting licensing 
terms 0.50

30. IP as an economic asset 0.25

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 1.80

32. Physical counterfeiting rates 0.37

33. Software piracy rates 0.18

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 0.25

38. Transparency and public reporting by customs 0.25

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 1.25

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.00

41. Educational campaigns and awareness raising 0.50

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

43. IP-intensive industries, national economic impact 
analysis 0.00

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 2.25

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.75

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Score

Algeria’s overall score has increased from 24.06% 
(12.03 out of 50) in the eighth edition of the Index 
to 26.45% (13.23 out of 50) in the ninth edition. 
7KLV�UHŴHFWV�VFRUH�LQFUHDVHV�RQ�LQGLFDWRUV���������
28, 29, and 38.

Commercialization of IP Assets and Market 
Access

26. Barriers to market access: The Algerian gov-
HUQPHQW�KDV�KLVWRULFDOO\�LPSRVHG�ORFDOL]DWLRQ�UXOHV�
IRU�KRZ�IRUHLJQ�ƓUPV�PD\�SDUWLFLSDWH�LQ�WKH�PDUNHW�
and has actively pursued an import substitution 
policy. The stated objective of these rules has been 
to reduce imports, encourage domestic production, 
DQG�PD[LPL]H�WHFKQRORJ\�WUDQVIHU��7KHVH�SROLFLHV�
have run across various sectors. Key measures 
have included quantitative restrictions on imports 
when local production exists (for instance, on sec-
ond-hand equipment for all sectors); a registration 
tax levied only on new imported vehicles as well as 
a requirement for car dealers to set up a domestic 
activity of an industrial nature in addition to the 
dealership, such as production of car parts, in or-
der to keep their import license; and local content 
UHTXLUHPHQWV�LQ�SURFXUHPHQW�RI�RIƓFH�HTXLSPHQW�
of up to 15% of tenders. Additional cross-sectoral 
policies in support of local sectors have included 
QDWLRQDO�SXEOLF�SURFXUHPHQW�UXOHV��6SHFLƓFDOO\��DF-
cess to tenders for foreign bidders has been greatly 
limited by Decree 10-36 (2010), which gives a 25% 
price preference to national producers. Foreign 
bidders have been able to qualify as local if they 
have partnered with national companies that are 
majority owned by Algerian residents, but qualify-
ing national companies are limited and determined 
by a government-generated list and/or (under the 
2011 Decree 11-98) have provided an investment 
plan cleared by the National Investment Devel-

opment Agency. Moreover, some tenders have 
been statutorily restricted to domestic bidders with 
IRUHLJQ�ƓUPV�LQYLWHG�WR�ELG�RQO\�LI�WKH�FRQWUDFW�LV�
not awarded to a local producer. Most onerously 
of all have been strict ownership limitations. On 
the basis of a pre-existing measure in the oil and 
gas sector, the 2009 Complementary Finance Law 
has limited foreign investment to a minority stake 
(49% or below) in any industrial sector. The 2014 
Financial Law extended 2009 rules to companies 
only engaged in importation (and not domestic 
manufacturing activities), of which foreigners were 
previously allowed to own a 70% share. The rule 
was removed from the new Investment Law in Au-
gust 2016 but was later reintroduced in the 2017 
Finance Law. As a result of the profound political 
changes taking place in Algeria, the past 12 months 
have seen what potentially could amount to a sea-
change in Algeria’s openness to and relationship 
ZLWK�IRUHLJQ�LQYHVWPHQW��6SHFLƓFDOO\��WKURXJK�WKH�
2020 Finance Law, the government in December 
2019 removed the 51-49% ownership requirement 
for non-strategic industries. The Finance Law did 
not specify how the elimination of the local owner-
ship requirement would be implemented or which 
industries would be considered non-strategic or 
strategic. In June 2020, a Supplemental Finance 
/DZ�ZDV�HQDFWHG�DQG�SXEOLVKHG�LQ�WKH�RIƓFLDO�*D-
]HWWH��$UWLFOH����RI�WKH�ODZ�RXWOLQHV�ZKLFK�LQGXVWULHV�
and sectors of the economy are to be considered 
as strategic and still subject to the 51-49% local 
ownership requirement. These include mining, hy-
drocarbons, industries relating to national defense, 
physical infrastructure (railways, ports, and airports) 
and the pharmaceutical industry. Most economies 
around the world have in place foreign investment 
and ownership restrictions on strategic parts of the 
national economy related to defense and critical 
infrastructure. This includes industries and entities 
directly related to national security, defense suppli-
ers and contractors, infrastructure including ports, 
railways, telecommunications, utilities, and the like. 
With regards to the pharmaceutical industry, the 



U.S. Chamber International IP Index  2021 Ninth Edition |  77

law appears to provide an exception to the local 
ownership requirement for the research-based in-
dustry. However, this exception is not entirely clear 
DQG�DSSHDUV�WR�EH�FRQWLQJHQW�RQ�IXOƓOOLQJ�VHYHUDO�
conditions. At the time of research, no implement-
ing regulations had been drafted or issued outlin-
LQJ�WKH�VSHFLƓF�FRQGLWLRQV�DQG�UHTXLUHPHQWV�WKDW�
would need to be met to qualify for the exception. 
The Index will continue to monitor these develop-
ments in 2021. As a result of this positive action, 
the score on this indicator has increased by 0.25.

27. Barriers to technology transfer; 28. Regis-
tration and disclosure requirements of licensing 
deals; and 29. Direct government intervention 
in setting licensing terms: While there are no di-
rect restrictions on licensing or technology transfer 
to Algeria, the ownership restrictions limiting for-
eign investment to a minority stake (49% or below) 
have de facto restricted the ability for rights-holders 
to transfer technology and IP into Algeria given that 
no fully owned subsidiary has been allowed to be 
established. More broadly, licensing agreements 
must be registered with the relevant Algerian au-
thorities, although this process is not overly bur-
densome. These authorities also reserve the right 
to, for some sectors and industries, intervene and 
stipulate contractual terms. There is also a direct 
and indirect review mechanism of all business deal-
ings between Algerian and foreign entities through 
domiciliation requirements and contractual review 
by the National Investment Development Agency 
(Agence Nationale de Développement de l’Inves-
tissement). At the time of research, there had been 
no changes to these requirements. The removal 
of the local ownership requirements described 
under indicator 26 is a positive development for 
Algeria affecting most indicators included under 
&DWHJRU\����&RPPHUFLDOL]DWLRQ�RI�,3�$VVHWV�DQG�
Market Access. As a result, there has been a score 
increase of 0.25 on indicators 27, 28, and 29.  

Enforcement

38. Transparency and public reporting by cus-
toms authorities of trade-related IP infringe-
ment: As noted in previous editions of the Index, 
the Algerian Customs Authority (Direction Générale 
des Douanes) does not publish systematic or an-
QXDOL]HG�GDWD�RQ�VHL]XUHV�UHODWLQJ�WR�,3�ULJKWV�LQ-
fringing goods. There are no annual reports pub-
OLVKHG�RU�RIƓFLDO�GDWD�DQG�VWDWLVWLFV�RQ�WKH�DXWKRULW\ōV�
VHL]XUH�DFWLYLWLHV�DJDLQVW�FRXQWHUIHLW�DQG�,3�ULJKWV�
infringing goods. This remains the case today. How-
ever, beginning in 2019, the authority has begun 
EULHƓQJ�WKH�ORFDO�PHGLD�RQ�LWV�DQQXDO�DQWL�FRXQ-
terfeiting activities. In an article published in April 
2019 with the Algeria Press Service (the largest 
domestic news agency), the authority detailed its 
activities for 2018, including the number of coun-
WHUIHLW�LWHPV�VHL]HG�DQG�FRXQWU\�RI�RULJLQ��,Q�WRWDO�
RYHU���������FRXQWHUIHLW�LWHPV�KDG�EHHQ�VHL]HG��
of which more than 70% came from China. The 
ODUJHVW�FDWHJRULHV�RI�JRRGV�VHL]HG�UHODWHG�WR�VSRUWV�
and textiles, which together accounted for close to 
����RI�DOO�JRRGV�VHL]HG��,Q�-DQXDU\�������D�VLPLODU�
report was issued for the Port of Algiers, one of the 
largest ports in Algeria, with an estimated DZD1 
ELOOLRQ�ZRUWK�RI�JRRGV�VHL]HG��$V�D�UHVXOW�RI�WKLV�
increased public reporting and transparency, the 
score on this indicator has increased by 0.25. The 
Index will continue to monitor these developments 
in 2021. We encourage the Algerian government 
and Algerian Customs Authority to more system-
atically brief rights-holders and the public on their 
DQWL�FRXQWHUIHLWLQJ�DFWLYLWLHV�ZLWK�D�VWDQGDUGL]HG�
and annual report. 



U.S. Chamber International IP Index  2021 Ninth Edition |  78

ARGENTINA

STRENGTHS & WEAKNESSES

 9 Basic framework for IP protection
 9 Pronounced efforts over past few years to 

strengthen international cooperation on IP, 
including through PPHs and increased technical 
FRRSHUDWLRQ�ZLWK�WKH�(XURSHDQ�3DWHQW�2IƓFH

 9 Ongoing streamlining of administrative and 
enforcement bodies

 9 Draft Penal Code (2019) would strengthen 
criminal sanctions relating to IP infringement

 8 Key life sciences IP rights missing
 8 Biopharmaceutical patentability standards remain 

outside international standards
 8 Gaps in legal framework for enforcing copyright 

online, though some important instances of 
judicial action exist

 8 Persistently high rates of piracy, including physical 
counterfeiting

 8 Limited participant in international treaties—has 
not acceded to the Patent Cooperation Treaty

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 18.38

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 2.90

1. Term of protection 1.00

2. Patentability requirements 0.25

3. Patentability of CIIs 0.25

4. Plant variety protection 0.90

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 1.63

10. Term of protection 0.63

11. Exclusive rights 0.25

12. Injunctive-type relief 0.50

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.25

15. Digital rights management 0.00

16. Government use of licensed software 0.00

Category 3: Trademarks, Related Rights, and 
Limitations 2.00

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 1.10

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.50

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 3.67

26. Barriers to market access 0.25

27. Barriers to technology transfer 0.50

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 1.58

32. Physical counterfeiting rates 0.25

33. Software piracy rates 0.33

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.00

36. Criminal standards 0.25

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.75

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.50

41. Educational campaigns and awareness raising 0.50

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.50

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 2.25

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

0.00

46. Patent Law Treaty and Patent Cooperation Treaty 0.25

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 1.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Score

Argentina’s overall score has increased from 
35.74% (17.87 out of 50) in the eighth edition of 
the Index to 36.77% (18.38 out of 50) in the ninth 
HGLWLRQ��7KLV�UHŴHFWV�VFRUH�LQFUHDVHV�RQ�LQGLFDWRUV�
39 and 41. 

6\VWHPLF�(IƓFLHQF\

39. Coordination of IP rights enforcement: His-
torically, there has been no systematic coordina-
tion and cooperation between different parts of 
the Argentinean government on IP enforcement. 
There have been some examples of cooperation 
between public and private sector entities, but, 
as has been noted by the U.S. government, there 
has been no comprehensive strategy outlined, 
implemented, or supported by the Argentinean 
government. Following through on a commitment 
made in 2017 to the Argentine Chamber of Me-
GLXP�6L]HG�(QWHUSULVHV��Confederación Argentina 
de la Mediana Empresa) and the Argentine An-
ti-Piracy Association (Asociación Civil Antipiratería 
Argentina), in December 2019 the National Insti-
tute of Industrial Property (INPI), Ministry of Justice, 
and Ministry of Security announced the formation 
of a new national anti-counterfeiting and IP en-
forcement mechanism, the Federal Committee 
WR�&RPEDW�&RQWUDEDQG�DQG�WKH�)DOVLƓFDWLRQ�RI�
Trademarks and Designations (Comité Federal de 
/XFKD�&RQWUD�HO�&RQWUDEDQGR�\�OD��)DOVLƓFDFLµQ�GH�
Marcas y Designaciones). This new committee is 
GHƓQHG�E\�-RLQW�5HVROXWLRQ���������Resolución 
Conjunta 9/2019) issued in December 2019. The 
resolution outlines an ambitious program includ-
ing anti-counterfeiting enforcement (with a focus 
on trademarks and hard goods piracy); consumer 
awareness raising; public educational activities 
on the dangers of counterfeiting; anti-counter-
feiting training programs for all relevant public 

sector staff; coordination and encouragement of 
cross-agency coordination, training, and improved 
information-sharing; and a national strategic plan. 
Establishing this new committee and initiative is a 
positive development and has resulted in a score 
increase of 0.25 on this indicator.

41. Educational campaigns and awareness rais-
ing: As noted in previous editions of the Index, 
there have been examples of public awareness 
and educational campaigns in Argentina on the 
EHQHƓWV�RI�,3�ULJKWV�DQG�WKH�VRFLR�HFRQRPLF�KDUP�
of counterfeiting and piracy. This includes ad hoc 
campaigns such as the 2012 “For an Original Look” 
campaign by the Argentinian movie industry associ-
ation, the 2007 essay competition titled “Innovating 
Minds for Development,” and some institutional-
L]HG�HIIRUWV�VXFK�DV�HGXFDWLRQDO�SURJUDPV�UXQ�E\�
WIPO, INPI, and some local universities. Between 
2014 and 2019, seven such programs supported 
by WIPO were carried out across Argentina. How-
ever, there has been limited involvement by the 
public sector and relevant government agencies 
in supporting more systematic and comprehensive 
efforts. For example, at the time of research, the IP 
in Practice database hosted by WIPO did not list 
DQ\�SXEOLF�VHFWRU�VSHFLƓF�RU��VSRQVRUHG�FDPSDLJQV�
in Argentina. As discussed above under indicator 
39, both public awareness-raising and educational 
activities are core mandates under the new Joint 
Resolution 9/2019 and the Federal Committee to 
&RPEDW�&RQWUDEDQG�DQG�WKH�)DOVLƓFDWLRQ�RI�7UDGH-
marks and Designations. Article 5 of the resolution 
states that the committee should promote both 
public awareness campaigns on “the harmful ef-
fect that the consumption of pirated or counterfeit 
goods causes” and “education programs dedicated 
to highlighting the value of legal trade for society, 
as well as the economic and social damage caused 
by illegal trade.” Establishing this new committee 
and initiative is a positive development and has 
resulted in a score increase of 0.25 on this indicator.
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AUSTRALIA

STRENGTHS & WEAKNESSES

 9 Global leader on copyright enforcement in the 
online space

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

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

 9 No administrative or regulatory burdens in place 
hindering licensing activity

 9 1HZ�FDVH�ODZ�FODULƓHG�JURXQGV�IRU�SDWHQWDELOLW\�RI�
biotechnology inventions

 8 Pre-grant patent opposition system causes 
VLJQLƓFDQW�GHOD\V�WR�SDWHQW�JUDQWV

 8 Not a contracting party to the Hague Agreement

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 40.27

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 7.50

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 5.88

10. Term of protection 0.63

11. Exclusive rights 1.00

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 1.00

15. Digital rights management 1.00

16. Government use of licensed software 0.75

Category 3: Trademarks, Related Rights, and 
Limitations 3.25

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 0.75

20. Frameworks 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. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 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 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 incentives for the creation of IP assets 1.00

Category 7: Enforcement 4.99

32. Physical counterfeiting rates 0.67

33. Software piracy rates 0.82

34. Civil and procedural remedies 1.00

35. Pre-established damages 0.75

36. Criminal standards 0.75

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.50

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Score

Australia’s overall score has increased from 79.62% 
(39.81 out of 50) in the eighth edition of the Index 
to 80.55% (40.27 out of 50) in the ninth edition. 
7KLV�UHŴHFWV�VFRUH�LQFUHDVHV�RQ�LQGLFDWRUV���DQG������

Patents, Related Rights, and Limitations

2. Patentability requirements: Australian pat-
entability standards are generally in line with in-
ternational best practices. For a patent to be valid 
in Australia, it must be new, involve an inventive 
step, and have industrial applicability. Section 18 
RI�WKH�3DWHQW�$FW�GHƓQHV�D�SDWHQWDEOH�LQYHQWLRQ��
Patents have historically been granted for most 
types of inventions. Since the publication of the 
ƓUVW�HGLWLRQ�RI�WKH�,3�,QGH[��WKHUH�KDYH�EHHQ�VRPH�
important developments with regards to the pat-
entability with respect to both statutory law and 
relevant case law. In the 2012 IP Laws Amend-
PHQW��5DLVLQJ�WKH�%DU��$FW��WKH�VWDWXWRU\�GHƓQLWLRQ�
of patentability was changed with the inventive 
step being assessed against the common general 
knowledge, considered either alone or together 
with additional prior art. More recent amendments 
to the Patent Act include the Intellectual Property 
Laws Amendment (Productivity Commission Re-
sponse Part 2 and Other Measures) Act 2020. This 
follows the work of the Productivity Commission 
and the government’s response to the commis-
sion’s recommendations. As in other jurisdictions, 
including the United States, a key area of debate in 
Australia has been the patentability of biotechnol-
ogy-based or -derived inventions and what consti-
tutes patentable subject matter. Overall, there has 
been a level of uncertainty and unpredictability 
on the patentability of biotechnology innovation 
ZLWK�FRQŴLFWLQJ�FDVH�ODZ�DQG�UXOLQJV�RQ�WKH�PDW-
ter. On the one hand, in a landmark judgment in 
������WKH�$XVWUDOLDQ�)HGHUDO�&RXUW�FRQƓUPHG�WKH�

patentability of isolated genetic material in D’Arcy 
v Myriad Genetics. In the decision, the court found 
that claims containing isolated genes were accept-
able if the claimed structure or potential function 
does not exist in the gene’s natural state. The court 
ruled that isolated gene sequences that result in 
non-natural structures and/or uses with econom-
LF�VLJQLƓFDQFH�VKRXOG�EH�FRQVLGHUHG�SDWHQWDEOH�
subject matter. The Australian Federal Court’s rul-
ing came in the face of an opposite ruling by the 
United States Supreme Court in 2013, in which 
the court invalidated Myriad’s claims on isolated 
genes. However, in 2015, the Australian High Court 
reversed this ruling. In the decision, the High Court 
found that the isolation of genetic material did not 
constitute an inventive step since it considered that 
the protected substance—the genetic material—was 
essentially the same information as in its natural 
form. This decision weakened the patentability of 
biotechnology and diagnostic-related inventions 
in a manner similar to what has taken place in the 
United States since the mid-2010s. Following a 
period of uncertainty, the past few years have seen 
several important decisions taken through both 
new case law as well as administrative rulings by 
IP Australia on what constitutes patentable subject 
matter for biotechnology. Most notably, Cargill 
Incorporated v Dow AgroSciences LLC and Arrow-
head Research Corporation��������FRQƓUPHG�WKDW�
isolated nucleic acids are patentable as long as 
WKH\�KDYH�EHHQ�PRGLƓHG��(TXDOO\�LPSRUWDQW�DUH�
two decisions rendered by the Australia Federal 
&RXUW�LQ�WKH�SDVW�WZR�\HDUV��7KH�ƓUVW�FDVH��Meat 
& Livestock Australia Limited v Cargill Inc. (2018), 
involved a determination as to the patentability, 
not of isolated naturally occurring gene sequences, 
but of their actual practical application and use in a 
given invention. The second case, Sequenom Inc. 
v Ariosa Diagnostics Inc. (2019), involved a similar 
claim as to whether the disputed patent involved 
DQ�LQYHQWLYH�VWHS�DQG��VSHFLƓFDOO\��D�ŏKXPDQ�DFWLRQŐ�
with economic utility as opposed to simply being 
a naturally occurring phenomenon. In both cases, 
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Justice Beach ruled in favor of the patent holder 
DQG�FODULƓHG�WKH�JURXQGV�IRU�SDWHQWDELOLW\�RI�ELR-
technology innovations. Following these rulings, IP 
Australia’s Patent Manual of Practice & Procedure, 
section 2.9.2.6 Nucleic Acids and Genetic Informa-
tion, was updated in June 2020 to now also include 
reference to this new body of case law. As a result 
of this new body of case law and its incorporation 
into existing examination practices, the score on 
this indicator has increased by 0.25.

5. Pharmaceutical-related patent enforcement 
and resolution mechanism: As noted in previous 
editions of the Index, Australia’s pharmaceutical 
OLQNDJH�PHFKDQLVP�KDV�VHYHUDO�QRWDEOH�GHƓFLHQ-
cies. The system lacks an automatic stay (as provid-
ed by, for example, Hatch-Waxman in the United 
States) and instead gives patent holders interlocu-
tory injunction relief through a court of competent 
jurisdiction. In an attempt to balance the interests 
of innovators and generic producers, the Australian 
V\VWHP�DGGHG�ERWK�D�FHUWLƓFDWLRQ�IURP�WKH�JHQHULF�
producer (section 26B) of invalidity and/or non-in-
IULQJHPHQW��DQG�D�FHUWLƓFDWLRQ�IURP�WKH�SDWHQW�KROG-
er (section 26C) that the infringement proceedings 
are in good faith, have reasonable prospects of 
success, and will be conducted without unreason-
able delay. However, penalties for providing false 
or misleading information are disproportionately 
KLJKHU�IRU�D���&�&HUWLƓFDWH��SDWHQW�KROGHU��WKDQ�IRU�
D���%�&HUWLƓFDWH��JHQHULF�SURGXFHU���+LVWRULFDOO\��
patent holders have not been made aware consis-
tently 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 notify-
ing patent holders, generic manufacturers have 
VXPPDULO\�FHUWLƓHG�WKHLU�EHOLHI�WKDW�WKHLU�SURGXFWV�
do not infringe enforceable patents. In turn, patent 
holders were informed only after the follow-on 
products have been approved. There have also 
been strong commercial incentives for generic 
manufacturers to launch at risk due to the structure 

RI�WKH�$XVWUDOLDQ�KHDOWK�FDUH�V\VWHP��6SHFLƓFDOO\��
EHFDXVH�$XVWUDOLDōV�3KDUPDFHXWLFDO�%HQHƓW�6FKHPH�
(PBS) imposes automatic and irreversible price cuts 
on medicines as soon as competing versions enter 
the market, there has been a strong incentive for 
generic companies to launch at risk and innovator 
companies must pursue preliminary injunctions 
in order to resolve patent disputes. This negative 
dynamic may now be changing. In October 2020, 
the TGA concluded an 18-month consultation on 
prescription medicines transparency measures. As 
a result of the consultation, the government an-
nounced its plan to introduce legislation to create 
DQ�HDUOLHU�SDWHQW�QRWLƓFDWLRQ�IUDPHZRUN��7KH�OHJLVOD-
WLRQ�ZLOO�UHTXLUH�WKDW�DSSOLFDQWV�IRU�WKH�ƓUVW�JHQHULF�
and biosimilar form of an originator product notify 
the patent holder when his or her application is 
accepted for evaluation by the TGA. The change 
was designed to create an opportunity for earlier 
negotiation and resolution of disputes on potential 
patent infringements before the generic is listed in 
the PBS. Additionally, beginning in January 2021, 
the TGA will publish a description of major inno-
vative medicines applications that it is evaluating. 
The Index applauds these changes to the Austra-
lian system, which could increase transparency, 
reduce the need for costly litigation, and improve 
the regulatory framework for innovative companies 
operating in Australia. Finally, since 2012, Australia’s 
'HSDUWPHQW�RI�+HDOWK�KDV�SXUVXHG�PDUNHW�VL]HG�
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 com-
pensate innovators for the above-mentioned losses 
if an infringing product is launched prematurely. 
In 2020, the court ruled in the long-running case 
&RPPRQZHDOWK�RI�$XVWUDOLD�Y�6DQRƓ��1R�����)&$�
���, which has the potential to set a new precedent 
IRU�WKH�LPSRVLWLRQ�RI�PDUNHW�VL]HG�GDPDJHV�PRYLQJ�
forward. The case revolves around the actual ability 
of the Australian government to claim damages 



U.S. Chamber International IP Index  2021 Ninth Edition |  85

DQG�LV�WKH�ƓUVW�WLPH�D�FRXUW�KDV�PDGH�D�MXGJPHQW�
as opposed to the relevant parties reaching an 
agreement through a private settlement. In the 
April 2020 verdict, the court ruled against the gov-
ernment, dismissing its claims for damages. Local 
legal analysis suggests that the judgment sets a 
high bar for future claims as although the court 
UHFRJQL]HG�WKH�OHJLWLPDF\�RI�WKH�FODLP��D�VXFFHVVIXO�
claim will have to prove a direct link between the 
granted preliminary injunction and listing on the 
PBS. The Index will continue to follow this case and 
a potential appeal in 2021.

6\VWHPLF�(IƓFLHQF\

43. IP-intensive industries, national economic 
impact analysis: As noted in past editions of the 
Index, various parts of the Australian government 
actively measure and seek to understand the eco-
nomic contribution and value of IP-intensive in-
dustries to the Australian economy. For example, 
VLQFH�������,3�$XVWUDOLD�KDV�KDG�LQ�SODFH�DQ�2IƓFH�
of the Chief Economist. The Chief Economist’s role 
is described by the agency as to “understand the 
role intellectual property (IP) plays in our economy.” 
6LQFH�������WKH�RIƓFH�KDV�SXEOLVKHG�DQG�FRPPLV-
VLRQHG�YDULRXV�VHFWRU��DQG�,3�ULJKW�VSHFLƓF�UHVHDUFK�
studies. These include the 2015 Economic Impact 
of Innovation Patents, the 2013 Economic Impact 
of Human Gene Patents, and other stand-alone re-
search papers on topics including design rights, the 
mining industry, and trademarks. In addition, based 
on WIPO’s methodology and study guidelines, Aus-
tralian public entities have conducted or supported 
several research reports on the economic contri-
bution of the copyright-based industries to the 
Australian economy. The latest of these, released 
in 2017, The Economic Contribution of Australia’s 
Copyright Industries 2002-2016, was prepared by 
the consultancy PwC for the Australian Copyright 
Commission. In April 2020, IP Australia released its 
eighth report on the national IP environment, Aus-
tralian Intellectual Property Report 2020. The report 

provides a considerable amount of data and insight 
on registration trends and how Australian inventors 
and businesses are using the national IP system. A 
new component of the report is a focus on IP-relat-
ed economic activity. Using 2019 data collated by 
the Australian Bureau of Statistics, chapter 7 of the 
report provides a dedicated section to understand-
ing the link between economic activity and the use 
of IP rights by Australian businesses. As the report 
rightly points out, “one of the key purposes of the 
IP system is to promote economic development 
by creating an innovation-friendly and fair com-
petition environment.” The chapter makes several 
LPSRUWDQW�ƓQGLQJV�RQ�WKH�XVH�DQG�SRVLWLYH�HFR-
nomic impact IP rights have had on the Australian 
HFRQRP\��)RU�H[DPSOH��LW�ƓQGV�WKDW��ZKHQ�ORRNLQJ�
DW�DYHUDJH�SURƓWV�SHU�HPSOR\HH��ƓUPV�PDNLQJ�XVH�
RI�,3�ULJKWV�WHQG��RQ�DYHUDJH��WR�KDYH�KLJKHU�SURƓW�
OHYHOV�WKDQ�WKRVH�ƓUPV�QRW�RZQLQJ�DQ\�,3�ULJKWV��WKLV�
was estimated at AUD48,368 for IP rights-owning 
ƓUPV�FRPSDUHG�ZLWK�$8'�������IRU�QRQ�,3�ULJKWV�
RZQLQJ�ƓUPV��2I�WKH�,3�ULJKWV�H[DPLQHG��UHJLVWHUHG�
SDWHQWV��WUDGHPDUNV��DQG�GHVLJQ�ULJKWV���ƓUPV�ZLWK�
WKH�KLJKHVW�SURƓW�OHYHOV�ZHUH�WKRVH�ZLWK�UHJLVWHUHG�
patent rights at AUD61,394 per employee and 
combined registered patent rights and trademarks 
at AUD101,278 per employee. Although not as 
FRQVLVWHQW�DV�DYHUDJH�SURƓW�SHU�HPSOR\HH��WKH�
UHSRUW�DOVR�ƓQGV�WKDW�WKHUH�LV�D�UHDVRQDEO\�VWURQJ�
UHODWLRQVKLS�EHWZHHQ�DYHUDJH�SURƓWV�PHDVXUHG�
as a percentage of invested capital. Firms owning 
registered IP rights, and particularly multiple IP 
ULJKWV��KDG�KLJKHU�DYHUDJH�SURƓWV�DV�D�SHUFHQWDJH�
RI�LQYHVWHG�FDSLWDO�WKDQ�QRQ�,3�ULJKWV�RZQLQJ�ƓUPV��
,Q�DGGLWLRQ��,3�$XVWUDOLDōV�2IƓFH�RI�WKH�&KLHI�(FRQ-
omist continued to provide valuable research and 
data on Australia’s national IP environment. In 2019, 
WKH�RIƓFH�VXSSRUWHG�WKH�SXEOLFDWLRQ�RI�UHSRUWV�RQ�
IP activity in machine learning, patent protection, 
and mining technologies, as well as making more 
of IP Australia’s historical IP data available for public 
research. IP Australia should be congratulated for 
its efforts and for placing a greater emphasis and 
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concomitant resources in investigating the econom-
ic impact IP rights have on innovation, economic 
GHYHORSPHQW��DQG�ƓUP�OHYHO�EXVLQHVV�DFWLYLW\�LQ�
Australia. As a result, the score on this indicator 
has increased by 0.25.
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BRAZIL

STRENGTHS & WEAKNESSES

 9 INPI’s 2019 patent backlog plan, “Plano de 
Combate ao Backlog de Patentes,” seeks to 
eliminate long-standing registration backlogs. It is 
supported by a 10-year minimum term of patent 
protection in place for administrative delays

 9 Stronger criminal enforcement on copyright 
through “Operation 404” in 2020 and “Operation 
Copyright” in 2019

 9 In 2019, Decree 9,931 established a new Inter-
ministerial Group on Intellectual Property to 
coordinate and oversee all issues relating to 
,3�SROLF\�LQ�%UD]LO��7KLV�JURXS�VSHDUKHDGHG�WKH�
public consultation on the National IP strategy 
released in late 2020.

 8 Key life sciences IP rights missing and challenging 
patentability environment

 8 3DWHQWDELOLW\�EDUULHUV�VWLOO�LQ�SODFH�WKURXJK�%UD]LOLDQ�
Health Regulatory Agency (ANVISA) review of 
biopharmaceutical patent applications

 8 Limited participant in international IP efforts—only 
a full contracting party to two out of nine treaties 
included in the Index
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TOTAL: 21.16

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 3.24

1. Term of protection 1.00

2. Patentability requirements 0.25

3. Patentability of CIIs 0.25

4. Plant variety protection 0.74

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.50

Category 2: Copyrights, Related Rights, and 
Limitations 1.88

10. Term of protection 0.63

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.50

15. Digital rights management 0.25

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 2.25

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

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

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.00

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.50

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 2.58

26. Barriers to market access 0.75

27. Barriers to technology transfer 0.50

28. Registration and disclosure requirements of 
licensing deals 0.00

29. Direct government intervention in setting licensing 
terms 0.50

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.33

Category 7: Enforcement 3.21

32. Physical counterfeiting rates 0.43

33. Software piracy rates 0.53

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.50

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.75

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.25

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 1.00

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 1.25

44. WIPO Internet Treaties 0.00

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.75

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

%UD]LOōV�RYHUDOO�VFRUH�KDV�GHFUHDVHG�IURP��������
(21.26 out of 50) in the eighth edition to 42.32% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a small score decrease on indicator 32.

Area of Note 

,Q�������WKH�JRYHUQPHQW�RI�%UD]LO�ODXQFKHG�WZR�
new important initiatives—a National Innovation 
Policy and a National Intellectual Property Strate-
gy. In August 2020, the government released for 
public consultation a draft National Intellectual 
Property Strategy. This document outlines the stra-
WHJLF�GLUHFWLRQ�DQG�SROLF\�JRDOV�RI�WKH�%UD]LOLDQ�
government with respect to the protection of IP 
for the foreseeable future. The goal of the strategy 
is to “achieve an effective and balanced Nation-
al System of Intellectual Property (SNPI), which is 
widely used and encourages creativity, investments 
in innovation and access to knowledge, aiming at 
increasing competitiveness and economic and 
VRFLRFXOWXUDO�GHYHORSPHQW�RI�%UD]LO�Ő�2YHUDOO��LW�LV�
an ambitious document touching on IP policies 
across the board. The strategy consists of what are 
termed seven “strategic axis” or policy areas. These 
range from the legal environment, to education 
and training, to governance and strengthening of 
QDWLRQDO�,3�LQVWLWXWLRQV��WR�WKH�UROH�RI�%UD]LO�LQ�LQWHU-
national IP policymaking. Of note is Strategic Axis 4, 
ŏ0RGHUQL]DWLRQ�RI�/HJDO�DQG�,QIUDOHJDO�/DQGPDUNV�Ő�
ZKLFK�RXWOLQHV�VHYHUDO�LPSRUWDQW�DUHDV�LGHQWLƓHG�
for potential changes to the legal and regulatory 
environment. These include copyright, biophar-
maceutical IP rights, trade secrets, customs, and 
anti-counterfeiting. As has been noted over the 
nine editions of the Index, these are areas where 
FXUUHQW�%UD]LOLDQ�ODZV�DQG�UHJXODWLRQV�FRXOG�EH�
reformed and better aligned with international 
EHVW�SUDFWLFHV��7KH�JRYHUQPHQW�RI�%UD]LO�DOVR�KLJK-

lighted further integrating itself into the global IP 
system, in Axis 7. As the Index has pointed out both 
JHQHUDOO\�DQG�ZLWK�UHVSHFW�WR�%UD]LO��IXOO�SDUWLFLSD-
tion in the global IP system, PPH initiatives, and 
LQFUHDVHG�FRRSHUDWLRQ�EHWZHHQ�,3�RIƓFHV�DUH�WKH�
most tangible ways the administration and function-
ing of the international IP system can be improved 
DQG�KDUPRQL]HG�WR�KHOS�LQYHQWRUV�DQG�ULJKWV�KROG-
HUV��%UD]LO�KDV�PDGH�QRWLFHDEOH�VWULGHV�RQ�WKLV�LQ�
the past few years, joining the Madrid Protocol as 
well as initiating new PPHs. On October 28, 2020, 
Decree 10,534 was issued to launch the National 
Innovation Policy. The policy seeks to coordinate 
and further innovate policies at all levels of gov-
ernment and builds on long-standing efforts by the 
Ministry of Science, Technology and Innovation. The 
%UD]LOLDQ�JRYHUQPHQW�VKRXOG�EH�FRQJUDWXODWHG�IRU�
taking such a holistic approach to reforming the 
entire innovation and IP policy ecosystem and from 
the outset inviting a broad range of stakeholders, 
including industry, to participate in this long-term 
structural reform process. Covering 50 indicators 
across nine separate categories the Index has for 
almost a decade provided a clear model for the 
type and strength of IP rights that international in-
novators, creators, and rights-holders need to be 
DEOH�WR�IXOO\�GHYHORS�DQG�FRPPHUFLDOL]H�WKHLU�LGHDV�
and products. The Index will continue to monitor 
these developments in 2021.   

6\VWHPLF�(IƓFLHQF\�

41. Educational campaigns and awareness rais-
ing: As mentioned in preceding editions of the 
Index, 2019 saw the creation of a new coordinating 
body charged by the president to coordinate and 
RYHUVHH�DOO�LVVXHV�UHODWLQJ�WR�,3�SROLF\�LQ�%UD]LO��'H-
cree 9,931 established the Interministerial Group 
on Intellectual Property, GIPI (Grupo Interministerial 
de Propriedade Intelectual). The group consists of 
representatives from all major agencies within the 
government, including the Ministry of Justice, and 
is chaired by the Ministry of Economy. The decree 
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states that the purpose of the GIPI is to “promote 
the cohesion of actions, programs, projects and 
initiatives of public bodies and entities with compe-
tences related to the intellectual property theme.” 
Historically, anti-piracy and educational activities 
have been coordinated by the National Council 
to Combat Piracy and Crimes against Intellectual 
Property (Conselho Nacional de Combate à Pirataria 
e Delitos contra a Propriedade Intelectual), which 
was established in 2005. The council included rep-
resentatives from both public and private sectors. 
7KH�%UD]LOLDQ�JRYHUQPHQW�DQG�SULYDWH�VHFWRU�KDYH�
supported several educational efforts and aware-
ness-raising campaigns (past and current) highlight-
ing the negative impact of piracy and counterfeiting 
and the positive socio-economic impact of IP rights. 
:,32ōV�ŏ,3�2XWUHDFK�LQ�3UDFWLFHŐ�GDWDEDVH�LGHQWLƓHV�
28 such campaigns sponsored by both public and 
private sector entities. Initiatives supported by the 
government include programs relating to training, 
enforcement, and general awareness raising, as 
well as those initiatives supported by the private 
sector. Of note is an industry-led online anti-pi-
racy campaign called “click original,” which was 
ODXQFKHG�LQ������E\�WKH�%UD]LOLDQ�1DWLRQDO�)RUXP�
against Piracy and Illegality (Fórum Nacional Con-
tra a Pirataria e a Ilegalidade), a coalition of some 
RI�WKH�ODUJHVW�FRQWHQW�DQG�EUDQG�RZQHUV�LQ�%UD]LO�
and internationally. This initiative, on the one hand, 
provides rights-holders with the opportunity to 
submit information on potential infringement of 
their brand and, on the other, gives the public at 
large and consumers a source of evidence and 
VWDWLVWLFV�RQ�WKH�VFDOH�RI�RQOLQH�SLUDF\�LQ�%UD]LO��,Q�
this respect the web portal serves as an effective 
source of information on both the scale of piracy 
and counterfeiting and danger it presents to Bra-
]LOLDQ�FRQVXPHUV��

0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties 

%UD]LO�VFRUHV�ORZ�LQ�LWV�SDUWLFLSDWLRQ�LQ�DQG�UDWLƓ-
FDWLRQ�RI�LQWHUQDWLRQDO�WUHDWLHV��%UD]LO�LV�QRW�D�FRQ-
tracting party to the WIPO Internet Treaties; the 
Singapore Treaty on the Law of Trademarks; the 
International Convention for the Protection of New 
9DULHWLHV�RI�3ODQWV��$FW�RI�������%UD]LO�LV�D�FRQWUDFW-
ing party to the 1978 Convention); the Convention 
on Cybercrime, 2001; or the Hague Agreement 
Concerning the International Registration of In-
GXVWULDO�'HVLJQV��%UD]LO�ZDV�LQ������LQYLWHG�E\�WKH�
Council of Europe to join the Convention on Cy-
EHUFULPH��WKH�LQYLWDWLRQ�LV�YDOLG�XQWLO�������%UD]LO�LV�
a contracting party to the Protocol Relating to the 
Madrid Agreement Concerning the International 
Registration of Marks (acceding in 2019) and the 
3DWHQW�&RRSHUDWLRQ�7UHDW\��%UD]LO�LV�D�VLJQDWRU\�WR�
the Patent Law Treaty but has not acceded to it. As 
part of the regional trade bloc Mercosur, in 2019 
%UD]LO�FRQFOXGHG�QHJRWLDWLRQV�ZLWK�WKH�(8�RQ�D�
free trade agreement between the two trading 
EORFV��7KH�DJUHHPHQW�LV�QRZ�VXEMHFW�WR�ƓQDO�OHJDO�
UHYLVLRQV�DQG�WKHQ�ZLOO�EH�VXEMHFW�WR�UDWLƓFDWLRQ�
by all parties. While technically a post-TRIPS FTA 
that does contain a separate IP chapter, overall, 
the IP provisions of the EU-Mercosur FTA are no-
tably weaker compared with current international 
standards and other post-TRIPS agreements con-
cluded by the EU. The treaty does not include any 
substantive provisions regarding patent rights. 
Copyright provisions are relatively limited. Simi-
larly, border measures are weak, with parties largely 
exempt from taking effective border measures; 
WKH�WUHDW\�GRHV�QRW�UHTXLUH�FXVWRPV�RIƓFLDOV�WR�EH�
provided with H[�RIƓFLR authority to act against 
suspected goods. Moreover, in-transit goods are 
explicitly exempt from any action under Article 
X.58(2). There is clear language on civil and ad-
ministrative enforcement (including the need for 
an established calculation for damages), but there 
are no corresponding provisions relating to crim-
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inal enforcement. Looking at IP-intensive sectors 
VSHFLƓFDOO\��WKHUH�DUH�QR�SURYLVLRQV�UHODWLQJ�WR�WKH�
biopharmaceutical sector. This stands out com-
pared with previous EU post-TRIPS FTAs such as 
the EU-Andean Community FTA, which included 
D�UHTXLUHPHQW�IRU�D�ƓYH�\HDU�5'3�WHUP��7UDGH�VH-
cret provisions are relatively strong and include 
FOHDU�ODQJXDJH�DQG�GHƓQLWLRQV�RI�WUDGH�VHFUHWV�
and infringement. Nevertheless, this agreement 
is notably weaker than are preceding EU FTAs, 
including recent agreements like the EU-Japan 
Economic Partnership Agreement, the EU-ANDEAN 
Community FTA, or the Canada-European Union 
Comprehensive Economic and Trade Agreement. 
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BRUNEI

STRENGTHS & WEAKNESSES

 9 Acceded to WIPO Internet Treaties in 2017
 9 Major IP reforms over past decade, including 
HVWDEOLVKLQJ�%UXQHL�,QWHOOHFWXDO�3URSHUW\�2IƓFH�
(BruIPO)

 9 Removed from Special 301 Report
 9 PPH agreement in place with Japan
 9 No fundamental administrative or regulatory 

barriers in place for execution of licensing 
agreements

 8 Limited legal framework for protection of trade 
VHFUHWV�DQG�FRQƓGHQWLDO�LQIRUPDWLRQ

 8 Life sciences IP rights lacking
 8 Regulatory data protection not available
 8 Limited framework for addressing online piracy 

and circumvention devices
 8 High software piracy rates—64% in latest estimates
 8 Limited incentives in place for the creation and 

use of IP assets for SMEs

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 20.57

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 5.50

1. Term of protection 1.00

2. Patentability requirements 0.75

3. Patentability of CIIs 0.75

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.50

Category 2: Copyrights, Related Rights, and 
Limitations 1.53

10. Term of protection 0.53

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.25

15. Digital rights management 0.25

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 2.00

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.00

Category 4: Design Rights, Related Rights, and 
Limitations 1.10

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.25

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.00

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 4.33

26. Barriers to market access 1.00

27. Barriers to technology transfer 0.50

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 0.33

Category 7: Enforcement 1.86

32. Physical counterfeiting rates 0.50

33. Software piracy rates 0.36

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.50

37. Effective border measures 0.00

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 1.00

39. Coordination of IP rights enforcement 0.25

40. Consultation with stakeholders during IP policy 
formation 0.00

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 0.25

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 3.00

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

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

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Score

Brunei’s overall score has increased slightly from 
41.12% (20.56 out of 50) in the eighth edition to 
41.13% (20.57 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�LQFUHDVH�RQ�LQGLFDWRU����

Patents, Related Rights, and Limitations

3. Patentability of CIIs: The Patents Order 2011 
GHƓQHV�WKH�SDWHQWDELOLW\�FULWHULD�XVHG�DQG�DSSOLHG�
in Brunei. Under section 13, a patentable invention 
LV�GHƓQHG�DV�RQH�WKDW�LV�QHZ��LQYROYHV�DQ�LQYHQWLYH�
step, and is capable of industrial application. Nei-
ther software nor CIIs are explicitly excluded and 
GHƓQHG�DV�QRQ�SDWHQWDEOH�VXEMHFW�PDWWHU�XQGHU�
the order or the implementing regulations, the 
Patents Rules 2012. Although not excluded by stat-
utory law, looking at available statistics from WIPO 
and BruIPO suggests that, in practice, there have 
been relatively few computer-related applications 
ƓOHG�LQ�%UXQHL��$YDLODEOH�LQIRUPDWLRQ�LQ�WKH�:,32�
IP Statistics Data Center shows that, between 1999 
and 2013 (the latest year for which data is avail-
able), computer technology applications were the 
smallest total number of applications, at 0.95% 
RI�DOO�DSSOLFDWLRQV�LQFOXGHG�LQ�:,32ōV�ŏWRS�ƓHOGV�
of technology” for Brunei. This compares to the 
WZR�WRS�ƓHOGV�RI�WHFKQRORJ\��ŏ6HPLFRQGXFWRUV�Ő�
which composed 36.97% of all applications, and 
“Electrical machinery, apparatus, energy,” which 
composed 33.65% of all applications during the 
same time period. Filing statistics housed by BruI-
PO paint a similar picture. Of the 1,411 applications 
OLVWHG�LQ�WKH�RIƓFHōV�SXEOLFO\�VHDUFKDEOH�GDWDEDVH�
for patents, only 26 applications were retrieved 
using a key word search for “computer.” This is the 
equivalent of 1.84% of the total.

Commercialization of IP Assets and Market 
Access

26. Barriers to market access: Brunei is a relatively 
free and open economy with no direct limits on 
foreign direct investment or ownership. Brunei 
does limit access to its domestic market through 
VRPH�VSHFLƓF�EDUULHUV��LQFOXGLQJ�LPSRUW�UHVWULFWLRQV�
RQ�QRQ�FHUWLƓHG�+DODO�PHDW�SURGXFWV��DQG�VRPH�
ORFDOL]DWLRQ�UHTXLUHPHQWV��+RZHYHU��WKH�GLYXOJLQJ�
and sharing of IP and technology are not part of 
these barriers and/or local preferences. The most 
prominent local content requirement in place is 
through the directives on Local Business Develop-
ment in Oil and Gas from 2011 and 2012, respec-
tively. Directive 2 contains a local employment and 
local content requirement by which local workers 
DQG�ƓUPV�DUH�WR�EH�SULRULWL]HG�LQ�FRQWUDFWLQJ�DQG�
sub-contracting. The directive, however, contains 
VHYHUDO�FDUYH�RXWV��LQFOXGLQJ�IRU�ŏKLJKO\�VSHFLDOL]HGŐ�
contracts that are not subject to the requirements. 
The emphasis of the directives is primarily with 
regards to employment with no mention of tech-
nology transfer, local technology acquisition, or 
the sharing/divulging of IP assets as a policy goal.
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CANADA

STRENGTHS & WEAKNESSES

 9 USMCA took  effect in 2020, resulting in longer 
copyright term, new criminal sanctions for theft 
and misappropriation of trade secrets, and ex 
RIƓFLR authority for border action against in-transit 
goods

 9 The 2017 Supreme Court judgment on utility 
GRFWULQH�ƓQDOO\�DOLJQV�&DQDGDōV�SDWHQWDELOLW\�
environment with international standards

 9 Implementing CETA legislation in place in several 
areas, including patent term restoration

 9 6LJQLƓFDQW�GDPDJHV�DZDUGHG�LQ�SUHFHGHQW�
setting 2017 Federal Court case with regards to 
Canada’s DRM provisions

 8 Continued uncertainty over existing interpretation 
of educational exceptions to copyright

 8 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

 8 'HƓFLHQFLHV�ZLWK�UHVSHFW�WR�SKDUPDFHXWLFDO�
patent enforcement remain unaddressed in 
Patented Medicines Notice of Compliance 
(PMNOC) Regulations

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 37.35

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 7.05

1. Term of protection 1.00

2. Patentability requirements 0.75

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.25

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.30

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 0.75

Category 2: Copyrights, Related Rights, and 
Limitations 4.04

10. Term of protection 0.79

11. Exclusive rights 0.50

12. Injunctive-type relief 0.25

13. Cooperative action against online piracy 0.25

14. Limitations and exceptions 0.25

15. Digital rights management 1.00

16. Government use of licensed software 1.00

Category 3: Trademarks, Related Rights, and 
Limitations 2.75

17. Term of protection 1.00

18. Protection of well-known marks 0.75

19. Exclusive rights, trademarks 0.75

20. Frameworks 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. Exclusive rights, industrial design rights 0.75

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 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 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 incentives for the creation of IP assets 0.67

Category 7: Enforcement 3.89

32. Physical counterfeiting rates 0.61

33. Software piracy rates 0.78

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.50

36. Criminal standards 0.50

37. Effective border measures 0.75

38. Transparency and public reporting by customs 0.25

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Score

Canada’s overall score has increased from 72.86% 
(36.43 out of 50) in the eighth edition to 74.71% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
score increases on indicators 10, 24, and 37.  

Area of Note 

Biopharmaceutical rights-holders face growing 
challenges in Canada in exercising their IP rights 
and granted periods of exclusivity. Overall, there 
LV�D�VWURQJ�IRFXV�RQ�FRVW�FRQWURO�DQG�PLQLPL]LQJ�
overall biopharmaceutical spending within the 
Canadian health system. Over the past 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. As 
has been noted in previous editions of the Index, 
these changes will substantially lower the overall 
price comparisons and thus the overall biophar-
maceutical price level in Canada while adding 
additional layers of complexity to the pricing and 
reimbursement process. At the time of research, 
there was uncertainty as to when the changes to 
the PMPRB would come into effect. The outbreak 
of the COVID-19 pandemic had initially postponed 
these changes by 12 months, but subsequent 
announcements made in January 2021 by the 
Canadian government seem to have halved this 
postponement. The changes to Canada’s biophar-
maceutical pricing and reimbursement system will 
exacerbate what is already a challenging market 
access environment and make it less likely that 
Canadian patients can access new innovative bio-
pharmaceutical treatments and products.

Copyrights, Related Rights, and Limitations

10. Copyright (and related rights) term of pro-
tection: The term of protection for most copyright-
ed works has been extended to 75 years as part of 
Canada’s implementation of the USMCA through 
the Canada-United States-Mexico Agreement 
Implementation Act. Section 6.1 of the amended 
Copyright Act provides this extended term of pro-
tection to “every original literary, dramatic, musical 
and artistic work.” As a result, the score on this in-
dicator has increased. 

12. Expeditious injunctive-style relief and dis-
abling of infringing content online: The Copy-
right Act does not include provisions for an injunc-
WLYH�VW\OH�UHOLHI�PHFKDQLVP��QRU�GRHV�LW�GHƓQH�DQ�
administrative or judicial route whereby rights-hold-
ers can petition a court of law or administrative 
body for injunctive relief akin to similar mechanisms 
in place in many economies in Europe and South-
east Asia. In January 2018, a group of rights-holders 
requested that the Canadian Radio-Television and 
Communications Commission (CRTC) establish 
such a regime for disabling infringing content on-
line. The CRTC subsequently held a public consul-
tation ending in May 2018 on the matter, but no 
further action was taken on the proposal. In what 
could potentially become a landmark decision, 
in November 2019, a Canadian 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 
does exist under existing statute in Canada for 
rights-holders to access this type of relief. On the 
other hand, the injunction was granted only follow-
ing initial complaints that went unheeded when 
preliminary injunctions were asked for and granted 
in the summer of 2019. Given the advanced nature 
of technology today and the scale and breadth of 
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copyright infringement through the internet, to 
be effective, modern-day copyright enforcement 
must be fast moving and responsive to, for exam-
ple, the creation of mirror sites and/or the use of 
other technologies to evade initial attempts to dis-
able access. More broadly, it is unclear whether the 
decision will provide a meaningful precedent for 
rights-holders as one of the ISPs compelled under 
WKH�RUGHU��7HNVDYY\��ƓOHG�DQ�DSSHDO�IROORZLQJ�WKH�
November decision. At the time of research, this 
appeal was pending before the Federal Court of 
Appeal. 

14. Limitations and exceptions: As has been 
noted in the Index, the 2012 amendments to the 
Copyright Act considerably broadened Canada’s 
framework for exceptions to copyright, including 
expanding educational and personal-use excep-
tions. Canadian Supreme Court decisions of the 
same year also widened the scope for existing 
exceptions to the extent that continued compat-
ibility with the Berne three-step test was highly 
questionable. The net effect has since been a con-
traction in the publishing sector with the Canadian 
publishing industry and individual rights-holders 
reporting publishing income decreasing substan-
tially following 2012. In 2017, a statutory review of 
the Copyright Act was initiated by the Canadian 
Parliament with two different committee reports 
issued in 2019: 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 [excep-
tions] should not apply to educational institutions 
when the work is commercially available.” The com-
mittee also recommended that the government 
“promote a return to licensing through collective 
societies.” In contrast, the Standing Committee 

on Industry, Science and Technology in its list of 
recommendations did not ask for any substantive 
changes or legislative amendments. Instead, the 
committee simply recommended that the govern-
ment “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 informa-
tion as well as new legal developments.” In 2020, 
there were further developments on this issue. In 
April, the Federal Court of Appeal released its judg-
ment in the long-running case York University v The 
Canadian Copyright Licensing Agency (“Access 
Copyright”). Having run on for nearly 10 years, the 
dispute centers on both the meaning of fair dealing 
within the context of educational institutions’ use of 
copyrighted content, as well as the extent to which 
York University was bound by Access Copyright’s 
licensing terms (as a collective body representing 
many rights-holders) and established royalty tariffs. 
$������ORZHU�FRXUW�GHFLVLRQ�KDG�IRXQG�WKDW��ƓUVW��
York University’s existing fair dealing guidelines 
and policy did not pass existing tests of fairness 
DV�GHƓQHG�DQG�DSSOLHG�E\�WKH�&DQDGLDQ�6XSUHPH�
Court and, second, that the University was also 
bound to pay Access Copyright relevant licens-
LQJ�WDULIIV�IRU�WKH�XVH�RI�WKHLU�ZRUN�DV�GHƓQHG�DQG�
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 and Access Copyright’s 
claims were dismissed with the Court, arguing that 
“tariffs do not bind non-licensees.” On the other 
hand, the Canadian Supreme Court concurred with 
WKH�ORZHU�FRXUWōV�ƓQGLQJ�WKDW�<RUN�8QLYHUVLW\ōV�FRS\-
right guidelines did “not ensure that copying which 
comes within their terms is fair dealing.” The verdict 
leaves rights-holders in a highly precarious spot 
DV��ZKLOH�ERWK�FRXUWV�KDYH�FOHDUO\�UHFRJQL]HG�WKDW�
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copyright has been infringed by York University, 
to achieve redress, rights-holders must now pur-
sue new legal action against the university seeking 
damages on the basis of copyright infringement. In 
June 2020, both York University and Access Copy-
ULJKW�KDG�ƓOHG�DSSHDOV�WR�WKH�6XSUHPH�&RXUW��7KH�
Index will continue to monitor this case in 2021.

Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ

24. Protection of trade secrets (criminal sanc-
tions): Historically, Canadian law has not provided 
D�VWDWXWRU\�GHƓQLWLRQ�RU�FULPLQDO�VDQFWLRQV�IRU�WKH�
theft or misappropriation of trade secrets with any 
potential criminal prosecution needing to rely on 
other parts of the legal code. As part of its imple-
mentation of the USMCA, Canadian Parliament 
passed new criminal provisions for the theft and 
misappropriation of trade secrets through the 
Canada-United States-Mexico Agreement Imple-
mentation Act. Section 391 of the Criminal Code 
now contains a maximum 14-year prison term for 
anyone who “by deceit, falsehood or other fraud-
ulent means, knowingly obtains a trade secret or 
communicates or makes available a trade secret.” 
As a result, the score on this indicator has increased 
by 0.5.  

Enforcement

37. Effective border measures: Canadian bor-
GHU�RIƓFLDOV�KDYH�KLVWRULFDOO\�QRW�KDG�H[�RIƓFLR 
SRZHUV�WR�VHDUFK�DQG�VHL]H�JRRGV�VXVSHFWHG�RI�
infringing on IP rights, and a court order has been 
UHTXLUHG�IRU�VHL]XUH�DQG�GHWDLQLQJ�RI�VXVSHFWHG�
JRRGV�E\�FXVWRPV�RIƓFLDOV�XQGHU�ERWK�WKH�&RS\-
right Act and the Trade-Marks Act. Bill C-8, passed 
in 2014, introduced more robust border measures, 
including new civil and criminal options as well 
DV�H[SDQGHG�SRZHUV�IRU�FXVWRPV�RIƓFLDOV�E\��IRU�
example, enabling the detention of goods sus-
pected of copyright or trademark infringement. 

+RZHYHU��ZKLOH�FXVWRPV�RIƓFHUV�ZHUH�JLYHQ�D�ULJKW�
of detention, at the time of enactment it was not 
clear whether in practice this right extended to 
goods for which rights-holders had not made a 
VSHFLƓHG�ŏUHTXHVW�IRU�DVVLVWDQFH�Ő�'XULQJ�WKH�-XQH�
2015 10th review of the trade policies and prac-
tices of Canada through the WTO, the Canadian 
JRYHUQPHQW�FODULƓHG�WKLV�SRLQW��,Q�LWV�RIƓFLDO�ZULWWHQ�
responses to questions from other WTO Member 
States, the Canadian government stated that the 
newly enacted and in force legislation did, in fact, 
provide H[�RIƓFLR�DXWKRULW\�WR�FXVWRPV�RIƓFHUV��
Unfortunately, the new legislation did not extend 
to counterfeit goods in transit, which, provided 
they were not destined for the Canadian market, 
could continue to pass through Canadian customs 
largely unimpeded. Canada is a contracting party 
to the USMCA. Chapter 20 of the USMCA includes 
a clear requirement that border agents be granted 
H[�RIƓFLR authority to detain any and all suspected 
counterfeit goods, including goods in transit. As 
part of its implementation of the USMCA in 2020, 
Canadian Parliament passed new provisions relat-
ing to goods in transit through the Canada-United 
States-Mexico Agreement Implementation Act. 
Section 51.03 of the Trademarks Act now includes 
reference to transshipped goods and goods in 
transit. The section states that such goods “while 
being shipped from one place outside Canada to 
another, are in customs transit control or customs 
transshipment control in Canada are considered 
to have been imported for the purpose of release.” 
At the time of research there was no correspond-
ing legislative change to the Copyright Act or the 
Combating Counterfeit Products Act. As a result of 
the amendments to the Trademarks Act, the score 
on this indicator has increased by 0.25.
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CHILE

STRENGTHS & WEAKNESSES

 9 New member of Global Patent Prosecution 
Highway (GPPH)—joined in July 2020

 9 Stronger efforts to increase transparency and 
public reporting of customs enforcement activities

 9 Commitment to improve IP environment through 
international trade agreements

 9 Efforts to streamline IP registration
 9 3URPRWLRQ�RI�,3�FRPPHUFLDOL]DWLRQ

 8 Threat of compulsory licensing based on cost 
considerations for COVID-19 and hepatitis C 
drugs persisted in 2020

 8 Patchy patent protection for biopharmaceuticals, 
including obstacles to patentability and lack of 
effective patent enforcement

 8 High levels of counterfeiting and piracy for an 
OECD economy—55% estimated software piracy

 8 /DFN�RI�VXIƓFLHQW�IUDPHZRUN�WR�WDFNOH�RQOLQH�
piracy, though some success in disabling access 
to infringing websites

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 23.60

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 3.94

1. Term of protection 1.00

2. Patentability requirements 0.25

3. Patentability of CIIs 0.00

4. Plant variety protection 0.74

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.70

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights, and 
Limitations 2.13

10. Term of protection 0.63

11. Exclusive rights 0.25

12. Injunctive-type relief 0.50

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.25

15. Digital rights management 0.00

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 2.25

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

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

21. Industrial design term of protection 0.40

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.00

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 3.92

26. Barriers to market access 0.25

27. Barriers to technology transfer 0.75

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 0.75

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 2.96

32. Physical counterfeiting rates 0.51

33. Software piracy rates 0.45

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 0.25

38. Transparency and public reporting by customs 0.75

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.00

39. Coordination of IP rights enforcement 0.75

40. Consultation with stakeholders during IP policy 
formation 0.50

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 0.50

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 3.50

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

0.00

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 1.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Chile’s overall score has increased from 45.64% 
(22.82 out of 50) in the eighth edition to 47.20% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
score increases on indicators 8 and 38.

Patents, Related Rights, and Limitations

6. Legislative criteria and active use of compul-
sory licensing of patented products and tech-
nologies: The Chilean government has over the 
course of the Index shifted its policies on the use 
of compulsory licenses, embracing their poten-
tial use as a cost-containment policy. In 2017, the 
Chilean Chamber of Deputies passed a bill that 
directed the Ministries of Economy and Health to 
issue compulsory licenses for medicines based 
on broad grounds that go beyond international 
standards, including price considerations, and to 
import less-expensive generic versions of medi-
cines. The government was reportedly at the time 
considering compulsory licenses for the prostate 
cancer drug Xtandi and hepatitis C drug Sovaldi. 
In 2018, these efforts for the issuing of a compul-
sory license on the grounds of cost were endorsed 
by the outgoing government. In January 2018, 
the Chamber of Deputies approved a resolution 
that requested the use of compulsory licenses for 
drugs formulated with sofosbuvir. Subsequently, in 
March 2018, in response to a request presented 
by some patient groups and parliamentarians, the 
Minister of Health issued Resolution 399, which 
GLVFXVVHV�WKH�SXEOLF�KHDOWK�MXVWLƓFDWLRQ�IRU�D�FRP-
pulsory license. A third resolution by the Chamber 
of Deputies with the same request was approved 
in June 2018. On August 28, 2018, the new Min-
ister of Health issued Resolution 1165, rejecting 
the patentee’s challenge to Resolution 399/2018. 
These pro-compulsory licensing efforts continued 
in 2019-20. In 2019, President Sebastian Pinera 

urged the Chilean Congress to approve the Drugs 
Act II (Ley de Farmacos II) as one of the measures 
of the National Drug Policy presented in October 
2019 that seeks to improve the availability of drugs 
and reduce out-of-pocket costs. During the bill’s 
long iteration through the Chilean Congress, new 
provisions were added that put IP rights at risk. 
6SHFLƓFDOO\��SURYLVLRQV�RI�WKH�DFW�JUHDWO\�H[WHQG�
the reach of nonvoluntary licenses, incorporating 
discretionary elements such as “economic inac-
cessibility” to products as a legitimate ground for 
issuing a license. The draft act also includes provi-
sions effectively reducing a rights-holder’s use of 
its trademarks in the course of trade. At the time 
of research, the legislation was still pending in the 
Chilean Congress. Members of congress also con-
tinued to pressure the government to use compul-
sory licenses as a cost-containment tool and have 
submitted new compulsory license proposals for 
hepatitis C products to the Ministry of Health. In 
March 2020, in response to the COVID-19 glob-
al pandemic, the Chamber of Deputies passed a 
unanimous resolution endorsing the use of compul-
sory licenses for any and all products, diagnostics, 
medical devices, and other medical paraphernalia 
related to the COVID-19 global pandemic. This was 
followed in June with a legislative proposal and set 
of amendments published by a group of senators. 
This proposal, Bulletin 13,572-11, would introduce 
sweeping changes to Chile’s compulsory licensing 
regime, including an expedited and abbreviated 
process for the hearing and granting of compulsory 
OLFHQVLQJ�DSSOLFDWLRQV��WKH�SUH�Ɠ[LQJ�RI�DSSOLFDEOH�
royalties to a maximum of 5% of the sales price of 
the licensed product; and a broad elimination of 
liability for manufacturers, individuals, and legal 
entities that violate existing IP rights (including pat-
ent rights and trade secrets) for the production 
or distribution of any “medicines, vaccines, and 
other technologies subject to patent rights, utility 
models, undisclosed information, intended to meet 
public health needs or other public interest within 
the national territory, in a context of health alert, 
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epidemic or pandemic decreed by the health au-
thority, and that without knowledge of the existence 
of affected industrial property rights or acting in 
good faith, violate the provisions of law No. 19.039.” 
The severe and sudden impact the COVID-19 pan-
demic is having on public health around the world 
means that, in effect, the conditions of the potential 
issuing of a compulsory license are being met in 
many economies. However, it is squarely outside 
the scope of international law and applicable stan-
GDUGV�WR�GHƓQH�FRPSXOVRU\�OLFHQVLQJ�DV�D�SRWHQWLDO�
catch-all mechanism that can be used to sanction 
the violation and overriding of granted property 
rights for any product, diagnostic, medical device, 
and other medical paraphernalia related to the 
COVID-19 global pandemic. Unlike other emer-
gency measures that have been introduced around 
the world, including, for example, in Canada, the 
proposed legislative amendments do not include 
DQ\�GHƓQHG�WLPHIUDPH�RU�VXLWDEOH�VXQVHW�FODXVH��
Compulsory licensing is not a cost-containment 
WRRO��FRVW�LV�QRW�D�UHOHYDQW�MXVWLƓFDWLRQ�RU�EDVLV�IRU�
compulsory licensing under the TRIPS Agreement. 
TRIPS Article 31, the amendments introduced in the 
2001 Doha Ministerial Declaration, and subsequent 
General Council decision allowing the export of 
medicines produced under a compulsory license 
(outlined in paragraph 6), form the legal grounds 
for compulsory licensing for medicines. The chair-
man’s statement accompanying the General Coun-
cil decision (concerning paragraph 6 of the Doha 
Declaration) underscores that these provisions are 
not in any way intended for industrial or commer-
cial objectives and, if used, it is expected that they 
would be aimed solely at protecting public health. 
In addition, Article 31 and the Doha Declaration 
suggest that compulsory licensing represents a 
“measure of last resort,” intended primarily for pub-
lic health and humanitarian emergencies such as 
pandemics, and to be used only after all other op-
tions for negotiating pricing and supply have been 
exhausted. This is currently not the case in Chile.

8. Membership of the Patent Prosecution High-
way (PPH): In a positive move, the National In-
stitute of Industrial Property (INAPI) in July 2020 
joined the Global Patent Prosecution Highway. 
Chile is now the 27th member of this global PPH. 
7KLV�LV�D�VLJQLƓFDQW�VWHS�WR�VXSSRUW�LQQRYDWRUV�DQG�
inventors in Chile. PPH initiatives and increased co-
RSHUDWLRQ�EHWZHHQ�,3�RIƓFHV�DUH�DPRQJ�WKH�PRVW�
tangible ways the administration and functioning 
of the international IP system can be improved 
DQG�KDUPRQL]HG�WR�KHOS�LQYHQWRUV�DQG�ULJKWV�KROG-
ers. Chile’s membership in the GPPH builds on its 
membership in other international PPHs, including 
the South American PROSUR PPH initiative and 
ELODWHUDO�DJUHHPHQWV�ZLWK�WKH�-DSDQ�3DWHQW�2IƓFH�
DQG�WKH�6WDWH�,QWHOOHFWXDO�3URSHUW\�2IƓFH�RI�WKH�
People’s Republic of China. As a result, the score 
on this indicator has increased by 0.5.

Enforcement

38. Transparency and public reporting by cus-
toms authorities of trade-related IP-infringe-
ment: Although the Chilean Customs Authority 
(Servicio Nacional de Aduanas de Chile) does not 
publish an annual compendium or review on its 
enforcement activities against trade-related IP in-
fringement, over the past few years the agency has 
notably increased its level of transparency and the 
availability of data on its activities to the public. 
For example, the agency actively publishes press 
UHOHDVHV�RQ�VHL]XUH�DFWLYLW\��RIWHQ�LQFOXGLQJ�GDWD�
RQ�WKH�QXPEHU�RI�FRXQWHUIHLW�LWHPV�VHL]HG��HVWL-
mated value, and country of origin. At the time of 
research in 2020, close to 30 such notices had been 
released. As noted in past editions of the Index, 
there have also been examples in the past where-
by the agency has released aggregated data on 
VHL]XUH�DFWLYLW\�LQ�D�JLYHQ�\HDU��+RZHYHU��WKLV�GDWD�
has not always included full information about the 
QXPEHU�RI�LWHPV�VHL]HG��W\SHV�RI�LWHPV��HVWLPDWHG�
value, or countries of origin. Still, because of this in-
creased activity and dedication to improving trans-
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parency, the score on this indicator has increased 
by 0.25. As a next step, the Index would urge the 
agency to consider publishing a stand-alone annual 
review dedicated to providing the public with a 
full and comprehensive overview of the agency’s 
enforcement activities against trade-related IP in-
fringement. 
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CHINA

STRENGTHS & WEAKNESSES

 9 Continued reform of IP laws in 2020—follows trade 
agreement with United States

 9 Patent Law amendments of 2020 improve  
environment for biopharma and other patent-
dependent industries and extends term of 
protection for design patents

 9 Copyright Law amendments of 2020 improve 
copyright environment

 9 Removal of some barriers and restrictions on 
technology transfer and licensing in 2019

 9 Trademark amendments of 2019 seek to address 
LVVXH�RI�EDG�IDLWK�ƓOLQJV

 9 Amendments to Anti-Unfair Competition Law 
of 2019 seek to strengthen protection of trade 
secrets

 9 Strong efforts to raise awareness and leveraging 
of value of IP rights in academic and private 
spheres

 8 Some uncertainty over implementing rules for 
biopharmaceutical linkage mechanism

 8 Despite improved enforcement efforts, levels of IP 
infringement remains high

 8 Interpretation of IP laws can be fragmented and 
out of sync with international standards

 8 Broader industrial and investment policies 
continue to undermine the investment and 
operating environment

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 27.43

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 7.28

1. Term of protection 1.00

2. Patentability requirements 0.75

3. Patentability of CIIs 1.00

4. Plant variety protection 0.78

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights, and 
Limitations 3.03

10. Term of protection 0.53

11. Exclusive rights 0.75

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 0.25

15. Digital rights management 0.50

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 3.00

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.75

20. Frameworks against online sale of counterfeit 
goods 0.75

Category 4: Design Rights, Related Rights, and 
Limitations 0.85

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.35

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.60

INDICATOR SCORE
Category 6: Commercialization of IP Assets 2.33

26. Barriers to market access 0.25

27. Barriers to technology transfer 0.75

28. Registration and disclosure requirements of 
licensing deals 0.00

29. Direct government intervention in setting licensing 
terms 0.25

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 0.33

Category 7: Enforcement 2.59

32. Physical counterfeiting rates 0.00

33. Software piracy rates 0.34

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.50

36. Criminal standards 0.25

37. Effective border measures 0.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.25

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 0.50

41. Educational campaigns and awareness raising 1.00

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

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 2.75

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

0.75

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.50
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT 
Past Editions versus Current Scores

China’s overall score has increased from 49.96% 
(24.98 out of 50) in the eighth edition to 54.86% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
score increases on indicators 5, 7, 11, 15, and 21. 
China has over the past two years essentially re-
vamped its national IP environment by amending 
and updating most major IP laws and regulations. 
$V�PHQWLRQHG��WKLV�LV�LQ�ODUJH�PHDVXUH�D�UHŴHFWLRQ�
of China’s implementing various parts of its nego-
tiations with the United States. Overall, the past 
two editions of the Index have seen China boost 
its score by 7.20%.

Area of Note 

In January 2020, the United States and China 
signed the Economic and Trade Agreement be-
tween the Government of the United States and the 
Government of the People’s Republic of China. The 
Agreement includes both a dedicated chapter on 
IP (chapter 1) and technology transfer and licens-
ing (chapter 2). The IP chapter covers most major 
,3�ULJKWV��VHFWRU�VSHFLƓF�ULJKWV��DQG�HQIRUFHPHQW��
and addresses many of the challenges raised in the 
Index over the past nine editions. As noted in last 
year’s Index, Article 1.35 of the chapter states that, 
within 30 days of the entry into force of the deal, 
China will “promulgate an Action Plan to strengthen 
intellectual property protection aimed at promoting 
its high-quality growth.” Following the signing of 
the agreement, several IP reform initiatives were an-
nounced, including the Opinions on Strengthening 
the Protection of Intellectual Property Promotion 
Plan (the “Plan”), which was released in April 2020. 
The Plan includes 133 action points and IP related 
reforms ranging from substantive structural reforms, 
such as legislative amendments and the issuing 
of new judicial interpretation guidelines, to grass-
roots surveys of users of the national IP system. In 

terms of major proposed statutory and regulatory 
changes, of note were proposed efforts to reform 
the Patent Law, Copyright Law, Trademark Law, 
Regulations on the Protection of New Varieties of 
Plants, Civil Code, Criminal Law, Anti-Unfair Com-
petition Law, and E-Commerce Law. At the time of 
research, draft amendments had been published 
and made available for public comment for some, 
but not all, laws and some draft changes had even 
been passed into law, including a new Patent Law 
passed in October 2020 and amendments to the 
Copyright Law passed one month later, in No-
vember. Many of these changes were positive and 
broadly in line with the Agreement. For instance, 
the passed amendments to the Patent Law begin to 
address two long-standing weaknesses in China’s 
national IP environment relating to biopharma-
ceuticals: the availability of a pre-market approval 
administrative patent enforcement mechanism for 
follow-on products (linkage system) and a term of 
patent restoration. (See indicators 5 and 7 below 
for a full discussion of both.) The Patent Law has 
also extended the term of protection for design 
patents, another positive step described below. 
Moreover, many of these laws include new and 
heightened statutory damages; in the amendments 
to the Copyright Law, for example, statutory dam-
ages have been increased substantially. There have 
also been several new draft interpretations issued 
by the Supreme People’s Court on the application 
of civil and criminal law in IP proceedings, espe-
cially relating to trade secrets and the protection 
RI�FRQƓGHQWLDO�LQIRUPDWLRQ��$W�WKH�WLPH�RI�UHVHDUFK��
these interpretations were still subject to review 
DQG�ƓQDOL]DWLRQ�

Patents, Related Rights, and Limitations

5. Pharmaceutical-related patent enforcement 
and resolution mechanism: As noted in previous 
editions of the Index, Chinese regulatory authorities 
have committed to introducing a patent linkage 
mechanism for biopharmaceuticals. In October 
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2017, the central government issued State Council 
Opinions on Deepening Regulatory Reforms to 
Encourage Drug and Medical Device Innovation, 
ZKLFK�FRQƓUPHG�WKH�VWUHQJWKHQLQJ�RI�WKH�H[LVWLQJ�
patent linkage mechanism in China (based on the 
existing Drug Registration Regulations) proposed 
HDUOLHU�LQ�������$UWLFOH����SURYLGHG�IRU�WKH�QRWLƓFD-
tion of patent holders of applications of relevant 
follow-on drugs (in comparison to the publishing 
of applications under the existing system) within a 
VHW�SHULRG��,W�DOVR�VSHFLƓFDOO\�SHUPLWWHG�WKH�LQLWLD-
tion of patent disputes once the patent holder was 
made aware of the application (instead of forcing 
patent holders to wait until the follow-on drug is 
marketed). Moreover, the measure indicated that the 
approval of the follow-on product would not take 
place if, “within a certain period of time,” a patent 
dispute was not yet resolved. Following that peri-
od, the China Food and Drug Administration could 
approve the product for marketing. These actions 
ZHUH�UHFRJQL]HG�LQ�WKH�VL[WK�HGLWLRQ�RI�WKH�,QGH[�
as positive and important steps in strengthening 
China’s biopharmaceutical IP environment and, as 
a result, the score on this indicator was increased 
by 0.5. However, the commitment to introduce a 
linkage regime was not implemented in 2018 and 
2019. In early 2020, China again committed in the 
Agreement (Article 1.11) to adopt a form of pat-
ent linkage. In October 2020, a new set of patent 
amendments was passed into law and will take ef-
fect in June 2021. Article 76 of the updated Patent 
Law outlines China’s new linkage regime, which will 
be based on both a potential judicial route of en-
forcement and administrative enforcement through 
the State Council. With regard to potential admin-
istrative enforcement, the amended law is not clear 
on what this would look like, simply stating that “spe-
FLƓF�PHDVXUHV�IRU�WKH�FRQQHFWLRQ�RI�SDWHQW�GLVSXWH�
resolution at the stage of drug marketing license 
approval and drug marketing license application” 
would be “formulated” by the authorities. Prior to the 
passing of the patent amendments, China’s National 
Medical Products Administration, together with the 

China National IP Administration, published draft 
implementing regulations, the Implementation Mea-
sures for the Early Resolution Mechanism for Drug 
Patent Disputes (Trial) (Draft for Comment). These 
draft measures set out in some detail how the link-
age regime and administrative enforcement would 
operate and provide rights-holders with potential 
avenues of redress prior to the marketing approval 
of a follow-on product. However, there are several 
important areas where the proposed measures are 
unclear. For example, the draft measures do not 
UHTXLUH�WKDW�ULJKWV�KROGHUV�EH�GLUHFWO\�QRWLƓHG�ZKHQ�
a potential infringing follow-on application is sub-
mitted to the Chinese drug regulatory authorities. 
Instead, Article 7 presumes that rights-holders will 
proactively monitor the publication of the follow-on 
PDUNHWLQJ�DXWKRUL]DWLRQ�DQG��ZLWKLQ����GD\V��ƓOH�D�
IRUPDO�REMHFWLRQ��,I�QR�REMHFWLRQ�LV�ƓOHG�ZLWKLQ�WKH�
prescribed period, the relevant drug registration 
authorities have the discretion to decide on whether 
to approve the follow-on product. More broadly, the 
suggested stay period is only nine months. This is 
shorter than both previous draft proposals—which 
had a period of 24 months—and equivalent time-
lines in the United States and Singapore, where the 
period is 30 months. The linking of the approval of 
follow-on biopharmaceutical products to the exclu-
sivity 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 products. Linkage 
ensures that any disputes are resolved prior to the 
marketing of a follow-on product. This grants inno-
vators a fair opportunity to secure return on their 
long-term, high-risk R&D investment by ensuring 
they can effectively use their legally granted exclu-
sivity. 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 chal-
lenges of validity or non-infringement, by largely 
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taking the issue of damages out of the equation. 
3DWLHQWV�DOVR�EHQHƓW�IURP�WKH�LQFUHDVHG�FHUWDLQW\��DV�
they avoid the risk of having to change treatments 
depending on the outcome of a patent lawsuit. In 
VXP��D�ZHOO�EDODQFHG�OLQNDJH�V\VWHP�UHFRJQL]HV�
the crucial role of patent protection in promoting 
innovation, and the role of generic entry in provid-
ing patients access to lower-cost biopharmaceuti-
cals. Having in place a functioning linkage regime 
that provides rights-holders 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 China. It is 
a positive step that the Patent Law now includes 
such a statutory right, and on this basis the score 
on this indicator has increased by 0.25. However, 
LW�LV�FULWLFDO�WKDW�WKH�ƓQDO�V\VWHP�DV�GHƓQHG�WKURXJK�
implementing regulations effectively ensures that 
any disputes are resolved prior to the marketing 
of a follow-on product in a fair and transparent 
manner to all parties. The Index will continue to 
monitor these developments in 2021.

7. Patent term restoration for pharmaceutical 
products: As noted, in October 2020, new draft 
amendments to the Patent Law were passed. Article 
42 of these amendments states that a period of 
WHUP�UHVWRUDWLRQ�RI�XS�WR�ƓYH�\HDUV�IRU�ELRSKDUPD-
ceutical products may be made available by rele-
vant Chinese authorities. At the time of research, 
no implementing regulations or further details had 
EHHQ�SURYLGHG�DV�WR�WKH�VSHFLƓF�FLUFXPVWDQFHV�WKDW�
ZRXOG�EH�UHFRJQL]HG�RU�UHTXLUHPHQWV�QHHGHG�WR�
be met for restoration to be granted, including, for 
example, the types of delays that would be recog-
QL]HG�DV�MXVWLI\LQJ�VXFK�UHVWRUDWLRQ��7KH�LQWURGXFWLRQ�
RI�D�ƓYH�\HDU�SHULRG�RI�SDWHQW�WHUP�UHVWRUDWLRQ�LV�D�
substantial improvement to the biopharmaceutical 
IP environment in China and has resulted in a score 
increase on this indicator from 0 to 1. As with the 
newly introduced linkage regime, it is vital that term 
restoration be provided in a fair and transparent 

PDQQHU��UHFRJQL]LQJ�WKH�XQLTXH�FLUFXPVWDQFHV�DQG�
long delays that the biopharmaceutical regulatory 
approval process entails. The Index will continue 
to monitor these developments in 2021.

Copyrights, Related Rights, and Limitations 
and Enforcement 

11. Legal measures, which provide necessary 
exclusive rights that prevent infringement of 
copyrights and related rights (including Web 
hosting, streaming, and linking); 15. Digital 
rights management legislation; and 35. Pre-
established damages and/or mechanisms for 
determining the amount of damages generat-
ed by infringement: As has been noted over the 
course of the Index, rights-holders have historically 
faced substantial challenges in China with respect 
to both the legal copyright framework and enforce-
ment of their rights. Not all rights have been clearly 
GHƓQHG�LQ�ODZ��3DUWLFXODU�DUHDV�RI�XQFHUWDLQW\�KDYH�
been in relation to sound, broadcasting, and the 
extent to which the broadcasting of live sporting 
events has been eligible for copyright protection. 
Concerns have also been raised over existing pro-
visions relating to digital rights management and 
technological protection measures, which have 
banned only the act of circumvention (as long as 
it is intentional) and not the manufacture, importa-
tion, distribution, or sale of circumvention devices. 
Many enforcement mechanisms have also, in effect, 
not been available to rights-holders with a lack of 
IXQFWLRQLQJ�QRWLƓFDWLRQ�DQG�WDNHGRZQ�UHJLPHV�DQG�
injunctive-style relief. More broadly, enforcement 
has historically been an area of real concern in Chi-
na, with high levels of both physical hard goods 
piracy and online infringement. In particular, as 
internet penetration and broadband capacity has 
increased, the problem with the protection and 
enforcement of copyright online has only grown 
ZRUVH��6SHFLƓF�SUREOHP�DUHDV�KDYH�LQFOXGHG�WKH�
illicit streaming of live sports (both domestically and 
for an international audience) as well as unconven-



U.S. Chamber International IP Index  2021 Ninth Edition |  110

WLRQDO�DQG�SHUYDVLYH�ƓOH�VKDULQJ�WHFKQLTXHV��VXFK�
as deep-linking. As noted in previous editions of 
the Index, there have been efforts by the Chinese 
authorities over the past few years to improve the 
copyright enforcement environment. In 2015, the 
National Copyright Administration (NCAC) took 
concrete steps to enforce copyrights against on-
line infringement through Operation Sword Net, 
including a deadline for online music service pro-
viders to remove infringing songs that resulted 
LQ�RYHU���PLOOLRQ�ƓOHV�EHLQJ�GHOHWHG�IURP�PDMRU�
music outlets in China. Similarly, a district court in 
Beijing endorsed the ability to copyright live sports 
broadcasts, raising the hope of stronger protection 
in this area. In 2018, at the request of the NCAC, 
15 video-sharing online platforms stepped up their 
enforcement efforts and disabled access to over 
570,000 infringing videos, some of which were 
hosted by overseas servers. Also, at the request 
of the China Audio-Video Copyright Association, 
karaoke owners reportedly banned over 6,000 
copyright-infringing songs from their business. 
Additionally, Lego registered an important victory 
in a copyright court case against four domestic 
infringers and was awarded USD650,000 in damag-
es. There have also been intermittent efforts since 
2013 to strengthen the Copyright Law and address 
many of the legal gaps outlined above. In 2020, 
QHZ�DPHQGPHQWV�WR�WKH�ODZ�ZHUH�ƓQDOO\�SDVVHG��
These include important changes and a strength-
ening of the legal framework in relation to sound 
and broadcasting. A revised Article 3 provides new 
GHƓQLWLRQV�RI�FRS\ULJKWDEOH�PDWHULDO��LQFOXGLQJ�IRU�
“audiovisual works” and a broad “other intellectual 
achievements that meet the characteristics of the 
work.” Rights relating to performance rights, sound 
recording, and broadcasting have also been more 
FOHDUO\�GHƓQHG��3URYLVLRQV�UHODWLQJ�WR�730�DQG�'50�
have been strengthened through Articles 49, 51, 
DQG�����ZKLFK�QRZ�SURYLGH�D�EURDGHU�GHƓQLWLRQ�
of infringement, including for the manufacturing, 
importation, and offering of circumvention devices 
to the public. Statutory damages for copyright in-

fringement have also been increased substantially 
following similar changes to the Patent Law and 
Trademark Law. These are positive changes that 
FRXOG��LQ�DJJUHJDWH��DPRXQW�WR�D�VLJQLƓFDQW�LP-
provement of the copyright environment in China. 
The Index will over the next few years monitor how 
these legislative changes are applied in practice 
and the extent to which they improve the ability of 
rights-holders to enforce their copyrights in China. 
As a result of these changes, the scores on indica-
tors 11 and 15 have increased.

Design Rights, Related Rights, and Limitations

21. Industrial design term of protection: As part 
of the 2020 amendments to the Patent Law de-
scribed above, the term of protection for design 
patents was extended from 10 to 15 years. As a 
result, the score on this indicator has increased.

Commercialization of IP Assets and Market 
Access

26. Barriers to market access; 27. Barriers to 
technology transfer; and 29. Direct government 
intervention in setting licensing terms: As not-
ed in previous editions of the Index, rights-hold-
ers have over the years faced a growing number 
RI�UHJXODWRU\��SURFHGXUDO�EDUULHUV�DQG�LQŴH[LEOH�
terms to licensing in China that impede technol-
RJ\�ŴRZV�DQG�5	'�FRRSHUDWLRQ��&KLQD�KDV�LP-
posed restrictions on the foreign IP rights-hold-
ers to freely negotiate market-based contractual 
terms in licensing and other technology-related 
contracts concerning the transfer of technology 
to China. The Technology Import/Export Regula-
tions historically included discriminatory conditions 
IRU�IRUHLJQ�OLFHQVRUV��LQFOXGLQJ�LQGHPQLƓFDWLRQ�RI�
Chinese licensees against third-party infringement 
and transfer of ownership of future improvements 
on a licensed technology to the licensee, which 
restrict the ability of foreign companies to negoti-
ate licensing and technology contracts on market 
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WHUPV�DQG�WR�IXOO\�FRPPHUFLDOL]H�WKHLU�WHFKQRORJ\�LQ�
China. Under the Joint Venture regime, licenses and 
tech transfer contracts could not last more than 10 
years, after which the licensee retained the right to 
use the transferred technology, although this might 
still be under a term of exclusivity. Adopted in 2018, 
the Working Measures for Outbound Transfer of 
Intellectual Property Rights tightened the scrutiny 
on outbound transfer of technology and IP. More 
broadly, in the context of standards setting, there 
has also been a trend toward greater administrative 
involvement in determining patent licensing terms 
and the ability to secure relief from infringement. 
The National Security Law, Cybersecurity Law, Secu-
rity Assessments for Network Products and Services, 
and other relevant standards all contain product 
reviews that require IP disclosure. These restrictions 
and the active discrimination against foreign entities 
have been at the heart of trade and market access 
related bi- and pluri-lateral discussions with China 
for several years. Both the United States and the 
(8�KDYH�ƓOHG�WKHLU�RZQ�FRPSODLQWV�ZLWK�WKH�:72�
against China over its technology licensing practices 
and this has been a central point of contention and 
negotiation in the trade dispute between the United 
States and China. As detailed in last year’s Index, 
�����VDZ�VLJQLƓFDQW�SRVLWLYH�FKDQJHV�WR�&KLQDōV�
technology transfer and licensing environment. The 
Foreign Investment Law, the Technology Import 
and Export Regulations, and Regulations for the 
Implementation of the Law of the People’s Republic 
of China on Chinese-Foreign Equity Joint Ventures 
were changed, with many of the most onerous pro-
visions described above now removed. As part of 
China’s commitments in the Agreement with the 
United States, these reforms continued in 2020. 
Of note is a new Civil Code passed into law in May 
2020. Although this sprawling piece of legislation 
touches on all aspects of civil law, it also includes 
VSHFLƓF�SURYLVLRQV�UHODWLQJ�WR�WHFKQRORJ\�WUDQVIHU�
and contract law in a dedicated chapter, chapter 
20. Of note is that, in general, although providing a 
legal framework and reference point for technology 

transfer and licensing contracts, the articles of this 
chapter place an emphasis on contractual terms 
being market driven and at the discretion of the 
contracting parties. For example, on the issue of 
ownership and rights related to any improvement 
of an existing technology or IP right transferred or 
OLFHQVHG��$UWLFOH�����PDNHV�FOHDU�WKDW�VXFK�EHQHƓWV�
shall be agreed between the parties “in accordance 
ZLWK�WKH�SULQFLSOH�RI�PXWXDO�EHQHƓW�Ő�6WLOO��WKHUH�DUH�
some notable areas where there is a lack of clarity, 
including, for instance, Article 847 and rights per-
taining to technological improvements and inven-
tions carried out by individuals, including employ-
HHV��,Q�WHUPV�RI�VHFWRU�VSHFLƓF�GHYHORSPHQWV��RYHU�
the past few years the government of China has 
worked on and held several public consultations 
on a new Biosecurity Law. The proposed law was 
in 2020 fast-tracked for legislative approval and 
implementation and is, in part, a response to the 
&29,'����SDQGHPLF��7KH�ƓQDOL]HG�YHUVLRQ�RI�WKH�
law was published in October 2020. Chapter VI of 
the law contains several potential restrictions and 
requirements for research relating to biotechno-
logical and biological material. This includes strict 
registration requirements, potential restrictions on 
both foreign entities to conduct genetic research in 
or outside of China, and the need to partner with 
a Chinese entity. As such, the law puts in place a 
potential de facto�ORFDOL]DWLRQ�DQG�ORFDO�SDUWQHU-
ship requirement for entities involved in any type 
of biotechnology research. This includes entities 
within the health, food, industrial, and environmental 
space. The new Civil Code came into effect January 
1, 2021, and the Biosecurity Law is slated to take 
effect later in 2021. The Index will monitor how both 
are interpreted and applied moving forward.
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COLOMBIA

STRENGTHS & WEAKNESSES

 9 Acceded to Convention on Cybercrime in 2020
 9 2019 Colombian Constitutional Court issued 
D�UXOLQJ��&���������WKDW�UHFRJQL]HV�WKH�
constitutionality of statutory damages for 
copyright infringement introduced by 2018 
amendments to Copyright Law

 9 Targeted incentives in place for the creation and 
use of IP assets for SMEs—this includes reduced 
ƓOLQJ�IHHV�DQG�WHFKQLFDO�DVVLVWDQFH

 9 Efforts to coordinate inter-agency IP enforcement 
and raise public/stakeholder engagement on IP 
policymaking and education

 8 History of use of compulsory license 
regime to leverage price reduction for 
biopharmaceuticals—2020 emergency COVID-19 
laws provide exceptional broad basis for use of 
public interest declarations without sunset clauses 
or similar limitations

 8 Substantial barriers in place for licensing activities, 
including direct government intervention and 
review of technology transfer and licensing 
agreements

 8 Key life sciences IP rights missing, including 
patent term restoration and mechanisms for early 
patent dispute resolution

 8 Uncertainty over availability of RDP for 
biopharmaceuticals

 8 Inadequate/delayed prosecution of and penalties 
for IP infringement

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 24.08

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 4.50

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.50

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.25

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights, and 
Limitations 2.09

10. Term of protection 0.84

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.25

15. Digital rights management 0.25

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 2.25

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

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

21. Industrial design term of protection 0.40

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.50

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.50

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 1.67

26. Barriers to market access 0.25

27. Barriers to technology transfer 0.25

28. Registration and disclosure requirements of 
licensing deals 0.00

29. Direct government intervention in setting licensing 
terms 0.00

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 3.67

32. Physical counterfeiting rates 0.40

33. Software piracy rates 0.52

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.50

36. Criminal standards 0.50

37. Effective border measures 0.75

38. Transparency and public reporting by customs 0.50

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.50

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.75

41. Educational campaigns and awareness raising 1.00

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

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 4.00

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 1.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 1.00
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SPOTLIGHT IN THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Colombia’s overall score increased from 46.40% 
(23.20 out of 50) in the eighth edition to 48.17% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�D�
score increase on indicator 48 and a small decrease 
on indicator 32.

Patent Rights, Related Rights, and Limitations

6. Legislative criteria and use of compulsory li-
censing of patented products and technologies: 
Up until the mid-2010s, the imposition and discus-
sion of compulsory licensing for biopharmaceuti-
cals had not been a recurring issue in Colombia. 
Article 70 of the 2014-18 National Development 
Plan widened the basis for the issuing of compul-
sory licenses in a manner that goes beyond the 
TRIPS Agreement, Article 31 and the 2001 Doha 
Ministerial Declaration, and subsequent Gener-
al Council decision concerning paragraph 6. The 
SURYLVLRQ�DOORZV�&RORPELDQ�DXWKRULWLHV�WR�GHƓQH�
public health emergencies broadly and to actively 
seek out compulsory licenses, allowing for grounds 
outside extreme circumstances, including industrial 
or commercial objectives, to play a role in the issu-
ing of compulsory licenses. In 2016, the Ministry 
of Health and the Colombian government actively 
considered issuing a compulsory license on the on-
cology drug Glivec on the grounds of high prices. 
Subsequently, the Colombian government issued a 
“Declaration of Public Interest” via Resolution 2475 
and committed to unilaterally reducing the price of 
Glivec by about 45%. On November 22, 2016, the 
National Commission of Prices of Medicines and 
Medical Devices (Comisión Nacional de Precios 
de Medicamentos y Dispositivos Médicos) issued 
&LUFXODU�1R����RI�������ZKLFK�GHƓQHV�WKH�JHQHU-
al pricing methodology applicable to all drugs 
under a public interest declaration. In contrast to 
the traditional price-setting methodology—where-

by the average price is calculated from a group 
of 17 economies—public interest medicines are 
subjected to the lowest price available, including 
prices of follow-on products. In effect, this practice 
DOO�EXW�QXOOLƓHV�DQ\�H[LVWLQJ�,3�SURWHFWLRQ�DQG�LV�
highly questionable in light of Colombia’s obliga-
tions under TRIPS and the U.S.-Colombia Trade 
Promotion Agreement. Shortly after the issuance 
of Circular No. 3, in December 2016, the National 
Pricing Commission issued Circular No. 4 of 2016, 
which sets the price of Glivec at about 44% of its 
former price. Subsequently, in April 2017, the Co-
lombian government issued Decree No. 670, which 
regulates the use of the public interest measure. 
The decree requires any declaration of public in-
terest to be issued by an interinstitutional technical 
committee composed of representatives from the 
Ministry of Commerce, Industry, and Tourism; the 
National Planning Department; and the Ministry 
of Health. Subsequent to these developments, a 
new application for a public interest declaration 
was made and accepted for review for medicines 
related to the treatment of hepatitis C by the Minis-
try of Health in December 2017 through Resolution 
5246. Unlike previous applications, this application 
GLG�QRW�LGHQWLI\�D�VSHFLƓF�SDWHQW�RU�VHW�RI�SDWHQWV�
to which the declaration should pertain, instead 
identifying the whole class of hepatitis C products. 
Local legal analysis suggests that there has been 
no further action taken by the authorities. Still, at 
the time of research, the situation remained un-
resolved. As such, it imposes yet another layer of 
uncertainty on rights-holders’ ability to make use 
of their granted exclusive rights fairly and effec-
tively in Colombia. In March 2020, Decree 476 was 
issued by the Colombian government in response 
to the COVID-19 pandemic. While the decree does 
not explicitly amend existing legislation relating 
to patent protection and compulsory licensing, 
Article 1, sub-section 1.7 of the decree grants the 
Minister of Health broad and full authority to make 
a Declaration of Public Interest relating to any and 
all “medicines, medical devices, vaccines and oth-
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er health technologies that are used for the diag-
nosis, prevention and treatment of COVID19.” As 
mentioned, while not legally a compulsory license, 
such declarations essentially nullify any existing IP 
protection and carry the same practical impact of 
eliminating a rights-holders’ ability to freely use 
a granted exclusivity. On a parallel track, another 
group of legislators proposed a wide-reaching 
Senate Bill in December 2020 that would dras-
tically modify Colombia’s Pharmaceutical Policy. 
Industry’s chief concern is the creation of so-called 
“automatic” compulsory licenses by the Colombi-
an Commerce Ministry, Food & Drug regulatory 
agency, and Justice Ministry. The Chamber also 
notes a troubling provision (Article 57, paragraph 
���FDOOLQJ�IRU�WKH�UHPRYDO�RI�JRYHUQPHQWDO�RIƓFLDOV�
that do not grant a compulsory license with speed. 
Finally, the bill contains numerous unfortunate ref-
erences to the belief that IP rights are a barrier to 
public access of IP-intensive goods. The severe and 
sudden impact the COVID-19 pandemic is having 
on public health around the world means that, in 
effect, the conditions of the potential issuing of a 
compulsory license are being met in many econ-
omies. However, it is squarely outside the scope 
of international law and applicable standards to 
GHƓQH�D�GHFODUDWLRQ�RI�SXEOLF�LQWHUHVW�DV�D�SRWHQWLDO�
catch-all mechanism that can be used to sanction 
the violation and overriding of granted property 
rights for any product, diagnostic, or medical de-
vice, and other medical paraphernalia related to the 
COVID-19 global pandemic. Furthermore, unlike 
other emergency measures that have been intro-
duced around the world, including, for example, in 
Canada, the proposed legislative amendments do 
QRW�LQFOXGH�DQ\�GHƓQHG�WLPHIUDPH�RU�VXLWDEOH�VXQ-
set clause. Instead, Articles 1 and 2 simply state that 
the provisions of the decree will be in effect until 
the national emergency caused by the pandemic 
has been lifted. But compulsory licensing and the 
over-riding of property rights is not a cost-con-
WDLQPHQW�WRRO��FRVW�LV�QRW�D�UHOHYDQW�MXVWLƓFDWLRQ�RU�
basis for compulsory licensing or equivalent dec-

larations under the TRIPS Agreement. TRIPS Article 
31, the amendments introduced in the 2001 Doha 
Ministerial Declaration, and subsequent General 
Council decision allowing the export of medicines 
produced under a compulsory license (outlined in 
paragraph 6) form the legal grounds for compul-
sory licensing for medicines. The chairman’s state-
ment accompanying the General Council decision 
(concerning paragraph 6 of the Doha Declaration) 
underscores that these provisions are not in any 
way intended for industrial or commercial objec-
tives and, if used, it is expected that they would be 
aimed solely at protecting public health. In addi-
tion, Article 31 and the Doha Declaration suggest 
that compulsory licensing represents a “measure of 
last resort,” intended primarily for public health and 
humanitarian emergencies such as pandemics, and 
to be used only after all other options for negotiat-
ing pricing and supply have been exhausted. This 
is currently not the case in Colombia. The Index will 
continue to monitor these developments in 2021. 

0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties

48. Membership of the Convention on Cyber-
crime, 2001: As noted in last year’s Index, Co-
lombia has over the past few years been taking 
the last steps to accede to the Convention. Law 
1928 of 2018, through which the Convention was 
approved, was passed by the Colombian Congress 
and declared constitutional by the Constitutional 
Court in May 2019. The Convention was formally 
UDWLƓHG�LQ�0DUFK������DQG�KDV�EHHQ�LQ�IRUFH�VLQFH�
July 2020. As a result, the score on this indicator 
has increased to 1. 
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COSTA RICA

STRENGTHS & WEAKNESSES

 9 Implementation of new software management 
tools for public sector in 2019-20

 9 Expanded support for awareness raising and IP 
rights educational activities in 2020

 9 Member of the regional PROSUR PPH initiative
 9 Patent framework in line with international 

standards, with some exceptions
 9 Some elements of an advanced online copyright 

regime in law
 9 Customs authorities empowered to address 

various types of infringing goods H[�RIƓFLR

 8 1R�VLJQLƓFDQW�5	'��RU�,3�EDVHG�WD[�LQFHQWLYHV�LQ�
place

 8 'HOD\V�DQG�VLJQLƓFDQW�ODFN�RI�LPSOHPHQWDWLRQ�RI�
online copyright regime

 8 Gaps in effectiveness of life sciences IP rights
 8 System of enforcement of IP rights slow and lacks 

effectiveness
 8 Inadequate penalties for IP infringement

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 27.23

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 5.73

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.75

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.25

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.48

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights, and 
Limitations 3.49

10. Term of protection 0.74

11. Exclusive rights 0.25

12. Injunctive-type relief 0.25

13. Cooperative action against online piracy 0.25

14. Limitations and exceptions 0.50

15. Digital rights management 0.50

16. Government use of licensed software 1.00

Category 3: Trademarks, Related Rights, and 
Limitations 2.25

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

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

21. Industrial design term of protection 0.40

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.25

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 3.50

26. Barriers to market access 0.75

27. Barriers to technology transfer 0.50

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 2.36

32. Physical counterfeiting rates 0.44

33. Software piracy rates 0.42

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.50

36. Criminal standards 0.25

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.00

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.50

41. Educational campaigns and awareness raising 1.00

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.50

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 4.75

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

0.25

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Costa Rica’s overall score increased from 52.60% 
(26.30 out of 50) in the eighth edition to 54.46% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicators 16, 41, and 42. 

Copyrights, Related Rights, and Limitations

16. Clear implementation of policies and guide-
lines requiring that any proprietary software 
used on government ICT systems should be 
licensed software: The 2012 Executive Decree No. 
37549-JP states clearly that all central government 
ministries and agencies have an obligation to en-
sure that all software, whether proprietary or open 
source, used on public ICT systems should be fully 
licensed. Article 2 establishes that each relevant 
ministry should “establish systems and controls 
to guarantee the use in their computers, solely 
and exclusively, of those computer programs that 
comply with the corresponding copyright,” audit 
this system regularly, and record the “results of the 
inventory of equipment and licenses acquired.” Up 
until now, there has been only partial evidence that 
relevant government institutions were effectively 
monitoring the application of these requirements. 
For example, the U.S. government has noted a lack 
of dedicated resources as standing in the way of 
the effective application of this decree. Over the 
past few years, more information has become 
available suggesting that software auditing and 
asset management is taking place regularly. This 
includes a 2017 internal audit of the Ministry of 
Health’s Institute for Research and Education in 
Nutrition and Health, a 2019 similar internal audit of 
the Ministry of Justice, and the results of the same 
type of software audit for the Ministry of Housing 
being published in 2020. In its 2019-20 annual re-
port, Informe de Labores 2019-2020, the National 
5HJLVWU\�2IƓFH�RXWOLQHG�WKH�EDVLV�IRU�D�QHZ�DXWR-

mated registration, compliance, and software asset 
management platform, El sistema de legalización 
de software. This web portal will allow all ministries 
DQG�UHOHYDQW�JRYHUQPHQW�DJHQFLHV�WR�ƓOH�DQQXDO�
software audits, inventories, and proof of licensing 
compliance electronically and provide the National 
5HJLVWU\�ZLWK�D�FHQWUDOL]HG�SODWIRUP�WR�VWRUH�DQG�
process all data and information. The creation and 
use of this tool should allow the National Registry 
and relevant staff operating it to monitor compli-
ance with Executive Decree No. 37549-JP more 
effectively. At the time of research, the platform was 
operational and available on the National Registry’s 
website. As a result of these positive actions, the 
score on this indicator has increased by 0.5. The 
Index will continue to monitor this in 2021.

6\VWHPLF�(IƓFLHQF\

41. Educational campaigns and awareness 
raising: Relevant Costa Rican public and private 
bodies support educational and awareness-raising 
SURJUDPV�RQ�WKH�EHQHƓWV�RI�,3�ULJKWV�DQG�QHJDWLYH�
impact of counterfeiting and physical and online 
piracy. The National Registry has run several initia-
tives, the most notable being the National Intellec-
tual Property Communication Strategy (Estrategia 
Nacional de Comunicación de Propiedad Intelec-
tual) in partnership with WIPO. The purpose of the 
strategy is to promote IP awareness and respect 
for IP rights and creators and innovators. The pro-
gram targets young people and school children in 
particular. One key educational component is the 
“Mis Creaciones Valen” (My Creations Are Worthy) 
campaign, which includes training and educational 
activities targeting elementary and high school 
VWXGHQWV��7KH�SURJUDP�ZDV�ƓUVW�ODXQFKHG�LQ�������
Since 2017, there has been a strong focus of this 
campaign on social media. The 2017 annual report 
published by the National Registry stated that the 
campaign had reached almost 20,000 social me-
dia users. As reported in the National Registry’s 
2019-20 annual report, the campaign continued in 



U.S. Chamber International IP Index  2021 Ninth Edition |  119

2018-19, reaching over 20,000 school children and 
close to 500 teachers. In aggregate, the program 
has since 2016 reached over 1 million people and 
close to 100,000 school children and teachers. The 
National Registry has announced that the initiative 
has been renewed for a new four-year period run-
ning to 2023 and will now target both private and 
public institutions. The National Registry and Costa 
Rican government should be congratulated for its 
focus and emphasis on this initiative. As a result of 
this positive commitment to continuing this educa-
tional activity and outreach to young people, the 
score on this indicator has increased to 1.

42. Targeted incentives for the creation and use 
of IP assets for SMEs: There is a growing recogni-
tion in Costa Rica of the importance of SMEs to the 
FUHDWLRQ��GLVVHPLQDWLRQ��DQG�FRPPHUFLDOL]DWLRQ�RI�
IP assets. Article 33 of Law 6867 (Ley de Patentes de 
Invención, Dibujos y Modelos Industriales y Mod-
elos de Utilidad) provides reduced registration fees 
for patent applications submitted by individual in-
ventors, universities and public research institutes, 
and micro and small enterprises. However, there 
is no targeted technical assistance or education 
SURJUDPV�IRU��WKH�FUHDWLRQ�DQG�FRPPHUFLDOL]DWLRQ�
of IP assets for SMEs by the National Registry or 
other major Costa Rican public institutions. The 
352,1129$�RIƓFH�ZLWKLQ�WKH�8QLYHUVLW\�RI�&RVWD�
Rica provides technical advice, expertise, and help 
with the evaluation and registration of IP assets 
for members of the university and functions as 
WKH�8QLYHUVLW\ōV�WHFKQRORJ\�WUDQVIHU�RIƓFH��EXW�LW�LV�
not directed or focused on SMEs or the business 
community outside the university. Similarly, the 
InnovaciónCR initiative, supported by the Ministry 
of Science, Technology and Telecommunications, 
provides grants and targeted assistance to SMEs, 
EXW�WKLV�LV�QRW�ZLWKLQ�WKH�FRQWH[W�RI�LQFHQWLYL]LQJ�
the creation of IP assets but more broadly in sup-
porting small business and enterprise. Although 
QRW�VSHFLƓF�WR�60(V��WKH�1DWLRQDO�5HJLVWU\�GRHV�
VXSSRUW�WKH�UHJLVWUDWLRQ�DQG�FRPPHUFLDOL]DWLRQ�

of IP assets by academic researchers, research in-
stitutes, and SMEs, through its Centro de Apoyo 
a la Tecnología y la Innovación (CATI) network of 
support centers. The CATI concept was developed 
by WIPO through its Technology and Innovation 
Support Centers (TISC) in 2009-10 and, as of 2019, 
over 80 economies (including Costa Rica) had es-
tablished or were seeking to establish local TISC 
RIƓFHV��,Q�&RVWD�5LFD��WKHVH�VXSSRUW�FHQWHUV�RIIHU�
researchers and institutions technical support and 
H[SHUWLVH�RQ�WKH�UHJLVWUDWLRQ�DQG�FRPPHUFLDOL]DWLRQ�
of IP. The number of centers and their activity lev-
els have increased substantially over the past few 
years and, as of 2020, there were six such centers 
across the country. Costa Rica is now considered 
a regional leader on this front. These centers not 
only provide guidance and technical assistance but 
DUH�DOVR�SURGXFLQJ�WHFKQLFDO�UHSRUWV�VSHFLƓF�WR�WKH�
region and Costa Rica. As a result of this positive 
activity, the score on this indicator has increased 
by 0.25. 
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DOMINICAN REPUBLIC

STRENGTHS & WEAKNESSES

 9 Central American Free Trade Agreement (CAFTA) 
membership fundamentally improved national IP 
environment

 9 Member of PROSUR regional PPH
 9 Plant variety protection in place
 9 No evidence of active government intervention in 

technology transfer or licensing
 9 Fairly strong legal requirements and 

administrative practices on public consultations

 8 Patentability standards outside international 
norms—no second-use claims for 
biopharmaceuticals and virtually no patent 
protection for CIIs

 8 RDP term not being granted although required by 
law

 8 Enforcement of copyright is highly challenging 
and is one of the main reasons the Dominican 
Republic has remained on the USTR’s 301 Watch 
List for years

 8 Infringement of copyright through signal piracy, 
online, and web-based streaming is highly 
pervasive and constitutes a major source of illegal 
content—not effectively addressed by Dominican 
government

 8 Reports suggest customs authorities are not 
taking effective action against suspected 
infringing goods

 8 Persistently high levels of piracy—estimated 75% 
software piracy rate

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 27.16

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 5.70

1. Term of protection 1.00

2. Patentability requirements 0.25

3. Patentability of CIIs 0.25

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.70

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.50

Category 2: Copyrights, Related Rights, and 
Limitations 2.74

10. Term of protection 0.74

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.25

14. Limitations and exceptions 0.50

15. Digital rights management 0.50

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 2.25

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 1.10

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.25

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 4.00

26. Barriers to market access 1.00

27. Barriers to technology transfer 0.75

28. Registration and disclosure requirements of 
licensing deals 0.50

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 3.37

32. Physical counterfeiting rates 0.37

33. Software piracy rates 0.25

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.50

36. Criminal standards 0.50

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.75

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.00

39. Coordination of IP rights enforcement 0.25

40. Consultation with stakeholders during IP policy 
formation 0.75

41. Educational campaigns and awareness raising 0.50

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

43. IP-intensive industries, national economic impact 
analysis 0.25

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 4.75

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

0.25

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

The Dominican Republic’s overall score has in-
creased from 53.96% (26.98 out of 50) in the eighth 
edition to 54.32% (27.16 out of 50) in the ninth edi-
WLRQ��7KLV�UHŴHFWV�D�VFRUH�LQFUHDVH�RQ�LQGLFDWRU����

Patents, Related Rights, and Limitations

8. Membership of the Patent Prosecution High-
way (PPH): The Dominican Republic is not a mem-
ber of the Global PPH or the IP5. However, the 
1DWLRQDO�2IƓFH�RI�,QGXVWULDO�3URSHUW\��2ƓFLQD�1D-
cional de la Propiedad Industrial) is an active partic-
ipant in an operational PPH program through the 
Latin American Regional Cooperation System on 
Industrial Property, PROSUR. PPH initiatives and in-
FUHDVHG�FRRSHUDWLRQ�EHWZHHQ�,3�RIƓFHV�DUH�RQH�RI�
the most tangible ways in which the administration 
and functioning of the international IP system can 
EH�LPSURYHG�DQG�KDUPRQL]HG��KHOSLQJ�LQYHQWRUV�
and rights-holders around the world.   

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. Expedi-
tious injunctive-style relief and disabling of in-
fringing content online; and 13. Availability of 
frameworks that promote cooperative action 
against online piracy: Articles 19-20 of Law 65-00 
2000 (as amended by Law 424-06 2006) outline 
rights-holders’ exclusive economic rights, which in-
clude the right of distribution, reproduction, trans-
mission, communication to the public, and other 
necessary related rights. There is no direct mention 
or reference to the online environment, including 
streaming, caching, or web linking. The law does 
not offer an injunctive-style relief mechanism for 

the disabling of infringing content. Copyright en-
forcement can take place both through the courts 
and administratively through the National Copy-
ULJKW�2IƓFH�RI�WKH�'RPLQLFDQ�5HSXEOLF��21'$���
However, in practice, the enforcement of copy-
right is highly challenging and is one of the main 
reasons the Dominican Republic has remained 
on the USTR’s Watch List for years. The infringe-
ment of copyright through signal piracy, online, 
and web-based streaming is highly pervasive and 
constitutes a major source of illegal content in the 
'RPLQLFDQ�5HSXEOLF��6SHFLƓFDOO\��VLJQDO�SLUDF\�KDV�
been brought up numerous times by international 
rights-holders and the U.S. government. Authorities 
in the Dominican Republic have repeatedly made 
a commitment to better enforce copyright and 
address this issue but have thus far failed to do 
so. Such a commitment was, for example, made 
in a side letter between the United States and the 
Dominican Republic in 2004 during the conclusion 
of the CAFTA. This remained unchanged in 2020. 
The USTR, again noted in the 2020 6SHFLDO�����
Report the lack of action on this issue, stating that 
ŏVLJQDO�SLUDF\�E\�XQDXWKRUL]HG�FDEOH�RSHUDWRUV�DQG�
retransmission piracy by hotels are long-standing 
issues that remain unaddressed.” The Dominican 
Republic also remains an international source for in-
fringing material. For example, in November 2019, 
a Spanish court ordered the disabling of access to 
three notorious sources of infringing content, in-
cluding the website Lomusical.org, which operates 
out of the Dominican Republic.

Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ

25. Regulatory data protection term: Article 181 
of Law 20-00 2000 (as amended by Law 424-06 
2006) provides a clear and unambiguous require-
PHQW�WKDW�PDUNHW�DXWKRUL]DWLRQ�DXWKRULWLHV�SURYLGH�
D�ƓYH�\HDU�WHUP�RI�PDUNHW�H[FOXVLYLW\�IRU�VXEPLWWHG�
clinical test data for a new biopharmaceutical  and 
that this data cannot be relied on by follow-on man-
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ufacturers for the duration of the stated term of 
exclusivity. Rights-holders have in the past raised 
concerns that this term of exclusivity has not been 
provided or has been provided only under certain 
FLUFXPVWDQFHV�QRW�VSHFLƓHG�LQ�WKH�H[LVWLQJ�UHJXODWR-
U\�IUDPHZRUN��7KH�DYDLODELOLW\�RI�D�GHƓQHG�5'3�WHUP�
of protection is a positive feature of the Dominican 
Republic’s biopharmaceutical IP environment and 
an important mechanism for protecting innovation. 
The Index will continue to monitor this in 2021.

6\VWHPLF�(IƓFLHQF\

40. Consultation with stakeholders during IP 
policy formation: Through various laws and ad-
ministrative actions, the government of the Do-
minican Republic has shown its commitment to 
public transparency and the principle of public 
consultations during the legislative process (IP 
rights included). For example, Article 31 of Law 
107-13 on Public Administration has a requirement 
that the general public be involved and participate 
in the regulatory and rule-making process. Fur-
thermore, the Dominican Republic has since 2012 
been part of the international Open Government 
Partnership, which seeks to further government 
transparency and public participation in govern-
ment. The website “Gobierno Abierto” provides a 
dedicated portal to government information and 
an overview of the various initiatives and actions the 
government is taking to improve transparency and 
public participation. Increased transparency and 
public participation are also parts of the National 
Development Plan.

0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties

The Dominican Republic achieves a score of 
�������IRU�LWV�SDUWLFLSDWLRQ�LQ�DQG�UDWLƓFDWLRQ�RI�
international treaties, which is higher than many 
high-income economies including, New Zealand, 
WKH�8$(��DQG�&KLOH��,W�KDV�VLJQHG�DQG�UDWLƓHG�WKH�

WIPO Internet Treaties; the Patent Cooperation 
Treaty; the International Convention for the Pro-
tection of New Varieties of Plants, Act of 1991; 
and the Convention on Cybercrime, 2001; and is 
a contracting party to the CAFTA. The Dominican 
Republic has signed, but not acceded to, the Sin-
gapore Treaty on the Law of Trademarks. It is not 
a contracting party to the Protocol Relating to the 
Madrid Agreement Concerning the International 
Registration of Marks, the Patent Law Treaty, or the 
Hague Agreement Concerning the International 
Registration of Industrial Designs.

CORRECTION OF ERROR, 45. Singapore Treaty 
on the Law of Trademarks and Protocol Relating 
to the Madrid Agreement Concerning the Inter-
national Registration of Marks: The Dominican 
Republic has not acceded to either the Singapore 
Treaty on the Law of Trademarks or the Protocol 
Relating to the Madrid Agreement Concerning the 
International Registration of Marks. The Dominican 
Republic is, however, a signatory to the Singapore 
Treaty on the Law of Trademarks. Unfortunately, this 
ZDV�QRW�UHFRJQL]HG�E\�WKH�,QGH[�ODVW�\HDU��7KLV�HUURU�
KDV�QRZ�EHHQ�UHFWLƓHG��DQG�WKH�'RPLQLFDQ�5HSXE-
lic’s score on this indicator has been increased from 
��WR�������7KH�&KDPEHU�DSRORJL]HV�IRU�WKLV�HUURU�
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ECUADOR

STRENGTHS & WEAKNESSES

 9 Strengthening of support for SMEs through 
WIPO-WEF Inventor Assistance Program in 2020

 9 National IP authority SENADI in 2019 ordered 
local ISPs to disable access to several websites 
hosting infringing and unlicensed content

 9 ),YH�\HDU�WHUP�RI�5'3�GHƓQHG�LQ������ODZ�Código 
Ingenios

 9 /LPLWHG�UH�FULPLQDOL]DWLRQ�RI�,3�ULJKWV�WKURXJK�
2016 criminal law amendments

 9 Member of PPH

 8 Plant variety protection term shorter than 
internationally accepted term

 8 Substantial barriers in place for licensing activities, 
including direct government intervention and 
review of technology transfer and licensing 
agreements

 8 Key life sciences IP rights missing, including 
patent term restoration and mechanisms for early 
patent dispute resolution

 8 Use of compulsory license regime for 
biopharmaceuticals as basis for cost-containment 
and industrial policy

 8 Código Ingenios imposes additional limits on 
patentability and number of non-patentable 
subject matter

 8 Persistently high levels of piracy—estimated 68% 
software piracy rate

 8 /RZ�VFRUH�IRU�SDUWLFLSDWLRQ�LQ�DQG�UDWLƓFDWLRQ�RI�
international treaties

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 15.30

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 2.99

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.00

4. Plant variety protection 0.74

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights, and 
Limitations 1.74

10. Term of protection 0.74

11. Exclusive rights 0.25

12. Injunctive-type relief 0.25

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.25

15. Digital rights management 0.25

16. Government use of licensed software 0.00

Category 3: Trademarks, Related Rights, and 
Limitations 1.75

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.25

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

21. Industrial design term of protection 0.40

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.00

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 0.50

26. Barriers to market access 0.00

27. Barriers to technology transfer 0.25

28. Registration and disclosure requirements of 
licensing deals 0.00

29. Direct government intervention in setting licensing 
terms 0.00

30. IP as an economic asset 0.25

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 2.17

32. Physical counterfeiting rates 0.35

33. Software piracy rates 0.32

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.25

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.25

39. Coordination of IP rights enforcement 0.25

40. Consultation with stakeholders during IP policy 
formation 0.25

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 0.25

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 2.00

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

0.00

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.50
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Ecuador’s overall score increased from 30.18% 
(15.09 out of 50) in the eighth edition to 30.60% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicator 42. 

Area of Note

In February 2020, the Ecuadorean National Assem-
bly approved the Ley Orgánica de Emprendimento 
e Innovación, a new legislative package aimed to 
promote and build entrepreneurship, innovation, 
and economic development. It includes provisions 
relating to starting a new business, accessing ear-
O\�VWDJH�ƓQDQFLQJ��LQFOXGLQJ�FURZGIXQGLQJ�DQG�
venture capital), education and the development of 
human capital, corporate bankruptcy and restruc-
turing proceedings, and a host of other legislative 
changes. Article 2 states that the purpose of the 
law is ultimately to create an environment “that en-
courages and fosters entrepreneurship, innovation 
and technological development.” With regards 
to policymaking, Article 6 creates a new Council 
for Entrepreneurship and Innovation. This is to be 
a cross-governmental body formed to “promote 
and encourage entrepreneurship, innovation and 
systemic competitiveness of the country, through 
inter-institutional coordination, public-private alli-
ance and academia.” The governing body of the 
council is made up of representatives from across 
the public sector, academia, and local entities. 
Showing the importance placed on this body in 
Ecuadorean industrial and economic policy, the 
council will be chaired by a representative from 
WKH�2IƓFH�RI�WKH�3UHVLGHQW��,Q�DGGLWLRQ��$UWLFOH����RI�
the law establishes a Consultative Council of Entre-
preneurship and Innovation, which is to advise the 
Council for Entrepreneurship and Innovation. This 
body will consist of representatives from the private 
sector including industry associations and cham-

bers of commerce. Of note is that the national IP 
RIƓFH��Servicio Nacional de Derechos Intelectuales, 
SENADI) has not been included and IP policy does 
not seem to be part of the remit of either the coun-
cil or, more broadly, of the new legislation. As the 
economic data and analysis in this Index’s accom-
panying Statistical Annex and the experiences of 
other economies strongly suggest, IP rights and 
incentives are the fundamental building blocks for 
innovation and advanced economic development 
to take place. For all economies—emerging and 
developed alike—what drives innovation, techno-
logical advances, and ultimately economic devel-
opment and growth is the creation of new forms 
of intangible assets and IP. Yet, as noted again this 
year and over the course of the Index, Ecuador’s 
national IP environment lacks many fundamental 
rights and incentives. Patentability standards contin-
ue to be outside of international norms (especially 
for biopharmaceuticals and CIIs); the protection of 
copyright remains under-developed and ill suited 
to the challenges of the internet era; and levels 
of physical and online counterfeit goods remain 
high, but relevant enforcement mechanisms are 
weak and non-deterrent. Rights-holders also face 
basic challenges with respect to technology trans-
fer, licensing the use of IP assets, and the com-
PHUFLDOL]DWLRQ�RI�,3�DVVHWV��:KLOH�WKH�Ley Orgánica 
de Emprendimento e Innovación is a necessary 
recognition of the importance of innovation and 
entrepreneurship to Ecuador’s future economic de-
velopment, to be effective and achieve the stated 
objectives, these reforms should be complemented 
by strengthening the national IP environment.

6\VWHPLF�(IƓFLHQF\

42. Targeted incentives for the creation and use 
of IP assets for SMEs: As noted in past editions, 
WKH�(FXDGRULDQ�,3�RIƓFH��6(1$',��DQG�LWV�SUHFXUVRU��
the Ecuadorian Intellectual Property Institute, have 
been outspoken and frequently stated that assisting 
VPDOO�EXVLQHVV�DQG�60(V�LV�RQH�RI�WKH�RIƓFHōV�FRUH�
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objectives. For example, while there is currently no 
special priority or fast-track review of IP registration 
IRU�60(V��WKH�DJHQF\�GRHV�SURYLGHV�UHGXFHG�ƓOLQJ�
fees to SMEs, universities, and individuals. Working 
together with WIPO and the World Economic Fo-
rum, the agency has launched a dedicated program 
to help individual inventors and small businesses 
through the Inventor Assistance Program. Devel-
oped by WIPO and the WEF and launched globally 
in 2016, the program seeks to match inventors with 
legal practitioners who provide pro-bono legal 
advice on the technical evaluation and registration 
process for the IP created. At the time of research, 
WKH�SURJUDP�ZDV�IXOO\�RSHUDWLRQDO��ZLWK�WKH�ƓUVW�
SDWHQW�DSSOLFDWLRQV�KDYLQJ�EHHQ�ƓOHG�LQ�(FXDGRU��
As a result of this positive activity, the score on this 
indicator has increased by 0.25.
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EGYPT

STRENGTHS & WEAKNESSES

 9 Joined the UPOV, 1991 agreement in 2020
 9 Since 2015, a PPH has been in place with the 
-DSDQ�3DWHQW�2IƓFH��-32�

 9 Relative freedom to patent CIIs and support from 
government agencies

 9 Relatively strong push from government to raise 
awareness of counterfeit products, particularly 
medicines

 8 Data protection law of 2020 will potentially 
LPSRVH�QHZ�ORFDOL]DWLRQ�UHTXLUHPHQWV

 8 Limited framework for the protection of life 
sciences IP rights

 8 Gaps in copyright law and framework, particularly 
with regards to protection of content online

 8 High levels of piracy—BSA estimated 59% software 
piracy rate

 8 Challenging enforcement environment and lack 
of border measures

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 16.30

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 3.25

1. Term of protection 1.00

2. Patentability requirements 0.25

3. Patentability of CIIs 0.50

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 1.38

10. Term of protection 0.38

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.50

15. Digital rights management 0.25

16. Government use of licensed software 0.00

Category 3: Trademarks, Related Rights, and 
Limitations 1.75

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 0.85

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.50

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 2.75

26. Barriers to market access 0.75

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 0.50

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 1.07

32. Physical counterfeiting rates 0.16

33. Software piracy rates 0.41

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.00

36. Criminal standards 0.25

37. Effective border measures 0.00

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 1.75

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.25

41. Educational campaigns and awareness raising 0.25

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.50

43. IP-intensive industries, national economic impact 
analysis 0.25

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 3.00

44. WIPO Internet Treaties 0.00

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Egypt’s overall score increased from 30.18% (15.09 
out of 50) in the eighth edition to 32.59% (16.30 
RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�VFRUH�
increases on indicators 39 and 47.

Commercialization of IP Assets and Market 
Access

26. Barriers to market access: The Egyptian 
economy is generally free, non-discriminatory, and 
open to foreign investment. There are no general 
UHVWULFWLRQV�RQ�IRUHLJQ�RZQHUVKLS�RU�ORFDOL]DWLRQ�
and local content requirements. Under Decree 
184/2013, customs tariffs can be reduced based 
on the degree to which local content is used, but 
more broadly the sharing or divulging of IP and 
transfer of proprietary technology in exchange for 
market access are not part of the general policy 
environment or required by Egyptian law. With 
UHVSHFW�WR�GDWD�ORFDOL]DWLRQ��WKHUH�KDYH�EHHQ�LQ-
stances reported whereby the authorities have 
requested that data be kept locally in Egypt. How-
ever, there has not been a general data protection 
RU�ORFDOL]DWLRQ�SROLF\�LQ�SODFH��7KLV�PD\�QRZ�EH�
changing. In August 2020, the Egyptian president 
signed into law the Law on the Protection of Per-
sonal Data (Resolution No. 151 of 2020). The law 
imposes several new requirements, including the 
SRWHQWLDO�ORFDOL]DWLRQ�DQG�ORFDO�VWRUDJH�RI�GDWD��
6SHFLƓFDOO\��WKH�ODZ�GLVDOORZV�WKH�WUDQVIHU�RI�DQ\�
data from Egypt to another legal jurisdiction unless, 
(1)  the level of data protection is at least equivalent 
in the host jurisdiction as under the Egyptian law 
and, (2)  the transfer has been approved by a new 
Egyptian regulatory authority, the Data Protection 
Authority. The law does not apply to any sector or 
area of economic activity supervised by the Egyp-
tian Central Bank. It is unclear how these transfer 
requirements will be implemented. At the time of 

research, the Data Protection Authority had not 
yet been established and implementing regula-
WLRQV�ZHUH�QRW�GXH�WR�EH�SXEOLVKHG�XQWLO�WKH�ƓUVW�
quarter of 2021. For rights-holders across many 
different industries and sectors, these barriers to 
digital trade raise serious questions and concerns. 
The ICT and internet revolutions have fundamen-
tally changed how people interact socially and 
economically. In virtually all industries, businesses 
and economic interaction are today being shaped 
by the collection of data and digital technologies. 
These technologies are allowing companies across 
all business sectors and public and private research 
RUJDQL]DWLRQV�WR�FROOHFW�DQG�XVH�JUHDWHU�OHYHOV�RI�
data and information than ever before in so-called 
“big data.” Combined with increased computing 
capacity and the application of new technologies 
�VXFK�DV�DUWLƓFLDO�LQWHOOLJHQFH�DQG�PDFKLQH�OHDUQLQJ��
WKDW�DOORZ�SHRSOH�WR�DQDO\]H�DQG�EHWWHU�XQGHUVWDQG�
GDWD�FROOHFWHG�LV�WKH�SRVVLELOLW\�WR�PDNH�VLJQLƓ-
cant discoveries and breakthroughs in virtually any 
area of research and human socio-economic ac-
WLYLW\��&URVV�ERUGHU�ŴRZV�RI�GDWD�DUH�LQJUDLQHG�LQ�
countless services relied on by consumers, with 
numerous digital, automated, and virtual services 
relying on the seamless movement and storage of 
data in various locations. Public policies relating to 
QDWLRQDO�GDWD�PDQDJHPHQW�VKRXOG�UHFRJQL]H�WKLV�
reality and be formulated accordingly. Mandating 
the local storage and processing of data is likely 
to lead to fewer digital services being available in 
Egypt and less innovation in many critical sectors. 
In conjunction with the signing of the law, Minister 
of Communications and Information Technology 
Dr. Amr Talaat stated that part of the purpose of 
WKH�QHZ�OHJLVODWLRQ�ZDV�WR�ORFDOL]H�WKH�GDWD�FHQWHU�
industry. The Index will monitor these develop-
ments and the extent to which this new legislation 
VHHNV�WR�PDQGDWH�WKH�ORFDOL]DWLRQ�RI�GDWD�DQG�DFW�
as a barrier to international data transfers.
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6\VWHPLF�(IƓFLHQF\

39. Coordination of IP rights enforcement: Egypt 
does not have an institution in the form of an IP 
RIƓFH�RU�GLUHFWRUDWH�WKDW�FHQWUDOL]HV�WKH�DGPLQLVWUD-
tion of IP rights. Instead, IP policymaking and the 
registration of IP rights is spread out over many 
different ministries and agencies that deal indi-
vidually with different IP rights. Within this govern-
ing framework there is no designated body that is 
dedicated to the coordination of IP enforcement. 
Since 2014, an inter-ministerial committee (the 
National Committee on Intellectual Property Rights) 
has been in place. The purpose of this committee 
is to provide a central discussion point for IP poli-
cy across the government. In August 2020, Trade 
and Industry Minister Nevine Gamae announced 
WKDW�D�&RQWDFW�3RLQW�2UJDQL]DWLRQ��&32��XQLW�IRU�
IP rights within the ministry would be established 
and a stronger emphasis placed on cross-govern-
ment coordination of IP policy. This body will be 
charged with sharing information with international 
counterparts and overseeing coordination and en-
forcement within Egypt as it relates to preventing 
the importation and exports of IP-infringing goods. 
The unit will include a dedicated staff toward re-
search, training, information exchange, and arbi-
tration. The CPO board will be charged to meet at 
least on a monthly basis, with representatives from 
several key ministries expected to participate. This 
is a positive step for Egypt in improving the ability 
of the government to oversee and coordinate IP 
policy more generally, as well as with respect to 
enforcement. As a result, the score on this indicator 
has increased by 0.25. The Index will continue to 
monitor the activities of the CPO unit in 2021.

0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties 

Egypt’s overall score on this category continues 
to improve, with Egypt in 2020 acceding to the 
International Convention for the Protection of New 

Varieties of Plants, Act of 1991. In July 2019, the 
Egyptian Parliament passed amendments to rel-
evant sections of Law 82 with the view of making 
the law, and administering authority, compliant 
with the 1991 UPOV treaty. In December 2019, 
Egypt formally acceded to the 1991 Act and be-
came a member of UPOV. As a result, the score 
on this category has increased by 1. Egypt is now 
a contacting party to the Protocol Relating to the 
Madrid Agreement Concerning the International 
Registration of Marks; the Patent Cooperation Trea-
ty; the International Convention for the Protection 
of New Varieties of Plants, Act of 1991; and the 
Hague Agreement Concerning the International 
Registration of Industrial Designs. Egypt is not a 
contracting party to the WIPO Internet Treaties, 
the Singapore Treaty on the Law on Trademarks, 
the Patent Law Treaty, or the Convention on Cyber-
crime. Finally, Egypt is a contracting party to the 
African Continental Free Trade Area, signed by 44 
African countries in March 2018. The agreement 
KROGV�WKH�SRWHQWLDO�WR�IXQGDPHQWDOO\�UHYROXWLRQL]H�
economic activity in Africa by reducing barriers to 
trade and economic interaction across the entire 
continent. Parts of the Free Trade Area (Phase I) 
came into force in June 2019. In June 2020, as 
D�UHVXOW�RI�WKH�&29,'����SDQGHPLF��WKH�RIƓFLDO�
launch and implementation of the agreed parts of 
the FTA were postponed until 2021. There was no 
RIƓFLDO�JXLGDQFH�RU�DQQRXQFHPHQW�UHJDUGLQJ�SR-
tential progress made on outstanding issues to be 
negotiated as Phase II of the agreement, including 
a Protocol on Intellectual Property. 
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FRANCE

STRENGTHS & WEAKNESSES

 9 *HQHURXV�5	'��DQG�,3�VSHFLƓF�WD[�LQFHQWLYHV�
in place through an R&D tax credit and special 
patent box tax rate (maximum of 17%) on income 
derived from qualifying licensing income and/or 
the sale of the patent or patentable technology

 9 Injunctive relief available and in use through court 
orders for the disabling of infringing content 
online

 9 Strong and sophisticated national IP environment

 8 Registration requirements for licensing 
agreements

 8 Regulation 2019/933 and existing SPC exemption 
IRU�H[SRUWV�RI�ELRSKDUPDFHXWLFDOV�SRVH�VLJQLƓFDQW�
risk to France’s and EU’s research- and IP-based 
biopharma industry

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 45.71

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.25

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 5.99

10. Term of protection 0.74

11. Exclusive rights 0.75

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 0.75

14. Limitations and exceptions 1.00

15. Digital rights management 1.00

16. Government use of licensed software 0.75

Category 3: Trademarks, Related Rights, and 
Limitations 3.50

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 1.00

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 2.00

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 1.00

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 2.50

23. Protection of trade secrets (civil remedies) 0.75

24. Protection of trade secrets (criminal sanctions) 0.75

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.25

26. Barriers to market access 1.00

27. Barriers to technology transfer 1.00

28. Registration and disclosure requirements of 
licensing deals 0.50

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 6.47

32. Physical counterfeiting rates 0.79

33. Software piracy rates 0.68

34. Civil and procedural remedies 1.00

35. Pre-established damages 1.00

36. Criminal standards 1.00

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.75

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

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

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

France’s overall score has decreased slightly from 
91.50% (45.75 out of 50) in the eighth edition to 
91.43% (45.71 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�GHFUHDVH�RQ�LQGLFDWRU�����

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products:  In 2015, under the overarching initiative 
to reform and deepen the single market with the 
purpose of spurring economic growth in the EU, 
the European Commission announced its intentions 
to explore options for recalibrating certain ele-
ments of patent term restoration for biopharma-
ceuticals, so-called Supplementary Protection Cer-
WLƓFDWHV��63&V���2QH�RSWLRQ�IRU�FKDQJH�SXW�IRUWK�
by the commission was to provide European man-
ufacturers of generic drugs and biosimilars with 
an SPC manufacturing and export exemption (“SPC 
exemption”). The overriding purpose of the pro-
posal was to provide European manufacturers of 
generic drugs and biosimilars a competitive ad-
vantage by weakening IP protection for innovators. 
As the Index and others have pointed out, there 
were many troubling assumptions underlying the 
FRPPLVVLRQōV�SURSRVDO��,QGHHG��WKLV�ZDV�UHFRJQL]HG�
even by several key EU Member States. Most ba-
sically, the proposal assumed that there is an actu-
al market and demand for European generic man-
ufacturers. Yet it is not at all clear what this market 
is or where the demand for generic medicines 
produced in Europe would come from. More 
broadly, instead of allowing European generic 
manufacturers to gain a competitive advantage, it 
is much more likely that, over time, other econo-
mies will emulate the EU and also introduce poli-
cies that undermine biopharmaceutical IP protec-
tion. In fact, events in 2020 suggest that this is 
exactly what is happening. In a wide-ranging set 

of amendments to the Law on Protection of Rights 
to Inventions and Utility Models, the Ukraine has 
notably weakened its patenting environment as it 
relates to biopharmaceuticals. While these legis-
lative changes are meant to better align Ukraine’s 
national IP environment with that of the EU as part 
of the 2017 Ukraine-European Union Association 
Agreement, they will have the opposite effect. Not 
only do these changes substantially weaken the 
eligibility for biopharmaceutical patentable subject 
matter, new procedural barriers to obtaining patent 
term restoration as well as an export and stockpil-
ing exemption have also been introduced. The 
latter exemption is modeled on the EU’s Regulation 
2019/933. As the Index has repeatedly pointed 
out, the most obvious side effect of the overriding 
of IP rights in the EU is that the policy will be em-
ulated by other economies. As the Ukraine exam-
SOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�(XURSHDQ�
generics industry, the introduction of an SPC ex-
emption will simply end up hurting Europe’s re-
search-based industry and lead to a global race 
toward the bottom in weakening IP standards. From 
July 2019, Regulation 2019/933 is in force and the 
SPC export exemption is now, for all intents and 
purposes, legal and operational in all EU Member 
States. As has been stated in previous editions of 
the Index, the decision to move ahead with the 
63&�H[HPSWLRQ�LV�D�VLJQLƓFDQW�EORZ�WR�ELRSKDUPD-
ceutical rights-holders and weakens the IP envi-
ronment across the EU. As a result of this action, 
the score on indicator 7 was reduced for all EU 
Member States included in the Index. Further de-
velopments in 2020 add to the uncertainty over 
the EU’s SPC regime. In July, the Court of Justice 
of the European Union handed down a verdict in 
the case Santen SAS v Directeur général de l’Insti-
tut national de la propriété industrielle, C-673/18. 
Originating in France and referred to the CJEU by 
the Paris Court of Appeal in 2018, the case is about 
the extent to which it is possible to obtain an SPC 
for new innovations relating to approved biophar-
maceutical products and treatments. In earlier rul-
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ings—see, for example, the 2012 Neurim Pharma-
FHXWLFDOV��������/WG�Y�&RPSWUROOHU�*HQHUDO�RI�
Patents—the CJEU had held that it was possible to 
obtain an SPC for the new use of a product for 
ZKLFK�D�PDUNHW�DXWKRUL]DWLRQ�IRU�WKH�VDPH�DFWLYH�
ingredient had already been granted. This decision 
has now, effectively, been overturned. In its 2020 
ruling, the CJEU emphatically stated “that an MA 
FDQQRW�EH�FRQVLGHUHG�WR�EH�WKH�ƓUVW�0$�ř�ZKHUH�
it covers a new therapeutic application of an active 
ingredient, or of a combination of active ingredi-
ents, and that active ingredient or combination has 
already been the subject of an MA for a different 
therapeutic application.” The court argued that on 
this point the Neurim precedent had erred and not 
fully taken into account the intentions of the law-
makers when originally developing the underlying 
IP incentive and EU Regulation: “the EU legislature 
intended, in establishing the SPC regime, to protect 
not all pharmaceutical research giving rise to the 
grant of a patent and the marketing of a new me-
dicinal product, but to protect research leading 
WR�WKH�ƓUVW�SODFLQJ�RQ�WKH�PDUNHW�RI�DQ�DFWLYH�
ingredient or a combination of active ingredi-
ents as a medicinal product.” From a legal per-
spective, the court’s verdict may set an unfortunate 
precedent and further limit the availability of Eu-
ropean incentives for biopharmaceutical innova-
tion. More broadly, from a public policy perspec-
tive, the court’s verdict is odd and fails to 
understand the basics of biopharmaceutical inno-
vation. Technological innovation is frequently 
thought of as consisting of two distinguishable 
modes or models: radical innovation and incre-
mental innovation. Radical innovation, as the name 
suggests, is the introduction of completely new or 
revolutionary ideas or products. Frequently, such 
innovations wholly alter the way an industry or even 
an economy functions, fundamentally changing 
economic and social behavior. In contrast to radi-
cal innovation, incremental innovation is a process 
of piecemeal improvement of existing technologies 
or techniques. Usually, incremental innovations 

follow on from revolutionary or radical innovations. 
Does this mean that radical innovation is the pro-
verbial “good” form of innovation and non-revo-
lutionary incremental innovation is “bad” and, from 
a societal perspective, largely useless? Because 
that is the underlying policy rationale behind the 
court’s reasoning. In its verdict and assumptions 
about the intentions of European lawmakers, the 
court has implied that incremental biopharmaceu-
tical innovations are less meaningful and therefore 
should not be eligible for the SPC incentive. But 
most biopharmaceutical innovation is in large part 
incremental. In fact, incremental innovation is an 
essential part of the biopharmaceutical R&D pro-
cess. Follow-on medications and incrementally 
improved or altered therapies frequently reduce 
side effects, improve on existing delivery systems 
or the administration of a medicine, increase ef-
fectiveness, and reduce dosages required. Without 
incremental innovations—and the IP incentives that 
drive investment and resources into developing 
them—the world would not have access to the lat-
est generations of some of the most used medi-
cines and medical devices. This includes insulin, 
beta-blockers; ACE inhibitors, contraceptives, in-
VXOLQ�SXPSV��VWDWLQV��]ROHGURQLF�DFLG��DQG�FRXQWOHVV�
other commonly used biopharmaceutical products 
and devices. The development of HIV/AIDS treat-
ment is a concrete example of how incremental 
improvements to existing technologies over time 
amount to what in effect becomes a radical inno-
vation whereby the latest technology is barely 
UHFRJQL]DEOH�FRPSDUHG�ZLWK�LWV�ƓUVW�JHQHUDWLRQ�
SUHGHFHVVRU��7KH�ƓUVW�JHQHUDWLRQ�RI�+,9�$,'6�DQ-
tiretrovirals had serious side effects and were com-
bination therapies requiring the consumption of 
large volumes of medication several times per day. 
Side effects included explosive diarrhea, severe 
nausea, loss of sense of taste, skin problems, and 
painful nerve injury. The development of the sec-
ond generation of drugs, centering on the concept 
of highly active antiretroviral therapy, saw improved 
treatment options and reduced side effects. Still, 
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treatment centered on the administration and con-
sumption of several medicines per day. It is only 
in recent years that new therapies have been in-
troduced based on incremental innovations that 
allow for combination pills. Instead of an array of 
pills taken every few hours, these products require 
that the patient take only a single pill once daily. 
This new ease of medication has led to increased 
DGKHUHQFH��ZKLFK�KDV��LQ�WXUQ��LQFUHDVHG�HIƓFDF\�
VLJQLƓFDQWO\�ZLWK�OLWWOH�WR�QR�PDMRU�FKDQJH�LQ�OLIH-
style. This allows patients to live socio-economical-
ly productive lives with what had once been a de-
bilitating and often fatal disease. In the long term, 
WKLV�KDV�DOVR�FDXVHG�D�VLJQLƓFDQW�GHFUHDVH�LQ�FRVWV�
for treating side effects, thus reducing the cost bur-
den on a given health system. It is hard to see how 
this type of innovation should not be eligible for 
IP incentives such as SPC protection. The Index will 
continue to monitor these developments in 2021.

Copyrights, Related Rights, and Limitations

France is in the process of implementing EU Direc-
tive 2019/790 on copyright and related rights in 
the Digital Single Market. At the time of research, 
only parts of the directive had been passed in Law 
775, which amended the IP Code in 2019. This law 
established a neighboring right for press agencies 
and press publishers. Following the adoption of this 
law and a dispute between Google and press pub-
lishers in France, the French Competition Authority 
(Autorité de la concurrence) ordered Google to ne-
gotiate compensation for displaying content under 
its Google News application. Additional changes to 
the IP law (including transposing Article 17 of the 
ODZ��WKH�VR�FDOOHG�ŏXSORDG�ƓOWHUŐ��DUH�VWLOO�SHQGLQJ��
Originally part of a wider and separate legislative 
effort—the bill on Audiovisual Communication and 
Cultural Independence in the Digital Age—the trans-
position effort was, at the time of research, being 
proposed as individual decrees. The Index will 
continue to monitor these developments in 2021.

11. Legal measures which provide necessary ex-
clusive rights that prevent infringement of copy-
rights and related rights (including Web hosting, 
streaming, and linking): The French government 
has since the late 2000s introduced several policies 
aimed at reducing online copyright infringement. 
In 2009, the government introduced a new set of 
anti-piracy laws and an enforcement agency, the 
Haute Autorité pour la Diffusion des Oeuvres et la 
Protection des Droits sur Internet (HADOPI). The 
HADOPI laws consisted of a graduated three-strikes 
response scheme that could lead to the discon-
nection of internet access for alleged copyright 
infringers. Academic research suggests that, sub-
sequent to the introduction of these laws, music 
sales in France increased 20-25% relative to sales 
in other control-group countries. In July 2013, the 
)UHQFK�JRYHUQPHQW�DQQRXQFHG�VLJQLƓFDQW�DOWHU-
ations to the HADOPI laws. The threat of suspension 
of internet access for suspected repeat infringers 
ZDV�UHSODFHG�E\�D�JUDGXDWHG�ƓQLQJ�V\VWHP��6LQFH�
then, the agency has repeatedly been under attack. 
'LVPDQWOLQJ�+$'23,�ZDV�ƓUVW�LQFOXGHG�LQ�VRFLDOLVW�
presidential candidate Francois Hollande’s electoral 
campaign agenda in 2012. An amendment to dis-
mantle the HADOPI in 2015 was initially adopted by 
the French National Assembly but later removed by 
the French Senate. Most recently, the agency’s pow-
ers had been questioned by several internet rights 
groups, including La Quadrature du Net, which 
argued that HADOPI’s remit was unconstitutional 
and a violation of consumers’ rights and privacy. In 
a May 2020 ruling, the French Constitutional Coun-
cil found that HADOPI was allowed to continue its 
work, including to continue to obtain the identity of 
DOOHJHG�FRS\ULJKW�LQIULQJHUV��7KH�FRXQFLO�GLG�ƓQG�
WKDW�VRPH�SURYLVLRQV�RI�WKH�,3�&RGH�GHƓQLQJ�WKH�
agency’s powers did raise privacy concerns and 
should be repealed. The French government was 
given until the end of 2020 to amend or repeal 
these provisions. Despite these efforts to question 
the agency’s remit and its legitimacy, the HADOPI 
has continued its work. Since 2011, the agency 
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has sent out a total of 12.7 million infringement 
notices. In 2019, almost 850,000 notices were sent 
out and close to 2,000 (1,748) cases were passed 
RQ�WR�WKH�SURVHFXWRUōV�RIƓFH��:KLOH�SLUDF\�OHYHOV�LQ�
France remain relatively high, the agency found that 
the proportion of consumers accessing infringing 
forms of content declined in 2019 to 26%, while 
the proportion of consumers accessing lawfully 
obtained content increased from 44% in 2018 to 
56% in 2019.
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GERMANY

STRENGTHS & WEAKNESSES

 9 2020 saw introduction of new R&D tax credits
 9 Advanced and sophisticated national IP 

environment
 9 6HFWRU�VSHFLƓF�,3�ULJKWV�LQ�SODFH
 9 Membership of all major international PPH tracks 
WKURXJK�WKH�QDWLRQDO�SDWHQW�RIƓFH�DQG�(32

 8 Regulation 2019/933 and existing SPC exemption 
IRU�H[SRUWV�RI�ELRSKDUPDFHXWLFDOV�SRVH�VLJQLƓFDQW�
risk to Germany’s and EU’s research- and IP-based 
biopharma industry

 8 3DWHQW�/DZ�7UHDW\�VLJQHG�EXW�QRW�UDWLƓHG
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TOTAL: 46.13

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.25

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 6.38

10. Term of protection 0.63

11. Exclusive rights 1.00

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 1.00

14. Limitations and exceptions 0.75

15. Digital rights management 1.00

16. Government use of licensed software 1.00

Category 3: Trademarks, Related Rights, and 
Limitations 3.50

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 1.00

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 2.00

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 1.00

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 3.00

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 1.00

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.42

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 incentives for the creation of IP assets 0.67

Category 7: Enforcement 6.33

32. Physical counterfeiting rates 0.78

33. Software piracy rates 0.80

34. Civil and procedural remedies 1.00

35. Pre-established damages 0.75

36. Criminal standards 1.00

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.50

39. Coordination of IP rights enforcement 0.75

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

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

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 6.75

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 0.75

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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Germany’s overall score has increased from 91.08% 
(45.54 out of 50) in the eighth edition to 92.27% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicator 31. 

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products: In 2015, under the overarching initiative 
to reform and deepen the single market with the 
purpose of spurring economic growth in the EU, 
the European Commission announced its intentions 
to explore options for recalibrating certain ele-
ments of patent term restoration for biopharma-
ceuticals, so-called Supplementary Protection Cer-
WLƓFDWHV��63&V���2QH�RSWLRQ�IRU�FKDQJH�SXW�IRUWK�
by the commission was to provide European man-
ufacturers of generic drugs and biosimilars with 
an SPC manufacturing and export exemption (“SPC 
exemption”). The overriding purpose of the pro-
posal was to provide European manufacturers of 
generic drugs and biosimilars a competitive ad-
vantage by weakening IP protection for innovators. 
As the Index and others have pointed out, there 
were many troubling assumptions underlying the 
FRPPLVVLRQōV�SURSRVDO��,QGHHG��WKLV�ZDV�UHFRJQL]HG�
even by several key EU Member States. Most ba-
sically, the proposal assumed that there is an actu-
al market and demand for European generic man-
ufacturers. Yet it is not at all clear what this market 
is or where the demand for generic medicines 
produced in Europe would come from. More 
broadly, instead of allowing European generic 
manufacturers to gain a competitive advantage, it 
is much more likely that, over time, other econo-
mies will emulate the EU and also introduce poli-
cies that undermine biopharmaceutical IP protec-
tion. In fact, events in 2020 suggest that this is 
exactly what is happening. In a wide-ranging set 

of amendments to the Law on Protection of Rights 
to Inventions and Utility Models, the Ukraine has 
notably weakened its patenting environment as it 
relates to biopharmaceuticals. While these legis-
lative changes are meant to better align Ukraine’s 
national IP environment with that of the EU as part 
of the 2017 Ukraine-European Union Association 
Agreement, they will have the opposite effect. Not 
only do these changes substantially weaken the 
eligibility for biopharmaceutical patentable subject 
matter, new procedural barriers to obtaining patent 
term restoration as well as an export and stockpil-
ing exemption have also been introduced. The 
latter exemption is modeled on the EU’s Regulation 
2019/933. As the Index has repeatedly pointed 
out, the most obvious side effect of the overriding 
of IP rights in the EU is that the policy will be em-
ulated by other economies. As the Ukraine exam-
SOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�(XURSHDQ�
generics industry, the introduction of an SPC ex-
emption will simply end up hurting Europe’s re-
search-based industry and lead to a global race 
toward the bottom in weakening IP standards. From 
July 2019, Regulation 2019/933 is in force and the 
SPC export exemption is now, for all intents and 
purposes, legal and operational in all EU Member 
States. As has been stated in previous editions of 
the Index, the decision to move ahead with the 
63&�H[HPSWLRQ�LV�D�VLJQLƓFDQW�EORZ�WR�ELRSKDUPD-
ceutical rights-holders and weakens the IP envi-
ronment across the EU. As a result of this action, 
the score on indicator 7 was reduced for all EU 
Member States included in the Index. Further de-
velopments in 2020 add to the uncertainty over 
the EU’s SPC regime. In July, the Court of Justice 
of the European Union handed down a verdict in 
the case Santen SAS v Directeur général de l’Insti-
tut national de la propriété industrielle, C-673/18. 
Originating in France and referred to the CJEU by 
the Paris Court of Appeal in 2018, the case is about 
the extent to which it is possible to obtain an SPC 
for new innovations relating to approved biophar-
maceutical products and treatments. In earlier rul-
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ings—see, for example, the 2012 Neurim Pharma-
FHXWLFDOV��������/WG�Y�&RPSWUROOHU�*HQHUDO�RI�
Patents—the CJEU had held that it was possible to 
obtain an SPC for the new use of a product for 
ZKLFK�D�PDUNHW�DXWKRUL]DWLRQ�IRU�WKH�VDPH�DFWLYH�
ingredient had already been granted. This decision 
has now, effectively, been overturned. In its 2020 
ruling, the CJEU emphatically stated “that an MA 
FDQQRW�EH�FRQVLGHUHG�WR�EH�WKH�ƓUVW�0$�ř�ZKHUH�
it covers a new therapeutic application of an active 
ingredient, or of a combination of active ingredi-
ents, and that active ingredient or combination has 
already been the subject of an MA for a different 
therapeutic application.” The court argued that on 
this point the Neurim precedent had erred and not 
fully taken into account the intentions of the law-
makers when originally developing the underlying 
IP incentive and EU Regulation: “the EU legislature 
intended, in establishing the SPC regime, to protect 
not all pharmaceutical research giving rise to the 
grant of a patent and the marketing of a new me-
dicinal product, but to protect research leading 
WR�WKH�ƓUVW�SODFLQJ�RQ�WKH�PDUNHW�RI�DQ�DFWLYH�
ingredient or a combination of active ingredi-
ents as a medicinal product.” From a legal per-
spective, the Court’s verdict may set an unfortunate 
precedent and further limit the availability of Eu-
ropean incentives for biopharmaceutical innova-
tion. More broadly, from a public policy perspec-
tive, the court’s verdict is odd and fails to 
understand the basics of biopharmaceutical inno-
vation. Technological innovation is frequently 
thought of as consisting of two distinguishable 
modes or models: radical innovation and incre-
mental innovation. Radical innovation, as the name 
suggests, is the introduction of completely new or 
revolutionary ideas or products. Frequently, such 
innovations wholly alter the way an industry or even 
an economy functions, fundamentally changing 
economic and social behavior. In contrast to radi-
cal innovation, incremental innovation is a process 
of piecemeal improvement of existing technologies 
or techniques. Usually, incremental innovations 

follow on from revolutionary or radical innovations. 
Does this mean that radical innovation is the pro-
verbial “good” form of innovation and non-revo-
lutionary incremental innovation is “bad” and, from 
a societal perspective, largely useless? Because 
that is the underlying policy rationale behind the 
court’s reasoning. In its verdict and assumptions 
about the intentions of European lawmakers, the 
court has implied that incremental biopharmaceu-
tical innovations are less meaningful and therefore 
should not be eligible for the SPC incentive. But 
most biopharmaceutical innovation is in large part 
incremental. In fact, incremental innovation is an 
essential part of the biopharmaceutical R&D pro-
cess. Follow-on medications and incrementally 
improved or altered therapies frequently reduce 
side effects, improve on existing delivery systems 
or the administration of a medicine, increase ef-
fectiveness, and reduce dosages required. Without 
incremental innovations—and the IP incentives that 
drive investment and resources into developing 
them—the world would not have access to the lat-
est generations of some of the most used medi-
cines and medical devices. This includes insulin, 
beta-blockers, ACE inhibitors, contraceptives, in-
VXOLQ�SXPSV��VWDWLQV��]ROHGURQLF�DFLG��DQG�FRXQWOHVV�
other commonly used biopharmaceutical products 
and devices. The development of HIV/AIDS treat-
ment is a concrete example of how incremental 
improvements to existing technologies over time 
amount to what in effect becomes a radical inno-
vation whereby the latest technology is barely 
UHFRJQL]DEOH�FRPSDUHG�ZLWK�LWV�ƓUVW�JHQHUDWLRQ�
SUHGHFHVVRU��7KH�ƓUVW�JHQHUDWLRQ�RI�+,9�$,'6�DQ-
tiretrovirals had serious side effects and were com-
bination therapies requiring the consumption of 
large volumes of medication several times per day. 
Side effects included explosive diarrhea, severe 
nausea, loss of sense of taste, skin problems, and 
painful nerve injury. The development of the sec-
ond generation of drugs, centering on the concept 
of highly active antiretroviral therapy, saw improved 
treatment options and reduced side effects. Still, 
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treatment centered on the administration and con-
sumption of several medicines per day. It is only 
in recent years that new therapies have been in-
troduced based on incremental innovations that 
allow for combination pills. Instead of an array of 
pills taken every few hours, these products require 
that the patient take only a single pill once daily. 
This new ease of medication has led to increased 
DGKHUHQFH��ZKLFK�KDV��LQ�WXUQ��LQFUHDVHG�HIƓFDF\�
VLJQLƓFDQWO\�ZLWK�OLWWOH�WR�QR�PDMRU�FKDQJH�LQ�OLIH-
style. This allows patients to live socio-economical-
ly productive lives with what had once been a de-
bilitating and often fatal disease. In the long term, 
WKLV�KDV�DOVR�FDXVHG�D�VLJQLƓFDQW�GHFUHDVH�LQ�FRVWV�
for treating side effects, thus reducing the cost bur-
den on a given health system. It is hard to see how 
this type of innovation should not be eligible for 
IP incentives such as SPC protection. The Index will 
continue to monitor these developments in 2021.

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); and 13. Avail-
ability of frameworks that promote cooperative 
action against online piracy: As noted in the In-
dex, the protection of online content in Germany 
is relatively strong. The Copyright Act provides 
authors with exclusive rights of reproduction, dis-
tribution, and exhibition. With regards to online 
infringement, Article 101 gives rights-holders the 
option of requesting an ISP to disclose the name 
and address of a subscriber suspected of infring-
ing copyright. Although a court order is generally 
required for these details to be shared, German 
legal analysis suggests that most courts rule in favor 
of such requests. As in other EU Member States, 
German law has implemented the E-Commerce 
Regulations 2002 and applicable requirements 
of expeditious removal of any infringing materi-
DO�RQFH�DQ�,63�KDV�EHHQ�QRWLƓHG�RU�KDV�UHFHLYHG�

knowledge of any illegal activity. This is primarily 
through Articles 8-10 of the Telemedia Act. Ger-
man case law has a long-established concept of 
Stoererhaftung (Breach of Duty of Care), which 
requires third parties (such as hosting providers) 
not only to expeditiously take down suspected 
FRQWHQW�XSRQ�QRWLƓFDWLRQ��EXW�DOVR�WR�SUHYHQW�WKH�
UHSHWLWLRQ�RI�WKH�VSHFLƓF�LQIULQJHPHQW�DQG�RWKHU�
FOHDUO\�UHFRJQL]DEOH�LQIULQJHPHQWV�RI�WKH�VDPH�
form. While the case law is still evolving, several 
prominent cases have established these principles. 
They include, for instance, Atari v Rapidshare, 2012, 
for which the Federal Court of Justice ruled that 
Rapidshare (the host company) had a duty of care 
that extended to ensure that similar uploads of pi-
UDWHG�ƓOHV�GLG�QRW�FRQWLQXH��6LPLODUO\��LQ�D������FDVH�
involving eBay and the sale of counterfeit Rolex 
watches, the court ruled that the auction site had 
a duty of care not only for removing the infring-
ing advertisements, but also to take measures to 
prevent future offers of infringement relating to 
Rolex. A long-running court case between music 
producer Frank Peterson and YouTube looks to set 
another important precedent. The dispute began 
almost 15 years ago with Peterson alleging that 36 
music clips he had produced and claims to own 
the rights to have been uploaded and viewed on 
YouTube. The gist of the dispute is the extent to 
which YouTube, and by extension other internet 
intermediaries, can be held liable for the posting 
of infringing content on its platform. Peterson has 
argued that YouTube does have this responsibility 
DQG�LV�OLDEOH�IRU�GDPDJHV�DV�LW�LV�LQGLUHFWO\�SURƓWLQJ�
from the uploads through viewership, consequently 
depriving content creators and rights-holders, such 
as Peterson, from licensing income. The case has 
been running through the German lower courts 
over the past decade, with two judgments issued 
in 2010 and 2015, respectively, by the Hamburg 
District Court and Court of Appeal. In September 
2018, the highest relevant court of law in Germany, 
the Federal Court of Justice (Bundesgerichtshof) 
ZDV�H[SHFWHG�WR�LVVXH�D�GHƓQLWLYH�UXOLQJ��,QVWHDG��
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the court asked the European Court of Justice to 
examine the issue pertaining to EU law and specif-
ically the meaning of three different EU directives: 
'LUHFWLYH���������(&�2Q�WKH�+DUPRQL]DWLRQ�RI�
Certain Aspects of Copyright and Related Rights 
in the Information Society; Directive 2000/31/EC 
On Electronic Commerce; and Directive 2004/48/
EC On the Enforcement of Intellectual Property 
Rights. In July 2020, the CJEU’s Advocate General, 
Henrik Saugmandsgaard Øe, issued a non-binding 
opinion on this case and the case Elsevier Inc. v 
Cyando AG. (The latter case touches on a similar set 
of legal principles—that is, the responsibilities and 
potential legal liabilities online service providers 
have for the content that is uploaded through and 
onto their platforms.) In a long discussion on the 
particulars of the cases and current EU and German 
law—the opinion made a point of not considering 
the new legal responsibilities under the pending 
transposition of the Digital Single Market (CDSM 
Directive), which is not due until June 2021—the 
opinion concluded that platforms could not be 
held directly liable for any potentially infringing 
content uploaded through their services. With re-
gards to secondary liability, or any equivalent level 
of responsibility on part of the service providers, 
the Advocate General argued that this can be main-
tained only if the service provider has been served 
ZLWK�ŏVSHFLƓF�LOOHJDO�LQIRUPDWLRQ�Ő�7KH�RSLQLRQ�DOVR�
raised concerns over service providers becom-
ing de facto judges over the legality of uploaded 
content and “over-removing” content. The Advo-
cate General’s opinion is not legally binding and 
does not represent the view of the full court. At 
WKH�WLPH�RI�UHVHDUFK��WKH�&-(8ōV�RIƓFLDO�RSLQLRQ�
had not been published. Regardless of the ulti-
mate outcome of these two cases, it is notewor-
thy that the rights-holders in question have been 
waiting for years to achieve redress for the alleged 
infringement: over a decade in the Peterson case 
and seven years in Elsevier Inc. v Cyando AG. The 
scale and speed of modern-day internet-based 
copyright infringement is such that new infringe-

ments take place by the hour. It is imperative that 
rights-holders can quickly and effectively achieve 
redress in cases in which their copyright is poten-
tially being infringed. Today, most consumers in 
the EU own a smartphone and internet penetration 
is near universal. The growth and scale of online 
piracy since the early 2000s and advent of the in-
ternet—whether through downloading, streaming, 
or some other technology—has mirrored the growth 
in internet connectivity. This massive volume of on-
line infringement has resulted in a growing strain 
on copyright holders. Rights-holders increasingly 
ƓQG�WKHPVHOYHV�FRQIURQWLQJ�D�UHDOLW\�ZKHUH�WKHUH�
is limited practical recourse to take effective ac-
tion against online infringement. Waiting for over 
D�GHFDGH�IRU�D�ƓQDO�FRXUW�GHFLVLRQ�VKRXOG�QRW�EH�
viewed as acceptable. The Index will continue to 
monitor these developments in 2021.

Commercialization of IP Assets and Market 
Access

31. Tax incentives for the creation of IP assets: 
Historically, German tax law has not offered any 
5	'�EDVHG�RU�,3�VSHFLƓF�LQFHQWLYHV��,QVWHDG��*HU-
man R&D incentives have focused on non-repay-
able R&D grants. These grants normally make up 
50% of a given project, with higher levels available 
for SMEs. Applications are made directly to the Ger-
man federal government, which is now concentrat-
ing its R&D efforts and grants through the national 
innovation plan High Tech Strategy 2025 (Hightech 
6WUDWHJLH�����). Similar R&D grant schemes are 
available at the provincial and regional levels, with 
industry focus and eligibility requirements varying. 
In 2020, this changed with the coming into effect 
of a new R&D tax incentive law (Gesetz zur steuer-
lichen Förderung von Forschung und Entwicklung). 
The law was passed by the German Parliament in 
December 2019 and came into effect on January 
1, 2020. The new law allows qualifying entities to 
be reimbursed a portion (up to 25%) of qualify-
ing R&D expenditure. Initially, this incentive was 
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limited to a maximum of EUR500,000, but in June 
�����WKLV�ZDV�GRXEOHG�DV�SDUW�RI�D�ƓVFDO�VWLPXOXV�
package in response to the COVID-19 pandemic. 
Unlike in a growing number of economies around 
WKH�ZRUOG��LQFOXGLQJ�PRVW�UHFHQWO\�6ZLW]HUODQG�DQG�
Singapore), these legislative changes did not in-
FOXGH�DQ\�,3�DVVHW�VSHFLƓF�LQQRYDWLRQ�RU�SDWHQW�
box incentive. Still, this is a positive development 
and will strengthen Germany’s already formidable 
innovation ecosystem. As a result of the introduc-
tion of this law, Germany’s score on this indicator 
has increased by 0.67.
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GREECE

STRENGTHS & WEAKNESSES

 9 Continued strong efforts in 2020 on copyright 
enforcement through administrative relief and 
disabling of infringing websites, including 
introduction of dynamic injunctions

 9 Relatively strong national IP environment—
*UHHFH�EHQHƓWV�IURP�(8�PHPEHUVKLS�DQG�
being a contracting party to the European Patent 
Convention

 9 0DQ\�VHFWRU�VSHFLƓF�,3�ULJKWV�LQ�SODFH
 9 Membership of all major international PPH tracks 

through the EPO

 8 Changes to compulsory licensing regime in 2019 
out of line with international standards—introduce 
price considerations as a basis for issuing license

 8 Historically, Greece has been home to high levels 
of online piracy

 8 BSA estimated rates of the use of unlicensed 
software suggests that Greece has since 2011 had 
a remarkably high rate of software piracy for an 
EU and OECD Member State

 8 Software piracy rate has consistently stayed 
between 61 and 63% (in 2018 it was an estimated 
61%)—compares to an average estimated rate of 
26% for the rest of Western Europe

 8 Regulation 2019/933 and existing SPC exemption 
IRU�H[SRUWV�RI�ELRSKDUPDFHXWLFDOV�SRVH�VLJQLƓFDQW�
risk to Greece’s and EU’s research- and IP-based 
biopharma industry

 8 Registration requirement for licensing deals in 
Greece
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TOTAL: 35.33

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 7.25

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 4.24

10. Term of protection 0.74

11. Exclusive rights 0.50

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 0.75

15. Digital rights management 0.50

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 2.25

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 1.75

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.75

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 2.25

23. Protection of trade secrets (civil remedies) 0.75

24. Protection of trade secrets (criminal sanctions) 0.50

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 4.25

26. Barriers to market access 1.00

27. Barriers to technology transfer 0.50

28. Registration and disclosure requirements of 
licensing deals 0.25

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 3.84

32. Physical counterfeiting rates 0.45

33. Software piracy rates 0.39

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.25

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.75

41. Educational campaigns and awareness raising 0.50

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 6.25

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.75

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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Greece’s overall score has increased from 70.10% 
(35.05 out of 50) in the eighth edition to 70.67% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicator 12.

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products: In 2015, under the overarching initiative 
to reform and deepen the single market with the 
purpose of spurring economic growth in the EU, 
the European Commission announced its intentions 
to explore options for recalibrating certain ele-
ments of patent term restoration for biopharma-
ceuticals, so-called Supplementary Protection Cer-
WLƓFDWHV��63&V���2QH�RSWLRQ�IRU�FKDQJH�SXW�IRUWK�
by the commission was to provide European man-
ufacturers of generic drugs and biosimilars with 
an SPC manufacturing and export exemption (“SPC 
exemption”). The overriding purpose of the pro-
posal was to provide European manufacturers of 
generic drugs and biosimilars a competitive ad-
vantage by weakening IP protection for innovators. 
As the Index and others have pointed out, there 
were many troubling assumptions underlying the 
FRPPLVVLRQōV�SURSRVDO��,QGHHG��WKLV�ZDV�UHFRJQL]HG�
even by several key EU Member States. Most ba-
sically, the proposal assumed that there is an actu-
al market and demand for European generic man-
ufacturers. Yet it is not at all clear what this market 
is or where the demand for generic medicines 
produced in Europe would come from. More 
broadly, instead of allowing European generic 
manufacturers to gain a competitive advantage, it 
is much more likely that, over time, other econo-
mies will emulate the EU and also introduce poli-
cies that undermine biopharmaceutical IP protec-
tion. In fact, events in 2020 suggest that this is 
exactly what is happening. In a wide-ranging set 

of amendments to the Law on Protection of Rights 
to Inventions and Utility Models, the Ukraine has 
notably weakened its patenting environment as it 
relates to biopharmaceuticals. While these legis-
lative changes are meant to better align Ukraine’s 
national IP environment with that of the EU as part 
of the 2017 Ukraine-European Union Association 
Agreement, they will have the opposite effect. Not 
only do these changes substantially weaken the 
eligibility for biopharmaceutical patentable subject 
matter, new procedural barriers to obtaining patent 
term restoration as well as an export and stockpil-
ing exemption have also been introduced. The 
latter exemption is modeled on the EU’s Regulation 
2019/933. As the Index has repeatedly pointed 
out, the most obvious side effect of the overriding 
of IP rights in the EU is that the policy will be em-
ulated by other economies. As the Ukraine exam-
SOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�(XURSHDQ�
generics industry, the introduction of an SPC ex-
emption will simply end up hurting Europe’s re-
search-based industry and lead to a global race 
toward the bottom in weakening IP standards. From 
July 2019, Regulation 2019/933 is in force and the 
SPC export exemption is now, for all intents and 
purposes, legal and operational in all EU Member 
States. In 2020 the Greek authorities, through De-
cision No. 33486, has instituted a formal procedure 
whereby prospective follow-on manufacturer’s 
need to notify the OBI before the commencement 
of exempted manufacturing, export, and/or storage 
DFWLYLW\��1RWLƓFDWLRQ�WR�WKH�2%,�LV�UHTXLUHG�WKUHH�
months ahead of manufacturing activity taking 
place and will be published by the OBI for public 
consumption through the agency’s Special Bulletin 
of Industry Property. As has been stated in previous 
editions of the Index, the decision to move ahead 
ZLWK�WKH�63&�H[HPSWLRQ�LV�D�VLJQLƓFDQW�EORZ�WR�
biopharmaceutical rights-holders and weakens the 
IP environment across the EU. As a result of this 
action, the score on indicator 7 was reduced for all 
EU Member States included in the Index. Further 
developments in 2020 add to the uncertainty over 
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the EU’s SPC regime. In July, the Court of Justice 
of the European Union handed down a verdict in 
the case Santen SAS v Directeur général de l’Insti-
tut national de la propriété industrielle, C-673/18. 
Originating in France and referred to the CJEU by 
the Paris Court of Appeal in 2018, the case is about 
the extent to which it is possible to obtain an SPC 
for new innovations relating to approved biophar-
maceutical products and treatments. In earlier rul-
ings—see, for example, the 2012 Neurim Pharma-
FHXWLFDOV��������/WG�Y�&RPSWUROOHU�*HQHUDO�RI�
Patents—the CJEU had held that it was possible to 
obtain an SPC for the new use of a product for 
ZKLFK�D�PDUNHW�DXWKRUL]DWLRQ��IRU�WKH�VDPH�DFWLYH�
ingredient had already been granted. This decision 
has now, effectively, been overturned. In its 2020 
ruling, the CJEU emphatically stated “that an MA 
FDQQRW�EH�FRQVLGHUHG�WR�EH�WKH�ƓUVW�0$�ř�ZKHUH�
it covers a new therapeutic application of an active 
ingredient, or of a combination of active ingredi-
ents, and that active ingredient or combination has 
already been the subject of an MA for a different 
therapeutic application.” The court argued that on 
this point the Neurim precedent had erred and not 
fully taken into account the intentions of the law-
makers when originally developing the underlying 
IP incentive and EU Regulation: “the EU legislature 
intended, in establishing the SPC regime, to protect 
not all pharmaceutical research giving rise to the 
grant of a patent and the marketing of a new me-
dicinal product, but to protect research leading 
WR�WKH�ƓUVW�SODFLQJ�RQ�WKH�PDUNHW�RI�DQ�DFWLYH�
ingredient or a combination of active ingredi-
ents as a medicinal product”. From a legal per-
spective, the Court’s verdict may set an unfortunate 
precedent and further limit the availability of Eu-
ropean incentives for biopharmaceutical innova-
tion. More broadly, from a public policy perspec-
tive, the court’s verdict is odd and fails to 
understand the basics of biopharmaceutical inno-
vation. Technological innovation is frequently 
thought of as consisting of two distinguishable 
modes or models: radical innovation and incre-

mental innovation. Radical innovation, as the name 
suggests, is the introduction of completely new or 
revolutionary ideas or products. Frequently, such 
innovations wholly alter the way an industry or even 
an economy functions, fundamentally changing 
economic and social behavior. In contrast to radi-
cal innovation, incremental innovation is a process 
of piecemeal improvement of existing technologies 
or techniques. Usually, incremental innovations 
follow on from revolutionary or radical innovations. 
Does this mean that radical innovation is the pro-
verbial “good” form of innovation and non-revo-
lutionary incremental innovation is “bad” and, from 
a societal perspective, largely useless? Because 
that is the underlying policy rationale behind the 
court’s reasoning. In its verdict and assumptions 
about the intentions of European lawmakers, the 
court has implied that incremental biopharmaceu-
tical innovations are less meaningful and therefore 
should not be eligible for the SPC incentive. But 
most biopharmaceutical innovation is in large part 
incremental. In fact, incremental innovation is an 
essential part of the biopharmaceutical R&D pro-
cess. Follow-on medications and incrementally 
improved or altered therapies frequently reduce 
side effects, improve on existing delivery systems 
or the administration of a medicine, increase ef-
fectiveness, and reduce dosages required. Without 
incremental innovations—and the IP incentives that 
drive investment and resources into developing 
them—the world would not have access to the lat-
est generations of some of the most used medi-
cines and medical devices. This includes insulin, 
beta-blockers, ACE inhibitors, contraceptives, in-
VXOLQ�SXPSV��VWDWLQV��]ROHGURQLF�DFLG��DQG�FRXQWOHVV�
other commonly used biopharmaceutical products 
and devices. The development of HIV/AIDS treat-
ment is a concrete example of how incremental 
improvements to existing technologies over time 
amount to what in effect becomes a radical inno-
vation whereby the latest technology is barely 
UHFRJQL]DEOH�FRPSDUHG�ZLWK�LWV�ƓUVW�JHQHUDWLRQ�
SUHGHFHVVRU��7KH�ƓUVW�JHQHUDWLRQ�RI�+,9�$,'6�DQ-
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tiretrovirals had serious side effects and were com-
bination therapies requiring the consumption of 
large volumes of medication several times per day. 
Side effects included explosive diarrhea, severe 
nausea, loss of sense of taste, skin problems, and 
painful nerve injury. The development of the sec-
ond generation of drugs, centering on the concept 
of highly active antiretroviral therapy, saw improved 
treatment options and reduced side effects. Still, 
treatment centered on the administration and con-
sumption of several medicines per day. It is only 
in recent years that new therapies have been in-
troduced based on incremental innovations that 
allow for combination pills. Instead of an array of 
pills taken every few hours, these products require 
that the patient take only a single pill once daily. 
This new ease of medication has led to increased 
DGKHUHQFH��ZKLFK�KDV��LQ�WXUQ��LQFUHDVHG�HIƓFDF\�
VLJQLƓFDQWO\�ZLWK�OLWWOH�WR�QR�PDMRU�FKDQJH�LQ�OLIH-
style. This allows patients to live socio-economical-
ly productive lives with what had once been a de-
bilitating and often fatal disease. In the long term, 
WKLV�KDV�DOVR�FDXVHG�D�VLJQLƓFDQW�GHFUHDVH�LQ�FRVWV�
for treating side effects, thus reducing the cost bur-
den on a given health system. It is hard to see how 
this type of innovation should not be eligible for 
IP incentives such as SPC protection. The Index will 
continue to monitor these developments in 2021.

Copyrights, Related Rights, and Limitations

12. Expeditious injunctive-style relief and dis-
abling of infringing content online: As noted 
in previous editions of the Index, rights-holders 
have long faced serious challenges defending and 
enforcing their copyrights in Greece. Historically, 
Greece has been home to high levels of online 
piracy, with limited to no practical remedial ac-
tion available to rights-holders. For example, the 
BSA’s estimated rates of the use of unlicensed soft-
ware suggest that Greece has since 2011 had a 
remarkably high rate of software piracy for an EU 
and high-income OECD Member State. The rate 

has consistently stayed between 61 and 63% (in 
2018 it was an estimated 61%). This compares to 
an average estimated rate of 26% for the rest of 
Western Europe. On unlicensed software, Greece 
is more comparable to economies outside of the 
EU in Asia, Latin America, and the Middle East and 
North Africa (MENA) region, where average rates 
of unlicensed software use are closer to 60%. Over 
the past few years, the Greek government has at-
tempted to address some of these shortcomings 
ZLWK�QHZ�OHJLVODWLRQ�DLPHG�VSHFLƓFDOO\�DW�FRPEDW-
ing online piracy. Article 52 of Law 4418/2017 set 
up what is essentially an administrative tribunal to 
review online copyright infringement cases, the 
“Committee for Online Copyright Infringement,” 
which is housed under the Ministry of Culture and 
Sports. Under Article 52, the committee has the 
right to hear cases on alleged infringement and, 
where infringement is found, order the relevant 
parties and ISPs/internet mediators to remove and/
or disable access to the infringing materials. Criti-
cally, the committee has the authority to order the 
disabling of access to infringing content within 
Greece even if the server/host is located outside of 
Greece. In November 2018, the committee issued 
LWV�ƓUVW�VXEVWDQWLYH�UXOLQJ��RUGHULQJ�WKH�GLVDEOLQJ�RI�
access to 38 websites enabling/hosting infringing 
content, including The Pirate Bay. These positive 
efforts continued in 2020 with both changes to 
existing legislation strengthening the powers of the 
committee and the continued disabling of infring-
ing websites. At the time of research, the committee 
had made decisions and ordered that access to a 
total of 65 infringing websites be disabled. Unlike 
other economies where a similar injunctive-style 
relief mechanism has been established, in Greece 
there was no “dynamic” element to the disabling of 
access orders. In effect, infringing sites and hosts 
could simply change their domain names, forc-
ing rights-holders to go through a similar process 
again. In July 2020, legislative amendments were 
SDVVHG�DGGUHVVLQJ�WKLV�GHƓFLHQF\��8QGHU�$UWLFOH����
of Law 4708/2020, the committee’s powers have 
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now been expanded and include ensuring the 
prevention of “recurrence” of the infringing ac-
tivity. In conjunction with the passage of the new 
amendments, the Ministry of Culture and Sports 
(the sponsoring entity of the new legislation) re-
OHDVHG�D�SUHVV�UHOHDVH�HPSKDVL]LQJ�WKH�LPSRUWDQFH�
of this new dynamic capacity and powers granted 
to the committee. Minister Lina Mendoni said, “We 
have taken the necessary steps to ensure that the 
work of the artists is secured and that their copy-
ULJKWV�DUH�JXDUDQWHHG��ř�7KH�LQWHOOHFWXDO�ZRUN�RI�
the creators is now being dynamically protected.” 
The Greek government’s actions are positive and 
should be applauded by rights-holders inside 
and outside Greece. As a result of these positive 
reforms and continued efforts by the committee, 
the score on this indicator has increased by 0.25.
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HUNGARY

STRENGTHS & WEAKNESSES

 9 Transposed the EU Trade Secrets Directive into 
Hungarian Law in a new trade secrets law, Act LIV 
of 2018 on the Protection of Trade Secrets

 9 *HQHURXV�5	'��DQG�,3�VSHFLƓF�WD[�LQFHQWLYHV�LQ�
place

 9 Fairly strong and sophisticated IP system 
conferred through EU membership

 9 6HFWRU�VSHFLƓF�,3�ULJKWV�LQ�SODFH
 9 Expanded emergency powers for compulsory 

licensing

 8 Regulation 2019/933 and existing SPC exemption   
IRU�H[SRUWV�RI�ELRSKDUPDFHXWLFDOV�SRVH�VLJQLƓFDQW�
risk to Hungary’s and EU’s research- and IP-based 
biopharma industry

 8 Challenging enforcement environment—
particularly with regards to online and digital 
content

 8 Consultation mechanisms in place but time 
offered to make submissions relatively short
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TOTAL: 39.12

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 7.75

1. Term of protection 1.00

2. Patentability requirements 0.75

3. Patentability of CIIs 0.75

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 4.13

10. Term of protection 0.63

11. Exclusive rights 0.50

12. Injunctive-type relief 0.75

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 0.75

15. Digital rights management 0.50

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 2.75

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.75

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 1.75

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.75

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 2.00

23. Protection of trade secrets (civil remedies) 0.75

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.25

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 0.50

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 4.74

32. Physical counterfeiting rates 0.60

33. Software piracy rates 0.64

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.50

36. Criminal standards 0.50

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.00

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 0.75

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 6.75

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

0.75

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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Hungary’s overall score has decreased slightly from 
78.38% (39.19 out of 50) in the eighth edition to 
78.23% (39.12 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�LQGLFDWRU����

Patents, Related Rights, and Limitations

6. Legislative criteria and use of compulsory li-
censing of patented products and technologies: 
In response to the COVID-19 pandemic, in May 
2020 the Hungarian government issued Decree 
212/2020, introducing an expedited compulso-
ry licensing mechanism for biopharmaceuticals. 
This decree follows Act XII and the government’s 
emergency powers to deal with the pandemic. The 
decree gives the Hungarian Intellectual Property 
2IƓFH��+,32��WKH�ULJKW�WR�LVVXH�FRPSXOVRU\�OLFHQVHV�
to ensure the supply of any and all medical prod-
ucts (including biopharmaceuticals) needed to 
protect public health during the pandemic. The 
emergency nature of Decree 212 resulted in it ef-
fectively being repealed just over a month after it 
was issued on the basis that there was no longer a 
national emergency as the pandemic was viewed 
as being under control. However, the powers of 
granting a public health compulsory license as 
outlined in the decree were not eliminated. Unlike 
emergency powers granted in other economies 
(including France and Canada), these broad pow-
ers were not time limited. Instead, a new law, Act 
LVIII of 2020 on Transitional Rules Related to the 
Termination of State of Danger and on Epidemi-
ological Preparedness, amended the Patent Act 
and, virtually verbatim, inserted the relevant com-
pulsory license provisions of Decree 212 into the 
act. It is unclear why the Hungarian government felt 
the need to transpose these emergency powers 
into the Patent Act. In a separate development, a 
Hungarian manufacturer in October 2020 began 

producing a local version of the drug remdesivir 
for use in a local clinical trial. Registration data in 
the European Union Clinical Trials Register shows 
the trial is supported by the Hungarian government 
(the Ministry of Innovation and Technology through 
a consortium). It is unclear on what legal basis this 
research, manufacturing, and clinical trial is taking 
place. Industry sources suggests that a compulsory 
license was granted by the Hungarian authorities 
in November 2020. The basis of this license had, 
at the time of research, not been made public and 
it is not clear whether the Hungarian government 
had attempted to engage in any good faith negoti-
ations on any alternative voluntary license with the 
rights-holder. Remdesivir is approved by the Euro-
pean Medicines Agency for emergency use in the 
(8�WKURXJK�D�FRQGLWLRQDO�PDUNHWLQJ�DXWKRUL]DWLRQ�
and is part of a Joint Procurement Agreement with 
the European Commission. As both TRIPS Article 31 
and the Doha Declaration make clear, the issuing 
of a compulsory license represents a “measure of 
last resort.” It is not clear that this is the situation 
in Hungary. Moreover, the European Commission 
recently re-validated its position via its Pharma-
ceutical Strategy and IP Action Plan, stating that 
CLs can only “be used as a means of last resort 
and a safety net, when all other efforts to make IP 
available have failed.” The Index will continue to 
monitor these developments in 2021.

7. Patent term restoration for pharmaceutical 
products: In 2015, under the overarching initiative 
to reform and deepen the single market with the 
purpose of spurring economic growth in the EU, 
the European Commission announced its intentions 
to explore options for recalibrating certain ele-
ments of patent term restoration for biopharma-
ceuticals, so-called Supplementary Protection Cer-
WLƓFDWHV��63&V���2QH�RSWLRQ�IRU�FKDQJH�SXW�IRUWK�
by the commission was to provide European man-
ufacturers of generic drugs and biosimilars with 
an SPC manufacturing and export exemption (“SPC 
exemption”). The overriding purpose of the pro-
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posal was to provide European manufacturers of 
generic drugs and biosimilars a competitive ad-
vantage by weakening IP protection for innovators. 
As the Index and others have pointed out, there 
were many troubling assumptions underlying the 
FRPPLVVLRQōV�SURSRVDO��,QGHHG��WKLV�ZDV�UHFRJQL]HG�
even by several key EU Member States. Most ba-
sically, the proposal assumed that there is an actu-
al market and demand for European generic man-
ufacturers. Yet it is not at all clear what this market 
is or where the demand for generic medicines 
produced in Europe would come from. More 
broadly, instead of allowing European generic 
manufacturers to gain a competitive advantage, it 
is much more likely that, over time, other econo-
mies will emulate the EU and also introduce poli-
cies that undermine biopharmaceutical IP protec-
tion. In fact, events in 2020 suggest that this is 
exactly what is happening. In a wide-ranging set 
of amendments to the Law on Protection of Rights 
to Inventions and Utility Models, the Ukraine has 
notably weakened its patenting environment as it 
relates to biopharmaceuticals. While these legis-
lative changes are meant to better align Ukraine’s 
national IP environment with that of the EU as part 
of the 2017 Ukraine-European Union Association 
Agreement, they will have the opposite effect. Not 
only do these changes substantially weaken the 
eligibility for biopharmaceutical patentable subject 
matter, new procedural barriers to obtaining patent 
term restoration as well as an export and stockpil-
ing exemption have also been introduced. The 
latter exemption is modeled on the EU’s Regulation 
2019/933. As the Index has repeatedly pointed 
out, the most obvious side effect of the overriding 
of IP rights in the EU is that the policy will be em-
ulated by other economies. As the Ukraine exam-
SOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�(XURSHDQ�
generics industry the introduction of an SPC ex-
emption will simply end up hurting Europe’s re-
search-based industry and lead to a global race 
toward the bottom in weakening IP standards. From 
July 2019, Regulation 2019/933 is in force and the 

SPC export exemption is now, for all intents and 
purposes, legal and operational in all EU Member 
States. As has been stated in previous editions of 
the Index, the decision to move ahead with the 
63&�H[HPSWLRQ�LV�D�VLJQLƓFDQW�EORZ�WR�ELRSKDUPD-
ceutical rights-holders and weakens the IP envi-
ronment across the EU. As a result of this action, 
the score on indicator 7 was reduced for all EU 
Member States included in the Index. Further de-
velopments in 2020 add to the uncertainty over 
the EU’s SPC regime. In July, the Court of Justice 
of the European Union handed down a verdict in 
the case Santen SAS v Directeur général de l’Insti-
tut national de la propriété industrielle, C-673/18. 
Originating in France and referred to the CJEU by 
the Paris Court of Appeal in 2018, the case is about 
the extent to which it is possible to obtain an SPC 
for new innovations relating to approved biophar-
maceutical products and treatments. In earlier rul-
ings—see, for example, the 2012 Neurim Pharma-
FHXWLFDOV��������/WG�Y�&RPSWUROOHU�*HQHUDO�RI�
Patents—the CJEU had held that it was possible to 
obtain an SPC for the new use of a product for 
ZKLFK�D�PDUNHW�DXWKRUL]DWLRQ�IRU�WKH�VDPH�DFWLYH�
ingredient had already been granted. This decision 
has now, effectively, been overturned. In its 2020 
ruling, the CJEU emphatically stated “that an MA 
FDQQRW�EH�FRQVLGHUHG�WR�EH�WKH�ƓUVW�0$�ř�ZKHUH�
it covers a new therapeutic application of an active 
ingredient, or of a combination of active ingredi-
ents, and that active ingredient or combination has 
already been the subject of an MA for a different 
therapeutic application.” The court argued that on 
this point the Neurim precedent had erred and not 
fully taken into account the intentions of the law-
makers when originally developing the underlying 
IP incentive and EU Regulation: “the EU legislature 
intended, in establishing the SPC regime, to protect 
not all pharmaceutical research giving rise to the 
grant of a patent and the marketing of a new me-
dicinal product, but to protect research leading 
WR�WKH�ƓUVW�SODFLQJ�RQ�WKH�PDUNHW�RI�DQ�DFWLYH�
ingredient or a combination of active ingredi-
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ents as a medicinal product.” From a legal per-
spective, the Court’s verdict may set an unfortunate 
precedent and further limit the availability of Eu-
ropean incentives for biopharmaceutical innova-
tion. More broadly, from a public policy perspec-
tive, the court’s verdict is odd and fails to 
understand the basics of biopharmaceutical inno-
vation. Technological innovation is frequently 
thought of as consisting of two distinguishable 
modes or models: radical innovation and incre-
mental innovation. Radical innovation, as the name 
suggests, is the introduction of completely new or 
revolutionary ideas or products. Frequently, such 
innovations wholly alter the way an industry or even 
an economy functions, fundamentally changing 
economic and social behavior. In contrast to radi-
cal innovation, incremental innovation is a process 
of piecemeal improvement of existing technologies 
or techniques. Usually, incremental innovations 
follow on from revolutionary or radical innovations. 
Does this mean that radical innovation is the pro-
verbial “good” form of innovation and non-revo-
lutionary incremental innovation is “bad” and, from 
a societal perspective, largely useless? Because 
that is the underlying policy rationale behind the 
court’s reasoning. In its verdict and assumptions 
about the intentions of European lawmakers, the 
court has implied that incremental biopharmaceu-
tical innovations are less meaningful and therefore 
should not be eligible for the SPC incentive. But 
most biopharmaceutical innovation is in large part 
incremental. In fact, incremental innovation is an 
essential part of the biopharmaceutical R&D pro-
cess. Follow-on medications and incrementally 
improved or altered therapies frequently reduce 
side effects, improve on existing delivery systems 
or the administration of a medicine, increase ef-
fectiveness, and reduce dosages required. Without 
incremental innovations—and the IP incentives that 
drive investment and resources into developing 
them—the world would not have access to the lat-
est generations of some of the most used medi-
cines and medical devices. This includes insulin, 

beta-blockers, ACE inhibitors, contraceptives, in-
VXOLQ�SXPSV��VWDWLQV��]ROHGURQLF�DFLG��DQG�FRXQWOHVV�
other commonly used biopharmaceutical products 
and devices. The development of HIV/AIDS treat-
ment is a concrete example of how incremental 
improvements to existing technologies over time 
amount to what in effect becomes a radical inno-
vation whereby the latest technology is barely 
UHFRJQL]DEOH�FRPSDUHG�ZLWK�LWV�ƓUVW�JHQHUDWLRQ�
SUHGHFHVVRU��7KH�ƓUVW�JHQHUDWLRQ�RI�+,9�$,'6�DQ-
tiretrovirals had serious side effects and were com-
bination therapies requiring the consumption of 
large volumes of medication several times per day. 
Side effects included explosive diarrhea, severe 
nausea, loss of sense of taste, skin problems, and 
painful nerve injury. The development of the sec-
ond generation of drugs, centering on the concept 
of highly active antiretroviral therapy, saw improved 
treatment options and reduced side effects. Still, 
treatment centered on the administration and con-
sumption of several medicines per day. It is only 
in recent years that new therapies have been in-
troduced based on incremental innovations that 
allow for combination pills. Instead of an array of 
pills taken every few hours, these products require 
that the patient take only a single pill once daily. 
This new ease of medication has led to increased 
DGKHUHQFH��ZKLFK�KDV��LQ�WXUQ��LQFUHDVHG�HIƓFDF\�
VLJQLƓFDQWO\�ZLWK�OLWWOH�WR�QR�PDMRU�FKDQJH�LQ�OLIH-
style. This allows patients to live socio-economical-
ly productive lives with what had once been a de-
bilitating and often fatal disease. In the long term, 
WKLV�KDV�DOVR�FDXVHG�D�VLJQLƓFDQW�GHFUHDVH�LQ�FRVWV�
for treating side effects, thus reducing the cost bur-
den on a given health system. It is hard to see how 
this type of innovation should not be eligible for 
IP incentives such as SPC protection. The Index will 
continue to monitor these developments in 2021.
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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); 13. Availabil-
ity of frameworks that promote cooperative 
action against online piracy; and 14. Digital 
rights management (DRM) legislation: Protect-
ing copyrighted material—especially from online 
piracy—has long been a challenge for rights-holders 
in Hungary. Article 77 of the revised Criminal Code 
states that criminal material disclosed through an 
electronic communications network shall be ren-
dered irreversibly inaccessible. Although this article 
does apply to cases of IP rights infringement, there 
is not much case law on the issue. The Hungarian 
E-Commerce Act provides a clear and timely no-
WLƓFDWLRQ�DQG�WDNHGRZQ�SURFHGXUH��ZKHUHE\�,63V�
have 12 hours to remove the allegedly infringing 
content, as well as safe harbor mechanisms for ISPs. 
Although the original formulation refers mostly to 
copyright infringement, ISP liability has also been 
viewed from a broader societal perspective, includ-
ing with respect to defamatory and hateful content. 
Injunctive relief against copyright-infringing content 
online is available under Law 78 (2013). Hungarian 
legal analysis suggests that national courts have 
the right to order the disabling of access to copy-
right-infringing content, but there is currently lim-
ited case law on the issue. The National Media and 
Infocommunications Authority maintains a “black 
list” of restricted content that is currently unavail-
able in Hungary. Yet it is unclear the extent to which 
copyright-infringing websites are being restricted, 
DV�PDLQO\�ZHEVLWHV�OLQNLQJ�WR�LQŴDPPDWRU\�FRQWHQW�
(including Holocaust denial) and online gambling 
have been disabled. For example, in 2016, access 
to over 60 online gambling websites was disabled. 
More broadly, with respect to copyright enforce-
ment, surveys and academic research suggest that 
Hungary has one of the highest rates of copyright 
infringement of all EU Member States. For example, 

even though the Copyright Act sanctions all major 
aspects of TPM circumvention and DRM alteration 
(Articles 95 and 96), academic research suggests 
that Hungary makes up a disproportionate share 
of global video game piracy. According to a study 
on bit torrent use conducted by academics from 
Aalborg University, the University of Waterloo, and 
Copenhagen Business School, Hungary was a top-
5 country with the highest video game piracy user 
rate as a percentage of its population. Hungary is 
currently in the process of implementing EU Direc-
tive 2019/790 on copyright and related rights in the 
Digital Single Market (CDSM Directive). Only parts 
of the CDSM Directive have so far been transposed 
LQWR�+XQJDULDQ�ODZ��6SHFLƓFDOO\��QHZ�H[FHSWLRQV�
relating to digital media usage in education were 
transposed through Copyright Act amendments 
passed in June 2020. At the time of research, the 
Ministry of Justice and HIPO had published a draft 
set of amendments transposing the remaining pro-
visions and were holding a public consultation. The 
Index will continue to monitor these developments 
in 2021.
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INDIA

STRENGTHS & WEAKNESSES

 9 New streamlined Form 27 in 2020
 9 Continued strong efforts on copyright piracy 

through 2019 issuing of “dynamic” injunction 
orders

 9 Precedent case law in 2019 on online trademark 
infringement and damages

 9 PPH program with the JPO is a positive step
 9 Generous R&D- and IP-based tax incentives
 9 Global leader on targeted administrative 

incentives for the creation and use of IP assets for 
SMEs

 9 Strong awareness-raising efforts on negative 
impact of piracy and counterfeiting

 8 Barriers to licensing and technology transfer 
including strict registration requirements

 8 Limited framework for the protection of 
biopharmaceutical IP rights

 8 Patentability requirements outside international 
standards

 8 No RDP available or patent term restoration for 
biopharmaceuticals

 8 Lengthy pre-grant opposition proceedings
 8 Previously used compulsory licensing for 

commercial and non-emergency situations
 8 Limited participation in international treaties
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TOTAL: 19.20

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 2.99

1. Term of protection 1.00

2. Patentability requirements 0.00

3. Patentability of CIIs 0.75

4. Plant variety protection 0.74

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 2.72

10. Term of protection 0.47

11. Exclusive rights 0.50

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 0.25

14. Limitations and exceptions 0.00

15. Digital rights management 0.25

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 2.25

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 1.10

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.50

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 2.50

26. Barriers to market access 0.25

27. Barriers to technology transfer 0.50

28. Registration and disclosure requirements of 
licensing deals 0.00

29. Direct government intervention in setting licensing 
terms 0.25

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 1.64

32. Physical counterfeiting rates 0.22

33. Software piracy rates 0.42

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 0.25

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.50

39. Coordination of IP rights enforcement 0.25

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

42. Targeted incentives for the creation and use of IP 
assets for SMEs 1.00

43. IP-intensive industries, national economic impact 
analysis 0.25

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 2.00

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

India’s overall score has decreased slightly from 
38.46% (19.23 out of 50) in the eighth edition to 
38.40% (19.20 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�LQGLFDWRU����

Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ

23. Protection of trade secrets (civil remedies); 
and 24. Protection of trade secrets (criminal 
sanctions): As has been noted in previous editions 
of the Index, Indian statutory law does not provide 
VSHFLƓF�SURWHFWLRQ�IRU�WUDGH�VHFUHWV�RU�FRQƓGHQWLDO�
information for civil or criminal infringement. The 
current applicable legal reference point is the 1872 
Contract Act and existing case law. With respect to 
criminal infringement, the Information Technology 
Act 2000 provides limited potential recourse and 
only in relation to computer-related offences such 
DV�WKH�XQDXWKRUL]HG�DFFHVV�WR�FRPSXWHU�V\VWHPV��
accessing of data, and hacking. While common law 
does provide a measure of protection, and there 
is some judicial precedent, overall, rights-holder’s 
ability to effectively enforce and protect their trade 
secrets in India is limited. This lack of adequate 
SURWHFWLRQ�KDV�EHHQ�UHFRJQL]HG�E\�WKH�,QGLDQ�JRY-
ernment. For example, the National Intellectual 
Property Rights Policy, released by the Ministry 
of Commerce and Industry and the Department 
of Industrial Policy and Promotion in May 2016, 
HPSKDVL]HG�WKH�QHHG�WR�LQWURGXFH�D�OHJLVODWLYH�
framework for the protection of trade secrets and 
FRQƓGHQWLDO�LQIRUPDWLRQ��7KH�QHJDWLYH�LPSDFW�RI��
the lack of a statutory legal framework for trade 
VHFUHWV�DQG�FRQƓGHQWLDO�LQIRUPDWLRQ�FDPH�WR�WKH�
fore in early 2020. In the case Prof Dr. Claudio De 
Simone & ANR v Actial Farmaceutica Srl, the Delhi 
High Court held, in effect, that a trade secret, in 
itself, (1) is not an asset or form of property under 

Indian law and (2) cannot be held in conjunction 
with a granted patent right. In a complex case 
involving the licensing of a bacterial formulation 
used as a medical and dietary drug (for which a 
U.S. patent had been granted and subsequent-
ly expired) and claims of unfair competition, the 
judge stated that no right of action was available 
WR�WKH�SODLQWLII�DV�QR�GHƓQHG�SURSHUW\�ULJKW�H[LVWHG�
XQGHU�,QGLDQ�ODZ�IRU�WUDGH�VHFUHWV�RU�FRQƓGHQWLDO�
information: “The question which thus emerges 
is, whether an invention which does not qualify 
as patented product and has no property right 
therein, can acquire property rights by the third 
person entering into an agreement of exchange 
RI�.QRZ�+RZ�DQG�WKXV�FODLPLQJ�FRQƓGHQWLDOLW\��
,Q�P\�RSLQLRQ��QR�ř�FRQƓGHQWLDO�LQIRUPDWLRQ�DQG�
trade secrets are not equated to property in India.” 
The judgment further argued that for any invention 
which a patent had been granted—in India or else-
where—there could exist no separate know-how or 
WUDGH�VHFUHWV�DV��SHU�GHƓQLWLRQ��D�SDWHQW�DSSOLFD-
tion must include a full and detailed description 
of the invention including any, and all, proprietary 
know-how and trade secrets. Consequently, in the 
judgment’s logic, once a patented invention’s term 
of protection had expired, there could no longer 
exist any proprietary know-how or trade secrets as 
any trade secrets or know-how in relation to this 
patented invention must have been revealed in 
the corresponding patent application. Given that 
a patent for the disputed formulation had been 
granted in the United States and exclusivity had 
subsequently expired there was, in the court’s view, 
QR�WUDGH�VHFUHW�RU�FRQƓGHQWLDO�LQIRUPDWLRQ�WR�SUR-
tect: “Since the plaintiffs have no subsisting patent 
protection in India, and since the patent based in 
US has expired, the innovation, as noted above, 
is in public domain. Hence, the claim for trade se-
cret protection falls and the defendants cannot 
be restrained from manufacturing the product, in 
spite of the Know-How Agreement, as otherwise it 
would amount to judicial creation of an extra-stat-
utory monopoly for perpetuity in the invention, 



U.S. Chamber International IP Index  2021 Ninth Edition |  160

in contrast to the scheme of Patent Act, 1970 that 
seeks to bring an invention to public domain after 
the expiry of the term of the patent, and which is 
opposed to public interest as well as to judicial 
discipline.” While even under existing Indian law 
the reasoning and logic of the judgment can be 
questioned, the bigger issue in India that this case 
illustrates is the lack of clear statutory law providing 
adequate levels of protection for trade secrets and 
FRQƓGHQWLDO�LQIRUPDWLRQ��

Commercialization of IP Assets and Market 
Access

26. Barriers to market access: India has histori-
cally limited access to its domestic market through 
YDULRXV�EDUULHUV��ORFDOL]DWLRQ�UHTXLUHPHQWV��DQG�
procurement preferences. More broadly, foreign 
investment is restricted with government approval 
and/or foreign ownership restrictions and partner-
ship requirements in place for industries ranging 
from media and the audiovisual sector to insurance, 
banking, and food retail and trading. These barri-
HUV�DQG�UHTXLUHPHQWV�KDYH�LQWHQVLƓHG�LQ�WKH�SDVW�
few years as part of the “Make in India” campaign. 
Various government ministries and departments, 
including the Department of Industrial Policy & 
Promotion (DIPP), the Ministry of Electronics and 
Information Technology, and the Ministry of Chem-
LFDOV�DQG�)HUWLOL]HUV��KDYH�LVVXHG�RUGHUV�VSHFLI\LQJ�
the amount of local content required for public pro-
curement. In May 2019, the DIPP issued a revised 
order, “Public Procurement (Preference to Make in 
India),” specifying the procedures and standards 
applied to all central government purchases that 
should provide preference to local suppliers and 
PLQLPL]H�WKH�XVH�RI�IRUHLJQ�YHQGRUV��7KH�RUGHU�UHLW-
erates that minimum content levels should be 50% 
with a margin of purchase preference for local sup-
pliers of 20%. With regards to IP, these procurement 
and local content requirements are sometimes also 
used as a route to acquire proprietary technolo-
gies. For example, under the May DIPP Order, an 

exemption from the local content requirement will 
be provided on the basis of transferring propri-
HWDU\�WHFKQRORJLHV�WR�D�ORFDO�SDUWQHU��6SHFLƓFDOO\��
Paragraph 13 states an exemption can be granted 
if there is an agreement to transfer technology and 
build and develop a local capacity. Similarly, the 
draft Personal Data Protection Bill, published in 
'HFHPEHU�������FRQWDLQV�VHYHUDO�ORFDOL]DWLRQ�SUR-
visions mandating the local storage of data. For ex-
ample, sections 33 and 24 of the bill mandate that 
“sensitive” and “critical personal” data shall both 
be stored geographically in India, and the latter, 
in addition, is only to be “processed” within India. 
7KHUH�LV�QR�GHƓQLWLRQ�RI�ZKDW�FRQVWLWXWHV�ŏFULWLFDO�
personal data.” In chapter 1 of the law, sensitive 
GDWD�LV�EURDGO\�GHƓQHG�DQG�HQFRPSDVVHV�GDWD�
SHUWDLQLQJ�WR�ƓQDQFLDO�DQG�KHDOWK�UHFRUGV�WR�VH[XDO�
orientation, religious beliefs, genetic data, and a 
KRVW�RI�RWKHU�SHUVRQDO�LGHQWLƓHUV��)XUWKHUPRUH��
section 15 allows the authorities to provide further 
GHƓQLWLRQV�RI�VHQVLWLYH�SHUVRQDO�GDWD�LQ�IXWXUH�LP-
plementing regulations. With respect to “critical 
personal data,” sub-section 33(2) simply leaves it 
DW�WKH�GLVFUHWLRQ�RI�WKH�JRYHUQPHQW�WR�GHƓQH�ZKDW�
constitutes such data: “such personal data as may 
EH�QRWLƓHG�E\�WKH�&HQWUDO�*RYHUQPHQW�WR�EH�WKH�
critical personal data.” The draft bill imposes sub-
VWDQWLDO�VDQFWLRQV�RQ�QRQ�FRPSOLDQFH��6SHFLƓFDOO\��
non-complying entities that transfer or process 
data outside of India can, under section 57(2)(d), 
EH�ƓQHG�XS�WR����RI�WKHLU�WRWDO�JOREDO�UHYHQXH��
The bill echoes existing measures in place with 
respect to payments data. In April 2018, the Indian 
central bank, the Reserve Bank of India, issued the 
ŏ1RWLƓFDWLRQ�RQ�6WRUDJH�RI�3D\PHQW�6\VWHP�'DWD�
(Data Storage Requirement).” The notice requires all 
payment service providers to store relevant Indian 
payment and transaction data locally in India. The 
Index will continue to monitor these developments 
in 2021.
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28. Registration and disclosure requirements of 
licensing deals: Registration of patent licenses is 
mandatory under the Patent Act. Articles 68 and 69 
outline the basis and requirements of registration. 
As part of these requirements, rights-holders must 
submit all details of a given licensing agreement, 
including the fully executed contract. Contract 
details and commercially sensitive information 
ZLOO�EH�NHSW�FRQƓGHQWLDO�RQO\�XSRQ�UHTXHVW�IURP�
the registering parties. The failure to register a 
license may result in the agreement being null and 
YRLG��6SHFLƓFDOO\��,QGLDQ�FDVH�ODZ�VXJJHVWV�WKDW�
licenses not registered in the prescribed manner 
are invalid. For example, in the 2009 National Re-
search Development...v M/S Abs Plastics Limited, 
the Delhi High Court held the issue to be clear cut: 
“It is obvious that since this license agreement be-
tween the parties was not a registered agreement, 
this had no validity in the eyes of law.” As noted 
in previous editions of the Index, there is also the 
issue of Form 27 for patents. This form requires 
that patent holders annually provide information 
on the extent to which a granted patent has been 
worked on by patentees and licensees. Part of the 
submission and documentation submitted pertains 
to the patent’s value and commercial scale. There 
has historically been much uncertainty about what 
the relevant authorities will choose to disclose, as 
publication of Form 27 is at the authority’s discre-
WLRQ��ƓQHV�IRU�QRQ�FRPSOLDQFH�UHPDLQ�KLJK��$IWHU�D�
long-running court case in 2018, the Government 
of India (GOI) invited stakeholder feedback on 
potential changes to the form and submission 
process. In October 2020, a new Form 27 was 
ƓQDOL]HG�DQG�SXEOLVKHG��7KLV�LV��RYHUDOO��D�SRVLWLYH�
change. The new form removes questions pertain-
LQJ�WR�OLFHQVHV��DQG�LW�LV�QRZ�SRVVLEOH�WR�ƓOH�RQH�
form for several patents pertaining to the same 
invention. Still, the form does retain questions re-
lating to the approximate value as either manufac-
tured or imported into India. On this basis, while 
it is indeed a positive step that this administrative 
requirement has now been better streamlined 

and potentially slimmed down, it still imposes an 
unnecessary burden and additional bureaucracy 
on rights-holders.
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INDONESIA

STRENGTHS & WEAKNESSES

 9 Omnibus Job Creation Bill 2020 draft eliminates 
JHQHUDO�WHFKQRORJ\�WUDQVIHU�DQG�ORFDOL]DWLRQ�
requirement of 2016 Patent Act

 9 PPH in place with JPO
 9 Administrative relief available for copyright 

infringement online
 9 Good cabinet-level coordination and coordinating 

framework for IP enforcement

 8 6LJQLƓFDQW�EDUULHUV�LQ�SODFH�IRU�OLFHQVLQJ�DQG�
FRPPHUFLDOL]DWLRQ�RI�,3�DVVHWV��LQFOXGLQJ�
technology transfer

 8 Biopharmaceutical patentability standards outside 
international norms

 8 History of using compulsory licensing 
for commercial and non-emergency 
situations—2018/19 Regulations go far beyond the 
stated goals and circumstances for the issuing of 
compulsory licenses under the TRIPS Agreement

 8 Presidential Regulation No. 77, of 2020 expands 
compulsory licensing and emergency use 
provisions further

 8 Challenging copyright environment with high 
levels of piracy, as administrative measures do not 
address mirror and linking sites

 8 Limited participation in international IP treaties

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 15.08

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 3.00

1. Term of protection 1.00

2. Patentability requirements 0.00

3. Patentability of CIIs 0.25

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights, and 
Limitations 2.77

10. Term of protection 0.52

11. Exclusive rights 0.25

12. Injunctive-type relief 0.75

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 0.25

15. Digital rights management 0.25

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 1.75

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.25

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

21. Industrial design term of protection 0.40

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.50

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 0.25

26. Barriers to market access 0.00

27. Barriers to technology transfer 0.00

28. Registration and disclosure requirements of 
licensing deals 0.00

29. Direct government intervention in setting licensing 
terms 0.00

30. IP as an economic asset 0.25

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 1.16

32. Physical counterfeiting rates 0.24

33. Software piracy rates 0.17

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.00

36. Criminal standards 0.25

37. Effective border measures 0.25

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.75

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 0.75

41. Educational campaigns and awareness raising 0.25

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.50

43. IP-intensive industries, national economic impact 
analysis 0.25

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 2.00

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Indonesia’s overall score has decreased slightly 
from 30.24% (15.12 out of 50) in the eighth edition 
to 30.16% (15.08 out of 50) in the ninth edition. 
7KLV�UHŴHFWV�D�PDUJLQDO�GHFUHDVH�RQ�LQGLFDWRU����

Patents, Related Rights, and Limitations

2. Patentability requirements: Indonesia’s pat-
enting environment has been marred by deep 
uncertainty and several negative legislative de-
velopments over the past half-decade. In 2016, the 
Indonesian Parliament passed a new wide-ranging 
patent law (Law 13 2016). While aiming to strength-
en Indonesia’s innovation infrastructure and en-
courage more high-tech economic development 
through the creation and use of new technologies, 
overall, the law did not improve what was already 
a challenging patenting environment. Article 4 
LQVHUWHG�D�QHZ�KHLJKWHQHG�HIƓFDF\�UHTXLUHPHQW�
targeting biopharmaceutical products and out-
lawed second-use claims. Article 167 allowed the 
parallel importation of follow-on products under 
patent protection in Indonesia but approved for 
consumption in other markets. Finally, Article 20 of 
the law seemed to make the granting of a patent 
FRQGLWLRQDO�RQ�ORFDOL]LQJ�PDQXIDFWXULQJ�DQG�RU�
5	'�LQ�,QGRQHVLD��6SHFLƓFDOO\��LW�PDQGDWHG�WKDW�DOO�
patent rights-holders “make” the patented product 
or process within Indonesia. Sub-section (2) of this 
article stated that this production should support 
Indonesia’s industrial and development policies, 
VSHFLƓFDOO\�WKH�ŏWUDQVIHU�RI�WHFKQRORJ\��LQYHVWPHQW�
absorption and/or employment.” No further details 
ZHUH�SURYLGHG�DV�WR�WKH�PHDQLQJ�RU�OHJDO�GHƓQLWLRQ�
of “make” in this context. In July 2018, long-await-
ed Patent Regulations were published aiming to 
provide clarity on what Article 20 meant in practice.  
7KH�UHJXODWLRQV�DIƓUPHG�WKH�PHDQLQJ�DQG�LQWHQW�RI�
the original act that the “making” of a patent was 

an obligation on part of a given rights-holder to 
make products or use processes in Indonesia and 
that this must support technology transfer, invest-
ment, and/or employment. On a more positive 
note, the regulations did provide the possibility 
RI�LQGHƓQLWHO\�SRVWSRQLQJ�WKHVH�UHTXLUHPHQWV��,Q�
2019, the government announced that it would 
be issuing new regulations. However, instead of 
revised regulations the Indonesian government 
in February 2020 proposed fresh amendments 
to the Patent Act. In a reversal from its previous 
stance, the proposed amendments—as part of a 
sprawling legislative package, the Omnibus Job 
Creation Bill (8QGDQJ�8QGDQJ��588��2PQLEXV�&LS-
ta Kerja)—simply delete Article 20 of the 2016 Pat-
ent Act. Although unexpected, the removal of this 
article would be a positive step and help alleviate 
some of the uncertainty with respect to Indonesia’s 
patenting environment. The Index will continue to 
monitor these developments in 2021.

6. Legislative criteria and use of compulsory li-
censing of patented products and technologies: 
The Indonesian government has since the mid-
2000s issued nine “government use” compulsory 
licenses overriding existing biopharmaceutical 
patents, primarily for hepatitis and HIV drugs. These 
licenses allowed the government to exploit existing 
patent-protected products in the event of threats to 
national security or an urgent public need. As noted 
in past editions, both the manner in which these 
OLFHQVHV�ZHUH�LVVXHG�DQG�WKHLU�MXVWLƓFDWLRQ�ZHUH�LQ�
contradiction of Article 31 of the TRIPS Agreement. 
The 2016 amendments to the Patent Act (see above 
discussion under Indicator 2) included changes 
with respect to compulsory licensing, expanding 
a regime that was already outside international 
standards and highly permissive. In December 
2018, new Implementing Regulations (Regulation 
38/2018) were released outlining the process and 
circumstances under which compulsory licensing 
could take place. These regulations go far beyond 
the stated goals and circumstances for the issuing 
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of compulsory licenses under the TRIPS Agree-
PHQW��6SHFLƓFDOO\��WKH�UHJXODWLRQV�DOORZ�WKH�UHOH-
vant authorities broad sway to issue a compulsory 
license when a patent has not been manufactured 
in Indonesia within a period of three years of grant 
or if the patent has been used in a manner that is 
viewed as detrimental to the public interest. It ap-
pears not only that these regulations insert a local 
manufacturing requirement as a prerequisite for 
not issuing a compulsory license, but also that there 
is no indication of what is meant by actions detri-
mental to the public interest. In 2020, there were 
further developments with the issuing of a new 
Presidential Regulation, Number 77 2020, on July 
7 (PERATURAN PRESIDEN REPUBLIK INDONESIA 
NOMOR 77 TAHUN 2O2O TENTANG TATA CARA 
PELAKSANAAN PATEN OLEH PEMERINTAH). The 
new regulation describes the circumstances and 
process under which government use of patented 
WHFKQRORJLHV�LV�DOORZHG��6SHFLƓFDOO\��LW�UHODWHV�WR�XVH�
of patented technologies and the overriding of any 
granted patent exclusivity in the event of a public 
emergency (including, but not limited to, a public 
health crisis) and for purposes of defense and na-
tional security. Article 13 and sub-sections (a), (b), 
(c), and (d) outline the non-national security/military 
emergencies that would allow the government 
to use the powers granted under the law. These 
include medicines and biotechnology products to 
be used in the event of public health emergencies, 
veterinary and agricultural biomedical/biotechnol-
ogy products, and a rather broad condition relating 
to any “processes/products to overcome natural 
disasters and/or environmental disasters.” The latter 
seems to encompass any and all patented products 
and processes that would be used in any type of 
natural or environmental disaster. With respect 
to the government use and overriding of patents 
for medicines and biopharmaceutical products, 
sub-section (a) explicitly states that this can be jus-
WLƓHG�QRW�RQO\�GXULQJ�D�SXEOLF�KHDOWK�FULVLV��VXFK�
as the current COVID-19 pandemic, but based on 
FRVW�DQG�VSHFLƓFDOO\�IRU���ŏSKDUPDFHXWLFDO�SURGXFWV�

and/or biotechnology that are priced expensive” 
[sic]. The Presidential Regulations do not provide 
affected rights-holders the ability to appeal gov-
ernment-use decisions made. Unlike similar emer-
gency measures that have been introduced around 
the world in response to the COVID-19 pandemic 
(including, for example, in Canada and Germany), 
WKH�UHJXODWLRQ�GRHV�QRW�LQFOXGH�DQ\�GHƓQHG�WLPH-
frame or suitable sunset clause as the pandemic 
subsides. Instead, the broad nature and scope of 
the regulation suggest it will become a permanent 
feature of Indonesian law. The new regulation also 
poses an immediate threat to current treatments 
and vaccines in development to address COVID-19. 
This entails serious opportunity costs for future 
industry collaboration and investment. Before is-
suing government-use licenses, the Indonesian 
JRYHUQPHQW�VKRXOG�ƓUVW�HQJDJH�ZLWK�ULJKWV�KROGHUV�
to discuss available access strategies, including vol-
untary licensing, already underway in the country. 
The Index will monitor the application and use of 
these new powers in 2021 and beyond. 
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IRELAND

STRENGTHS & WEAKNESSES

 9 Transposition in 2018 of EU Trade Secrets 
Directive through EU (Protection of Trade Secrets) 
Regulations 2018 (No. 188 of 2018)

 9 *HQHURXV�5	'��DQG�,3�VSHFLƓF�WD[�LQFHQWLYHV
 9 Strong and advanced IP system with robust 

protection of all major IP rights, including sector-
VSHFLƓF�SURWHFWLRQ

 9 Judicial mechanism for notifying online copyright 
infringers and disabling access to infringing 
content online

 8 Licensing registration requirements
 8 Regulation 2019/933 and existing SPC exemption 
IRU�H[SRUWV�RI�ELRSKDUPDFHXWLFDOV�SRVH�VLJQLƓFDQW�
risk to Ireland’s and EU’s research- and IP-based 
biopharma industry

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 44.43

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.25

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 5.38

10. Term of protection 0.63

11. Exclusive rights 0.75

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 0.75

14. Limitations and exceptions 0.75

15. Digital rights management 0.75

16. Government use of licensed software 0.75

Category 3: Trademarks, Related Rights, and 
Limitations 3.50

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 1.00

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 2.00

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 1.00

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 2.50

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 0.50

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.25

26. Barriers to market access 1.00

27. Barriers to technology transfer 1.00

28. Registration and disclosure requirements of 
licensing deals 0.50

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 6.30

32. Physical counterfeiting rates 0.84

33. Software piracy rates 0.71

34. Civil and procedural remedies 1.00

35. Pre-established damages 1.00

36. Criminal standards 0.75

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.75

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

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

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 6.50

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 0.50

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

50. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Ireland’s overall score has decreased slightly from 
88.98% (44.49 out of 50) in the eighth edition to 
88.86% (44.43 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�LQGLFDWRU����

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products: In 2015, under the overarching initiative 
to reform and deepen the single market with the 
purpose of spurring economic growth in the EU, 
the European Commission announced its intentions 
to explore options for recalibrating certain ele-
ments of patent term restoration for biopharma-
ceuticals, so-called Supplementary Protection Cer-
WLƓFDWHV��63&V���2QH�RSWLRQ�IRU�FKDQJH�SXW�IRUWK�
by the commission was to provide European man-
ufacturers of generic drugs and biosimilars with 
an SPC manufacturing and export exemption (“SPC 
exemption”). The overriding purpose of the pro-
posal was to provide European manufacturers of 
generic drugs and biosimilars a competitive ad-
vantage by weakening IP protection for innovators. 
As the Index and others have pointed out, there 
were many troubling assumptions underlying the 
FRPPLVVLRQōV�SURSRVDO��,QGHHG��WKLV�ZDV�UHFRJQL]HG�
even by several key EU Member States. Most ba-
sically, the proposal assumed that there is an actu-
al market and demand for European generic man-
ufacturers. Yet it is not at all clear what this market 
is or where the demand for generic medicines 
produced in Europe would come from. More 
broadly, instead of allowing European generic 
manufacturers to gain a competitive advantage, it 
is much more likely that, over time, other econo-
mies will emulate the EU and also introduce poli-
cies that undermine biopharmaceutical IP protec-
tion. In fact, events in 2020 suggest that this is 
exactly what is happening. In a wide-ranging set 

of amendments to the Law on Protection of Rights 
to Inventions and Utility Models, the Ukraine has 
notably weakened its patenting environment as it 
relates to biopharmaceuticals. While these legis-
lative changes are meant to better align Ukraine’s 
national IP environment with that of the EU as part 
of the 2017 Ukraine-European Union Association 
Agreement, they will have the opposite effect. Not 
only do these changes substantially weaken the 
eligibility for biopharmaceutical patentable subject 
matter, new procedural barriers to obtaining patent 
term restoration as well as an export and stockpil-
ing exemption have also been introduced. The 
latter exemption is modeled on the EU’s Regulation 
2019/933. As the Index has repeatedly pointed 
out, the most obvious side effect of the overriding 
of IP rights in the EU is that the policy will be em-
ulated by other economies. As the Ukraine exam-
SOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�(XURSHDQ�
generics industry the introduction of an SPC ex-
emption will simply end up hurting Europe’s re-
search-based industry and lead to a global race 
toward the bottom in weakening IP standards. From 
July 2019, Regulation 2019/933 is in force and the 
SPC export exemption is now, for all intents and 
purposes, legal and operational in all EU Member 
States. As has been stated in previous editions of 
the Index, the decision to move ahead with the 
63&�H[HPSWLRQ�LV�D�VLJQLƓFDQW�EORZ�WR�ELRSKDUPD-
ceutical rights-holders and weakens the IP envi-
ronment across the EU. As a result of this action, 
the score on indicator 7 was reduced for all EU 
Member States included in the Index. Further de-
velopments in 2020 add to the uncertainty over 
the EU’s SPC regime. In July, the Court of Justice 
of the European Union handed down a verdict in 
the case Santen SAS v Directeur général de l’Insti-
tut national de la propriété industrielle, C-673/18. 
Originating in France and referred to the CJEU by 
the Paris Court of Appeal in 2018, the case is about 
the extent to which it is possible to obtain an SPC 
for new innovations relating to approved biophar-
maceutical products and treatments. In earlier rul-
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ings—see, for example, the 2012 Neurim Pharma-
FHXWLFDOV��������/WG�Y�&RPSWUROOHU�*HQHUDO�RI�
Patents—the CJEU had held that it was possible to 
obtain an SPC for the new use of a product for 
ZKLFK�D�PDUNHW�DXWKRUL]DWLRQ�IRU�WKH�VDPH�DFWLYH�
ingredient had already been granted. This decision 
has now, effectively, been overturned. In its 2020 
ruling, the CJEU emphatically stated “that an MA 
FDQQRW�EH�FRQVLGHUHG�WR�EH�WKH�ƓUVW�0$�ř�ZKHUH�
it covers a new therapeutic application of an active 
ingredient, or of a combination of active ingredi-
ents, and that active ingredient or combination has 
already been the subject of an MA for a different 
therapeutic application.” The court argued that on 
this point the Neurim precedent had erred and not 
fully taken into account the intentions of the law-
makers when originally developing the underlying 
IP incentive and EU Regulation: “the EU legislature 
intended, in establishing the SPC regime, to protect 
not all pharmaceutical research giving rise to the 
grant of a patent and the marketing of a new me-
dicinal product, but to protect research leading 
WR�WKH�ƓUVW�SODFLQJ�RQ�WKH�PDUNHW�RI�DQ�DFWLYH�
ingredient or a combination of active ingredi-
ents as a medicinal product.” From a legal per-
spective, the Court’s verdict may set an unfortunate 
precedent and further limit the availability of Eu-
ropean incentives for biopharmaceutical innova-
tion. More broadly, from a public policy perspec-
tive, the court’s verdict is odd and fails to 
understand the basics of biopharmaceutical inno-
vation. Technological innovation is frequently 
thought of as consisting of two distinguishable 
modes or models: radical innovation and incre-
mental innovation. Radical innovation, as the name 
suggests, is the introduction of completely new or 
revolutionary ideas or products. Frequently, such 
innovations wholly alter the way an industry or even 
an economy functions, fundamentally changing 
economic and social behavior. In contrast to radi-
cal innovation, incremental innovation is a process 
of piecemeal improvement of existing technologies 
or techniques. Usually, incremental innovations 

follow on from revolutionary or radical innovations. 
Does this mean that radical innovation is the pro-
verbial “good” form of innovation and non-revo-
lutionary incremental innovation is “bad” and, from 
a societal perspective, largely useless? Because 
that is the underlying policy rationale behind the 
court’s reasoning. In its verdict and assumptions 
about the intentions of European lawmakers, the 
court has implied that incremental biopharmaceu-
tical innovations are less meaningful and therefore 
should not be eligible for the SPC incentive. But 
most biopharmaceutical innovation is in large part 
incremental. In fact, incremental innovation is an 
essential part of the biopharmaceutical R&D pro-
cess. Follow-on medications and incrementally 
improved or altered therapies frequently reduce 
side effects, improve on existing delivery systems 
or the administration of a medicine, increase ef-
fectiveness, and reduce dosages required. Without 
incremental innovations—and the IP incentives that 
drive investment and resources into developing 
them—the world would not have access to the lat-
est generations of some of the most used medi-
cines and medical devices. This includes insulin, 
beta-blockers, ACE inhibitors, contraceptives, in-
VXOLQ�SXPSV��VWDWLQV��]ROHGURQLF�DFLG��DQG�FRXQWOHVV�
other commonly used biopharmaceutical products 
and devices. The development of HIV/AIDS treat-
ment is a concrete example of how incremental 
improvements to existing technologies over time 
amount to what in effect becomes a radical inno-
vation whereby the latest technology is barely 
UHFRJQL]DEOH�FRPSDUHG�ZLWK�LWV�ƓUVW�JHQHUDWLRQ�
SUHGHFHVVRU��7KH�ƓUVW�JHQHUDWLRQ�RI�+,9�$,'6�DQ-
tiretrovirals had serious side effects and were com-
bination therapies requiring the consumption of 
large volumes of medication several times per day. 
Side effects included explosive diarrhea, severe 
nausea, loss of sense of taste, skin problems, and 
painful nerve injury. The development of the sec-
ond generation of drugs, centering on the concept 
of highly active antiretroviral therapy, saw improved 
treatment options and reduced side effects. Still, 
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treatment centered on the administration and con-
sumption of several medicines per day. It is only 
in recent years that new therapies have been in-
troduced based on incremental innovations that 
allow for combination pills. Instead of an array of 
pills taken every few hours, these products require 
that the patient take only a single pill once daily. 
This new ease of medication has led to increased 
DGKHUHQFH��ZKLFK�KDV��LQ�WXUQ��LQFUHDVHG�HIƓFDF\�
VLJQLƓFDQWO\�ZLWK�OLWWOH�WR�QR�PDMRU�FKDQJH�LQ�OLIH-
style. This allows patients to live socio-economical-
ly productive lives with what had once been a de-
bilitating and often fatal disease. In the long term, 
WKLV�KDV�DOVR�FDXVHG�D�VLJQLƓFDQW�GHFUHDVH�LQ�FRVWV�
for treating side effects, thus reducing the cost bur-
den on a given health system. It is hard to see how 
this type of innovation should not be eligible for 
IP incentives such as SPC protection. The Index will 
continue to monitor these developments in 2021.

Commercialization of IP Assets and Market 
Access

27. Barriers to technology transfer: Ireland places 
a high value on the transfer of technologies and 
WKH�FRPPHUFLDOL]DWLRQ�RI�,3�DVVHWV�ZLWK�D�VWUDWHJLF�
policy environment in place focusing on provid-
ing generous incentives for public-private collab-
RUDWLRQ��7KH�1DWLRQDO�,3�3URWRFRO��ƓUVW�GUDIWHG�LQ�
2012) was updated in 2016 following a consultation 
process led by Enterprise Ireland and Knowledge 
Transfer Ireland. The protocol provides a framework 
IRU�FRPSDQLHV�DQG�5HVHDUFK�3HUIRUPLQJ�2UJDQL]D-
tions on norms for research-related IP agreements. 
The protocol clearly spells out IP arrangements 
for research projects funded publicly, privately, or 
jointly by private and public entities. The nation-
al technology transfer system is well developed 
with many support programs in place, including 
Innovation Vouchers, the Technology Gateway 
Program, and the Technology Transfer Strength-
ening Initiative (TTSI). The TTSI was introduced in 
WKH�PLG�����V�DQG�VRXJKW�WR�SURIHVVLRQDOL]H�WKH�

technology transfer system in higher education. It 
has been highly successful, with rates of licensing, 
start-up activity, business partnerships, and income 
IRU�KLJKHU�HGXFDWLRQ�LQVWLWXWLRQV�DOO�XS�VLJQLƓFDQW-
ly since its launch. Knowledge Transfer Ireland’s 
annual survey of universities and higher educa-
tion institutions found that, in 2019, over 2,000 
new contracts and research collaborations were 
concluded, over 200 licensing agreements were 
signed, almost EUR3 million in licensing income to 
Irish institutions; and 123 spin-off companies were 
actively employing around 1,000 people. A mere 
generation ago, few would have pointed to Ireland 
as a future high-tech powerhouse. Ireland was a 
middle-income economy with a per capita income 
30-50% less than in developed OECD economies 
OLNH�WKH�8QLWHG�6WDWHV�DQG�6ZLW]HUODQG�DQG�ORZHU�
than the United Kingdom’s. Today, Ireland has a per 
capita income that is one of the highest in the world 
and almost double that of the United Kingdom. The 
Irish government has through concerted efforts 
successfully built an R&D-based, export-driven 
economy. Looking at concrete economic outputs 
in high-tech enterprises, Ireland has over the past 
three decades become a global leader and model 
of how to build high-tech manufacturing and R&D 
capacity, particularly in the most R&D-intensive 
sectors such as ICT and biopharmaceuticals. In 
2019, the ICT sector in Ireland employed close 
to 40,000 people and generated EUR35 billion in 
exports. Similarly, the biopharmaceutical industry 
makes a huge contribution to the Irish economy, 
employing 25,000 people directly and an addition-
al 25,000 indirectly. Ireland is the second biggest 
net exporter of drugs in the EU after Germany, and 
biopharmaceuticals account for about 25% of na-
tional exports.
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ISRAEL

STRENGTHS & WEAKNESSES

 9 Copyright amendments of 2019 strengthen 
enforcement against online infringement— 
introduce possibility of injunctive-style relief

 9 Global leader in technology transfer and 
international licensing activity—no administrative 
or regulatory barriers in place

 9 *HQHURXV�5	'��DQG�,3�VSHFLƓF�WD[�LQFHQWLYHV�LQ�
place

 9 ,VUDHOL�3DWHQW�2IƓFH�DFWLYH�SDUWLFLSDQW�LQ�DOO�PDMRU�
PPH tracks

 9 Life sciences IP rights reform efforts have 
considerably strengthened Israel’s IP environment

 9 New industrial design law passed in 2017
 9 Joined Hague Agreement in 2019

 8 Issuing of compulsory license in 2020 in response 
to COVID-19 pandemic

 8 Current pre-grant patent opposition proceedings 
DUH�FKDUDFWHUL]HG�E\�ORQJ�GHOD\V�WR�SDWHQW�
prosecution

 8 Unclear the extent to which current RDP applies to 
large-molecule products

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 36.29

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 7.50

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 4.63

10. Term of protection 0.63

11. Exclusive rights 0.75

12. Injunctive-type relief 0.75

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 1.00

15. Digital rights management 0.00

16. Government use of licensed software 1.00

Category 3: Trademarks, Related Rights, and 
Limitations 2.75

17. Term of protection 1.00

18. Protection of well-known marks 0.75

19. Exclusive rights, trademarks 0.75

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 1.75

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.75

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.30

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 0.00

25. Regulatory data protection term 0.30

INDICATOR SCORE
Category 6: Commercialization of IP Assets 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 incentives for the creation of IP assets 1.00

Category 7: Enforcement 4.86

32. Physical counterfeiting rates 0.63

33. Software piracy rates 0.73

34. Civil and procedural remedies 0.75

35. Pre-established damages 0.75

36. Criminal standards 0.75

37. Effective border measures 0.75

38. Transparency and public reporting by customs 0.50

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.00

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 0.25

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.50

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 4.75

44. WIPO Internet Treaties 0.50

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.75

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. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Israel’s overall score has decreased slightly from 
72.76% (36.38 out of 50) in the eighth edition to 
72.57% (36.29 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�LQGLFDWRU����

Patents, Related Rights, and Limitations

6. Legislative criteria and use of compulsory 
licensing of patented products and technol-
ogies: Biopharmaceutical rights-holders have 
historically faced a challenging IP environment in 
,VUDHO��'HYHORSLQJ�D�VWURQJ��VHOI�VXIƓFLHQW�JHQHULFV�
industry to meet security and public health needs 
was for decades a key component of Israeli eco-
nomic and industrial strategy, with IP protection 
viewed as a secondary priority. In the 1960s, Israel 
PRGLƓHG�LWV�3DWHQW�/DZ�������������WR�SHUPLW�WKH�
domestic manufacturing of generic versions of 
patent-protected pharmaceutical products that 
were not marketed in Israel. In the 1990s, additional 
amendments to the Patent Law explicitly allowed 
IRU�WKH�XVH�RI�LQQRYDWRUVō�FRQƓGHQWLDO�WHVW�GDWD�IRU�
commercial purposes. In 2005, another patent 
amendment added burdensome conditions that 
rendered the option of receiving a period of pat-
ent term restoration for biopharmaceuticals nearly 
impossible. Similarly, a change to the Pharmacist’s 
Ordinance allowed the Israeli Ministry of Health 
WR�UHO\�RQ�LQQRYDWLYH�FRPSDQLHVō�FRQƓGHQWLDO�WHVW�
data in approving follow-on products for domestic 
registration and export. More broadly, the regu-
latory environment for biopharmaceuticals—with 
respect to both patent prosecution and sanitary 
registration—was highly challenging. A shortage of 
TXDOLƓHG�SHUVRQQHO�DQG�H[FHVVLYH�EXUHDXFUDF\�OHG�
to long backlogs: the prosecution of pharmaceu-
tical patents took four years on average and mar-
ket registration for new products also took years. 
These challenges were compounded by an active 

compulsory licensing regime. During the early to 
mid-1990s, compulsory licenses were frequently 
granted by Israeli courts. This began to change after 
1995, and no compulsory license had been granted 
in Israel since it acceded to the TRIPS Agreement. 
Under the current Patent Law, compulsory licenses 
can, generally, be granted only in cases in which 
there is an abuse of monopoly. Under sections 
117-128 of the Law, the Patent Registrar has the 
authority to grant a compulsory license when “the 
exercise of a monopoly conferred by a patent shall 
EH�GHHPHG�DEXVLYH�Ő�7KH�ODZ�VSHFLƓHV�WKDW�VXFK�DQ�
abuse exists when the invention or related product 
or process is not meeting existing demand in Israel 
or being supplied or licensed in a fair and reason-
able way. Sections 122-127 outline the process of 
the granting of a license and existing remedies 
available to the rights-holder, including the ability 
to challenge a decision in court. Although this is 
the primary route for the issuing of compulsory 
licenses, the Patent Law also provides emergency 
use powers under sections 104 and 105. In con-
trast to the provisions under sections 117-128, the 
powers granted under sections 104 and 105 are 
broad and essentially allow the government to 
override any existing patent in the event of a na-
tional emergency or national security crisis: “The 
Minister may permit the exploitation of an invention 
by Government departments or by an enterprise 
or agency of the State, whether a patent for it has 
or has not already been granted or has or has not 
DOUHDG\�EHHQ�DSSOLHG�IRU��LI�KH�ƓQGV�WKDW�WKDW�LV�
necessary in the interests of the National security 
or of the maintenance of essential supplies and 
services.” Under these provisions, a rights-holder 
has no ability to challenge the decision or access 
to a recourse mechanism and any royalties to be 
paid are ultimately set by a government-appoint-
ed body. Up until 2020, these powers had never 
been used. In March 2020, during the height of 
the COVID-19 pandemic, the Israeli government 
DXWKRUL]HG�WKH�LVVXLQJ�RI�D�FRPSXOVRU\�OLFHQVH�IRU�
the antiviral drug lopinavir/ritonavir. In accordance 
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with sections 104 and 105, a license was issued 
to import generic product from India when no ex-
clusivity for the drug is in place. The basis for the 
GHFLVLRQ�ZDV�WKDW��ƓUVW��WKH�,VUDHOL�0LQLVWU\�RI�+HDOWK�
viewed the drug as a potential treatment against 
COVID-19, and, second, that the manufacturer 
was viewed as not being able to meet potential 
domestic demand. The severe and sudden im-
pact the COVID-19 pandemic is having on public 
health around the world means that, in effect, the 
conditions of the potential issuing of a compul-
sory license are being met in many economies, 
including Israel. The pandemic poses a clear and 
present danger to public health all over the world. 
However, unlike past experiences with compulsory 
licenses or public health emergencies, there was 
QR�JOREDOO\�UHFRJQL]HG�WUHDWPHQW�RU�YDFFLQH�IRU�
the condition in question at the time the license 
was issued. When the license was issued, there 
was limited clinical evidence that lopinavir/ritonavir 
would be an effective treatment against COVID-19 
and justify the use of such an extreme measure. 
Subsequent to the issuing of the license and impor-
tation of generic product from India, there is also 
no publicly available information that suggests that 
the generic product was ever used by the Israeli 
authorities or distributed to COVID-19 patients. 
While TRIPS Article 31 and the Doha Declaration 
are clear that compulsory licensing represents a 
“measure of last resort” intended primarily for pub-
lic health and humanitarian emergencies such as 
the COVID-19 pandemic, it is regrettable that the 
Israeli government was unable to reach an alter-
native solution that did not involve the overriding 
of IP rights. Israel has made substantive progress 
over the past decade in strengthening its national 
IP environment for biopharmaceuticals and has 
become a model for other economies seeking 
to build their research-based industries. Follow-
ing a 2010 Memorandum of Understanding with 
WKH�8QLWHG�6WDWHV��,VUDHO�FDUULHG�RXW�VLJQLƓFDQW�LP-
provements in key areas of biopharmaceutical IP 
protection, including in relation to regulatory data 

protection, patent term restoration, and legal rem-
HGLHV�IRU�LQIULQJHPHQW��6SHFLƓF�LPSURYHPHQWV�LQ-
cluded changes to the Patent Law and the provision 
of RDP through amendments to the Pharmacist’s 
Ordinance. As a result, Israel has become a global 
leader in biopharmaceutical R&D. Twenty years ago, 
the innovative research-based biopharmaceutical 
VHFWRU�FRQVLVWHG�PDLQO\�RI�UHVHDUFK�RUJDQL]DWLRQV�
and early-stage companies focused on licensing 
out technologies, with little development and com-
PHUFLDOL]DWLRQ�RI�ELRSKDUPDFHXWLFDOV�DQG�ELRPHGL-
cal technologies in Israel. Since the IP policy reform 
efforts, biopharmaceutical foreign direct investment 
into Israel has surged, growing over 250% between 
2010 and 2014. It is important to note that the IP 
reforms have not had a negative impact on the 
domestic generics industry. Contrary to common 
perceptions and perceived wisdom, providing a 
supportive environment for innovative activities in 
the life sciences (including a robust IP regime) has 
not hurt Israel’s generic drugs industry, including 
its national champion, Teva. Israel has fought hard 
to strengthen its national IP environment over the 
past 10 years. It remains to be seen whether the 
use of compulsory licensing during the COVID-19 
pandemic was a one-off or a new, negative policy 
departure. The Index will continue to monitor these 
developments in 2021.
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ITALY

STRENGTHS & WEAKNESSES

 9 *HQHURXV�5	'��DQG�,3�VSHFLƓF�WD[�LQFHQWLYHV�LQ�
place

 9 Fairly advanced national IP framework
 9 Major life sciences IP rights in place
 9 Administrative and judicial mechanisms for 

addressing online copyright infringement
 9 Public consultation during policy formation 

and efforts to raise awareness of IP importance 
present

 8 Registration requirements for licensing 
agreements

 8 Regulation 2019/933 and existing SPC exemption 
IRU�H[SRUWV�RI�ELRSKDUPDFHXWLFDOV�SRVH�VLJQLƓFDQW�
risk to Italy’s and EU’s research- and IP-based 
biopharma industry

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 41.57

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.00

1. Term of protection 1.00

2. Patentability requirements 0.75

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 4.66

10. Term of protection 0.66

11. Exclusive rights 0.50

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 0.75

14. Limitations and exceptions 0.50

15. Digital rights management 0.50

16. Government use of licensed software 0.75

Category 3: Trademarks, Related Rights, and 
Limitations 3.00

17. Term of protection 1.00

18. Protection of well-known marks 0.75

19. Exclusive rights, trademarks 0.75

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 1.75

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.75

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 2.75

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 0.75

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.00

26. Barriers to market access 1.00

27. Barriers to technology transfer 0.75

28. Registration and disclosure requirements of 
licensing deals 0.50

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 4.91

32. Physical counterfeiting rates 0.59

33. Software piracy rates 0.57

34. Civil and procedural remedies 0.75

35. Pre-established damages 0.50

36. Criminal standards 0.50

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.75

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

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

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 6.75

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 0.75

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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Italy’s overall score has decreased slightly from 
83.18% (41.59 out of 50) in the eighth edition to 
83.15% (41.57 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�LQGLFDWRU����

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products: In 2015, under the overarching initiative 
to reform and deepen the single market with the 
purpose of spurring economic growth in the EU, 
the European Commission announced its intentions 
to explore options for recalibrating certain ele-
ments of patent term restoration for biopharma-
ceuticals, so-called Supplementary Protection Cer-
WLƓFDWHV��63&V���2QH�RSWLRQ�IRU�FKDQJH�SXW�IRUWK�
by the commission was to provide European man-
ufacturers of generic drugs and biosimilars with 
an SPC manufacturing and export exemption (“SPC 
exemption”). The overriding purpose of the pro-
posal was to provide European manufacturers of 
generic drugs and biosimilars a competitive ad-
vantage by weakening IP protection for innovators. 
As the Index and others have pointed out, there 
were many troubling assumptions underlying the 
FRPPLVVLRQōV�SURSRVDO��,QGHHG��WKLV�ZDV�UHFRJQL]HG�
even by several key EU Member States. Most ba-
sically, the proposal assumed that there is an actu-
al market and demand for European generic man-
ufacturers. Yet it is not at all clear what this market 
is or where the demand for generic medicines 
produced in Europe would come from. More 
broadly, instead of allowing European generic 
manufacturers to gain a competitive advantage, it 
is much more likely that, over time, other econo-
mies will emulate the EU and also introduce poli-
cies that undermine biopharmaceutical IP protec-
tion. In fact, events in 2020 suggest that this is 
exactly what is happening. In a wide-ranging set 

of amendments to the Law on Protection of Rights 
to Inventions and Utility Models, the Ukraine has 
notably weakened its patenting environment as it 
relates to biopharmaceuticals. While these legis-
lative changes are meant to better align Ukraine’s 
national IP environment with that of the EU as part 
of the 2017 Ukraine-European Union Association 
Agreement, they will have the opposite effect. Not 
only do these changes substantially weaken the 
eligibility for biopharmaceutical patentable subject 
matter, new procedural barriers to obtaining patent 
term restoration as well as an export and stockpil-
ing exemption have also been introduced. The 
latter exemption is modeled on the EU’s Regulation 
2019/933. As the Index has repeatedly pointed 
out, the most obvious side effect of the overriding 
of IP rights in the EU is that the policy will be em-
ulated by other economies. As the Ukraine exam-
SOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�(XURSHDQ�
generics industry the introduction of an SPC ex-
emption will simply end up hurting Europe’s re-
search-based industry and lead to a global race 
toward the bottom in weakening IP standards. From 
July 2019, Regulation 2019/933 is in force and the 
SPC export exemption is now, for all intents and 
purposes, legal and operational in all EU Member 
States. As has been stated in previous editions of 
the Index, the decision to move ahead with the 
63&�H[HPSWLRQ�LV�D�VLJQLƓFDQW�EORZ�WR�ELRSKDUPD-
ceutical rights-holders and weakens the IP envi-
ronment across the EU. As a result of this action, 
the score on indicator 7 was reduced for all EU 
Member States included in the Index. Further de-
velopments in 2020 add to the uncertainty over 
the EU’s SPC regime. In July, the Court of Justice 
of the European Union handed down a verdict in 
the case Santen SAS v Directeur général de l’Insti-
tut national de la propriété industrielle, C-673/18. 
Originating in France and referred to the CJEU by 
the Paris Court of Appeal in 2018, the case is about 
the extent to which it is possible to obtain an SPC 
for new innovations relating to approved biophar-
maceutical products and treatments. In earlier rul-
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ings—see, for example, the 2012 Neurim Pharma-
FHXWLFDOV��������/WG�Y�&RPSWUROOHU�*HQHUDO�RI�
Patents—the CJEU had held that it was possible to 
obtain an SPC for the new use of a product for 
ZKLFK�D�PDUNHW�DXWKRUL]DWLRQ�IRU�WKH�VDPH�DFWLYH�
ingredient had already been granted. This decision 
has now, effectively, been overturned. In its 2020 
ruling, the CJEU emphatically stated “that an MA 
FDQQRW�EH�FRQVLGHUHG�WR�EH�WKH�ƓUVW�0$�ř�ZKHUH�
it covers a new therapeutic application of an active 
ingredient, or of a combination of active ingredi-
ents, and that active ingredient or combination has 
already been the subject of an MA for a different 
therapeutic application.” The court argued that on 
this point the Neurim precedent had erred and not 
fully taken into account the intentions of the law-
makers when originally developing the underlying 
IP incentive and EU Regulation: “the EU legislature 
intended, in establishing the SPC regime, to protect 
not all pharmaceutical research giving rise to the 
grant of a patent and the marketing of a new me-
dicinal product, but to protect research leading 
WR�WKH�ƓUVW�SODFLQJ�RQ�WKH�PDUNHW�RI�DQ�DFWLYH�
ingredient or a combination of active ingredi-
ents as a medicinal product.” From a legal per-
spective, the Court’s verdict may set an unfortunate 
precedent and further limit the availability of Eu-
ropean incentives for biopharmaceutical innova-
tion. More broadly, from a public policy perspec-
tive, the court’s verdict is odd and fails to 
understand the basics of biopharmaceutical inno-
vation. Technological innovation is frequently 
thought of as consisting of two distinguishable 
modes or models: radical innovation and incre-
mental innovation. Radical innovation, as the name 
suggests, is the introduction of completely new or 
revolutionary ideas or products. Frequently, such 
innovations wholly alter the way an industry or even 
an economy functions, fundamentally changing 
economic and social behavior. In contrast to radi-
cal innovation, incremental innovation is a process 
of piecemeal improvement of existing technologies 
or techniques. Usually, incremental innovations 

follow on from revolutionary or radical innovations. 
Does this mean that radical innovation is the pro-
verbial “good” form of innovation and non-revo-
lutionary incremental innovation is “bad” and, from 
a societal perspective, largely useless? Because 
that is the underlying policy rationale behind the 
court’s reasoning. In its verdict and assumptions 
about the intentions of European lawmakers, the 
court has implied that incremental biopharmaceu-
tical innovations are less meaningful and therefore 
should not be eligible for the SPC incentive. But 
most biopharmaceutical innovation is in large part 
incremental. In fact, incremental innovation is an 
essential part of the biopharmaceutical R&D pro-
cess. Follow-on medications and incrementally 
improved or altered therapies frequently reduce 
side effects, improve on existing delivery systems 
or the administration of a medicine, increase ef-
fectiveness, and reduce dosages required. Without 
incremental innovations—and the IP incentives that 
drive investment and resources into developing 
them—the world would not have access to the lat-
est generations of some of the most used medi-
cines and medical devices. This includes insulin, 
beta-blockers, ACE inhibitors, contraceptives, in-
VXOLQ�SXPSV��VWDWLQV��]ROHGURQLF�DFLG��DQG�FRXQWOHVV�
other commonly used biopharmaceutical products 
and devices. The development of HIV/AIDS treat-
ment is a concrete example of how incremental 
improvements to existing technologies over time 
amount to what in effect becomes a radical inno-
vation whereby the latest technology is barely 
UHFRJQL]DEOH�FRPSDUHG�ZLWK�LWV�ƓUVW�JHQHUDWLRQ�
SUHGHFHVVRU��7KH�ƓUVW�JHQHUDWLRQ�RI�+,9�$,'6�DQ-
tiretrovirals had serious side effects and were com-
bination therapies requiring the consumption of 
large volumes of medication several times per day. 
Side effects included explosive diarrhea, severe 
nausea, loss of sense of taste, skin problems, and 
painful nerve injury. The development of the sec-
ond generation of drugs, centering on the concept 
of highly active antiretroviral therapy, saw improved 
treatment options and reduced side effects. Still, 
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treatment centered on the administration and con-
sumption of several medicines per day. It is only 
in recent years that new therapies have been in-
troduced based on incremental innovations that 
allow for combination pills. Instead of an array of 
pills taken every few hours, these products require 
that the patient take only a single pill once daily. 
This new ease of medication has led to increased 
DGKHUHQFH��ZKLFK�KDV��LQ�WXUQ��LQFUHDVHG�HIƓFDF\�
VLJQLƓFDQWO\�ZLWK�OLWWOH�WR�QR�PDMRU�FKDQJH�LQ�OLIH-
style. This allows patients to live socio-economical-
ly productive lives with what had once been a de-
bilitating and often fatal disease. In the long term, 
WKLV�KDV�DOVR�FDXVHG�D�VLJQLƓFDQW�GHFUHDVH�LQ�FRVWV�
for treating side effects, thus reducing the cost bur-
den on a given health system. It is hard to see how 
this type of innovation should not be eligible for 
IP incentives such as SPC protection. The Index will 
continue to monitor these developments in 2021.

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): Like many other 
EU Member States, Italy is currently in the process 
of transposing Directive 2019/790 on copyright 
and related rights in the Digital Single Market. In 
the fall of 2020, the Italian Senate (European Af-
fairs Chamber) had in the fall of 2020 approved 
a draft version of the law and transmitted it back 
to the government with comments. The draft law 
SRLQWHG�WR�VHYHUDO�DUHDV�LQ�QHHG�RI�EHWWHU�GHƓQLWLRQ�
DQG�FODULƓFDWLRQ�DQG�KRZ�WKH\�ZRXOG�IXQFWLRQ�LQ�
practice. This includes Articles 15 and 17, which 
relate to a neighboring right for press agencies 
and press publishers and the so-called “upload 
ƓOWHU�Ő�UHVSHFWLYHO\��7KH�(XURSHDQ�&RPPLVVLRQ�LV�
currently assisting Member States in their national 
transposition processes through the Copyright 
&RQWDFW�&RPPLWWHH�DQG�ZDV�VHW�WR�LVVXH�VSHFLƓF�
guidance on implementation of some of the more 

complex aspects of the legislation, including Article 
17. Member States have until June 2021 to trans-
pose the Copyright Directive into their national 
laws. 

12. Expeditious injunctive-style relief and dis-
abling of infringing content online: As noted in 
previous editions of the Index, Italian Communi-
cations Regulatory Authority (AGCOM) has over 
UHFHQW�\HDUV�VWUHQJWKHQHG�LWV�SRZHU�WR�ƓJKW�RQOLQH�
copyright infringement. This includes the power to 
ask ISPs to implement notice and stay-down mea-
sures, issue preliminary injunctions to disable ac-
cess to infringing websites within three days upon 
UHFHLYLQJ�QRWLƓFDWLRQ�IURP�D�ULJKWV�KROGHU��DQG�LVVXH��
“dynamic injunctions” to address alias sites (rule 
490/13/CONS). Article 195 of Decree Law 34 of 
May 2020 (Decreto Rilancio) expands AGCOM’s 
powers to protect copyrighted works through so-
cial platforms and telephone or instant messaging 
platforms—violations that up until now had escaped 
the authority’s jurisdiction. In the event of non-com-
pliance with AGCOM’s orders, an administrative 
ƓQH�FDQ�EH�LVVXHG�ZRUWK�IURP�(85�������XS�WR�
���RI�WKH�WXUQRYHU�DFKLHYHG�LQ�WKH�ƓQDQFLDO�\HDU�
FORVHG�SULRU�WR�QRWLƓFDWLRQ�RI�WKH�GLVSXWH��
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JAPAN

STRENGTHS & WEAKNESSES

 9 Copyright Act 2020 amendments continue to 
strengthen copyright environment

 9 Design Act amendments came into effect in 
2020—increase term of protection

 9 Copyright amendments of 2019 strengthen TPM 
laws and increase term of protection

 9 Global leader with respect to targeted 
administrative incentives for the creation and use 
of IP assets for SMEs

 9 Economic Partnership Agreement with EU—
agreement includes a substantial IP chapter

 9 Licensing guidelines published by JPO provide 
balanced approach to licensing terms and 
conditions for SEPs

 9 Has signed and acceded to all international IP 
treaties included in the Inde

 9 Strong, sophisticated national IP environment 
in place with relevant IP rights and protection 
available for all major IP rights categories

 8 Uncertainty over the protection of 
biopharmaceutical patent rights following 
approval of several follow-on drugs in 2020 by the 
Japanese drug regulatory authority

 8 1R�,3�VSHFLƓF�WD[�LQFHQWLYHV��VXFK�DV�D�SDWHQW�ER[�
regime, in place

 8 Remedies against online copyright infringement 
remain under-developed compared with other 
OECD economies

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 45.56

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.50

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 5.74

10. Term of protection 0.74

11. Exclusive rights 1.00

12. Injunctive-type relief 0.50

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 1.00

15. Digital rights management 1.00

16. Government use of licensed software 1.00

Category 3: Trademarks, Related Rights, and 
Limitations 3.50

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 1.00

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 2.00

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 1.00

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 2.80

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 1.00

25. Regulatory data protection term 0.80

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.17

26. Barriers to market access 1.00

27. Barriers to technology transfer 1.00

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 6.10

32. Physical counterfeiting rates 0.76

33. Software piracy rates 0.84

34. Civil and procedural remedies 0.75

35. Pre-established damages 0.75

36. Criminal standards 1.00

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.75

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

42. Targeted incentives for the creation and use of IP 
assets for SMEs 1.00

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Japan’s overall score has increased from 90.40% 
(45.20 out of 50) in the eighth edition to 91.12% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicators 14 and 21.

Patents, Related Rights, and Limitations

5. Pharmaceutical-related patent enforcement 
and resolution mechanism: As noted over the 
course of the past nine editions, Japan has his-
torically been one of the top-performing econ-
omies benchmarked and sampled in the Index. 
The Japanese national IP environment is highly 
sophisticated with particular strengths in Category 
1: Patents, Related Rights, and Limitations: Japan 
has never ranked outside the top 10 on this cate-
gory or scored lower than 90% on the category as 
a whole. This may now be changing. Following the 
conclusion of a patent invalidation action lodged 
LQ������ZLWK�WKH�-DSDQ�3DWHQW�2IƓFH��LQ�$XJXVW�
2020 the Japanese Ministry of Health, Labour 
and Welfare (MHLW) approved several generic 
follow-on products for the drug pregabalin. The 
MHLW’s decision was surprising given that the JPO 
had upheld several of the innovator’s claims and 
rights in the patent invalidation action. Following 
the approval, the rights-holder in question initiat-
ed patent infringement proceedings against the 
approved generic products. However, at the time 
of research, no injunctive or preliminary relief had 
been granted. Mid-December 2020 news reports 
suggested that these products had been added 
to the Japanese National Health Insurance price 
list and that at least one product had been intro-
duced into the marketplace. The net result is that 
not only have several potentially patent-infring-
ing generic follow-on products been introduced 
onto the Japanese pharmaceutical market and 
approved by Japan’s drug regulatory authorities 

but, moreover, the rights-holder in question has 
been unable to achieve any effective preliminary 
relief in anticipation of a full patent infringement 
trial. There is a potential high cost to any national IP 
system that is unable to effectively resolve any bio-
pharmaceutical patent infringement dispute prior 
to the marketing of a product and provide effective 
interim relief. In this respect biopharmaceutical 
products are unique, as they involve not only the 
potential infringing party and the rights-holder, but 
also patients whose health and well-being depend 
on the products in question. Consequently, the 
introduction of a potentially infringing product 
onto the marketplace puts both patients and the 
follow-on manufacturers at risk. In short, this situ-
DWLRQ�FUHDWHV�VLJQLƓFDQW�XQFHUWDLQW\�IRU�LQQRYDWRUV�
and generic manufacturers alike and could result 
in products being prescribed to Japanese patients 
that ultimately have to be withdrawn from the mar-
ket based on the outcome of the pending litigation. 
It is exactly this uncertainty that well-functioning and 
effective patent enforcement systems are designed 
to avoid. The Index will continue to monitor these 
developments in 2021.

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 
injunctive-style relief and disabling of infringing 
content online; 13. Availability of frameworks 
that promote cooperative action against on-
line piracy; and 14. Scope of limitations and 
exceptions to copyrights and related rights: As 
has been noted in previous editions of the Index, 
online piracy (in particular of manga and anime) is 
an area of growing concern in Japan. As part of a 
broad coalition of industry and content creators, the 
Japanese Ministry of Economy, Trade, and Industry 
(METI) announced in 2014 it would “monitor and 
remove illegally uploaded copies” of both anime 
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and manga content through the Manga-Anime 
Guardians Project (MAGP). Initial reports from 
0(7,�VXJJHVWHG�WKDW�D�VLJQLƓFDQW�GURS�LQ�SLUDWHG�
anime and manga materials had been achieved, 
with close to 1 million infringing copies and online 
ƓOHV�EHLQJ�UHPRYHG�DQG�RU�GHOHWHG��FRUUHVSRQG-
ing to an estimated 70% of all illegal anime and 
manga content online. Unfortunately, infringement 
has continued in the years since the program was 
launched. Facing this growing challenge, Japanese 
authorities have over the course of the past three 
years announced new legislative proposals and 
increased enforcement efforts. These efforts have 
targeted disabling access to so-called “leech” web-
sites—that is, aggregation websites that provide 
hyperlinks to infringing materials and webpages. 
As noted in previous editions of the Index, Japan 
provides for a relatively limited notice and take-
down mechanism with regards to copyright-in-
fringing materials. Under the Law Concerning the 
/LPLWV�RI�/LDELOLW\�IRU�'DPDJHV�RI�6SHFLƓHG�7HOH-
communications Service Providers and the Right 
WR�5HTXHVW�'LVFORVXUH�RI�,GHQWLƓFDWLRQ�,QIRUPDWLRQ�
of the Senders (Law No. 137), Japanese ISPs have 
DQ�REOLJDWLRQ�WR�DFW�RQ�EHLQJ�QRWLƓHG�RI�D�SRVVLEOH�
infringement by a rights- holder. However, unlike 
many other economies’ notice and takedown sys-
tems, under Law No. 137, ISPs must inform the 
alleged infringer of the allegation of infringement 
prior to any takedown of the infringing material. 
2Q�QRWLƓFDWLRQ��WKH�DOOHJHG�LQIULQJHU�WKHQ�KDV�D�
period of seven days to respond to the allegation, 
and only upon the expiration of the seven days, if 
no response from the alleged infringer has materi-
DOL]HG��FDQ�WKH�,63�WDNH�GRZQ�WKH�DOOHJHG�PDWHULDO��
Japan has historically also had a relatively broad 
personal-use exception in place for copyright. 
While 2010 amendments to the Copyright Act 
FODULƓHG�WKDW�H[LVWLQJ�SHUVRQDO�XVH�H[FHSWLRQV�GLG�
QRW�DSSO\�LQ�FDVHV�LQ�ZKLFK�DXGLR�RU�ƓOP�FRQWHQW�
was downloaded from what was knowingly an 
infringing source, these amendments were not 
expanded to cover other copyrighted content 

and works. To strengthen available enforcement 
remedies and provide a stronger deterrent against 
continued infringement of copyright online, the 
Japanese Diet in 2020 passed several sets of 
amendments to the Copyright Act introducing 
two major changes. First, criminal penalties and 
sanctions were introduced targeting the hosting, 
operation, and linking of leech websites that link to 
infringing materials and webpages, particularly for 
manga and anime. Second, downloading all forms 
of copyright-infringing content, not just audio and 
ƓOP��LV�QRZ�DQ�RIIHQVH��7KH�-DSDQHVH�JRYHUQPHQW�
should be commended for taking legislative action 
and strengthening the national copyright environ-
ment. In particular, the elimination of the uncertain-
ty around the private use exception to copyright 
is positive and has resulted in a score rise of 0.25 
on indicator 14. Still, it is noteworthy that these 
legislative amendments did not go further. For 
example, the amendments contain no requirement 
or reference to one of the most forward-looking 
and effective means of limiting access to infringing 
content: injunctive-style relief. First pioneered in 
Europe, injunctive-style relief allows rights-hold-
ers to get immediate and effective relief against 
online infringement. As has been detailed in the 
Index over the past few years, economies that have 
introduced some system of injunctive-style relief 
include a growing number of EU Member States, 
Australia, Singapore, Russia, and India. Illegal, often 
foreign-based, websites such as The Pirate Bay 
have been effectively disabled and piracy rates 
have decreased measurably in the economies that 
have introduced these measures. But in Japan 
such a mechanism is not available, with any ac-
tion taken by individual ISPs being on a voluntary 
EDVLV��$OWKRXJK�GLVFXVVHG�LQ�������WKH�ƓQDO������
amendments to the Copyright Act did not contain 
any such measures, and the U.S. Chamber believes 
this is a missed opportunity. Introducing a more 
effective system to disable access to illegal and 
copyright-infringing environments would be a big 
step forward in strengthening Japan’s copyright 
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environment and protecting the rights of its many 
creators and artists, manga and otherwise. 

Design Rights, Related Rights, and Limitations

21. Industrial design term of protection: The 
Design Act 2019 amendments came into effect 
in early 2020. Changes included increasing the 
term of protection for registered design rights from 
20 years to 25 years, matching the international 
benchmark used for this indicator. As a result, the 
score on this indicator has increased to 1.
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JORDAN

STRENGTHS & WEAKNESSES

 9 Basic legal framework for major IP rights
 9 6HFWRU�VSHFLƓF�,3�ULJKWV�LQWURGXFHG�DV�SDUW�RI�

2001 U.S. FTA

 8 1R�5	'��RU�,3�VSHFLƓF�WD[�LQFHQWLYHV�LQ�SODFH
 8 No targeted incentives for the creation and use of 

IP assets for SMEs
 8 High levels of copyright infringement, particularly 

online
 8 Uncertainty as to the actual availability of the full 

term of RDP protection—eligibility contingent on 
global launch and registration in Jordan within 18 
months

 8 Uncertainty over availability of patents for CIIs

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 22.26

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 5.75

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.25

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 1.00

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 0.00

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 1.94

10. Term of protection 0.44

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.50

15. Digital rights management 0.50

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 1.75

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 0.85

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.25

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 3.75

26. Barriers to market access 1.00

27. Barriers to technology transfer 0.50

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 0.25

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 1.97

32. Physical counterfeiting rates 0.27

33. Software piracy rates 0.45

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 1.50

39. Coordination of IP rights enforcement 0.25

40. Consultation with stakeholders during IP policy 
formation 0.25

41. Educational campaigns and awareness raising 0.50

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.00

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 3.50

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

0.00

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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 0.00

50. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Jordan’s overall score has increased from 44.16% 
(22.08 out of 50) in the eighth edition to 44.53% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicator 37.

Enforcement

37. Effective border measures: Under Law No. 20 
RI�������-RUGDQLDQ�FXVWRPV�RIƓFLDOV�KDYH�IDLUO\�FOHDU�
H[�RIƓFLR powers to take action against suspected 
infringing goods. Under Article 41:6, sub-section D, 
the customs authorities “may suspend the proce-
dures of clearance and the release of goods, if he 
is convinced, based on prima facie evidence, that 
there is an infringement occurrence in copyright/
trademark related cases.” Unfortunately, this clear 
right of action has historically had some consider-
able exceptions. To begin with, under the existing 
implementing regulations (Regulation No.7, “Bor-
der Measures for the Protection of Intellectual Prop-
erty Rights”), the H[�RIƓFLR authority was exempted 
for goods in transit and goods in economic free 
]RQHV��$OWKRXJK������DPHQGPHQWV�WR�WKH�ODZ�GLG�
not expand H[�RIƓFLR powers to also apply to goods 
in transit, Article 41:6, sub-section H, now states that 
H[�RIƓFLR authority extends to “Development Zones, 
Free Zones and Aqaba Special Economic Zone.” 
This is a positive development and has resulted in 
a score increase of 0.25 on this indicator. 

6\VWHPLF�(IƓFLHQF\

41. Educational campaigns and awareness 
raising: In Jordan, there are relatively few aware-
ness-raising and public outreach campaigns on 
the importance of IP rights and socio-economic 
EHQHƓWV�,3�LQGXVWULHV�EULQJ��7KH�,QGXVWULDO�3URSHUW\�
Protection Directorate (IPPD) and other related in-
stitutions within the Jordanian government do not 

have dedicated programs in place. Looking at the 
IP Outreach in Practice database housed by WIPO, 
there are currently nine public outreach campaigns 
active in Jordan. None of these campaigns are 
sponsored or directly supported by the Jordanian 
government, and none of them are geographically 
VSHFLƓF�WR�-RUGDQ��6WLOO��ZKLOH�QRW�V\VWHPDWLF��WKHUH�
have been some efforts by the Jordanian authori-
ties to promote greater awareness of IP rights and 
the negative impact of counterfeiting and piracy. 
For example, the IPPD and other institutions have 
supported ad hoc programs and awareness ses-
sions to explain the importance of IP registration 
DQG�FRPPHUFLDOL]DWLRQ�DFWLYLWLHV��0RVW�QRWDEOH�RI�
all has been the Jordanian FDA (JFDA) and Ministry 
of Health’s efforts to combat counterfeit medicines. 
The pharmaceutical supply chain in Jordan has his-
torically been affected by high rates of counterfeit 
and substandard medicines. A 2013 study of the 
incident of substandard medicines in a sample of 
Middle Eastern economies, including Jordan, found 
that half of antibiotics sampled were substandard. 
Similarly, a 2014 academic article surveying phar-
macists’ awareness of poor-quality medicines in 
the supply chain published in the Journal of the 
Royal Medical Services��WKH�RIƓFLDO�MRXUQDO�IRU�WKH�
Royal Medical Services, Jordan’s armed service’s 
health authority) found that 37% of pharmacists had 
come across counterfeit cases, with half of them 
having come across several cases. The JFDA and 
Ministry of Health have actively sought to combat 
this problem through multiple awareness-raising 
campaigns and enforcement action. 
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KENYA

STRENGTHS & WEAKNESSES

 9 Anti-Counterfeit Act amendments of 2020 
strengthen enforcement powers

 9 Copyright amendments of 2019 strengthen the 
protection of copyright in Kenya

 9 Basic IP framework in place, including several 
VHFWRU�VSHFLƓF�ULJKWV

 9 Dedicated IP bodies and enforcement agencies
 9 Recent efforts to improve knowledge and 
IUDPHZRUNV�IRU�SURSHU�XVH�DQG�FRPPHUFLDOL]DWLRQ�
of IP assets

 8 Draft IP Bill in 2020 would combine IP authorities 
XQGHU�RQH�RIƓFH��LW�LV�XQFOHDU�ZKHWKHU�HDFK�
section would have enough resources and staff

 8 Barriers in place for licensing and technology 
transfer

 8 1R�5	'��RU�,3�VSHFLƓF�WD[�LQFHQWLYHV�LQ�SODFH
 8 No targeted incentives for the creation and use of 

IP assets for SMEs
 8 Weak and backlogged judicial system with 
QRWDEOH�GHƓFLHQFLHV�LQ�FULPLQDO�HQIRUFHPHQW

 8 Important gaps in copyright protection and 
enforcement, particularly in the digital space

 8 Legislative and resource barriers to border 
enforcement

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 18.62

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 4.50

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.25

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.00

9. Patent opposition 0.75

Category 2: Copyrights, Related Rights, and 
Limitations 3.03

10. Term of protection 0.53

11. Exclusive rights 0.50

12. Injunctive-type relief 0.25

13. Cooperative action against online piracy 0.25

14. Limitations and exceptions 0.50

15. Digital rights management 0.50

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 2.00

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 1.10

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.50

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 1.25

26. Barriers to market access 0.50

27. Barriers to technology transfer 0.25

28. Registration and disclosure requirements of 
licensing deals 0.00

29. Direct government intervention in setting licensing 
terms 0.00

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 1.49

32. Physical counterfeiting rates 0.23

33. Software piracy rates 0.26

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.00

36. Criminal standards 0.25

37. Effective border measures 0.25

38. Transparency and public reporting by customs 0.25

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 1.75

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.25

41. Educational campaigns and awareness raising 0.50

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.00

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 3.00

44. WIPO Internet Treaties 0.50

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

0.75

46. Patent Law Treaty and Patent Cooperation Treaty 0.75

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 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Kenya’s overall score has increased from 36.82% 
(18.41 out of 50) in the eighth edition to 37.25% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicator 37.

Area of Note

The Kenya Industrial Property Institute (KIPI) in 
2020 released a draft IP Bill. In terms of substan-
tive changes, the primary stated purpose of the 
bill is to consolidate the administration of the cur-
UHQW�,3�DJHQFLHV�LQWR�RQH�ERG\��DQ�,3�2IƓFH��,W�DOVR�
consolidates all major IP-related legislation into 
one legislative act. The enacting of a new IP law 
provides Kenya a good opportunity to examine 
its national IP environment. As the Index has doc-
XPHQWHG�RYHU�WKH�SDVW�ƓYH�\HDUV��LQ�VHYHUDO�DUHDV��
legislative changes could strengthen Kenya’s na-
tional IP environment and improve its economic 
competitiveness. At the time of research, the law 
was still in draft form. 

Enforcement

37. Effective border measures: There are several 
layers of national and regional laws and enforce-
ment organs that govern customs and anti-counter-
feiting activities in Kenya. On the one hand, Kenya 
has its own national laws, regulations, and levels of 
application. On the other hand, anti-counterfeiting 
and customs activities are also governed by its re-
gional commitments with Kenya being a party to 
the East African Community (EAC), a regional group 
consisting of six East African states. Since 2005, 
the EAC has had a Customs Union in place that is 
guided by the East African Community Customs 
Management Act. The end result has been a level 
of uncertainty and lack of clarity on how relevant 
statute (national and regional) and enforcement 

agencies interact. At the national level, the most 
relevant laws are the Customs and Excise Act and 
the Anti-Counterfeit Act, with the corresponding 
enforcement agencies being the Anti-Counterfeit 
Authority (ACA) and the Kenya Revenue Authority 
Customs Services Department. The ACA has broad 
authority over anti-counterfeiting enforcement ac-
tivity throughout Kenya, including border enforce-
ment. Section 23 of the Anti-Counterfeit Act gives 
designated inspectors broad and strong executive 
SRZHUV��LQFOXGLQJ�SRZHUV�RI�VHL]XUH��LQVSHFWLRQ��
and detainment of any suspected goods or activity 
pertaining to counterfeiting. Section 32 of the act 
outlines what constitutes an offence. Sub-section 
(f) states that it is an offence to “import into, transit 
through, tranship within, or export from Kenya, ex-
cept for private and domestic use of the importer 
or exporter as the case may be, any counterfeit 
goods.” In contrast, the Customs and Excise Act 
does not grant as sweeping anti-counterfeiting 
SRZHUV�DV�WKH�$&$��ZLWK�SRZHUV�RI�VHL]XUH�XQGHU�
VHFWLRQ�����UHVHUYHG�IRU�JRRGV�WKDW�DUH�GHƓQHG�DV�
being “liable for forfeiture.” In 2019, new amend-
ments to the Anti-Counterfeit Act allow for the re-
cordal of IP rights with the ACA. Rights-holders now 
have the ability to record any internationally regis-
tered IP rights. Although the amendments primarily 
refer to trademarks, sub-section 12 of section 34(B) 
FODULƓHV�WKDW�ŏWKH�SURYLVLRQV�RI�WKLV�6HFWLRQ�VKDOO�DS-
ply to the recordation of copyrights, trade names, 
or any other form of intellectual property rights 
mutatis mutandis.” Together with other legislative 
changes, the setting up of this recordal system 
has essentially transferred customs enforcement 
authority against suspected IP-infringing goods 
from the Kenyan Customs Service Department to 
the ACA. From an H[�RIƓFLR perspective, the 2019 
amendments to the Anti-Counterfeit Act clarify 
the powers that inspectors will be able to exert 
within the context of border enforcement and im-
SRUWDWLRQ��6SHFLƓFDOO\��VHFWLRQ�������RI�WKH�DPHQG-
ments—Statute Law (Miscellaneous Amendments) 
2018—states, “An inspector shall have the same 
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SRZHUV�DV�DUH�H[HUFLVHG�E\�D�FXVWRPV�RIƓFHU�ZLWK�
regard to importation of counterfeit goods under 
the East African Community Customs Management 
Act, 2005.” The East African Community Customs 
Management Act provides clear H[�RIƓFLR�VHL]XUH�
SRZHUV�WR�ERUGHU�RIƓFLDOV�XQGHU�VHFWLRQ���������
Schedule 2, Part A—Prohibited Goods, sub-sec-
WLRQ�����GHƓQHV�ŏFRXQWHUIHLW�JRRGV�RI�DOO�NLQGŐ�DV�D�
prohibited good. However, with respect to goods 
in transit, the East African Community Customs 
Management Act explicitly exempts goods in transit 
and goods being transshipped from customs action 
through section 20 of the Act. This despite the fact 
that, as mentioned, Schedule 2, Part A—Prohibited 
*RRGV��VXE�VHFWLRQ�����GHƓQHV�ŏFRXQWHUIHLW�JRRGV�
of all kind” as a prohibited good. Whether or not 
these legislative changes result in a stronger level 
of enforcement remains to be seen. In practice, 
both customs enforcement and anti-counterfeiting 
activity in Kenya has been lacking for some time. 
The Anti-Counterfeit Act and Agency have been 
FULWLFL]HG�IRU�D�ODFN�RI�DFWLRQ�DQG�HIIHFWLYH�LPSOH-
mentation of its anti-counterfeiting mandate. The 
$&$�ZDV�QRW�RSHUDWLRQDO�LQ�LWV�ƓUVW�IHZ�\HDUV�RI�
existence, and local media reports suggest that, 
despite being in place for over a decade, there is 
a lack of inter-agency cooperation and clear un-
derstanding of the agency’s authority and interac-
tion with other enforcement bodies. A lack of staff 
also seems to be impeding effective application of 
the act. A 2018 report in the Daily Nation (Kenya’s 
largest broadsheet newspaper) stated, “Rampant 
corruption, negligence, poor coordination among 
State agencies manning the country’s borders and 
other systemic weaknesses give counterfeiters an 
HDV\�WLPH��PDNLQJ�.HQ\D�D�IUHH�ƓHOG�IRU�LPSRUW-
ing and dumping fakes.” The report further noted 
that the Anti-Counterfeit Agency had a total of 24 
inspectors nationally, making it physically impos-
sible for the agency to carry out its core enforce-
ment functions. There have also been several court 
cases involving ACA staff and inspectors accused 
of misconduct and potential corruption; see for 

example, the 2015 case +DVVDQ�(OPL�	���RWKHUV�Y�
Anti-Counterfeit Agency. In terms of the score on 
this indicator, the 2019 amendments to the An-
ti-Counterfeit Act have resulted in an increase of 
�����IRU�WKH�LQVWLWXWLRQDOL]DWLRQ�DQG�FODULƓFDWLRQ�
that inspectors under the ACA now have de jure 
WKH�VDPH�SRZHUV�DV�GHƓQHG�XQGHU�WKH�(DVW�$IULFDQ�
Community Customs Management Act.

6\VWHPLF�(IƓFLHQF\

40. Consultation with stakeholders during IP 
policy formation: There is no formal or statutory 
requirement that Kenyan authorities offer public 
consultations on proposed legislative and regula-
tory changes. Articles 10, 69, and 118 of the 2010 
Kenyan Constitution in broad terms encourage and 
stipulate the participation of the public in public 
policymaking with article 118 being the clearest, 
but this is in respect of the legislature, not the exec-
XWLYH�EUDQFK�RI�JRYHUQPHQW��6SHFLƓFDOO\��WKH�DUWLFOH�
states that the Kenyan Parliament should “facilitate 
public participation and involvement in the legisla-
tive and other business of Parliament and its com-
mittees.” For the executive branch, there is evidence 
of some public consultations taking place, but this 
is ad hoc and varies from government department 
to department, and the proceedings and timelines 
DUH�QRW�VWDQGDUGL]HG�RU�DOZD\V�ODLG�RXW�LQ�VXFK�D�
manner as to ensure adequate notice and ability 
of stakeholders to participate. On a positive note, 
the KIPI is currently holding a public consultation 
on the draft Intellectual Property law. At the time of 
research, a Public Participation Bill was being debat-
ed in Kenyan Parliament. Various iterations of this 
legislation have been discussed since 2016. The 
bill would mandate the involvement of the public 
LQ�RIƓFLDO�SROLF\PDNLQJ�DW�DOO�OHYHOV�RI�JRYHUQPHQW��
including ensuring adequate timelines and notices 
of documents for public consultation. Adoption of 
this bill, or any equivalent piece of legislation, that 
IRUPDOL]HV�WKH�SXEOLF�SDUWLFLSDWLRQ�SURFHVV�LQ�ODZ�
and regulatory rulemaking would be a positive de-
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velopment. Regular consultations with all relevant 
stakeholders are a prerequisite for developing a 
world-class national IP environment in line with 
the highest international standards and practices. 
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KUWAIT

STRENGTHS & WEAKNESSES

 9 Basic IP framework in place
 9 Participant in regional patent and trademark 
KDUPRQL]DWLRQ�HIIRUWV�WKURXJK�*&&

 8 0RVW�VHFWRU�VSHFLƓF�ULJKWV�PLVVLQJ
 8 Barriers in place for licensing and technology 

transfer
 8 1R�5	'��RU�,3�VSHFLƓF�WD[�LQFHQWLYHV�LQ�SODFH
 8 No targeted incentives for the creation and use of 

IP assets for SMEs
 8 Limited participant in international treaties

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 13.93

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 3.00

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.25

4. Plant variety protection 0.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.00

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights, and 
Limitations 2.53

10. Term of protection 0.53

11. Exclusive rights 0.25

12. Injunctive-type relief 0.25

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.50

15. Digital rights management 0.50

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 1.75

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 0.85

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.50

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 2.00

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 0.50

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 2.30

32. Physical counterfeiting rates 0.37

33. Software piracy rates 0.43

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.25

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 0.50

39. Coordination of IP rights enforcement 0.00

40. Consultation with stakeholders during IP policy 
formation 0.25

41. Educational campaigns and awareness raising 0.25

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.00

43. IP-intensive industries, national economic impact 
analysis 0.00

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 0.50

44. WIPO Internet Treaties 0.00

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

0.00

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Kuwait’s overall score has decreased slightly from 
28.02% (14.01 out of 50) to 27.86% (13.93 out of 
�����7KLV�UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�LQ-
dicator 32.

Area of Note

On January 5, 2021, the Gulf Cooperation Council 
�*&&��3DWHQW�2IƓFH�DQQRXQFHG�WKDW��IROORZLQJ�WKH�
41st Session of the Supreme Council and amend-
PHQWV�WR�WKH�3DWHQW�5HJXODWLRQ��WKH�3DWHQW�2IƓFH�
would no longer be accepting patent applications. 
The announcement was unexpected, as the GCC 
patent application route had been operational for 
more than two decades. In 2016, the Kuwaiti Patent 
2IƓFH�VWRSSHG�DFFHSWLQJ�QDWLRQDO�SDWHQW�DSSOL-
cations. This follows the implementation of Law 
No. 71 2013 through implementing Regulation 
115/2016. In effect, the two pieces of legislation 
repealed the old patent law and replaced it with 
the existing patent regime in place under the GCC. 
At the time of research, it was unclear what would 
KDSSHQ�WR�*&&�DSSOLFDWLRQV�ƓOHG�SULRU�WR�WKH�DQ-
QRXQFHPHQW�DQG�KRZ��RU�LI��WKH�.XZDLW�3DWHQW�2IƓFH�
would again start accepting patent applications. 
The Index will continue to monitor these devel-
opments in 2021. 

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. Expedi-
tious injunctive-style relief and disabling of in-
fringing content online; and 13. Availability of 
frameworks that promote cooperative action 
against online piracy: As has been noted in pre-
vious editions of the Index, rights-holders face a 

challenging copyright environment in Kuwait. At the 
statutory level, the Copyright and Related Rights 
Law 2016 provided only basic exclusive rights. The 
ODZ�GLG�QRW�SURYLGH�RU�GHƓQH�D�QRWLƓFDWLRQ�V\VWHP��
safe harbor laws, or circumstances in which ISPs 
and internet mediators have responsibility for copy-
right infringement taking place via their operating 
V\VWHPV��7KHUH�LV�DOVR�QR�OHJDOO\�GHƓQHG�V\VWHP�
of injunctive relief and the disabling of infringing 
content online—whether through a judicial or ad-
ministrative authority. Since 2014-15, new laws re-
lating to telecommunications and cybercrime have 
invested vast powers in a government regulator 
(the Communications and Information Technolo-
gy Authority, CITRA) to oversee and regulate the 
online space. Under Law No. 37 of 2014 on the 
Establishment of Communication and Information 
Technology Regulatory Authority, CITRA has the 
power to suspend operating licenses and individual 
accounts. News reporting and published reports 
by the U.S. State Department suggest that the Ku-
waiti authorities have disabled access to a variety 
of web content, including sites that link or provide 
access to copyright-infringing material. CITRA of-
fers a dedicated web portal where online requests 
for the disabling of websites can be requested. 
However, this portal is not aimed at copyright-in-
fringing content exclusively but is much more gen-
HUDO�DQG�EURDGO\�GHƓQHG��,Q�������D�QHZ�FRS\ULJKW�
law, Law 75 on Copyright and Related Rights, was 
passed. Law 75 makes some potentially important 
changes to Kuwait’s copyright regime. Article 36 
provides potential new avenues for enforcement. 
6SHFLƓFDOO\��WKH�DUWLFOH�JUDQWV�D�EURDGHU�W\SH�RI�
administrative enforcement authority to designated 
RIƓFLDOV�FRPSDUHG�ZLWK�WKH�SURYLVLRQV�LQ�WKH�ROGHU�
Copyright Law. At the time of research, no imple-
menting regulations had been issued and it was 
not clear how these enforcement powers would be 
administered and applied. Nevertheless, this is a 
positive development, and the Index will monitor 
the application of these new powers in 2021. 
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0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties

Kuwait is a contracting party to only one of the nine 
treaties included in the IP Index, the Patent Coop-
eration Treaty. Kuwait is not a contracting party to 
the WIPO Internet Treaties; the Protocol Relating to 
the Madrid Agreement Concerning the Internation-
al Registration of Marks; the Singapore Treaty on 
the Law on Trademarks; the Patent Law Treaty; the 
International Convention for the Protection of New 
Varieties of Plants, Act of 1991; the Convention on 
Cybercrime; or the Hague Agreement Concerning 
the International Registration of Industrial Designs. 
Similarly, Kuwait has not concluded any post-TRIPS 
FTAs with substantive IP provisions. The GCC has 
concluded FTAs with Singapore and the European 
Free Trade Association (EFTA), but neither of these 
agreements include a dedicated or comprehensive 
IP chapter. Being a contracting party to key interna-
WLRQDO�,3�WUHDWLHV�UHŴHFWV�D�JLYHQ�HFRQRP\ōV�EURDGHU�
participation in the international IP community and 
embrace of the highest IP standards. Most econ-
omies benchmarked in the Index are members of 
two or more of the treaties included in the Index.
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MALAYSIA

STRENGTHS & WEAKNESSES

 9 Trademark Act amendments of 2020 strengthen 
enforcement environment

 9 Increased action against copyright infringement 
through set-top boxes in 2019

 9 *HQHURXV�5	'��DQG�,3�VSHFLƓF�WD[�LQFHQWLYHV�LQ�
place

 9 Intellectual Property Corporation of Malaysia has 
PPH agreements in place with both the EPO and 
JPO

 9 Strong focus by Malaysian government on IP as a 
commercial asset and technology transfer

 8 Government use license (the equivalent of a 
compulsory license) issued in 2017 for sofosbuvir, 
a new breakthrough medicine to treat hepatitis C

 8 De facto RDP full-term of protection is not offered 
to new products

 8 Patent term restoration not offered

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 25.80

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 3.75

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 0.25

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 4.53

10. Term of protection 0.53

11. Exclusive rights 0.75

12. Injunctive-type relief 0.75

13. Cooperative action against online piracy 0.75

14. Limitations and exceptions 0.50

15. Digital rights management 0.75

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 2.50

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.75

20. Frameworks against online sale of counterfeit 
goods 0.25

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

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.25

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 3.92

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 0.00

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 2.85

32. Physical counterfeiting rates 0.36

33. Software piracy rates 0.49

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.50

36. Criminal standards 0.50

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.50

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 0.25

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 2.00

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Malaysia’s overall score has increased from 51.24% 
(25.62 out of 50) in the eighth edition to 51.61% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicator 19.

Patents, Related Rights, and Limitations

6. Legislative criteria and active use of compul-
sory licensing of patented products and technol-
ogies: As has been noted over the course of the 
Index, Malaysian law and practice on compulsory 
OLFHQVLQJ�LV�ƓUPO\�RXWVLGH�LQWHUQDWLRQDO�VWDQGDUGV��
On the basis of price considerations, the Malaysian 
JRYHUQPHQW�LQ������ƓUVW�LVVXHG�D�FRPSXOVRU\�OL-
cense for the importation of generic antiretroviral 
medicines. Thirteen years later, in 2017, Malaysia is-
sued a government use license (the equivalent of a 
compulsory license) for sofosbuvir, a breakthrough 
medicine to treat hepatitis C, despite the fact that 
the U.S. manufacturer had decided to include Ma-
laysia in its voluntary licensing program. In a state-
ment accompanying the decision, the Ministry of 
Health (MOH) made clear that the decision to issue 
a compulsory license was driven primarily by the 
cost of the medicine: “The decision to initiate the 
Rights of Government was made after the MOH 
efforts to be included in the Medicine Patent Pool 
(MPP) and price negotiations with patent holder 
were unsuccessful [sic]. Through the implemen-
tation of The Rights of Government, the cost of 
treatment will be lower and more patients can be 
treated.” The 2017 compulsory license was not 
further renewed upon expiry in 2020, which is a 
step in a positive direction. However, discussions on 
embracing compulsory licensing as a health policy 
tool continued in 2020. In August, Health Minister 
Dr. Adham Baba was asked about the need for the 
issuing of new compulsory licenses for COVID-19 
treatments due to the potential high cost of poten-

tial therapies. The minister responded that, while 
this was a matter for the full cabinet, this was a 
course of action the government should consider. 
+RZHYHU��FRVW�LV�QRW�D�UHOHYDQW�MXVWLƓFDWLRQ�RU�EDVLV�
for compulsory licensing under the TRIPS Agree-
ment. TRIPS Article 31, including the amendments 
introduced in the 2001 Doha Ministerial Declara-
tion, and the subsequent General Council decision 
that allows the export of medicines produced un-
der a compulsory license (outlined in Paragraph 6), 
form the legal grounds for compulsory licensing 
for medicines. The chairman’s statement accom-
panying the General Council decision (concerning 
Paragraph 6 of the Doha Declaration) underscores 
that these provisions are not in any way intended 
for industrial or commercial objectives, and, if used, 
should be aimed solely at protecting public health. 
In addition, Article 31 and the Doha Declaration 
suggest that compulsory licensing represents a 
“measure of last resort”—intended primarily for 
public health and humanitarian emergencies such 
as pandemics, and to be used only after all other 
options for negotiating pricing and supply have 
been exhausted. The severe and sudden impact 
the COVID-19 pandemic is having on public health 
around the world means that, in effect, the con-
ditions of the potential issuing of a compulsory 
license are being met in many economies, includ-
ing in Malaysia. The pandemic poses a clear and 
present danger to public health all over the world. 
In March 2020, during the height of the COVID-19 
SDQGHPLF��WKH�,VUDHOL�JRYHUQPHQW�DXWKRUL]HG�WKH�
issuing of a compulsory license for the antiviral 
drug lopinavir/ritonavir. However, the rationale and 
MXVWLƓFDWLRQ�IRU�WKH�OLFHQVH�ZDV�QRW�FRVW��,QVWHDG��
WKH�EDVLV�IRU�WKH�GHFLVLRQ�ZDV�WKDW��ƓUVW��WKH�,VUDHOL�
Ministry of Health viewed the drug as a potential 
treatment against COVID-19 and, second, that the 
manufacturer was viewed as not being able to meet 
potential domestic demand. But the adoption of 
compulsory licensing as a health policy tool—as 
opposed to an emergency measure—raises several 
critical questions about the development of the 
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Malaysian economy. Since the early 2000s, Malaysia 
has embarked on a series of forward-looking poli-
cy reforms aimed at climbing the economic value 
chain and increasing the proportion of economic 
output generated from innovation and high-tech 
LQGXVWULHV��6XFFHVVLYH�QDWLRQDO�ƓYH�\HDU�SODQV��WKH�
launch of the New Economic Model in 2010, and a 
host of programs aimed at growing the biotechnol-
ogy and biopharmaceutical sectors—most notably 
the Bioeconomy Transformation Programme—have 
helped grow the economy and improve the Malay-
sian economy’s international competitiveness. As 
has been documented in the Index over the past 
nine years, Malaysia has also improved its nation-
al IP environment, particularly with respect to the 
protection of copyright. In large measure these 
policies have been successful. In 2000, Malaysia 
had a per capita income of just under USD13,000 
on a purchasing power parity (PPP) basis, roughly 
comparable to Mexico and Argentina. In 2019, 
Malaysia’s per capita GDP had more than doubled, 
growing to almost USD30,000 and was 50% high-
er than Mexico’s and more than 25% higher than 
Argentina’s. Over the same time period the value 
and volume of high-technology manufacturing and 
H[SRUWV�KDG�JURZQ�VXEVWDQWLDOO\��<HW�LW�LV�GLIƓFXOW�WR�
see how embracing the overriding of patent rights 
for biopharmaceuticals as public policy will help 
Malaysia continue to build and develop its econo-
my. For all economies—emerging and developed 
alike—what drives innovation, technological advanc-
es, and—ultimately—economic development and 
growth is the creation of new forms of intangible 
assets and IP. Embracing compulsory licensing as 
D�FRVW�FRQWDLQPHQW�WRRO�DQG�LQVWLWXWLRQDOL]LQJ�LW�DV�
part and parcel of Malaysian health policy will not 
act as an incentive or make it easier to invest, inno-
vate, and create new biopharmaceutical products 
and technologies in Malaysia. More broadly, the 
overriding of biopharmaceutical IP rights on the 
basis of cost and price negotiations sets a wholly 
negative precedent that may be applied to other 
industries and sectors. If the Malaysian government 

wishes to pay less, or nothing, for medicines using 
compulsory licenses, what is to say that this will not 
be applied to the procurement of medical devices, 
software, trains, automobiles, or any other high-tech 
products that the public sector purchases?     

Trademarks, Related Rights, and Limitations

19. Legal measures available that provide nec-
essary exclusive rights to redress unauthorized 
uses of trademarks: In December 2019, the Malay-
VLDQ�3DUOLDPHQW�ƓQDOL]HG�DQG�SDVVHG�D�QHZ�7UDGH-
marks Act. The new legislation is the culmination 
of a long legislative process that has seen Malaysia 
become a contracting party to the Madrid Proto-
FRO��7KH�QHZ�$FW�PRGHUQL]HV�WKH�OHJDO�IUDPHZRUN�
and contains several important changes to how 
trademarks are registered and protected. To begin 
with, the law expands the types of marks that can 
be registered, including sound, scent, shape, col-
or, and other so-called non-traditional marks. The 
QHZ�DFW�DOVR�FRQWDLQV�VLJQLƓFDQW�FKDQJHV�WR�WKH�
HQIRUFHPHQW�HQYLURQPHQW��6SHFLƓFDOO\��WUDGHPDUN�
infringement can now be prosecuted on the basis 
of a mark appearing on “similar” goods or services 
as opposed to “identical.” Under the old regime, 
rights-holders often had to rely on the 2011 Trade 
Descriptions Act, which provided criminal remedies 
in relation to “false trade description in relation 
WR�WUDGHPDUN�Ő�LQFOXGLQJ�PLQLPXP�ƓQHV�DQG�SR-
tential imprisonment. This has now changed, with 
most of the enforcement provisions of the Trade 
Descriptions Act now moved into the Trademarks 
Act. Local legal analysis suggests that this will im-
prove the operational aspects of enforcement, 
as rights-holders will no longer need to obtain a 
VSHFLƓF�WUDGH�GHVFULSWLRQ�RUGHU�WR�EHJLQ�LQIULQJH-
ment proceedings against the use of non-identical 
marks. More broadly, potential penalties, including 
damages, have been strengthened. As a result of 
these positive changes, the score on this indicator 
has increased by 0.25. 
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MEXICO

STRENGTHS & WEAKNESSES

 9 Industrial Property Law 2020 amendments 
implement some provisions of USMCA

 9 Federal Law on Copyright 2020 amendments 
implement many provisions of USMCA

 9 Term of protection for industrial design rights 
extended to 25 years

 9 (IIRUWV�WR�HDVH�DELOLW\�WR�FRPPHUFLDOL]H�,3�DVVHWV�
and develop public-private partnerships, 
SDUWLFXODUO\�IRU�SXEOLF�UHVHDUFK�RUJDQL]DWLRQV�DQG�
universities

 9 Dedicated endeavor to streamline IP review 
process and criminal justice system and 
KDUPRQL]H�WR�LQWHUQDWLRQDO�VWDQGDUGV

 9 Efforts to increase awareness of importance of IP 
rights

 8 Partial and ambiguous protection for life sciences 
IP

 8 Gaps in enforcement against online piracy
 8 6LJQLƓFDQW�JDSV�LQ�DSSOLFDWLRQ�RI�UHPHGLHV��VXFK�
DV�VHYHUH�GHOD\V�DQG�GLIƓFXOW\�VHFXULQJ�DGHTXDWH�
damages

 8 Inadequate border measures for trade-related 
infringement of IP rights

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 29.13

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 4.49

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.00

4. Plant variety protection 0.74

5. Pharmaceutical-related enforcement 0.25

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.50

Category 2: Copyrights, Related Rights, and 
Limitations 3.79

10. Term of protection 0.79

11. Exclusive rights 0.50

12. Injunctive-type relief 0.25

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 0.50

15. Digital rights management 0.50

16. Government use of licensed software 0.75

Category 3: Trademarks, Related Rights, and 
Limitations 2.50

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.50

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

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.25

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.50

25. Regulatory data protection term 0.25

INDICATOR SCORE
Category 6: Commercialization of IP Assets 4.17

26. Barriers to market access 0.50

27. Barriers to technology transfer 0.50

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 0.50

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 3.43

32. Physical counterfeiting rates 0.42

33. Software piracy rates 0.51

34. Civil and procedural remedies 0.50

35. Pre-established damages 1.00

36. Criminal standards 0.75

37. Effective border measures 0.00

38. Transparency and public reporting by customs 0.25

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.75

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.75

41. Educational campaigns and awareness raising 1.00

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 4.25

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

0.75

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

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

50. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Mexico’s overall score has increased substantially 
from 54.38% (27.19 out of 50) in the eighth edition 
to 58.25% (29.13 out of 50) in the ninth edition. 
7KLV�UHŴHFWV�VFRUH�LQFUHDVHV�RQ�LQGLFDWRUV���������
15, 20, 28, and 50.

Patent Rights, Related Rights, and Limitations

2. Patentability requirements; and 3. Patentabil-
ity of computer-implemented inventions (CIIs): 
+LVWRULFDOO\��LW�KDV�EHHQ�GLIƓFXOW�IRU�ULJKWV�KROGHUV�
to obtain protection for computer programs, soft-
ware, and CIIs in Mexico. Article 19, section 3.4 of 
the old Industrial Property Law excluded computer 
programs as patentable subject matter. Histori-
cally, there have been examples of patents being 
granted for CIIs in Mexico, but these are few and 
far between, and claims often needed to involve 
a hardware component. Legal practice and avail-
able patent statistics suggest that both the number 
of applications and patents granted for software 
and computer-related patents by the IMPI have 
been low. For example, looking at patent statistics 
housed by WIPO between 1980 and 2018, there 
were a total of 9,373 published patent applications 
(patent publications by technology) under the cat-
egories “Computer technology” and “IT methods 
for management.” This compares to 299,582 total 
applications published during this period, or 3.13% 
of the total. Statistics for the number of patents 
granted, not only applied for, show an even lower 
proportion of computer-related applications grant-
ed patent protection. Looking again at statistics 
housed by WIPO on the number of patents granted 
by technology during the same time period shows 
a total of 1,456 patents granted under the catego-
ries “Computer technology” and “IT methods for 
management.” This compares to a total number 
of 56,202 patents granted for all technologies, or 

2.59% of the total number of patents granted. Lo-
cal legal analysis suggests that, while the situation 
has evolved over the years, and the IMPI does not 
always reject CII applications; the success of a given 
application is largely dependent on showing how 
a given piece of software interacts and acts in con-
cert with computer hardware. On July 1, 2020, the 
United States-Mexico-Canada Agreement (USMCA) 
formally took effect in all three countries. Relevant 
provisions of the USMCA are clear that patents 
should be granted for all inventions. Article 20.36 
states that “each Party shall make patents available 
for any invention, whether a product or process, in 
DOO�ƓHOGV�RI�WHFKQRORJ\��SURYLGHG�WKDW�WKH�LQYHQWLRQ�
is new, involves an inventive step, and is capable of 
industrial application.” Neither computer programs 
nor software are excluded per se under sub-sec-
tions 2 and 3. However, Mexico’s implementing 
law, the revised Industrial Property Law, does not 
offer the same level of clarity. Instead, like the old 
IP Law, Article 47(5) explicitly excludes “computer 
programs” as patentable subject matter. At the 
time of research, no implementing regulations or 
revised patent guidelines had been issued. The 
USMCA’s language on patentable subject matter 
is quite clear. Full implementation and application 
of these requirements in Mexican law and practice 
will result in an increase in score on both indicators 
2 and 3. The Index will continue to monitor these 
developments in 2021. 

5. Pharmaceutical-related patent enforcement 
and resolution mechanism: While a 2003 Presi-
dential Decree introduced a basic system for early 
adjudication of disputes relating to biopharma-
ceutical patent infringement and the marketing of 
a follow-on product, as noted over the course of 
the past nine editions of the Index, this has never 
represented an effective or transparent pathway 
EHFDXVH�WKH�SDWHQW�KROGHU�UHFHLYHV�QR�QRWLƓFDWLRQ�
of infringing issues and is not formally involved in 
the adjudication process. Furthermore, the regu-
latory enforcement pathway has historically been 
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limited to substance and formulation patents only; 
use patents have not been included. In practice, 
resolution of patent disputes is delayed and often 
ineffective, whether through administrative or judi-
cial routes. Industry sources suggest that, historical-
ly, where cases of infringement have been brought, 
substantial delays at both the administrative and 
judicial levels have hindered rights-holders’ ability 
to secure damages effectively (reaching a total of 
about 10 years on average). Some reform propos-
als have been introduced over the course of the 
,QGH[��EXW�WKH\�KDYH�IDLOHG�WR�VXIƓFLHQWO\�DGGUHVV�
the shortcomings of the existing system, with some 
LQVWHDG�FRPSRXQGLQJ�WKH�H[LVWLQJ�GHƓFLHQFLHV��
)RU�H[DPSOH��LQ�������PRGLƓFDWLRQV�WR�WKH�+HDOWK�
Law were proposed by the Mexican Senate. Under 
the proposed system, only one patent could be 
listed per each new chemical entity, and patents 
for biologics would not be considered. If adopted, 
this reform would further devalue the existing link-
age regime and rights-holders’ ability to enforce 
their patents. Mexico is bound through both the 
Comprehensive and Progressive Agreement for 
7UDQV�3DFLƓF�3DUWQHUVKLS��&3733��DQG�860&$�WR�
introduce a more comprehensive and practical 
system of biopharmaceutical patent enforcement. 
Article 20.50 of the USMCA provides a clear re-
quirement that the contracting parties provide “a 
system to provide notice to a patent holder or to 
DOORZ�IRU�D�SDWHQW�KROGHU�WR�EH�QRWLƓHG�SULRU�WR�WKH�
marketing of such a pharmaceutical product, that 
such other person is seeking to market that product 
during the term of an applicable patent claiming 
the approved product or its approved method of 
XVH�ř�>DQG@�DGHTXDWH�WLPH�DQG�VXIƓFLHQW�RSSRU-
tunity for such a patent holder to seek, prior to the 
marketing of an allegedly infringing product, avail-
able remedies.” Mexico’s revised Industrial Prop-
erty Law, which implements the USMCA, does not 
contain any legal provisions relating to the existing 
linkage regime. Transitional paragraph (5) of the law 
simply states that the IMPI shall “participate” with 
the Mexican Federal Commission for Protection 

against Sanitary Risks (COFEPRIS) “in the establish-
ment of the corresponding technical collaboration 
PHFKDQLVP�IRU�LQYHQWLRQV�LQ�WKH�ƓHOG�RI�DOORSDWKLF�
drugs.” At the time of research, no new regulations 
or laws had been passed. A proposal for a revised 
linkage regime was put forth by the Chamber of 
Deputies in fall 2020. Unfortunately, this propos-
al does not incorporate the requirements of the 
860&$�DQG�ZRXOG�QRW�DGGUHVV�WKH�GHƓFLHQFLHV�LQ�
the current system. The USMCA’s language on the 
requirements for an effective pharmaceutical-relat-
ed patent enforcement and resolution mechanism 
is quite clear. Full implementation and application 
of these requirements in Mexican law and practice 
will result in a score increase on this indicator. The 
Index will continue to monitor these developments 
in 2021.

7. Patent term restoration for pharmaceutical 
products: Mexican law has historically not pro-
vided any restoration of patent term lost due to 
regulatory review periods for biopharmaceutical 
products. Article 20.46 of the USMCA requires that 
contracting parties make “available an adjustment 
of the patent term to compensate the patent owner 
for unreasonable curtailment of the effective patent 
term as a result of the marketing approval process.” 
The term of restoration is dependent on the type 
of mechanism used. Footnote 40 of the agreement 
describes that this can be a two-year additional sui 
generis�SURWHFWLRQ�RU�XS�WR�D�ƓYH�\HDU�SHULRG�RI�
adjustment. Mexico’s revised Industrial Property 
Law does not contain reference to a period of resto-
ration or additional sui generis protection for delays 
caused by the drug registration and marketing ap-
proval process. Article 126 of the law provides the 
possibility of obtaining an adjustment to the term of 
protection only in the case of unreasonable delays 
at the IMPI as part of patent prosecution. Any ad-
justment period is available only if the processing 
RI�D�SDWHQW�DSSOLFDWLRQ�WDNHV�ORQJHU�WKDQ�ƓYH�\HDUV�
and the delay is directly attributable to the IMPI. As 
with indicator 5 and the introduction of an effective 
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biopharmaceutical linkage system, the USMCA is 
clear on the requirement that contracting parties 
should make available a period of restoration due 
to delays caused by the market review process 
for biopharmaceuticals. Full implementation and 
application of these requirements in Mexican law 
and practice will result in a score increase on this 
indicator. The Index will continue to monitor these 
developments in 2021.

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); 13. Availabil-
ity of frameworks that promote cooperative 
action against online piracy; and 15. Digital 
rights management (DRM) legislation: As has 
been noted over the course of the Index, Mexico 
has historically had one of the more challenging 
copyright environments in the OECD, lacking in 
both substantive IP rights and enforcement against 
online and hard goods copyright piracy. The Fed-
eral Law on Copyright sets out standard exclusive 
rights of reproduction, public transmission, use, 
distribution, and sale, but has not included pro-
YLVLRQV�RU�PHFKDQLVPV�WKDW�DUH�PRUH�VSHFLƓF�WR�
addressing internet or online infringement. Up until 
now, proposed copyright reforms have not been 
successful. These include the Döring Act (2012), 
which sought to introduce a warning system for 
users and raise penalties to more deterrent lev-
els. While amendments that would introduce a 
notice-and-takedown system and penalties for on-
line infringement were shelved, some steps were 
taken in 2016 to enhance prosecution for online 
piracy. The USMCA contains several provisions that 
would strengthen standards of copyright protec-
tion in Mexico, including with regards to digital 
rights management and technological protection 
measures, cable and satellite piracy, and the in-
troduction of a notice-and-takedown regime. On 

July 1, 2020, amendments to the Federal Law on 
Copyright were published, incorporating many 
of the most important copyright provisions of the 
USMCA. Overall, the amendments strengthen the 
level of protection for copyrighted works in Mexico, 
extending this protection to the internet and the 
GLJLWDO�HQYLURQPHQW��6SHFLƓF�FKDQJHV�LQFOXGH�����D�
QHZ�QRWLƓFDWLRQ�V\VWHP�ZKHUHE\�,63V�DUH�REOLJHG�
to act expeditiously and remove suspected content 
XSRQ�UHFHLYLQJ�D�QRWLƓFDWLRQ��$UWLFOHV�����DQG�������
(2) robust DRM and TPM provisions outlawing the 
use, manufacture, sale, importation, distribution, or 
otherwise offering to the public of circumvention 
devices and technologies (Article 232); and (3) 
making illegal the use, manufacture, import, or oth-
er form of distribution of satellite signal decoders 
(Article 145). These are positive developments and 
have resulted in score increases on indicators 11, 
13, and 15. However, some parts of the amend-
ments remain unclear. For example, with respect to 
potential ISP liability for infringing content, Article 
114(8) is quite clear that ISPs will not be responsible 
for any damages caused by potential copyright 
infringement as long as they act expeditiously and 
in good faith to remove infringing content and take 
measures to prevent the same infringing content 
from reappearing. However, in the same article, 
sub-section V, the law states that the “inability of an 
Internet Service Provider to meet the requirements 
set forth in this article by itself does not generate 
liability for damages for violations of copyright and 
UHODWHG�ULJKWV�SURWHFWHG�E\�WKLV�/DZ�Ő�)RU�DQ\�QRWLƓ-
cation system to be effective in addressing online 
infringement, the responsibilities and legal expec-
tations for each affected party must be clear. At the 
time of research, no implementing regulations or 
further guidance had been issued. The Index will 
continue to monitor these developments in 2021.
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Trademarks, Related Rights, and Limitations 

20. Availability of frameworks that promote 
cooperative private action against online sale 
of counterfeit goods: Like in many other econ-
omies, online shopping and retail is increasing in 
Mexico in line with the spread of broadband and 
mobile telephone connectivity. Up until 2020, there 
was no regulatory or administrative framework for 
rights-holders to effectively address the sale of 
counterfeit goods and infringement of trademark 
rights online. Only some online merchants, includ-
ing eBay and Mercado Libre, have had in place 
VSHFLƓF�QRWLFH�DQG�WDNHGRZQ�PHFKDQLVPV�JLYLQJ�
rights-holders the ability to alert them directly of 
potential infringements. Mexico’s revised Industrial 
Property Law contains a new mechanism whereby 
injunctive-style relief can be obtained directly from 
WKH�,03,�LQ�UHVSHFW�RI�RQOLQH�YLRODWLRQV��6SHFLƓFDOO\��
Article 344 sub-sections VII and VIII give the IMPI 
the power to “order the alleged offender or third 
parties to suspend, block, remove content or cease 
acts that constitute a violation of this Law through 
any virtual, digital or electronic means, known or to 
be known.” As a result of the introduction of these 
new powers in the online space, the score on this 
indicator has increased by 0.25.

Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ�

23. Protection of trade secrets (civil remedies); 
and 24. Protection of trade secrets (criminal 
sanctions): Unlike many emerging markets includ-
HG�LQ�WKH�,QGH[��0H[LFR�KDV�KDG�D�VWDWXWRU\�GHƓQL-
tion and both civil and criminal remedies in place 
IRU�WKH�SURWHFWLRQ�RI�WUDGH�VHFUHWV�DQG�FRQƓGHQWLDO�
LQIRUPDWLRQ�IRU�GHFDGHV��6SHFLƓFDOO\��WUDGH�VHFUHWV�
DQG�WKH�SURWHFWLRQ�RI�FRQƓGHQWLDO�LQIRUPDWLRQ�DUH�
governed under three Mexican laws: the Industrial 
Property Law in relation to trade secrets in gen-
eral and the remedies against a breach thereof; 
the Civil Law when considering a breach of a con-

tractual relationship and a claim for damages; and 
the Federal Criminal Code when considering the 
disclosure of trade secrets as criminal offences in 
connection with the Industrial Property Law. The 
USMCA contains clear provisions on the protec-
WLRQ�RI�WUDGH�VHFUHWV�DQG�FRQƓGHQWLDO�LQIRUPDWLRQ��
6HFWLRQ�,�GHƓQHV�WKH�PHDQLQJ�RI�WUDGH�VHFUHWV�DQG�
misappropriation and outlines the civil and criminal 
remedies that contracting parties should make 
available. The revised Industrial Property Law, which 
implements the USMCA, includes some positive 
changes that incorporate these provisions. For 
example, Articles 163 and 402 now incorporate 
IXOOHU�GHƓQLWLRQV�RI�PLVDSSURSULDWLRQ�DQG�SRWHQWLDO�
criminal conduct, respectively. These new provi-
sions complement and improve the existing statute. 
As has been noted over the course of the Index, 
IP rights-holders have long faced a challenge in 
effectively enforcing their IP rights, trade secrets 
included, in Mexico. Although relevant IP laws pro-
vide for administrative and civil remedies, including 
SURYLVLRQDO�PHDVXUHV��GDPDJHV��DQG�VHL]XUH�RI�
JRRGV��LQ�SUDFWLFH��LW�LV�GLIƓFXOW�WR�VHFXUH�UHPHGLHV�
for infringement. There is a multilayer system for IP 
enforcement, which usually begins with an admin-
istrative action by the IMPI and then moves to the 
courts. Altogether, the process is complex, costly, 
and lengthy for rights-holders and often does not 
result in effective enforcement. Local legal analysis 
suggests that administrative proceedings before 
IMPI usually take between 18 and 24 months but 
FDQ�WDNH�XS�WR�ƓYH�\HDUV��)RU�WUDGH�VHFUHWV�VSHFLƓ-
cally, the enforcement environment has been found 
WR�EH�GLIƓFXOW��)RU�LQVWDQFH��LQ�WKH�2(&'ōV�7UDGH�
Secret Protection Index, Mexico scores substantially 
lower on categories pertaining to enforcement 
WKDQ�WR�OHJDO�GHƓQLWLRQV�DQG�UHPHGLHV�DYDLODEOH��
The Index will continue to monitor the ability of 
rights-holders to effectively protect their trade se-
FUHWV�DQG�FRQƓGHQWLDO�LQIRUPDWLRQ�LQ������
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Commercialization of IP Assets and Market 
Access 

28. Registration and disclosure requirements 
of licensing deals: Historically, the registration 
of licenses with the IMPI was required for the li-
cense to have effect against third parties. Local 
legal analysis suggests that the registration process 
was not overly burdensome, and it was possible to 
submit a shorter version of the licensing contract 
ZLWK�FRQƓGHQWLDO�LQIRUPDWLRQ�RPLWWHG��7KLV�ZDV�
amended by Mexico’s accession to the USMCA, 
and the requirement to register licenses for pat-
ents and trademarks is now entirely voluntary as 
per the revised Industrial Property Law. As a result, 
the score on this indicator has increased by 0.25.

0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties

50. Post-TRIPS FTA: On July 1, 2020, the USMCA 
formally took effect in the United States, Canada, 
and Mexico. Although weakened by the parties in 
December 2019, the agreement still contains many 
important post-TRIPS IP components. As a result of 
this agreement coming into effect in Mexico, the 
score on this indicator has increased by 0.5. 
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MOROCCO

STRENGTHS & WEAKNESSES

 9 Fairly well-developed national IP system—highest-
performing middle income economy in Index

 9 Strong protection for patents and related rights
 9 United States-Morocco FTA and agreements with 

EU have encouraged Morocco to strengthen IP 
environment and related standards

 9 PPH in place with Spain
 9 0RURFFDQ�,3�2IƓFH��203,&��RIIHUV�YDOLGDWLRQ�RI�DOO�

EPO-registered patents

 8 Challenging enforcement environment—high rates 
of physical counterfeiting and online piracy

 8 BSA estimates a software piracy rate of 64%
 8 Some uncertainty over practical availability of 

patents for CIIs

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 29.81

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 6.38

1. Term of protection 1.00

2. Patentability requirements 0.75

3. Patentability of CIIs 0.50

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 1.00

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.63

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 3.74

10. Term of protection 0.74

11. Exclusive rights 0.50

12. Injunctive-type relief 0.50

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 0.50

15. Digital rights management 0.50

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 2.00

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 1.25

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.25

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 4.00

26. Barriers to market access 1.00

27. Barriers to technology transfer 0.75

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 2.94

32. Physical counterfeiting rates 0.33

33. Software piracy rates 0.36

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.50

36. Criminal standards 0.25

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.75

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.75

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.50

41. Educational campaigns and awareness raising 0.50

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.50

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 5.50

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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 0.50

50. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Morocco’s overall score has decreased slightly from 
59.66% (29.83 out of 50) in the eighth edition to 
59.62% (29.81 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�LQGLFDWRU����

Area of Note

In 2020, the Intellectual Property Corporation of 
WKH�0RURFFDQ�2IƓFH�RI�,QGXVWULDO�DQG�&RPPHUFLDO�
Property (OMPIC) released a new strategic visions 
document, 9LVLRQ�VWUDW«JLTXH�203,&#����. This 
document outlines the guiding principles and areas 
of focus for national industrial property policy. The 
document touches on several important areas of 
the Moroccan national IP environment, including 
improving IP rights recourse mechanisms, stron-
ger international partnerships, and a more holistic 
national innovation strategy. Above all, the visions 
GRFXPHQW�ULJKWO\�UHFRJQL]HV�KRZ�FULWLFDO�,3�ULJKWV�
are to modern economic activity and the devel-
opment of the Moroccan economy. For all econo-
mies —emerging and developed alike—what drives 
innovation, technological advances, and ultimately 
economic development and growth is the creation 
of new forms of intangible assets and IP.

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. Expedi-
tious injunctive-style relief and disabling of 
infringing content online; 13. Availability of 
frameworks that promote cooperative action 
against online piracy; and 15. Digital rights 
management (DRM) legislation: Morocco has a 
fairly strong statutory copyright framework in place. 
Article 10 of the Law on Copyright and Related 

5LJKWV�SURYLGHV�GHƓQLWLRQV�RI�H[FOXVLYH�ULJKWV�RI�H[-
ploitation, and standard civil remedies are available. 
Furthermore, Article 65.12 provides the possibility 
of seeking an injunction and a court order for the 
disabling of access to infringing content with re-
spect to foreign hosts, and Law 34-2005 amended 
Article 60 and introduced a notice-and-takedown 
regime. Moroccan law also has in place robust 
provisions relating to digital rights management 
and technological protection measures. The 2005 
copyright amendments made acts of circumvention 
and related activities (including manufacturing, 
sale, importation, offering for sale, and distribution 
to the public) infringements of copyright. The key 
challenge to rights-holders in Morocco has long 
been the lack of effective enforcement and appli-
cation of the existing legal framework. Levels of 
copyright infringement remain high. For example, 
for over a decade, the estimated levels of software 
piracy in Morocco have been consistently high. The 
latest estimates from BSA put the overall level of 
software piracy at 64% in 2018. This is largely un-
changed from 2009, when the level of unlicensed 
software used was 66%. This is substantially higher 
than the 56% average in the Middle East and Africa 
region. Furthermore, historically, rights-holders in 
1RUWK�$IULFD�DQG�0RURFFR�KDYH�IDFHG�VLJQLƓFDQW�
problems with satellite decoding and broadcasting 
signal piracy. Decoders have been readily available 
and used across North Africa to illegally access 
copyrighted content. In 2011, the French satellite 
and content provider Canal+ withdrew from the 
Moroccan and Algerian markets, citing widespread 
signal piracy as the main reason. The latest trend 
has seen a migration from physical decoders and 
satellite piracy to the use of set-top boxes and the 
accessing of infringing content over the internet 
through streaming. In February 2020, a copyright 
reform package was introduced in the Moroccan 
Parliament. The government-sponsored legisla-
tion would introduce some changes to the copy-
ULJKW�VWDWXWH�DQG�PRUH�H[WHQVLYHO\�UHRUJDQL]H�WKH�
0RURFFDQ�&RS\ULJKW�2IƓFH��Bureau Marocain du 
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Droit d’Auteur). The government’s recognition of 
WKH�QHHG�WR�PRGHUQL]H�WKH�FRS\ULJKW�IUDPHZRUN�
is commendable. The creative industries are an 
engine for economic growth and development, 
especially in emerging markets such as Morocco. 
With the right legal framework in place and the 
active enforcement of copyright laws, domestic 
FUHDWRUV�DQG�LQQRYDWRUV�FDQ�ŴRXULVK��7KH�,QGH[�ZLOO�
continue to monitor these developments in 2021. 
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NETHERLANDS

STRENGTHS & WEAKNESSES

 9 EU Trade Secrets Directive 2018 transposition 
improves Dutch trade secret environment

 9 *HQHURXV�5	'��DQG�,3�VSHFLƓF�WD[�LQFHQWLYHV�LQ�
place

 9 Advanced and sophisticated national IP 
environment

 9 6HFWRU�VSHFLƓF�,3�ULJKWV�LQ�SODFH
 9 Membership of all major international PPH tracks 

through EPO

 8 Registration requirements in place for licensing 
agreements

 8 Regulation 2019/933 and existing SPC exemption 
IRU�H[SRUWV�RI�ELRSKDUPDFHXWLFDOV�SRVH�VLJQLƓFDQW�
risk to Netherlands’ and EU’s research- and IP-
based biopharma industry

 8 Proposals to explore the use of compulsory 
licensing for medicines whose price is deemed 
excessive is outside international norms

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 45.01

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.25

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 5.74

10. Term of protection 0.74

11. Exclusive rights 1.00

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 0.75

14. Limitations and exceptions 0.75

15. Digital rights management 0.75

16. Government use of licensed software 0.75

Category 3: Trademarks, Related Rights, and 
Limitations 3.50

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 1.00

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 2.00

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 1.00

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 3.00

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 1.00

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.25

26. Barriers to market access 1.00

27. Barriers to technology transfer 1.00

28. Registration and disclosure requirements of 
licensing deals 0.50

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 5.77

32. Physical counterfeiting rates 0.74

33. Software piracy rates 0.78

34. Civil and procedural remedies 1.00

35. Pre-established damages 0.75

36. Criminal standards 0.50

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.50

39. Coordination of IP rights enforcement 1.00

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 1.00

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Netherlands’ overall score has increased from 
89.64% (44.82 out of 50) in the eighth edition to 
90.02% (45.01 out of 50) in the ninth edition. This 
UHŴHFWV�D�VFRUH�LQFUHDVH�RQ�LQGLFDWRU����

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products: In 2015, under the overarching initiative 
to reform and deepen the single market with the 
purpose of spurring economic growth in the EU, 
the European Commission announced its intentions 
to explore options for recalibrating certain ele-
ments of patent term restoration for biopharma-
ceuticals, so-called Supplementary Protection Cer-
WLƓFDWHV��63&V���2QH�RSWLRQ�IRU�FKDQJH�SXW�IRUWK�
by the commission was to provide European man-
ufacturers of generic drugs and biosimilars with 
an SPC manufacturing and export exemption (“SPC 
exemption”). The overriding purpose of the pro-
posal was to provide European manufacturers of 
generic drugs and biosimilars a competitive ad-
vantage by weakening IP protection for innovators. 
As the Index and others have pointed out, there 
were many troubling assumptions underlying the 
FRPPLVVLRQōV�SURSRVDO��,QGHHG��WKLV�ZDV�UHFRJQL]HG�
even by several key EU Member States. Most ba-
sically, the proposal assumed that there is an actu-
al market and demand for European generic man-
ufacturers. Yet it is not at all clear what this market 
is or where the demand for generic medicines 
produced in Europe would come from. More 
broadly, instead of allowing European generic 
manufacturers to gain a competitive advantage, it 
is much more likely that, over time, other econo-
mies will emulate the EU and also introduce poli-
cies that undermine biopharmaceutical IP protec-
tion. In fact, events in 2020 suggest that this is 
exactly what is happening. In a wide-ranging set 

of amendments to the Law on Protection of Rights 
to Inventions and Utility Models, the Ukraine has 
notably weakened its patenting environment as it 
relates to biopharmaceuticals. While these legis-
lative changes are meant to better align Ukraine’s 
national IP environment with that of the EU as part 
of the 2017 Ukraine-European Union Association 
Agreement, they will have the opposite effect. Not 
only do these changes substantially weaken the 
eligibility for biopharmaceutical patentable subject 
matter, new procedural barriers to obtaining patent 
term restoration as well as an export and stockpil-
ing exemption have also been introduced. The 
latter exemption is modeled on the EU’s Regulation 
2019/933. As the Index has repeatedly pointed 
out, the most obvious side effect of the overriding 
of IP rights in the EU is that the policy will be em-
ulated by other economies. As the Ukraine exam-
SOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�(XURSHDQ�
generics industry, the introduction of an SPC ex-
emption will simply end up hurting Europe’s re-
search-based industry and lead to a global race 
toward the bottom in weakening IP standards. From 
July 2019, Regulation 2019/933 is in force and the 
SPC export exemption is now, for all intents and 
purposes, legal and operational in all EU Member 
States. As has been stated in previous editions of 
the Index, the decision to move ahead with the 
63&�H[HPSWLRQ�LV�D�VLJQLƓFDQW�EORZ�WR�ELRSKDUPD-
ceutical rights-holders and weakens the IP envi-
ronment across the EU. As a result of this action, 
the score on indicator 7 was reduced for all EU 
Member States included in the Index. Further de-
velopments in 2020 add to the uncertainty over 
the EU’s SPC regime. In July, the Court of Justice 
of the European Union (CJEU) handed down a 
verdict in the case Santen SAS v Directeur général 
de l’Institut national de la propriété industrielle, 
C-673/18. Originating in France and referred to 
the CJEU by the Paris Court of Appeal in 2018, the 
case is about the extent to which it is possible to 
obtain an SPC for new innovations relating to ap-
proved biopharmaceutical products and treat-
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ments. In earlier rulings—see, for example, the 2012 
1HXULP�3KDUPDFHXWLFDOV��������/WG�Y�&RPSWURO-
ler-General of Patents—the CJEU had held that it 
was possible to obtain an SPC for the new use of 
D�SURGXFW�IRU�ZKLFK�D�PDUNHW�DXWKRUL]DWLRQ�IRU�WKH�
same active ingredient had already been granted. 
This decision has now, effectively, been overturned. 
In its 2020 ruling, the CJEU emphatically stated 
ŏWKDW�DQ�0$�FDQQRW�EH�FRQVLGHUHG�WR�EH�WKH�ƓUVW�
0$�ř�ZKHUH�LW�FRYHUV�D�QHZ�WKHUDSHXWLF�DSSOLFD-
tion of an active ingredient, or of a combination of 
active ingredients, and that active ingredient or 
combination has already been the subject of an 
MA for a different therapeutic application.” The 
court argued that on this point the Neurim prece-
dent had erred and not fully taken into account the 
intentions of the lawmakers when originally devel-
oping the underlying IP incentive and EU Regula-
tion: “the EU legislature intended, in establishing 
the SPC regime, to protect not all pharmaceutical 
research giving rise to the grant of a patent and 
the marketing of a new medicinal product, but to 
SURWHFW�UHVHDUFK�OHDGLQJ�WR�WKH�ƓUVW�SODFLQJ�RQ�
the market of an active ingredient or a combi-
nation of active ingredients as a medicinal prod-
uct.” From a legal perspective, the court’s verdict 
may set an unfortunate precedent and further lim-
it the availability of European incentives for bio-
pharmaceutical innovation. More broadly, from a 
public policy perspective, the court’s verdict is odd 
and fails to understand the basics of biopharma-
ceutical innovation. Technological innovation is 
frequently thought of as consisting of two distin-
guishable modes or models: radical innovation 
and incremental innovation. Radical innovation, as 
the name suggests, is the introduction of complete-
ly new or revolutionary ideas or products. Frequent-
ly, such innovations wholly alter the way an indus-
try or even an economy functions, fundamentally 
changing economic and social behavior. In contrast 
to radical innovation, incremental innovation is a 
process of piecemeal improvement of existing 
technologies or techniques. Usually, incremental 

innovations follow on from revolutionary or radical 
innovations. Does this mean that radical innovation 
is the proverbial “good” form of innovation and 
non-revolutionary incremental innovation is “bad” 
and, from a societal perspective, largely useless?  
Because that is the underlying policy rationale be-
hind the court’s reasoning. In its verdict and as-
sumptions about the intentions of European law-
makers, the court has implied that incremental 
biopharmaceutical innovations are less meaning-
ful and therefore should not be eligible for the SPC 
incentive. But most biopharmaceutical innovation 
is in large part incremental. In fact, incremental 
innovation is an essential part of the biopharma-
ceutical R&D process. Follow-on medications and 
incrementally improved or altered therapies fre-
quently reduce side effects, improve on existing 
delivery systems or the administration of a medi-
cine, increase effectiveness, and reduce dosages 
required. Without incremental innovations—and 
the IP incentives that drive investment and resourc-
es 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, con-
WUDFHSWLYHV��LQVXOLQ�SXPSV��VWDWLQV��]ROHGURQLF�DFLG��
and countless other commonly used biopharma-
ceutical products and devices. The development 
of HIV/AIDS treatment is a concrete example of 
how incremental improvements to existing tech-
nologies over time amount to what in effect be-
comes a radical innovation whereby the latest 
WHFKQRORJ\�LV�EDUHO\�UHFRJQL]DEOH�FRPSDUHG�ZLWK�
LWV�ƓUVW�JHQHUDWLRQ�SUHGHFHVVRU��7KH�ƓUVW�JHQHUDWLRQ�
of HIV/AIDS antiretrovirals had serious side effects 
and were combination therapies requiring the con-
sumption of large volumes of medication several 
times per day. Side effects included explosive di-
arrhea, severe nausea, loss of sense of taste, skin 
problems, and painful nerve injury. The develop-
ment of the second generation of drugs, centering 
on the concept of highly active antiretroviral ther-
apy, saw improved treatment options and reduced 
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side effects. Still, treatment centered on the admin-
istration and consumption of several medicines 
per day. It is only in recent years that new therapies 
have been introduced based on incremental inno-
vations that allow for combination pills. Instead of 
an array of pills taken every few hours, these prod-
ucts require that the patient take only a single pill 
once daily. This new ease of medication has led to 
increased adherence, which has, in turn, increased 
HIƓFDF\�VLJQLƓFDQWO\�ZLWK�OLWWOH�WR�QR�PDMRU�FKDQJH�
in lifestyle. This allows patients to live socio-eco-
nomically productive lives with what had once been 
a debilitating and often fatal disease. In the long 
WHUP��WKLV�KDV�DOVR�FDXVHG�D�VLJQLƓFDQW�GHFUHDVH�LQ�
costs for treating side effects, thus reducing the 
cost burden on a given health system. It is hard to 
see how this type of innovation should not be eli-
gible for IP incentives such as SPC protection. The 
Index will continue to monitor these developments 
in 2021.

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); and 12. Ex-
peditious injunctive-style relief and disabling 
of infringing content online: As noted in previ-
ous editions of the Index, the EU’s E-Commerce 
Directive (2000/31/EC), Articles 12-14, combined 
with the Copyright Directive (2001/29/EC), Arti-
cle 8(3), enable a court or administrative authority 
to require ISPs to terminate or prevent copyright 
infringement by third parties using their services 
and lay the basis for injunctive-type relief against 
infringing websites in EU Member States (while still 
providing a safe harbor for ISPs). Recent case law 
from the CJEU suggests that this provision extends 
to disabling access to torrent websites, which are 
seen by the CJEU as falling under the umbrella of 
a “communication to the public” per EU copyright 
law. One of the key cases in question, C-610/15, 

BREIN/Ziggo, is a Dutch case. In 2012, the Dutch 
FRS\ULJKW�IRXQGDWLRQ�%5(,1�ƓOHG�VXLW�LQ�WKH�'LVWULFW�
Court of the Hague to order ISPs (Ziggo & XS4ALL) 
to disable access to the Pirate Bay’s IP addresses. 
The court granted the order for these and other 
,63V��'XULQJ�WKH�FRXUVH�RI�������WKH�,63V�ƓOHG�DQ�
appeal with the Court of Appeal in the Hague. The 
appeals court disagreed with the earlier ruling, 
judging that the Pirate Bay was not making infring-
ing content “available to the public.” The following 
year, BREIN appealed this judgment to the Dutch 
Supreme Court (Hoge Raad). The Supreme Court 
noted that it believed the Court of Appeal erred in 
its interpretation and stayed proceedings pending 
a prejudicial judgment from the CJEU. In Septem-
ber 2017, following a fresh lawsuit from BREIN, 
the District Court handed down a new judgment 
ordering the disabling of access to the Pirate Bay. 
In early 2018, the order to disable access to the 
3LUDWH�%D\�ZDV�H[SDQGHG�WR�LQFOXGH�ƓYH�PRUH�,63V��
And in June 2018, the Supreme Court decided to 
send the case back to the Amsterdam Court of 
Appeal for reconsideration. In June 2020, the Court 
RI�$SSHDO�ƓQDOO\�LVVXHG�D�ƓQDO�MXGJPHQW�LQ�IDYRU�RI�
%5(,1��6SHFLƓFDOO\��WKH�FRXUW�RUGHUHG�WKH�FRQWLQXHG�
disabling of relevant infringing websites through a 
dynamic injunction that also allows rights-holders 
to update the order when mirror sites emerge. The 
Appeal Court’s decision marks the end of a long 
legal battle that began in 2010 and has shaped 
both Dutch and European jurisprudence on the 
enforcement of copyright online. Reports by BREIN 
suggests that, since the initial injunction disabling 
DFFHVV�ZDV�LVVXHG�LQ�������ZHE�WUDIƓF�DQG�XVDJH�
of the Pirate Bay in the Netherlands has fallen by 
��������$V�D�UHVXOW�RI�WKLV�ƓQDO�YHUGLFW��WKH�VFRUH�
on indicator 11 has increased by 0.25.
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NEW ZEALAND

STRENGTHS & WEAKNESSES

 9 New R&D tax incentives passed in 2019
 9 /HJLVODWLYH�DPHQGPHQWV�IROORZLQJ�UDWLƓFDWLRQ�RI�
WKH�&3733�SURYLGHV�ERUGHU�RIƓFLDOV�ZLWK�FOHDU�ex 
RIƓFLR authority

 9 Fairly sophisticated national IP environment with 
strengths across most categories of the Index

 9 1R�VLJQLƓFDQW�EDUULHUV�RU�UHVWULFWLRQV�RQ�OLFHQVLQJ�
activity and technology transfer

 8 Practical application and net effect of Copyright 
(Infringing File Sharing) Amendment Act has 
been mixed at best, with few cases heard by 
Copyright Tribunal and most being dismissed on 
technicalities

 8 No patent term restoration in place for 
biopharmaceuticals

 8 Limited membership of international IP treaties

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 34.55

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 6.46

1. Term of protection 1.00

2. Patentability requirements 0.75

3. Patentability of CIIs 1.00

4. Plant variety protection 0.96

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights, and 
Limitations 5.03

10. Term of protection 0.53

11. Exclusive rights 0.75

12. Injunctive-type relief 0.25

13. Cooperative action against online piracy 0.75

14. Limitations and exceptions 1.00

15. Digital rights management 1.00

16. Government use of licensed software 0.75

Category 3: Trademarks, Related Rights, and 
Limitations 3.50

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 1.00

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 1.35

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.75

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 2.25

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 0.75

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.17

26. Barriers to market access 1.00

27. Barriers to technology transfer 1.00

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 5.04

32. Physical counterfeiting rates 0.70

33. Software piracy rates 0.84

34. Civil and procedural remedies 1.00

35. Pre-established damages 0.75

36. Criminal standards 0.75

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.50

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.25

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 0.25

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 2.50

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 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00



U.S. Chamber International IP Index  2021 Ninth Edition |  219

SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

New Zealand’s overall score has increased from 
68.64% (34.32 out of 50) in the eighth edition to 
69.10% (34.55 out of 50) in the ninth edition. This 
UHŴHFWV�D�VFRUH�LQFUHDVH�RQ�LQGLFDWRU����

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. Expedi-
tious injunctive-style relief and disabling of in-
fringing content online; and 13. Availability of 
frameworks that promote cooperative action 
against online piracy: In June 2017, New Zea-
land’s Ministry of Business, Innovation and Em-
ployment (MBIE) announced that it would launch 
a review of the Copyright Act. This comes on the 
heels of MBIE’s 2016 report Copyright and the 
Creative Sector. The purpose of the review is to, 
through a broad and lengthy consultation with 
the public and key stakeholders, identify how the 
act is meeting New Zealand’s objectives and what 
potential areas are ripe for reform. In November 
2018, MBIE released the document “Issues Paper 
Review of the Copyright Act 1994,” a detailed over-
view of the review process and issues the MBIE has 
LGHQWLƓHG�DV�WKH�PRVW�SUHVVLQJ�DUHDV�LQ�QHHG�RI�
SRWHQWLDO�UHIRUPV��6LJQLƓFDQWO\��WKH�SDSHU�LQFOXGHV�
an in-depth discussion about enforcement, the 
changing nature of copyright enforcement on the 
internet, and the challenges rights-holders face in 
New Zealand. In 2011, New Zealand introduced a 
graduated response scheme through the Copyright 
(Infringing File Sharing) Amendment Act, further 
outlined in the Copyright (Infringing File Sharing) 
5HJXODWLRQV��6SHFLƓFDOO\��WKLV�VFKHPH�DPHQGHG�
the Copyright Act and introduced a mechanism 
whereby rights-holders can notify internet pro-

tocol address providers (IPAPs) about a suspect-
ed infringement; IPAPs are then obliged to pass 
on a “Detection Notice” directly to the account 
holder/suspected infringer. Under the terms of 
the regulations, continued suspected infringement 
can result in two further notices being issued and 
the rights-holder ultimately being able to apply 
to the Copyright Tribunal for compensation of up 
to NZ$15,000. The rights-holder can also apply 
for a court order for the alleged infringer’s inter-
net access to be suspended for a period of up 
to six months. While a positive step when it was 
introduced, today the overall effectiveness of the 
legislation is questionable. The number of cases 
ƓOHG�EHIRUH�WKH�WULEXQDO�KDV�VWHDGLO\�GHFUHDVHG��DQG�
one major industry association, Recorded Music 
New Zealand, has reportedly reduced the number 
of notices sent out due to the high cost (there is a 
1=����FKDUJH�IRU�HDFK�QRWLƓFDWLRQ�DQG�DQ�DGGLWLRQ-
DO�1=�����FKDUJH�WR�ƓOH�D�FRPSODLQW�ZLWK�WKH�&RS\-
ULJKW�7ULEXQDO�IRU�HDFK�FDVH��DQG�DOVR�VWRSSHG�ƓOLQJ�
cases before the Tribunal. In total, there have been 
23 decisions taken by the Copyright Tribunal since 
WKH�LQWURGXFWLRQ�RI�WKH�QRWLƓFDWLRQ�V\VWHP��7KH�
latest decision taken by the tribunal is from Febru-
ary 2015 in the case Recorded Music NZ Limited v 
Telecom NZ. Emblematic of many of the previous 
decisions taken by the tribunal, this application was 
dismissed on a technicality; the notices sent to the 
accused account holder did not contain enough 
information about the relevant laws and legal pro-
cess. While the tribunal noted that it “appreciates 
WKH�GLIƓFXOW\�WKDW�WKLV�>WKH�EDVLV�RI�WKH�GHFLVLRQ@�
may cause for rights owners, who of course are 
not responsible for sending infringement notices, 
yet who bear the consequences of any errors in 
those notices that cause them to be invalidated,” 
the bottom line for rights-holders is that there is no 
practical or effective remedy to what has become 
widespread copyright infringement in New Zealand 
WKURXJK�ƓOH�VKDULQJ��3XEOLF�RSLQLRQ�SROOV�FRQVLV-
tently show a high proportion of internet users in 
New Zealand engaging in copyright-infringing 
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activities online. A 2015 Colmar Brunton poll of 
young internet users shows close to 50% engaged 
in the illegal streaming of television programming. 
Similarly, in a 2016 survey by Ernest & Young on 
online consumer behavior in several economies 
LQ�WKH�$VLD�3DFLƓF�UHJLRQ������RI�UHVSRQGHQWV�LQ�
New Zealand admitted to illegal downloading and 
streaming. More recent research suggests that the 
situation remains largely unchanged. A 2018 survey 
by the satellite operator Sky TV New Zealand found 
that 8% of the respondents watched live pirated 
sporting events. The survey also found that half of 
the respondents had accessed pirated material in 
some form in the past. Like many other economies 
included in the Index, New Zealand has also seen 
a rise in the number of set-top-boxes sold—often 
branded as “Kodi boxes”—through which users 
can access copyright-infringing material online. 
The MBIE’s “Issues Paper Review of the Copyright 
$FW�����Ő�FRUUHFWO\�LGHQWLƓHV�WKHVH�FKDOOHQJHV�
that rights-holders face in New Zealand. As the 
paper rightly notes, the Copyright Tribunal “is no 
longer being used by copyright owners.” The pa-
SHU�UHFRJQL]HV�WKH�ODFN�RI�HIIHFWLYH�HQIRUFHPHQW�
mechanisms in New Zealand, plainly stating, “The 
use of pirate websites, which are usually hosted 
overseas and, therefore, beyond the jurisdiction 
of New Zealand’s laws, and the development of 
new technologies for online infringement create 
new challenges for copyright owners in address-
ing online infringements. Traditional enforce-
ment measures are becoming largely ineffective 
for addressing online infringements.” In light of 
this statement, Paragraphs 507-511 of the paper 
bring up the possibility of considering additional 
enforcement measures, such as the disabling of 
access through an injunctive-style relief program. 
The past half-decade has seen a sharp increase in 
the number of economies that are using judicial 
or administrative mechanisms to effectively disable 
access to infringing content. Today, EU Member 
States, the United Kingdom, India, Singapore, 
Russia, India, and a host of other economies have 

introduced measures that allow rights-holders to 
seek and gain effective relief against copyright 
infringement online. Many of these economies are 
also introducing so-called “dynamic” injunctions. 
Such an injunction addresses the issue of mirror 
sites and disables infringing content that re-en-
ters the public domain by simply being moved 
to a different access point online. These types of 
dynamic injunction orders are becoming more 
commonplace. Of note is New Zealand’s neighbor 
Australia, which has become a global leader in this 
area of copyright enforcement. Section 115a of the 
Copyright Amendment (Online Infringement) Act 
2015, which allows courts to require ISPs to disable 
access to foreign-hosted sites (or “online locations”) 
whose primary purpose is to infringe copyright, has 
set a global example for how copyright law can be 
shaped to directly aid rights-holders in enforcing 
their rights. At the time of research, the MBIE was 
still collecting stakeholder feedback, and no draft 
reform proposal had been published. The Index will 
continue to monitor these developments in 2021.

6\VWHPLF�(IƓFLHQF\�

40. Consultation with stakeholders during IP 
policy formation: The government of New Zea-
land has historically included public consultation 
and stakeholder engagement as key features of 
its legislative and regulatory-making process. The 
,QWHOOHFWXDO�3URSHUW\�2IƓFH�RI�1HZ�=HDODQG��,3-
ONZ) and Ministry of Business, Innovation, and 
Employment regularly hold public consultations 
on prospective changes to IP laws and regulations. 
More broadly, draft bills in New Zealand Parliament 
undergo a consultation process, as do proposed 
changes to government regulations, which are 
VWDWXWRULO\�UHTXLUHG�WR�EH�VXEMHFW�WR�D�IRUPDOL]HG�
regulatory impact analysis. For example, under the 
2017 &DELQHW�2IƓFH�&LUFXODU�&2������,PSDFW�$QDO-
ysis Requirements and the accompanying Guide 
to Cabinet’s Impact Analysis Requirements, the 
requirement to carry out public consultations is 
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FOHDUO\�GHƓQHG��6HFWLRQ������RI�WKH�JXLGH�VWDWHV��
“Agencies proposing new or changed regulation 
must demonstrate consultation with affected parties 
RQ�WKH�SUREOHP�GHƓQLWLRQ��WKH�UDQJH�RI�IHDVLEOH�
options, and the impacts of the options.” In 2019-
20, these requirements were strengthened by the 
New Zealand Treasury, with a greater emphasis 
placed on public consultation as part of the reg-
ulatory-making process. An updated Guidance 
Note Effective Consultation for Impact Analysis 
was issued in December 2019. Similarly, in June 
2020, a revised and updated &DELQHW�2IƓFH�&LU-
FXODU�&2������,PSDFW�$QDO\VLV�5HTXLUHPHQWV and 
accompanying Guide to Cabinet’s Impact Analysis 
Requirements were issued. In addition to the re-
quirements outlined in the 2017 circular, govern-
ment agencies are also now expected to “report 
on the results of consultation and your responses 
to the issues raised.” As a result of these changes, 
the score on this indicator has increased by 0.25.
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NIGERIA

STRENGTHS & WEAKNESSES

 9 5DWLƓHG�WKH�:,32�,QWHUQHW�WUHDWLHV�LQ�����
 9 Despite overall challenging environment, ongoing 

enforcement efforts by Nigerian Communications 
Commission (NCC) are encouraging

 8 Overall weak and limited legal and regulatory 
framework with major forms of IP rights not in 
place

 8 Enforcement challenges persist—no national 
coordination, only ad hoc efforts

 8 Persistently high rates of physical and growing 
online piracy

 8 Software piracy estimated at 80% by BSA
 8 /RFDOL]DWLRQ�EDUULHUV�DQG�UHVWULFWLRQV�LQ�SODFH�

on technology transfer and licensing activities—
LQWHQVLƓHG�LQ�����

 8 1DWLRQDO�2IƓFH�)RU�7HFKQRORJ\�$FTXLVLWLRQ�DQG�
Promotion (NOTAP) oversees all technology 
transfer and licensing between Nigerian entities 
and foreign licensors and has the power to 
evaluate and approve or disapprove technology 
transfer agreements, including evaluating royalty 
amounts

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 13.71

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 2.00

1. Term of protection 1.00

2. Patentability requirements 0.00

3. Patentability of CIIs 0.00

4. Plant variety protection 0.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.00

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 1.49

10. Term of protection 0.74

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.25

14. Limitations and exceptions 0.25

15. Digital rights management 0.00

16. Government use of licensed software 0.00

Category 3: Trademarks, Related Rights, and 
Limitations 2.00

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 0.85

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.25

23. Protection of trade secrets (civil remedies) 0.00

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 1.92

26. Barriers to market access 0.50

27. Barriers to technology transfer 0.00

28. Registration and disclosure requirements of 
licensing deals 0.25

29. Direct government intervention in setting licensing 
terms 0.00

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 1.20

32. Physical counterfeiting rates 0.25

33. Software piracy rates 0.20

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.00

36. Criminal standards 0.25

37. Effective border measures 0.00

38. Transparency and public reporting by customs 0.25

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.00

39. Coordination of IP rights enforcement 0.25

40. Consultation with stakeholders during IP policy 
formation 0.75

41. Educational campaigns and awareness raising 0.50

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

43. IP-intensive industries, national economic impact 
analysis 0.25

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 2.00

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

0.00

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Nigeria’s overall score has decreased from 27.60% 
(13.81 out of 50) in the eighth edition to 27.43% 
(13.71 out of 50) in the ninth edition. This is driven 
by an increase on indicator 20 but score decreases 
on indicators 26 and 32.

Trademarks, Related Rights, and Limitations

20. Availability of frameworks that promote 
cooperative private action against online sale 
of counterfeit goods: In 2019, total e-commerce 
sales worldwide were estimated to be USD3.46 
trillion, up by 17.9% from 2018. E-merchants and 
RQOLQH�SODWIRUPV�VXFK�DV�H%D\��$PD]RQ��$OLEDED��
Mercado Libre, and others today account for a 
growing share of global retail sales. Unfortunately, 
as online shopping becomes more popular and 
widespread, so too does the proliferation and sale 
of counterfeit goods. Yet few economies offer ef-
fective mechanisms to combat the increased sale 
of counterfeit goods through these online auction 
houses and merchants. In this respect, Nigeria is no 
different from most other economies included in 
the Index. As rates of internet penetration increase—
particularly through mobile phones—online shop-
ping and e-commerce have grown exponentially. 
In 2018, the value of e-commerce in Nigeria was 
estimated at USD12-13 billion, or roughly 10% of 
the total retail market. There has historically been 
no comprehensive legal or regulatory framework 
akin to a notice-and-takedown regime for online 
shopping in Nigeria, and private initiatives have 
been lacking. Consequently, rights-holders have 
been limited in how they can combat the sale of 
counterfeit goods online. Today, the two largest 
online shopping sites in Nigeria, Jumia and Konga 
Online, have put in place more robust procedures 
and measures to help ensure the legality of goods 
on their respective websites. For example, Konga 

Online has an Authentic Items Policy program that 
actively monitors the authenticity of goods sold on 
its website. Under the policy, the company reserves 
the right to proactively remove IP-infringing and 
counterfeit goods, ban individual sellers, and give 
rights-holders the ability to contact them directly 
WKURXJK�D�QRWLƓFDWLRQ�PHFKDQLVP��-XPLD�RIIHUV�D�
similar mechanism. As a result of these changes in 
local market conditions, the score for this indicator 
has increased by 0.25.

Commercialization of IP Assets and Market 
Access 

26. Barriers to market access: Nigeria has had 
VHYHUDO�ORFDOL]DWLRQ�SROLFLHV�DQG�ORFDO�FRQWHQW�UH-
quirements in place since 2010. These policies 
KDYH�WDUJHWHG�VSHFLƓF�VHFWRUV�RI�WKH�HFRQRP\��
including energy and ICT. The 2010 Nigerian Oil 
and Gas Industry Content Development Act is the 
legislative basis for most of these policies. The law 
and accompanying regulatory guidance provide 
a detailed list of requirements ranging from the 
employment of local staff, mandatory local procure-
PHQW��DQG�WHFKQRORJ\�WUDQVIHU��6SHFLƓFDOO\��WKHVH�
requirements include that a minimum of 50% of oil 
or other petroleum products are reserved for trade 
and marketing for Nigerian-owned companies, and 
OLPLWV�DUH�LQ�SODFH�IRU�WKH�ƓOOLQJ�RI�PDQDJHPHQW�
positions for ex-patriots (at the time of research, 
this was a maximum of 5% of management staff). 
The law also requires foreign entities to actively 
engage in the transfer of technology to Nigerian 
HQWLWLHV��6SHFLƓFDOO\��$UWLFOHV�������RI�WKH�DFW�UHTXLUH�
DIIHFWHG�HQWLWLHV�WR�ŏFDUU\�RXW�D�SURJUDPPH�ř�IRU�
the promotion of technology transfer to Nigeria in 
relation to its oil and gas activities.” This includes 
taking part in joint ventures and partnering and 
licensing activities with local Nigerian companies. 
Over the past few years, these regulations have 
LQWHQVLƓHG�ZLWK�UHJDUG�WR�RLO�ULJV�DQG�UHODWHG�WHFK-
nologies. The U.S. State Department in its 2020 
Investment Climate Statement stated that these 
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policies “may violate a company’s intellectual prop-
erty rights.” Similar requirements are in place for 
the ICT sector through the Guidelines for Nigerian 
Content Development in Information and Commu-
nication Technology developed and enforced by 
WKH�2IƓFH�IRU�1LJHULDQ�&RQWHQW�'HYHORSPHQW�LQ�
Information & Communication Technology. These 
JXLGHOLQHV�LPSRVH�VXEVWDQWLDO�ORFDOL]DWLRQ�UHTXLUH-
ments including the hosting of government data 
within Nigeria. Foreign entities are required to 
put in place plans for the development of local 
content and support initiatives, and all Nigerian 
public sector entities are required to procure ICT 
equipment and software locally. In 2019 and 2020, 
WKHVH�ORFDOL]DWLRQ�UHTXLUHPHQWV�LQWHQVLƓHG��,Q�ODWH�
2019, NITDA updated its guidelines and re-stated 
its commitment to the full implementation of its 
ORFDOL]DWLRQ�GULYH��7KLV�LQFOXGHV�UHWDLQLQJ�VRPH�
of the most onerous and restrictive requirements 
with respect to multinational software companies. 
Under section 10.3 of the guidelines, multination-
DOV�DUH�UHTXLUHG�WR�FRQWLQXH�WR�ŏSURYLGH�YHULƓDEOH�
LQIRUPDWLRQ�DQG�VLJQ�DIƓGDYLWV�DERXW�WKH�RULJLQ��
safety and workings of software being sold and 
deployed within the country in order to ascertain 
the full security of the product and protect Na-
tional security.” In May 2020, the upper chamber 
of the National Assembly announced that it was 
working on new amendments to the Nigerian Oil 
and Gas Industry Content Development Act. The 
stated purpose of these changes would be to not 
RQO\�VWUHQJWKHQ�H[LVWLQJ�ORFDOL]DWLRQ�UHTXLUHPHQWV�
for the oil and gas industry, but also extend these 
requirements to other sectors of the economy. The 
conditioning of market access with the sharing of 
IP through direct technology transfer requirements 
or indirectly through local manufacturing, owner-
VKLS��RU�SURGXFWLRQ�UHTXLUHPHQWV�LV�D�VLJQLƓFDQW�
barrier to trade and investment. Over the course 
of the Index, these requirements have not been 
rolled back in Nigeria but have, instead, intensi-
ƓHG��$V�D�UHVXOW��WKH�VFRUH�RQ�WKLV�LQGLFDWRU�KDV�
decreased by 0.25. The imposition of additional 

requirements and the active implementation of 
existing requirements will further reduce the score 
on this indicator.
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PAKISTAN

STRENGTHS & WEAKNESSES

 9 Basic IP laws and legal framework in place
 9 ,QWURGXFWLRQ�RI�VSHFLDOL]HG�,3�FRXUWV�DQG�FDSDFLW\�

building
 9 *UHDWHU�HIIRUWV�DW�SXEOLF�HGXFDWLRQ��PRGHUQL]DWLRQ�

of IP laws, and enhancing coordination among 
enforcement agencies

 8 /LPLWHG�VHFWRU�VSHFLƓF�,3�SURWHFWLRQ�DYDLODEOH
 8 6LJQLƓFDQW�GLVFUHSDQF\�EHWZHHQ�,3�ULJKWV�LQ�ODZ�

and level of practical enforcement
 8 Enforcement often arbitrary and non-deterrent 

(though efforts to improve are underway)
 8 High counterfeiting and piracy rates—latest BSA 

estimates put software piracy at 83%

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 13.22

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 2.50

1. Term of protection 1.00

2. Patentability requirements 0.25

3. Patentability of CIIs 0.25

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.00

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 1.28

10. Term of protection 0.53

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.25

15. Digital rights management 0.00

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 1.50

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.00

Category 4: Design Rights, Related Rights, and 
Limitations 1.25

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.50

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 2.08

26. Barriers to market access 0.25

27. Barriers to technology transfer 0.25

28. Registration and disclosure requirements of 
licensing deals 0.50

29. Direct government intervention in setting licensing 
terms 0.25

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.33

Category 7: Enforcement 1.36

32. Physical counterfeiting rates 0.19

33. Software piracy rates 0.17

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.00

36. Criminal standards 0.25

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.75

39. Coordination of IP rights enforcement 0.75

40. Consultation with stakeholders during IP policy 
formation 0.50

41. Educational campaigns and awareness raising 1.00

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

43. IP-intensive industries, national economic impact 
analysis 0.25

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 0.00

44. WIPO Internet Treaties 0.00

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

0.00

46. Patent Law Treaty and Patent Cooperation Treaty 0.00

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Pakistan’s overall score has decreased slightly from 
26.50% (13.25 out of 50) in the eighth edition to 
26.43% (13.22 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�LQGLFDWRU����

Design Rights, Related Rights, and Limitations

22. Legal measures available that provide neces-
sary exclusive rights to redress unauthorized use 
of industrial design rights: In 2020, the national IP 
RIƓFH��,32�3DNLVWDQ��LVVXHG�IRU�SXEOLF�FRQVXOWDWLRQ�
draft implementing regulations, “Registered De-
signs Rules,” for the Registered Designs Ordinance 
of 2000. This is a positive step, as the 2020 legis-
lation has, given the lack of implementing rules, 
yet to come fully into force. The draft rules provide 
registered design owners with exclusive right to 
make and sell, work articles bearing the design 
for commercial purposes. Remedies available to 
rights-holders are injunctions and damages, includ-
ing the possibility to seek temporary injunctions 
against design infringement. A rights-holder can 
also initiate a criminal action against the infringer, 
who can be punished with up to two years in prison, 
D�ƓQH��RU�ERWK��7KH�,QGH[�ZLOO�FRQWLQXH�WR�PRQLWRU�
these developments in 2021.  

Enforcement

34. Civil and procedural remedies and 36. Crimi-
nal standards including minimum imprisonment 
DQG�PLQLPXP�ƓQHV� As noted in previous editions 
of the Index, rights-holders in Pakistan face a chal-
lenging enforcement environment. While civil rem-
edies are available for most major IP rights, there 
are considerable gaps in the legislation. Criminal 
penalties are inadequate and non-deterrent given 
the lack of minimum sentences. There are long de-
lays in the judiciary. One report suggests that over 

600,000 cases are pending in civil courts, with cases 
ODVWLQJ�XS�WR�ƓYH�\HDUV��DOWKRXJK�PDQ\�FDVHV�QHYHU�
reach trial. Some improvements to the enforce-
ment system have taken place in recent years. For 
instance, certain provinces have raised penalties for 
IP infringement. In 2015, Punjab province increased 
penalties for the production and sale of counter-
IHLW�PHGLFLQHV�WR�D�PLQLPXP�RI�ƓYH�\HDUV��ZLWK�D�
maximum of 10 years). Also in 2015, IPO-Pakistan 
LQWURGXFHG�VSHFLDOL]HG�,3�FRXUWV��WUDLQLQJ�IRU�MXGJHV��
and efforts to reduce red tape. Still, evidence on the 
ground suggests that the enforcement environment 
UHPDLQV�GLIƓFXOW��ZLWK�FRXQWHUIHLW�JRRGV�ZLGHO\�DYDLO-
able domestically and Pakistan a source and suppli-
er of counterfeit goods traded internationally. The 
OECD and EUIPO, in the 2017 Mapping the Real 
Routes of Trade in Fake Goods, listed Pakistan as the 
second largest source of counterfeit manufactured 
and non-manufactured foodstuffs globally. Customs 
data collected suggested that approximately 20% 
RI�JOREDO�FXVWRPV�VHL]XUHV�RI�FRXQWHUIHLW�IRRG�SURG-
ucts originated in Pakistan, virtually tied with India, 
which was listed as the number one source. The 
report also found that Pakistan was a provenance 
economy for counterfeit perfumes and cosmetics 
and counterfeit clothing and textile fabrics. 

0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties 

As mentioned in previous editions of the Index, 
IPO-Pakistan has stated its plans to accede to var-
ious international IP treaties, including the Protocol 
Relating to the Madrid Agreement and the Pat-
ent Cooperation Treaty. In February 2021, WIPO 
announced that Pakistan acceded to the Treaty 
which would become operational and available to 
rights-holders later in the year. Pakistan’s accession 
to the Madrid Protocol is a positive development 
and the Government of Pakistan should be con-
gratulated. The accession to the treaty and resulting 
VFRUH�LQFUHDVH�IRU�LQGLFDWRU����ZLOO�EH�UHŴHFWHG�LQ�
the next edition of the Index.
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PERU

STRENGTHS & WEAKNESSES

 9 Joined the Global Patent Prosecution Highway in 
2019

 9 INDECOPI in 2019 continued suspending access 
to copyright-infringing websites

 9 Basic IP protections available
 9 Border measures provided for in legislation
 9 Efforts to coordinate IP rights enforcement across 

government agencies and to raise awareness 
about the importance of IP protection

 8 Compulsory license actively being considered for 
biopharmaceuticals based on cost

 8 Administrative and regulatory barriers in place for 
licensing and technology transfer

 8 Limited patentability and lack of effective IP 
protection for life sciences

 8 Rudimentary digital copyright regime (with some 
exceptions)

 8 High rates of counterfeiting and piracy
 8 Gaps in IP enforcement on the ground

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 23.28

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 4.25

1. Term of protection 1.00

2. Patentability requirements 0.25

3. Patentability of CIIs 0.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 2.24

10. Term of protection 0.74

11. Exclusive rights 0.25

12. Injunctive-type relief 0.25

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.25

15. Digital rights management 0.50

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 2.00

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

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

21. Industrial design term of protection 0.40

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.75

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.25

INDICATOR SCORE
Category 6: Commercialization of IP Assets 2.67

26. Barriers to market access 0.75

27. Barriers to technology transfer 0.25

28. Registration and disclosure requirements of 
licensing deals 0.25

29. Direct government intervention in setting licensing 
terms 0.25

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 2.72

32. Physical counterfeiting rates 0.34

33. Software piracy rates 0.38

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.50

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.50

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.75

39. Coordination of IP rights enforcement 0.75

40. Consultation with stakeholders during IP policy 
formation 0.50

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 0.25

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Peru’s overall score has increased from 46.12% 
(23.06 out of 50) in the eighth edition to 46.56% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicator 27. 

Commercialization of IP Assets and Market 
Access

27. Barriers to technology transfer: Like other 
members of the Andean Community trading bloc, 
Peru’s IP laws are subject to decisions made by 
the Andean Community. Andean Decision 291 
provides an overview of requirements for licensing 
technologies and technology transfer activities. 
Article 12 states that all licensing activity should be 
recorded and evaluated by the respective national 
DXWKRULWLHV��6SHFLƓFDOO\��LW�VWDWHV�$QGHDQ�&RPPX-
nity members shall “evaluate the effective contri-
bution of the imported technology by estimating 
WKH�SUREDEOH�SURƓWV�RU�WKH�SULFH�RI�WKH�JRRGV�WKDW�
LQFRUSRUDWH�WHFKQRORJ\��RU�WKURXJK�RWKHU�VSHFLƓF�
methods of quantifying the effect of the imported 
WHFKQRORJ\�Ő�2QH�RI�WKH�PRVW�VLJQLƓFDQW�EDUULHUV�
to all facets of licensing and technology transfer—
domestic and cross-border—is direct government 
intervention and setting of licensing terms such 
as that captured in Decision 291. Such interven-
WLRQ�FRQVLVWV�RI�D�FHQWUDOL]HG��WRS�GRZQ�DSSURDFK�
that seeks to mandate when and how licensing 
and technology transfer take place. Impeding li-
censing activity is not cost-free. Just like with other 
impediments to the protection of IP, the restric-
tion of licensing hurts all parties, from licensors to 
licensees to the domestic economy in which the 
licensing is being restricted. Unfortunately, there 
LV�D�ULVN�WKDW�UHVWULFWLRQV�VXFK�DV�WKHVH�QHXWUDOL]H�
other incentives for technology transfer and the 
UHJLVWUDWLRQ�DQG�FRPPHUFLDOL]DWLRQ�RI�,3�DVVHWV��/LNH�
many economies, Peru is seeking to move up the 

economic value chain and transition its economy 
toward more innovation-based activities and to en-
courage the development of high-tech industries. 
The government —including the National Institute 
for the Defence of Competition and the Protection 
of Intellectual Property (INDECOPI)— has placed a 
special emphasis on promoting technology devel-
opment and transfer. A special Plan for Tech Transfer 
2016-2021 was issued with the goal of enhanc-
ing industry’s competitiveness and productivity 
through tech transfer and enhanced IP registration. 
Article 53 of the 2014 University Law No. 30,220 
vests IP ownership with individual university insti-
tutions, which are also entitled to at least 20% of 
any royalties. Since 2014, several universities have 
developed IP policies along these lines. In 2020, 
INDECOPI introduced new measures aimed at ac-
celerating the creation and transfer of technologies 
developed by universities. This includes a technical 
assistance program developed with the Ministry 
of Education and the National Council of Science, 
Technology and Technological Innovation. The pro-
gram’s primary objective is capacity building and 
WR�HQFRXUDJH�DQG�LQVWLWXWLRQDOL]H�WKH�FUHDWLRQ�RI�,3�
DVVHWV�DQG�FRPPHUFLDOL]DWLRQ�DFWLYLWLHV�ZLWKLQ�LQGL-
vidual institutions. In 2020, the initiative targeted 
15 institutions in Lima and the surrounding region. 
As a result of these positive steps to improve the 
technology transfer environment in Peru, the score 
on this indicator has increased by 0.25. 
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PHILIPPINES

STRENGTHS & WEAKNESSES

 9 Draft amendments to IP Code would strengthen 
IP environment

 9 R&D tax incentives in place
 9 Most basic IP rights provided for in existing 

legislation
 9 *URZLQJ�VSHFLDOL]DWLRQ�DQG�FDSDFLW\�EXLOGLQJ��

such as in administrative IP courts

 8 Barriers in place for licensing and technology 
transfer

 8 6LJQLƓFDQW�JDSV�LQ�OLIH�VFLHQFHV�DQG�FRQWHQW�
related IP rights

 8 Online piracy high, with digital protection largely 
unaddressed

 8 Software piracy estimated at 64% by BSA

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 19.91

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 4.25

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.50

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.25

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.50

Category 2: Copyrights, Related Rights, and 
Limitations 1.78

10. Term of protection 0.53

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.25

15. Digital rights management 0.25

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 2.25

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 0.85

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.50

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 2.17

26. Barriers to market access 0.25

27. Barriers to technology transfer 0.25

28. Registration and disclosure requirements of 
licensing deals 0.25

29. Direct government intervention in setting licensing 
terms 0.25

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 1.61

32. Physical counterfeiting rates 0.25

33. Software piracy rates 0.36

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 0.00

38. Transparency and public reporting by customs 0.25

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.50

39. Coordination of IP rights enforcement 0.75

40. Consultation with stakeholders during IP policy 
formation 0.75

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 0.50

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 3.00

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 1.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

The Philippines’ overall score has decreased slightly 
from 39.94% (19.97 out of 50) in the eighth edition 
to 39.81% (19.91 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�,QGLFDWRU����

Copyrights, Related Rights, and Limitations; 
and Trademarks, Related Rights, and 
Limitations

12. Expeditious injunctive-style relief and dis-
abling of infringing content online; and 20. 
Availability of frameworks that promote co-
operative private action against online sale of 
counterfeit goods: As noted in previous editions 
RI�WKH�,QGH[��WKH�3KLOLSSLQHV�KDV�LQWHQVLƓHG�HIIRUWV�
LQ�WKH�ƓJKW�DJDLQVW�RQOLQH�LQIULQJHPHQW��,Q�������
the national parliament, the Congress of the Philip-
pines, moved closer to adopting substantive chang-
es to its copyright environment that will provide 
rights-holders with more effective ways of combat-
LQJ�RQOLQH�LQIULQJHPHQW��6SHFLƓFDOO\��WZR�ELOOV�LQ-
WURGXFLQJ�D�QRWLƓFDWLRQ�UHJLPH�DQG�LQMXQFWLYH�VW\OH�
relief are pending. House Bill 9148 would allow 
WKH�,QWHOOHFWXDO�3URSHUW\�2IƓFH�RI�WKH�3KLOLSSLQHV�
(IPOPHIL) to issue notice-and-takedown orders to 
address online piracy and counterfeiting. The bill 
would enable copyright owners to claim damages 
from infringing sites and grant them ownership of 
the domain name of the infringing site. The Phil-
ippines Online Infringing Act, which is being con-
sidered by the Philippine Senate (Senate Bill No. 
497), would allow IPOPHIL to petition the National 
Telecommunication Commission to cancel an ISP’s 
operating license should it fail to remove infringing 
FRQWHQW�ZLWKLQ����GD\V�IURP�UHFHLYLQJ�D�QRWLƓFDWLRQ�
from IPOPHIL. At the time of research, these bills 
were still pending. With respect to online counter-
feiting and trademark infringement, IPOPHIL has 
actively pursued expanded powers to address the 

growing presence of counterfeit and trademark-vi-
olating goods online. In 2019, IPOPHIL launched 
a focus group discussion with online platforms to 
address how to respond to violation notices more 
effectively and how to intervene preemptively to 
preclude online access to counterfeit goods. This 
continued in 2020 with proposed amendments to 
IPOPHIL’s “Rules and Regulations in the Exercise of 
Enforcement Functions and Visitorial Power.” Pro-
posed revisions would expand the agency’s powers 
to explicitly cover online IP-infringing activities. This 
would allow IPOPHIL to take stronger action based 
on rights-holders’ complaints, including ordering 
the takedown of pages displaying infringing goods 
and, ultimately, the disabling of access to infringing 
sites. Citing the increased level of infringement 
and presence of counterfeit goods online during 
the COVID-19 pandemic, in November 2020, IP-
OPHIL’s Director General pointed to the necessity 
of changing the agency’s enforcement functions, 
saying this would “strengthen our enforcement 
mandate in the area of e-commerce, allowing us 
to request the take down and blocking of websites 
by rightful authorities.” The introduction of such a 
mechanism allowing IPOPHIL to investigate and 
take effective action against illicit activity online 
would be a positive development. The Index will 
continue to monitor this in 2021.
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POLAND

STRENGTHS & WEAKNESSES

 9 R&D tax incentives in place
 9 Transposition of EU Trade Secrets Directive in 
�����KDUPRQL]HV�3ROLVK�WUDGH�VHFUHW�ODZ�ZLWK�(8�
standards

 9 Legal framework for IP protection largely aligned 
with EU standards

 8 Regulation 2019/933 and existing SPC exemption 
IRU�H[SRUWV�RI�ELRSKDUPDFHXWLFDOV�SRVH�VLJQLƓFDQW�
risk to Poland’s and EU’s research- and IP-based 
biopharma industry

 8 Gaps in online copyright protection, including an 
effective notice-and-takedown system

 8 Relatively high levels of online piracy in 
comparison with other high-income economies

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 35.25

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 6.75

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.25

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.25

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 3.16

10. Term of protection 0.66

11. Exclusive rights 0.25

12. Injunctive-type relief 0.75

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 0.25

15. Digital rights management 0.25

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 2.25

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

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

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 2.25

23. Protection of trade secrets (civil remedies) 0.75

24. Protection of trade secrets (criminal sanctions) 0.50

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 4.75

26. Barriers to market access 0.75

27. Barriers to technology transfer 0.75

28. Registration and disclosure requirements of 
licensing deals 0.50

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 4.34

32. Physical counterfeiting rates 0.55

33. Software piracy rates 0.54

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.50

36. Criminal standards 0.25

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.50

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.50

41. Educational campaigns and awareness raising 1.00

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 6.75

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 0.75

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. Post-TRIPS FTA 1.00



U.S. Chamber International IP Index  2021 Ninth Edition |  237

SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores 

Poland’s overall score has decreased slightly from 
70.56% (35.28 out of 50) in the eighth edition to 
70.50% (35.25 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�LQGLFDWRU����

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products: In 2015, under the overarching initiative 
to reform and deepen the single market with the 
purpose of spurring economic growth in the EU, 
the European Commission announced its intentions 
to explore options for recalibrating certain ele-
ments of patent term restoration for biopharma-
ceuticals, so-called Supplementary Protection Cer-
WLƓFDWHV��63&V���2QH�RSWLRQ�IRU�FKDQJH�SXW�IRUWK�
by the commission was to provide European man-
ufacturers of generic drugs and biosimilars with 
an SPC manufacturing and export exemption (“SPC 
exemption”). The overriding purpose of the pro-
posal was to provide European manufacturers of 
generic drugs and biosimilars a competitive ad-
vantage by weakening IP protection for innovators. 
As the Index and others have pointed out, there 
were many troubling assumptions underlying the 
FRPPLVVLRQōV�SURSRVDO��,QGHHG��WKLV�ZDV�UHFRJQL]HG�
even by several key EU Member States. Most ba-
sically, the proposal assumed that there is an actu-
al market and demand for European generic man-
ufacturers. Yet it is not at all clear what this market 
is or where the demand for generic medicines 
produced in Europe would come from. More 
broadly, instead of allowing European generic 
manufacturers to gain a competitive advantage, it 
is much more likely that, over time, other econo-
mies will emulate the EU and also introduce poli-
cies that undermine biopharmaceutical IP protec-
tion. In fact, events in 2020 suggest that this is 
exactly what is happening. In a wide-ranging set 

of amendments to the Law on Protection of Rights 
to Inventions and Utility Models, the Ukraine has 
notably weakened its patenting environment as it 
relates to biopharmaceuticals. While these legis-
lative changes are meant to better align Ukraine’s 
national IP environment with that of the EU as part 
of the 2017 Ukraine-European Union Association 
Agreement, they will have the opposite effect. Not 
only do these changes substantially weaken the 
eligibility for biopharmaceutical patentable subject 
matter, new procedural barriers to obtaining patent 
term restoration as well as an export and stockpil-
ing exemption have also been introduced. The 
latter exemption is modeled on the EU’s Regulation 
2019/933. As the Index has repeatedly pointed 
out, the most obvious side effect of the overriding 
of IP rights in the EU is that the policy will be em-
ulated by other economies. As the Ukraine exam-
SOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�(XURSHDQ�
generics industry, the introduction of an SPC ex-
emption will simply end up hurting Europe’s re-
search-based industry and lead to a global race 
toward the bottom in weakening IP standards. From 
July 2019, Regulation 2019/933 is in force, and the 
SPC export exemption is now, for all intents and 
purposes, legal and operational in all EU Member 
States. As has been stated in previous editions of 
the Index, the decision to move ahead with the 
63&�H[HPSWLRQ�LV�D�VLJQLƓFDQW�EORZ�WR�ELRSKDUPD-
ceutical rights-holders and weakens the IP envi-
ronment across the EU. As a result of this action, 
the score on indicator 7 was reduced for all EU 
Member States included in the Index. Further de-
velopments in 2020 add to the uncertainty over 
the EU’s SPC regime. In July, the Court of Justice 
of the European Union (CJEU) handed down a 
verdict in the case Santen SAS v. Directeur général 
de l’Institut national de la propriété industrielle, 
C-673/18. Originating in France and referred to 
the CJEU by the Paris Court of Appeal in 2018, the 
case is about the extent to which it is possible to 
obtain an SPC for new innovations relating to ap-
proved biopharmaceutical products and treat-
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ments. In earlier rulings—see, for example, the 2012 
1HXULP�3KDUPDFHXWLFDOV��������/WG�Y�&RPSWURO-
ler-General of Patents—the CJEU had held that it 
was possible to obtain an SPC for the new use of 
D�SURGXFW�IRU�ZKLFK�D�PDUNHW�DXWKRUL]DWLRQ�IRU�WKH�
same active ingredient had already been granted. 
This decision has now effectively been overturned. 
In its 2020 ruling, the CJEU emphatically stated 
ŏWKDW�DQ�0$�FDQQRW�EH�FRQVLGHUHG�WR�EH�WKH�ƓUVW�
0$�ř�ZKHUH�LW�FRYHUV�D�QHZ�WKHUDSHXWLF�DSSOLFD-
tion of an active ingredient, or of a combination of 
active ingredients, and that active ingredient or 
combination has already been the subject of an 
MA for a different therapeutic application.” The 
court argued that on this point the Neurim prece-
dent had erred and not fully taken into account the 
intentions of the lawmakers when originally devel-
oping the underlying IP incentive and EU Regula-
tion: “the EU legislature intended, in establishing 
the SPC regime, to protect not all pharmaceutical 
research giving rise to the grant of a patent and 
the marketing of a new medicinal product, but to 
SURWHFW�UHVHDUFK�OHDGLQJ�WR�WKH�ƓUVW�SODFLQJ�RQ�
the market of an active ingredient or a combi-
nation of active ingredients as a medicinal prod-
uct.” From a legal perspective, the court’s verdict 
may set an unfortunate precedent and further lim-
it the availability of European incentives for bio-
pharmaceutical innovation. More broadly, from a 
public policy perspective, the court’s verdict is odd 
and fails to understand the basics of biopharma-
ceutical innovation. Technological innovation is 
frequently thought of as consisting of two distin-
guishable modes or models: radical innovation 
and incremental innovation. Radical innovation, as 
the name suggests, is the introduction of complete-
ly new or revolutionary ideas or products. Frequent-
ly, such innovations wholly alter the way an indus-
try or even an economy functions, fundamentally 
changing economic and social behavior. In contrast 
to radical innovation, incremental innovation is a 
process of piecemeal improvement of existing 
technologies or techniques. Usually, incremental 

innovations follow on from revolutionary or radical 
innovations. Does this mean that radical innovation 
is the proverbial “good” form of innovation and 
non-revolutionary incremental innovation is “bad” 
and, from a societal perspective, largely useless? 
Because that is the underlying policy rationale be-
hind the court’s reasoning. In its verdict and as-
sumptions about the intentions of European law-
makers, the court has implied that incremental 
biopharmaceutical innovations are less meaning-
ful and therefore should not be eligible for the SPC 
incentive. But most biopharmaceutical innovation 
is in large part incremental. In fact, incremental 
innovation is an essential part of the biopharma-
ceutical R&D process. Follow-on medications and 
incrementally improved or altered therapies fre-
quently reduce side effects, improve on existing 
delivery systems or the administration of a medi-
cine, increase effectiveness, and reduce dosages 
required. Without incremental innovations—and 
the IP incentives that drive investment and resourc-
es 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, con-
WUDFHSWLYHV��LQVXOLQ�SXPSV��VWDWLQV��]ROHGURQLF�DFLG��
and countless other commonly used biopharma-
ceutical products and devices. The development 
of HIV/AIDS treatment is a concrete example of 
how incremental improvements to existing tech-
nologies over time amount to what in effect be-
comes a radical innovation whereby the latest 
WHFKQRORJ\�LV�EDUHO\�UHFRJQL]DEOH�FRPSDUHG�ZLWK�
LWV�ƓUVW�JHQHUDWLRQ�SUHGHFHVVRU��7KH�ƓUVW�JHQHUDWLRQ�
of HIV/AIDS antiretrovirals had serious side effects 
and were combination therapies requiring the con-
sumption of large volumes of medication several 
times per day. Side effects included explosive di-
arrhea, severe nausea, loss of sense of taste, skin 
problems, and painful nerve injury. The develop-
ment of the second generation of drugs, centering 
on the concept of highly active antiretroviral ther-
apy, saw improved treatment options and reduced 
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side effects. Still, treatment centered on the admin-
istration and consumption of several medicines 
per day. It is only in recent years that new therapies 
have been introduced based on incremental inno-
vations that allow for combination pills. Instead of 
an array of pills taken every few hours, these prod-
ucts require that the patient take only a single pill 
once daily. This new ease of medication has led to 
increased adherence which, has, in turn, increased 
HIƓFDF\�VLJQLƓFDQWO\�ZLWK�OLWWOH�WR�QR�PDMRU�FKDQJH�
in lifestyle. This allows patients to live socio-eco-
nomically productive lives with what had once been 
a debilitating and often fatal disease. In the long 
WHUP��WKLV�KDV�DOVR�FDXVHG�D�VLJQLƓFDQW�GHFUHDVH�LQ�
costs for treating side effects, thus reducing the 
cost burden on a given health system. It is hard to 
see how this type of innovation should not be eli-
gible for IP incentives such as SPC protection. The 
Index will continue to monitor these developments 
in 2021.

Enforcement 

34. Civil and procedural remedies: Important 
changes to the civil enforcement of IP rights in Po-
ODQG�RFFXUUHG�LQ�������6SHFLƓFDOO\��DPHQGPHQWV�
to the Code of Civil Procedure have introduced 
QHZ�VSHFLDOL]HG�,3�FRXUWV��)RXU�FRXUWV�RI�ƓUVW�LQ-
stance have been created with another two courts 
acting as specialist centers for IP-related appeals. 
For complex and highly technical disputes—in-
cluding relating to patent rights, CIIs, and trade 
secrets—the court in Warsaw will act as a national 
specialist court. Historically, enforcement through 
the judiciary has not always been smooth in Poland. 
As has been noted over the course of the Index, 
Polish IP jurisprudence has not always been in line 
with thinking in other major jurisdictions. See, for 
example, the 2016 Supreme Court judgment in 
case II CSK 282/15 on patent infringement and 
validity proceedings as well as a 2015 Constitu-
tional Court ruling on copyright damages that 
effectively slashed the amount of damages avail-

able to rights-holders in infringement proceedings. 
These changes will hopefully improve the overall 
technical capacity, expertise, and quality of judicial 
enforcement.
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RUSSIA

STRENGTHS & WEAKNESSES

 9 Past few years have seen new copyright laws 
passed—strengthens rights-holders ability to 
request the disabling of access to infringing 
material online

 9 ROSPATENT has in place numerous PPHs and is a 
full participant in the GPPH

 9 Full participant in international IP treaties

 8 Weakening of life sciences environment through 
new administrative barriers for patentability and 
term restoration

 8 Use and threat of compulsory licenses and the 
overriding of IP rights as public health policy

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

 8 ,QFUHDVLQJO\�SXQLWLYH�ORFDOL]DWLRQ�UHTXLUHPHQWV�
targeting ICT and biopharmaceutical sectors

 8 'DWD�ORFDOL]DWLRQ�UHTXLUHPHQWV�IRU�WHFKQRORJ\�
companies have been in place for a long time and 
KDYH�LQWHQVLƓHG�RYHU�WKH�SDVW�IHZ�\HDUV

 8 )RU�ELRSKDUPDFHXWLFDOV��LQGXVWULDO�ORFDOL]DWLRQ�
policies have fused together with IP policy 
and broader health policy on the pricing and 
procurement of medicines

 8 Lack of effective copyright criminal enforcement 
activity, primarily due to inadequate expertise and 
resources on the part of law enforcement and 
prosecutors

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 23.29

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 5.00

1. Term of protection 1.00

2. Patentability requirements 0.25

3. Patentability of CIIs 0.25

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 0.50

Category 2: Copyrights, Related Rights, and 
Limitations 2.74

10. Term of protection 0.74

11. Exclusive rights 0.50

12. Injunctive-type relief 0.75

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 0.00

15. Digital rights management 0.25

16. Government use of licensed software 0.00

Category 3: Trademarks, Related Rights, and 
Limitations 1.50

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.25

20. Frameworks 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. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 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 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 incentives for the creation of IP assets 0.67

Category 7: Enforcement 2.78

32. Physical counterfeiting rates 0.40

33. Software piracy rates 0.38

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.50

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Russia’s overall score has increased from 45.92% 
(22.96 out of 50) in the eighth edition to 46.58% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicator 36.

Patents, Related Rights, and Limitations

5. Pharmaceutical-related patent enforcement 
and resolution mechanism: As noted in last year’s 
Index, in September 2019, the Ministry of Health 
published draft legislative proposals for changes to 
/DZ�1R�����Ќ��2Q�WKH�&LUFXODWLRQ�RI�0HGLFLQHV��7KH�
proposed changes include the introduction of a 
new administrative mechanism linking the approval 
of a follow-on medicine with the expiration of the 
H[FOXVLYLW\�RI�D�UHIHUHQFH�SURGXFW��6SHFLƓFDOO\��WKH�
draft law includes a requirement that a follow-on 
applicant submit written documentation stating 
that the prospective registration does not violate 
any existing IP exclusivity. Furthermore, Federal 
Service for Intellectual Property (ROSPATENT) is 
to house a register of the current exclusivity status 
of registered products. At the time of research, 
WKH�GUDIW�ODZ�ZDV�VWLOO�EHLQJ�GHEDWHG�DQG�QR�ƓQDO�
legislation had been passed or signed into law. 
Given the broader deterioration in Russia’s biophar-
maceutical IP environment, as noted in the Index 
over the past few years, the introduction of such a 
mechanism would be a positive step and result in 
a score increase on this indicator. 

6. Legislative criteria and use of compulsory 
licensing of patented products and technolo-
gies; 26. Barriers to market access: As has been 
detailed in previous editions of the Index, Russian 
industrial and economic policy over the past de-
cade has increasingly been driven by an effort to 
ORFDOL]H�LQGXVWULDO�SURGXFWLRQ�DQG�5	'��.H\�SROLF\�
initiatives include the Strategy for Innovative Devel-

opment of the Russian Federation 2020; the State 
Coordination Program for the Development of 
Biotechnology; the Strategy of Development of the 
Pharmaceutical and Medical Industries; the New 
Digital Society Strategy 2017–30; and the National 
Economic Security Strategy, 2017. A major part of 
WKHVH�HIIRUWV�KDV�EHHQ�ORFDOL]DWLRQ�DQG�LPSRUW�VXE-
stitution policies that actively discriminate against 
foreign entities and favor domestic Russian com-
panies. 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 
WDUJHWHG��'DWD�ORFDOL]DWLRQ�UHTXLUHPHQWV�IRU�WHFK-
nology companies have been in place for a long 
WLPH�DQG�KDYH�LQWHQVLƓHG�RYHU�WKH�SDVW�IHZ�\HDUV��
)RU�ELRSKDUPDFHXWLFDOV��LQGXVWULDO�ORFDOL]DWLRQ�
policies have fused together with IP policy and 
broader health policy on the pricing and procure-
PHQW�RI�PHGLFLQHV��7KHVH�SROLFLHV�LQWHQVLƓHG�LQ�
2019 and 2020. To begin with, amendments to the 
Code for Administrative Offences have increased 
SRWHQWLDO�ƓQHV�DQG�SHQDOWLHV�IRU�QRQ�FRPSOLDQFH�
ZLWK�GDWD�ORFDOL]DWLRQ�UHTXLUHPHQWV�DQG�FRXOG�EH�
as high as USD300,000. The rules require that all 
data processing of Russian nationals physically take 
place in Russia, with exceptions only provided for 
non-Russian nationals. Similarly, new restrictions 
and local production requirements have been put 
in place on the biopharmaceutical industry. In Au-
JXVW�������WKH�OLVW�RI�GUXJV�FODVVLƓHG�DV�EHLQJ�RI�
strategic interest and subject to local manufacturing 
requirements was increased from 57 to 215 (“Or-
der of the Government of the Russian Federation 
of August 1, 2020 No. 2015-r On Amending the 
Order of the Government of the Russian Federation 
of July 6, 2010 No. 1141-r”). The result is a highly 
challenging environment that targets high-tech, 
innovation-based industries with requirements 
for local manufacturing, procurement preferences 
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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. Increasingly, Russian authorities, 
including members of the Russian Parliament (the 
Duma), the federal government, and judiciary, are 
viewing compulsory licensing for biopharmaceuti-
cals as a legitimate policy tool for achieving indus-
WULDO�DQG�SXEOLF�ƓQDQFH�JRDOV��7KH�5XVVLDQ�)HGHUDO�
Antimonopoly Service (FAS) has been particularly 
active. In 2016, a compulsory license scheme as 
a method of reducing prices of certain high-cost 
specialty medicines was proposed by the agency. 
According to the proposed amendments to the 
Competition Act and the Civil Code, “threats to the 
LQGLYLGXDO�DQG�WKH�ULJKWV�RI�FLWL]HQV�WR�KHDOWK�SUR-
tection and medical care” would justify the issuing 
of compulsory licenses. In 2017, the head of FAS, 
Igor Artemyev, stated it was only a matter of time 
before the government would formally begin to use 
WKLV�WRRO��,Q�������WKH�ƓUVW�FRXUW�RUGHUHG�ELRSKDU-
maceutical 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 as 
being economically advantageous and a decid-
ing factor in granting the license. In 2019, another 
compulsory license was issued to Nativa on largely 
similar grounds. In November 2019, a bill was sent 
to the Duma to amend existing laws on compul-
sory licensing (Article 1360 of Part IV of the Civil 
Code). The proposed amendments would provide 
a fairly broad ground for a compulsory license to 
be issued in the event of a national emergency 
and to protect the health and safety of the public. 
On December 31, 2020, the Russian government 
issued a compulsory license under Order 3718. The 

RUGHU�DXWKRUL]HV�D�ORFDO�PDQXIDFWXUHU�WR�SURGXFH�D�
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 
is 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 sug-
gests that the order follows a request by the local 
manufacturer made to the government in Novem-
ber 2020. Compulsory licensing as an actively used 
tool in Russian industrial and health policy not only 
is outside international norms but is self-defeat-
ing. 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; 
and Enforcement 

11. Exclusive rights; 12. Expeditious injunc-
tive-style relief and disabling of infringing 
content online; 13. Cooperative action against 
online piracy; and 36. Criminal standards: Over 
the past decade, Russia has introduced and im-
plemented a range of new laws and regulations 
to help combat the country’s high level of online 
copyright infringement. Over the past nine editions, 
as a percentage of the available score, Russia’s 
score on this category has almost doubled, rising 
IURP��������RQ�WKH�ƓUVW�HGLWLRQ�RI�WKH�,QGH[�WR�
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 with regard to the 
responsibilities of “information intermediaries,” 
with an obligation to act on a notice of infringe-
ment from a rights-holder. These amendments also 
included the introduction of interim judicial mea-
sures, designating the Moscow City Court as the 



U.S. Chamber International IP Index  2021 Ninth Edition |  244

ƓUVW�LQVWDQFH�RI�VXFK�DSSOLFDWLRQ�DQG�ZLWK�WKH�SRZHU�
of issuing temporary injunctions. Furthermore, a 
rights-holder could also apply to the Federal Ser-
vice for Supervision in the Sphere of Telecom, In-
formation Technologies, and Mass Communication 
(the ROSKOMNADZOR) for the enforcement of 
WKHVH�SURYLVLRQV��6SHFLƓFDOO\��526.201$'=25�
was given the power to issue notices to the hosting 
VHUYLFH�SURYLGHU�UHTXLULQJ�����QRWLƓFDWLRQ�WR�WKH�
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 rights-holders’ ability 
to request the disabling of access to infringing 
PDWHULDO�RQOLQH��6SHFLƓFDOO\��WKHUH�ZHUH�VHYHUDO�
important amendments to the “Law on Informa-
tion, Information Technologies and Information 
Protection.” These amendments included a ban 
on so-called mirror sites that infringe copyrighted 
content. These mirror websites are essentially repli-
cas of sites that have been taken down or to which 
access has been disabled. Rights-holders now have 
the option of notifying the Ministry of Communi-
cations, which has two days to order the hosting 
provider to disable access to the site. Furthermore, 
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 de-
veloped a database of infringing content. Finally, 
a “Counter-piracy Memorandum of Understand-
ing” between creators and internet mediators was 
agreed and signed in late 2018. Although it still 
remains high, the aggregated result of these efforts 
has been a decrease in online infringement. For ex-
ample, the Russian government has estimated that 
access has been disabled to almost 1,000 copy-
right-infringing websites since legislative changes 
were introduced. Similarly, statistics released by the 
F\EHUVHFXULW\�ƓUP�*URXS�,%�HVWLPDWH�WKDW�WKH�5XV-
sian online market for copyright-infringing content 
LQ������VKUXQN�IRU�WKH�ƓUVW�WLPH�LQ�ƓYH�\HDUV��2QH�
area where there has long been a lack of consis-

tent enforcement has been with respect to crimi-
nal sanctions for copyright infringement. Criminal 
standards are in place in the Criminal Code for 
most major IP rights, including copyright. How-
ever, as noted over the course of the Index, their 
application and enforcement have remained weak 
in relation to both physical and online piracy. The 
U.S. government has long pointed to criminal en-
forcement as an area in need of improvement. For 
example, the USTR in the 2020 6SHFLDO�����5HSRUW�
stated that “the United States is concerned about 
stakeholder reports that IP enforcement remains 
inadequate and that Russian authorities continue 
WR�ODFN�VXIƓFLHQW�VWDIƓQJ��H[SHUWLVH��DQG�WKH�SROLWLFDO�
will to effectively combat IP violations and criminal 
enterprises.” In what could be a precedent-setting 
case, in December 2019, a Russian court handed 
down a criminal conviction of the proprietor of a 
group of copyright-infringing websites providing 
DFFHVV�WR�SLUDWHG�ƓOP�DQG�WHOHYLVLRQ��7KH�FRQYLFWLRQ�
resulted in a two-year suspended prison sentence, 
ZLWK�ORFDO�OHJDO�DQDO\VLV�VWDWLQJ�WKDW�WKLV�LV�WKH�ƓUVW�
criminal conviction of its kind in Russia. As a result 
of these stronger criminal enforcement efforts, the 
score for indicator 36 has increased by 0.25.
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SAUDI ARABIA

STRENGTHS & WEAKNESSES

 9 Saudi IP authority has put in place ambitious 
reform agenda—continued in 2020

 9 Joined multiple PPHs joined in 2019-20
 9 Increased consultation and awareness-raising 

activities in 2019
 9 Stronger copyright enforcement through Saudi IP 

Authority
 9 Strong and sustained focus by Saudi 

authorities and institutions to encourage IP 
FRPPHUFLDOL]DWLRQ�DQG�WHFKQRORJ\�WUDQVIHU

 9 ([�RIƓFLR�DXWKRULW\�LQ�SODFH�IRU�FXVWRPV�RIƓFLDOV

 8 Pharmaceutical patent protection and linkage 
mechanism in effect suspended through Saudi 
Food and Drug Authority (SFDA) actions in 2017

 8 6LJQLƓFDQW�JDSV�LQ�FRS\ULJKW�IUDPHZRUNŋFKLHŴ\�
relating to protection online

 8 ,QFUHDVLQJ�QXPEHU�RI�ORFDOL]DWLRQ�UHTXLUHPHQWV
 8 Industry reports of a lack of practical availability 

of RDP—indirect reliance has been allowed when 
reviewing follow-on products

 8 Limited participation in international IP treaties

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

Pe
rc

en
ta

ge
 o

f o
ve

ra
ll 

in
de

x 
sc

or
e

100

80

60

40

20

0
Bottom 10
Economies’

Average

Top 10
Economies’

Average

Africa and
the Middle East

Average

40.66

28.78

Overall Score in Comparison

Saudi Arabia

40.38

90.43

Category Scores

100
90
80
70
60
50
40
30
20
10

Trade Secrets 

Trademarks

Copyrights

Patents

0HPEHUVKLS�DQG�5DWLƓFDWLRQ
of International Treaties  

Enforcement 

6\VWHPLF�(IƓFLHQF\�

Commercialization of IP Assets

Design Rights

Saudi Arabia Africa and the Middle East average Top 10 economies’ average

RANK
37/53



TOTAL: 20.19

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 4.50

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.75

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.75

Category 2: Copyrights, Related Rights, and 
Limitations 2.53

10. Term of protection 0.53

11. Exclusive rights 0.50

12. Injunctive-type relief 0.50

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.50

15. Digital rights management 0.25

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 2.00

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 0.65

21. Industrial design term of protection 0.40

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.25

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 3.00

26. Barriers to market access 0.50

27. Barriers to technology transfer 0.75

28. Registration and disclosure requirements of 
licensing deals 0.50

29. Direct government intervention in setting licensing 
terms 0.50

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 3.01

32. Physical counterfeiting rates 0.48

33. Software piracy rates 0.53

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.00

36. Criminal standards 0.50

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.50

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.25

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.50

41. Educational campaigns and awareness raising 0.50

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 1.00

44. WIPO Internet Treaties 0.00

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

0.00

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Saudi Arabia’s overall score has increased from 
39.44% (19.72 out of 50) in the eighth edition to 
40.38% (20.19 out of 50) in the ninth edition. This 
UHŴHFWV�VFRUH�LQFUHDVHV�RQ�LQGLFDWRUV����DQG����

Area of Note

On January 5, 2021, the Gulf Cooperation Council 
3DWHQW�2IƓFH�DQQRXQFHG�WKDW��IROORZLQJ�WKH���VW�
Session of the Supreme Council and amendments 
WR�WKH�3DWHQW�5HJXODWLRQ��WKH�3DWHQW�2IƓFH�ZRXOG�
no longer be accepting patent applications. The 
announcement was unexpected, as the GCC patent 
application route had been operational for more 
than two decades. At the time of research, it was 
XQFOHDU�ZKDW�ZRXOG�KDSSHQ�WR�DSSOLFDWLRQV�ƓOHG�
prior to the announcement. The Index will continue 
to monitor these developments in 2021.

Patents, Related Rights, and Limitations

5. Pharmaceutical-related patent enforcement 
and resolution mechanism: Saudi Arabia intro-
duced a patent linkage system in 2013. Under 
Circular Letter No. 7448, the Saudi FDA requires 
follow-on generic applicants to submit a letter from 
WKH�6DXGL�3DWHQW�2IƓFH�DQG�RU�WKH�*&&�3DWHQW�2I-
ƓFH�LQGLFDWLQJ�WKDW�QR�UHJLVWHUHG�SDWHQW�H[FOXVLYLW\�
is or will be in place for the relevant reference prod-
uct at the time of marketing approval. As discussed 
in previous editions of the Index, the Saudi FDA 
has effectively overridden Saudi Arabia’s linkage 
regime by approving for market a follow-on prod-
uct to daclatasvir, a medicine under a registered 
patent held by Bristol Myers Squibb (BMS). This is 
a highly negative development that undermines 
FRQƓGHQFH�LQ�6DXGL�$UDELDōV�QDWLRQDO�,3�HQYLURQ-
ment and the ability for innovators to maintain basic 
patent protection. More broadly, it runs counter to 

the goals and general principles of Saudi Arabia’s 
economic policy as outlined in both the 9LVLRQ������
and National Transformation Program 2020. At the 
time of research, this issue had still not been recti-
ƓHG�RU�HIIHFWLYHO\�DGGUHVVHG�E\�6DXGL�DXWKRULWLHV�

6. Legislative criteria and use of compulsory li-
censing of patented products and technologies: 
There has historically been a degree of uncertainty 
regarding the use of compulsory licenses in Sau-
di Arabia. Article 24 of the Law of Patents, Layout 
Designs of Integrated Circuits, Plant Varieties, and 
Industrial Designs outlines the legal basis and pro-
cess by which a compulsory license can be issued. 
Critically, the law provides a very broad public inter-
est basis by which a government-based compulsory 
license can be issued, including on the basis of the 
development of the national economy. In 2020, the 
SAIP issued new implementing regulations (“The 
Executive Rules for the Compulsory Licensing of 
the Patent”) outlining in more detail under what 
circumstances a biopharmaceutical rights-holder’s 
exclusivity can be overridden. Unfortunately, these 
new regulations do not clarify the circumstances 
that the Law of Patents outlines but just reiterates 
them. TRIPS Article 31, including the amendments 
introduced in the 2001 Doha Ministerial Declara-
tion, and subsequent General Council decision 
allowing the export of medicines produced under 
a compulsory license (outlined in Paragraph 6), 
form the legal grounds for compulsory licensing 
for medicines. The chairman’s statement accom-
panying the General Council decision (concerning 
Paragraph 6 of the Doha Declaration) underscores 
that these provisions are not in any way intended 
for industrial or commercial objectives, and if used, 
it is expected that they would be aimed solely at 
protecting public health. In addition, Article 31 and 
the Doha Declaration suggests that compulsory 
licensing represents a “measure of last resort,” in-
tended primarily for public health and humanitar-
ian emergencies such as pandemics, not on the 
grounds of industrial or economic development.
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8. Membership of a Patent Prosecution High-
way (PPH): As noted in last year’s Index, in a pos-
itive move the SAIP signed not one, but two, PPH 
DJUHHPHQWV�LQ�������7KH�ƓUVW�DJUHHPHQW��VLJQHG�LQ�
April 2019, is with the Korean Intellectual Property 
2IƓFH��7KH�VHFRQG�DJUHHPHQW�ZDV�VLJQHG�ZLWK�
the USPTO in late 2019 at the sidelines of the 59th 
WIPO General Assembly held in Geneva. These 
efforts to integrate the Saudi Arabia more fully into 
the international IP framework continued in 2020. 
To begin with, another PPH came into effect with 
WKH�-DSDQ�3DWHQW�2IƓFH��)XUWKHUPRUH��WR�ERRVW�WKH�
SAIP’s ability to cooperate internationally, in July 
2020, it was announced that the Saudi Council of 
0LQLVWHUV�KDG�DSSURYHG�D�VWDQGDUGL]HG�PHPRUDQ-
dum of international cooperation to be used. All 
RI�WKHVH�DUH�VLJQLƓFDQW�VWHSV�WR�VXSSRUW�LQQRYD-
tors and inventors in all affected economies. Until 
2019, Saudi Arabia did not have a functioning PPH 
ZLWK�DQ\�PDMRU�,3�RIƓFH�DQG�LWV�FRRSHUDWLRQ�ZLWK�
RWKHU�,3�RIƓFHV�DURXQG�WKH�ZRUOG�ZDV�OLPLWHG��33+�
initiatives and increased cooperation between IP 
RIƓFHV�LV�RQH�RI�WKH�PRVW�WDQJLEOH�ZD\V�LQ�ZKLFK�
the administration and functioning of the interna-
WLRQDO�,3�V\VWHP�FDQ�EH�LPSURYHG�DQG�KDUPRQL]HG�
to help inventors and rights-holders.

Copyrights, Related Rights, and Limitations

12. Expeditious injunctive-style relief and 
disabling of infringing content online: As has 
been noted in previous editions of the Index, the 
protection of copyright in Saudi Arabia is highly 
challenging. Relevant laws and regulations are not 
well developed, and the illicit use of copyrighted 
material remains high. Current Saudi copyright 
law provides for only basic exclusive rights and 
protection of creative works. While Article 9 of the 
Copyright Law Royal Decree No. M/41 includes 
a reference to the exclusive right to communica-
tion of a given work to the public “via any possible 
PHDQV�Ő�QR�VSHFLƓF�ODZ�RU�UHJXODWLRQ�LV�LQ�SODFH�
WKDW�SURYLGHV�D�QRWLƓFDWLRQ�DQG�WDNHGRZQ�PHFKD-

nism for infringing online content, nor is any similar 
legal framework in place to address the issue of 
RQOLQH�LQIULQJHPHQW�PRUH�VSHFLƓFDOO\��7KH�0LQ-
istry of Culture and Information has sporadically 
disabled access to web content, including copy-
right-infringing content, but this has been on an ad 
hoc basis. Physical and online piracy remains high, 
with industry reports suggesting that, historically, 
DV�PXFK�DV�����RI�PXVLF�DQG�ƓOP�FRQWHQW�LQ�6DXGL�
Arabia has been pirated. The estimated rate of soft-
ware piracy by the BSA for 2018 was 47%, only a 
small change from the 2009 estimated rate of 51%. 
Since its inception in 2017-18, the SAIP has worked 
on improving the copyright environment and the 
ability of rights-holders to enforce their rights more 
effectively. In 2019, the authority announced that 
over 160 cases of alleged copyright infringement 
had been referred to the relevant Saudi enforce-
PHQW�DXWKRULWLHV��DQG�ƓQHV�DQG�SHQDOWLHV�KDG�EHHQ�
imposed. The SAIP has also made the disabling 
of access to infringing content part of its enforce-
ment remit. The authority offers a portal through 
which rights-holders can directly communicate 
any suspected online infringement to the SAIP, 
which will then investigate and take enforcement 
action. In June 2020, the SAIP announced that it 
had disabled access to 231 websites from which 
infringing content was being disseminated. The 
QH[W�VWHS�ZRXOG�EH�WR�LQVWLWXWLRQDOL]H�WKLV�URXWH�RI�
administrative enforcement through the issuing of 
more detailed guidelines or a process note. Nev-
ertheless, this is another positive step taken by the 
SAIP to offer rights-holders a more effective and 
practical route of copyright enforcement in Saudi 
Arabia. As a result, the score on this indicator has 
increased by 0.25.    

Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ�

25. Regulatory data protection term: The 2005 
Minister of Commerce and Industry’s Decision No. 
������ŏ5HJXODWLRQV�IRU�WKH�3URWHFWLRQ�RI�&RQƓGHQ-
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WLDO�&RPPHUFLDO�,QIRUPDWLRQ�Ő�SURYLGHV�VSHFLƓF�
protection for submitted clinical research data as 
part of a biopharmaceutical market registration 
application. Article 5 of the regulations provides 
D�FOHDU�DQG�XQDPELJXRXV�SURWHFWLRQ�WHUP�RI�ƓYH�
years from the date of approval and states that 
relevant Saudi authorities “shall undertake to pro-
tect such information against unfair commercial 
XVH��IRU�D�PLQLPXP�SHULRG�RI�ƓYH�\HDUV�IURP�WKH�
date of obtaining the approval.” The existence of 
this RDP is a positive feature of Saudi Arabia’s na-
tional IP environment. However, as noted over the 
course of the Index, a level of uncertainty exists 
over the actual availability of this protection. Indus-
try reports have suggested that follow-on products 
have been approved using “indirect reliance” on 
submitted clinical research data. International stan-
dards and best practices for RDP are quite clear 
on this subject: neither direct nor indirect reliance 
on submitted clinical test data should be used to 
DSSURYH�IROORZ�RQ�SURGXFWV�ZLWKLQ�DQ\�VSHFLƓHG�
and granted term of exclusivity. In 2020, the SAIP 
released new draft implementing regulations on 
KRZ�FRQƓGHQWLDO�FRPPHUFLDO�LQIRUPDWLRQ�ZLOO�EH�
protected in Saudi Arabia. While the SAIP should 
be applauded for publishing these draft regula-
tions, holding a public consultation, and inviting 
stakeholder feedback on the matter, the regulations 
WKHPVHOYHV�DUH�GHHSO\�ŴDZHG�DQG�VWDQG�RXWVLGH�
established international standards of RDP. Specif-
ically, Article 4(1) of the regulations states that any 
term of protection offered in Saudi Arabia would 
EHJLQ�IURP�ŏWKH�GDWH�RI�WKH�ƓUVW�UHJLVWUDWLRQ�RI�WKH�
preparation in another country.” If implemented, 
this would dramatically re-write existing regulations 
DQG�VLJQLƓFDQWO\�FXUWDLO�ULJKWV�KROGHUVō�HIIHFWLYH�
5'3�WHUP��7KH�LQWURGXFWLRQ�RI�VXFK�D�GHƓQLWLRQ�
and the linking of the exclusivity period in Saudi 
$UDELD�WR�D�SURGXFWōV�ƓUVW�JOREDO�ODXQFK�ZRXOG�VH-
verely limit the availability of RDP in Saudi Arabia 
and undermine the incentives for innovation and 
investment such exclusivity provides. Moreover, the 
draft regulations do not allow a period of RDP for 

new indications. The implementation of this regu-
lation and application of the existing provisions in 
relation to RDP would result in a reduction of the 
score to 0 for this indicator.

6\VWHPLF�(IƓFLHQF\�

42. Targeted incentives for the creation and 
use of IP assets for SMEs: Historically, Saudi and 
GCC IP authorities have not offered any special 
incentives targeting SMEs. No reduced fees or an 
expedited approval process has been provided to 
SMEs, nor has there been a great deal of targeted 
WHFKQLFDO�DVVLVWDQFH��7KH�*&&�3DWHQW�2IƓFH�GRHV�
offer wider support programs for IP practitioners 
and inventors, but these are not targeted at SMEs. 
Similarly, in Saudi Arabia, the King Abdullah Univer-
VLW\�RI�6FLHQFH�DQG�7HFKQRORJ\�DQG�.LQJ�$EGXOD]L]�
City for Science and Technology (KACST) spon-
sor several programs and provide direct support 
services for inventors, including SMEs. However, 
this support is not within the context of IP devel-
RSPHQW��UHJLVWUDWLRQ��DQG�FRPPHUFLDOL]DWLRQ��EXW�
more broadly in terms of economic development, 
R&D, and encouraging innovation. This includes, 
for example, the “SMEs Support Initiative” run by 
KACST. This program “aims to provide a range of 
technical services starting from full technical up-
grading of small and medium factories, in order to 
improve their level, qualify them to contribute to 
local content, and develop the quality and quantity 
of their products.” This has now changed, with the 
6$,3�UHFRJQL]LQJ�VXSSRUW�IRU�60(V�DV�RQH�RI�LWV�
key priorities. In 2020, the authority announced 
several new initiatives targeting SMEs. In June, the 
Intellectual Property Advisory Clinics Program was 
launched. The program seeks to help SMEs de-
YHORS��UHJLVWHU��DQG�FRPPHUFLDOL]H�,3�DVVHWV��7KH�
SAIP also released an “Intellectual Property Poli-
cies Manual” to help and guide SMEs, academic 
institutions, and individual inventors. Finally, the 
authority, in partnership with WIPO, opened 21 
support centers as part of a national network of 
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IP centers. As a result of these positive efforts, the 
score on this indicator has increased by 0.25.

0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties

Saudi Arabia scores low in its participation in and 
UDWLƓFDWLRQ�RI�LQWHUQDWLRQDO�WUHDWLHV��2I�WKH�QLQH�
treaties included in the Index, Saudi Arabia is a 
contracting party to only two: the Patent Law Treaty 
and the Patent Cooperation Treaty. Saudi Arabia has 
not concluded a post-TRIPS FTA with substantive 
IP provisions. In a positive move, the SAIP in 2020 
issued a call for comments and public feedback 
on the possibility of Saudi Arabia joining several 
international IP treaties. Among the many treaties 
proposed were two included in the Index: the 
Hague Agreement Concerning the International 
Registration of Industrial Designs and the Protocol 
Relating to the Madrid Agreement Concerning 
the International Registration of Marks. Joining 
both these treaties would strengthen Saudi Ara-
bia’s national IP environment and lead to a score 
increase on this category of the Index. Furthermore, 
although not measured in the Index, the SAIP also 
announced in 2020 that Saudi Arabia had become 
a contracting party to the Locarno Agreement.
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SINGAPORE

STRENGTHS & WEAKNESSES

 9 Implementation of new R&D and IP tax incentives 
scheme in 2019

 9 Advanced national IP framework in place
 9 Global leader on online copyright enforcement: 

continued strong efforts in 2020
 9 Active participant in efforts to accelerate patent 

prosecution—IPOS has several PPHs in place and 
is a member of the GPPH

 8 Estimated software piracy has decreased from 
35% in 2009 to 27% today—but still high for a 
developed high-income economy

 8 Lack of transparency and data on customs 
VHL]XUHV�RI�,3�LQIULQJLQJ�JRRGV

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 42.19

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.75

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 1.00

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 0.75

Category 2: Copyrights, Related Rights, and 
Limitations 6.49

10. Term of protection 0.74

11. Exclusive rights 1.00

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 1.00

14. Limitations and exceptions 1.00

15. Digital rights management 0.75

16. Government use of licensed software 1.00

Category 3: Trademarks, Related Rights, and 
Limitations 3.00

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 0.75

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 1.35

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.75

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.75

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.50

26. Barriers to market access 1.00

27. Barriers to technology transfer 1.00

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 5.10

32. Physical counterfeiting rates 0.62

33. Software piracy rates 0.73

34. Civil and procedural remedies 1.00

35. Pre-established damages 1.00

36. Criminal standards 0.75

37. Effective border measures 0.75

38. Transparency and public reporting by customs 0.25

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.25

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.50

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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 0.00

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

50. Post-TRIPS FTA 1.00



U.S. Chamber International IP Index  2021 Ninth Edition |  253

SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Singapore’s overall score has decreased slightly 
from 84.42% (42.21 out of 50) in the eighth edition 
to 84.38% (42.19 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�,QGLFDWRU�����

Patents, Related Rights, and Limitations

9. Patent opposition: In 2013, the government of 
Singapore launched a strategic vision, the IP Hub 
Master Plan, to make Singapore one of the most 
competitive IP environments in the world. The plan 
focuses on three core areas: IP Transactions and 
Management, IP Filings, and IP Dispute Resolu-
tion. Over the past few years, the Ministry of Law 
DQG�WKH�,QWHOOHFWXDO�3URSHUW\�2IƓFH�RI�6LQJDSRUH�
(IPOS) have proposed several important changes 
to achieve these goals. To become a hub for IP 
dispute resolution, IPOS and the ministry have pro-
posed to amend the way IP disputes are currently 
processed and resolved. An IP Dispute Resolution 
�,3'5��FRPPLWWHH�ZDV�VHW�XS�LQ�������DQG�DQ�RIƓFLDO�
review was carried out and published—Final Report 
of the Review of Singapore’s IP Dispute Resolution 
Framework. In late 2018, a public consultation was 
held and in early May, draft legislation was released 
to the public. Passed over the summer, in Novem-
ber 2019, the Intellectual Property (Dispute Reso-
lution) Act 2019 came into effect. The act makes 
substantial changes to the existing dispute resolu-
tion framework and amends several laws, including 
the Arbitration Act, the International Arbitration Act, 
and most major IP laws. Amendments to the Patents 
Act introduce two important changes in the way 
published patent applications and patents grant-
HG�FDQ�EH�FKDOOHQJHG��7KH�ƓUVW�FKDQJH�UHODWHV�WR�
IRUPDOL]LQJ�KRZ�SUH�JUDQW�WKLUG�SDUW\�REVHUYDWLRQV�
can be submitted. Up until now, IPOS had operated 
a system whereby observations have informally 
been accepted and would, at IPOS’ discretion, be 

forwarded to the relevant examiners. It has then 
been up to the relevant examiners to decide on 
the merits of the observations. Section 32 of the 
DPHQGHG�3DWHQWV�$FW�QRZ�IRUPDOL]HV�DQG�GHƓQHV�
this process. A formal route for the submission of 
third-party observations is available in most leading 
IP jurisdictions, and these changes mean that Sin-
gapore is now largely aligned with other major IP 
RIƓFHV��7KH�VHFRQG�FKDQJH�WKH�'LVSXWH�5HVROXWLRQ�
Act introduces is in the way the validity of a granted 
patent can be challenged. Historically, Singapore 
has not had in place any type of patent opposi-
tion mechanism. Instead, the only way in which the 
validity of a granted patent could be challenged 
was through a formal revocation and patent nul-
lity proceeding. Revocation procedures—outlined 
under section 80 of the Patents Act—are primarily 
administrative and usually proceed through the 
IPOS. However, not all revocation procedures 
take place before IPOS. Patent validity can also 
be brought before the judiciary (typically the pro-
cedure in patent infringement claims in which a 
counterclaim of invalidity is brought) and IPOS re-
serves the right to defer revocation applications to 
a court of law. Local legal analysis suggests that the 
revocation process can be both lengthy and expen-
sive, involving a drawn-out process of evidentiary 
submissions, conferences, and hearings. Under 
the amended Dispute Resolution Act and Patents 
Act, a new section 38A introduces a post-grant 
patent re-examination route. The purpose of this 
re-examination route is to provide a more timely 
and cheaper option for resolving claims of patent 
invalidity. As such, these amendments amount to 
a potential improvement in Singapore’s already 
world-leading patenting environment. All national 
IP systems should seek to ensure that granted pat-
ents are in line with well-established international 
standards of novelty, inventive step, and industrial 
applicability. When disputes over validity arise, 
resolution mechanisms should be readily available 
and provide all parties the means of being heard 
IDLUO\�DQG�LPSDUWLDOO\�LQ�D�TXLFN�DQG�FRVW�HIƓFLHQW�
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manner. Unfortunately, in many jurisdictions, ex-
isting avenues of patent opposition and invalidity 
are frequently abused for commercial purposes 
to delay patent prosecution and limit competition. 
This is particularly the case for jurisdictions with 
pre-grant opposition procedures. In fact, many 
jurisdictions benchmarked in the Index in which a 
pre-grant opposition mechanism is in place have 
experienced systematic and severe delays to the 
patent prosecution process, with rights-holders 
negatively affected. For example, Australia has in 
place a pre-grant opposition system for patents. 
8QGHU�WKH�V\VWHP��WKLUG�SDUWLHV�PD\�ƓOH�DQ�REMHF-
tion between the publishing of the application 
and within three months after the application is 
accepted. The system extends the patent review 
SURFHVV�VLJQLƓFDQWO\��GHOD\LQJ�WKH�JUDQWLQJ�RI�SDW-
ents and reducing the available term of protection 
afforded to patent holders. For example, a 2012 
academic study published in the University of New 
South Wales Law Journal found that opposition 
ƓOLQJV�W\SLFDOO\�GHOD\HG�WKH�JUDQWLQJ�RI�D�SDWHQW�E\�
close to two years (the mean delay found was 2.4 
years versus the median of 1.8 years). The same 
study found that the highest volume of opposi-
tions were directed toward pharmaceutical patents, 
suggesting there is a clear commercial imperative 
behind these oppositions. Similarly, Israeli patent 
law provides for a pre-grant form of opposition 
to pending patent applications. Under the Israeli 
opposition system, the examination of a patent 
application can be extended by, at minimum, an 
additional 18 months, not including the process of 
re-examination and/or judicial hearings. Regard-
OHVV�RI�WKH�PHULWV�RI�DQ\�RSSRVLWLRQ�ƓOLQJ��WKHVH�
JHQHURXV�WLPHOLQHV�DGG�D�VLJQLƓFDQW�EXUGHQ�DQG�
delay to the patent prosecution process in Israel 
and, just as in Australia, impose an undue burden 
on patent applicants. In the amendments to Sin-
gapore’s Patents Act, safeguards have been put in 
place to ensure that the new re-examination system 
LV�QRW�DEXVHG��6SHFLƓFDOO\��VXE�VHFWLRQ���$����RI�
the amendments gives IPOS the right to refuse any 

application for re-examination in cases in which 
the request is viewed as “frivolous, vexatious or 
an abuse of the process.” The Index will monitor 
how the new re-examination system will work and 
its effect on rights-holders in Singapore in 2021 
and beyond.

Copyrights, Related Rights, and Limitations

12. Expeditious injunctive-style relief and 
disabling of infringing content online; and 
15. Digital rights management legislation: As 
noted in past editions of the Index, since 2014, 
Singapore has taken a real global leadership role 
with respect to copyright enforcement. That year, 
Singapore passed amendments to its Copyright 
Act, strengthening rights-holders’ recourse mech-
anisms against online piracy. The amendments 
provide a more direct mechanism for rights-holders 
WR�WDNH�DFWLRQ�DJDLQVW�ŏŴDJUDQWO\Ő�LQIULQJLQJ�VLWHV��
These amendments provide rights-holders with 
an avenue to apply directly to the High Court for 
an injunction “requiring the network service pro-
vider to take reasonable steps to disable access 
WR�WKH�ŴDJUDQWO\�LQIULQJLQJ�RQOLQH�ORFDWLRQ�Ő�7KH�
legislation contains a non-exhaustive list of con-
ditions and factors the High Court may consider 
ZKHQ�GHWHUPLQLQJ�ZKHWKHU�ŴDJUDQW�LQIULQJHPHQW�
is taking place. These factors include whether the 
main purpose of the “online location” is to infringe 
copyright, whether circumvention instructions are 
included on the site, or “whether the owner or op-
erator of the online location demonstrates a dis-
regard for copyright generally.” In response to an 
application by the Motion Picture Association of 
America (MPAA), in 2016, the High Court issued 
LWV�ƓUVW�RUGHU�XQGHU�WKHVH�DPHQGPHQWV��RUGHULQJ�
all of Singapore’s major ISPs to disable access to 
the piracy website Solarmovie.ph. In May 2018, 
the High Court ordered ISPs to disable access to 
another 53 websites after a new request from the 
MPAA. In October 2018, this order was followed 
up with the issuing of a so-called dynamic order 
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from the High Court whereby rights-holders can 
notify ISPs directly if counter-measures have been 
taken by the targeted infringing sites. This greatly 
reduces the administration of the system and im-
proves the overall effectiveness of the orders. As in 
many other economies benchmarked in the Index, 
there has been an explosion in the growth and use 
of internet-based applications providing infringing 
content to set-top boxes in Asia, and Singapore in 
particular. A survey published in late 2018 commis-
sioned by a local coalition of rights-holders—the 
Coalition Against Piracy—found that 15% of those 
surveyed used such a set-top box to access and 
stream illegal content. In response, rights-holders 
and policymakers have taken action in different 
fora. In another rights-holder led lawsuit, the High 
Court in November 2018 issued an order to disable 
access to internet-based applications providing 
infringing content to set-top boxes. In 2019, a local 
retailer was prosecuted for selling these set-top 
boxes. And in July 2020, another High Court order 
was issued. This time access to 60 different websites 
was ordered to be disabled, many of which provide 
illicit content to purchased set-top boxes. And as 
noted in last year’s Index, on the legislative front the 
JRYHUQPHQW�KDV�UHFRJQL]HG�WKH�QHHG�IRU�VWURQJHU�
action against piracy over set-top boxes. In the 
2019 Singapore Copyright Review Report, the Min-
LVWU\�RI�/DZ�DQG�,326�UHFRJQL]HG�WKH�JURZLQJ�FKDO-
lenge of set-top box piracy and current legislative 
gaps. Conclusion 16 of the Report recommended 
passing new legislation that would introduce civil 
and criminal liability on any individuals who “will-
fully make, import for sale, commercially distribute 
or sell” such set-top boxes. At the time of research, 
no draft legislation had been introduced or passed 
into law. The Index will continue to monitor these 
developments in 2021.
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SOUTH AFRICA

STRENGTHS & WEAKNESSES

 9 Basic IP framework in place
 9 Relatively low level of software piracy—32%—

compared with other African economies

 8 *URZLQJ�HPSKDVLV�RQ�ORFDOL]DWLRQ�DQG�ORFDO�
content requirements in economic and industrial 
SROLF\ŋLQWHQVLƓHG�LQ�����

 8 )LQDOL]HG�IP Policy Phase I does not fundamentally 
address South Africa’s gaps in IP protection—focus 
is not on innovation and development of new IP 
in South Africa but on use of existing developed 
IP through CLs, parallel imports, and restricting 
patentability of pharmaceuticals

 8 Copyright amendments create uncertainty for 
rights-holders through expansive “fair use” 
GHƓQLWLRQV

 8 Major gaps in laws and enforcement across all 
categories of the Index
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TOTAL: 18.31

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 2.00

1. Term of protection 1.00

2. Patentability requirements 0.00

3. Patentability of CIIs 0.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.00

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 2.53

10. Term of protection 0.53

11. Exclusive rights 0.50

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 0.25

15. Digital rights management 0.50

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 2.25

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 0.75

21. Industrial design term of protection 0.50

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.75

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 3.17

26. Barriers to market access 0.50

27. Barriers to technology transfer 0.50

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 0.25

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 2.86

32. Physical counterfeiting rates 0.43

33. Software piracy rates 0.68

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.25

36. Criminal standards 0.50

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.50

39. Coordination of IP rights enforcement 0.25

40. Consultation with stakeholders during IP policy 
formation 0.75

41. Educational campaigns and awareness raising 0.75

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 1.50

44. WIPO Internet Treaties 0.50

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

0.00

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.50

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

South Africa’s overall score remains unchanged at 
36.61% (18.31 out of 50). 

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. Expedi-
tious injunctive-style relief and disabling of 
infringing content online; 13. Scope of limita-
tions and exceptions to copyrights and related 
rights; and 14. Digital rights management leg-
islation: Over the past half-decade, South Africa 
has been engaged in reforming its copyright laws. 
'UDIW�&RS\ULJKW�$FW�DPHQGPHQWV�ZHUH�ƓUVW�SXE-
lished in 2015 and made open to public consulta-
tions. These amendments were then revised, and 
a new set of amendments were published in May 
2017. Over the course of 2018 and the beginning 
of 2019, the draft bill went through several itera-
WLRQV�DQG�FKDQJHV��,Q�0DUFK�������D�ƓQDO�ELOO�ZDV�
approved by both the National Assembly and the 
National Council of Provinces and sent to President 
Ramaphosa for his assent. At the time of research, 
the president had refused to sign the draft law, 
citing its potential unconstitutionality, and sent it 
back to the National Assembly for further review. 
As has been noted in previous editions of the In-
dex, the proposed legislation suffers from several 
VHULRXV�GHƓFLHQFLHV��6RXWK�$IULFDQ�SROLF\PDNHUV�
KDYH�FRUUHFWO\�LGHQWLƓHG�WKH�QHHG�IRU�PRGHUQL]LQJ�
the existing copyright laws. Just as for the rest of 
the world, the ICT and internet revolutions are fun-
damentally changing how South Africans interact 
socially and economically. In virtually all sectors 
and industries, businesses and economic interac-
tion is today being shaped by digital and mobile 
technologies. Platforms and business models that 

did not exist a generation ago have been enabled 
by the advent of digital technologies. Having an ef-
fective, modern copyright regime that encourages 
innovation and creativity is critical to make the most 
of the socio-economic opportunities that these 
deep structural changes in human behavior offer. 
In 2010, the South Africa government together with 
WIPO examined the economic contribution of the 
copyright-based industries to the South African 
economy. The report found that these industries 
contributed 4.11% to GDP and 4.08% to national 
employment. While substantial, these contributions 
are smaller compared with in other economies 
ZLWK�PRUH�PRGHUQL]HG�FRS\ULJKW�IUDPHZRUNV��VXFK�
as the United States and Korea, where the contri-
bution was estimated by WIPO to be over 10%. 
*LYHQ�WKH�VL]H�DQG�EUHDGWK�RI�WKH�FUHDWLYH�VHFWRU�
in South Africa, with the right IP-based incentives 
in place, the creative industries could become an 
even more powerful source of economic growth 
and development. Unfortunately, the draft copy-
right amendments do not include or address the 
current shortcomings in South Africa’s copyright 
regime. Instead, they add more uncertainty and 
SRWHQWLDO�GLIƓFXOWLHV�IRU�ULJKWV�KROGHUV��3URYLVLRQV�
of the bill allow unlimited parallel importation of all 
copyright works. The amendments also introduce 
a system of “fair use” exceptions to copyright. For 
many years, there has been a lack of clarity in South 
Africa on what constitutes infringement of copy-
right and what is fair reproduction and use, with 
QR�UHOHYDQW�IXOO�GHƓQLWLRQ�LQ�WKH�FXUUHQW�&RS\ULJKW�
Act. Exceptions and limitations to copyright should 
be considered against the three-step test embod-
ied in the Berne Convention and the WTO TRIPS 
Agreement. Yet it is unclear how the proposed new 
exceptions and system of fair use would work in 
practice without negating the exclusive rights of 
copyright owners and imperiling the legitimate 
markets for creative works. On the positive side, 
these amendments would strengthen and reinforce 
important aspects of South Africa’s legal framework, 
including the protection for DRM and TPMs. There 
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is no current provision in the existing Copyright 
Act with regards to DRM or TPMs. The proposed 
amendments contain a fairly robust set of draft sec-
tions corresponding with those already contained 
in the Electronic Communications and Transactions 
Act (ECTA) law. Yet, apart from this, the proposed 
amendments do little in the way of strengthening 
rights-holders’ ability to more effectively enforce 
their rights or address the growing issue of online 
piracy. The 2017 Cyber Crime bill—still pending 
parliamentary approval—would potentially improve 
the enforcement environment. Section 52 of the 
draft legislation includes a mandatory requirement 
that electronic service providers report any poten-
tial illicit behavior on or through their networks to 
the relevant authorities. Yet these provisions are 
QRW�VSHFLƓF�WR�FRS\ULJKW�DQG�HTXLYDOHQW�UHTXLUH-
ments are not included in the draft Copyright Act. 
Of note is that the draft legislation did not con-
sider additional enforcement measures, such as 
the disabling of access through an injunctive-style 
relief program. The past half-decade has seen a 
sharp increase in the number of economies that 
are using judicial or administrative mechanisms to 
effectively disable access to infringing content. To-
day, EU Member States, the United Kingdom, India, 
Singapore, Russia, and a host of other economies 
have introduced measures that allow rights-holders 
to seek and gain effective relief against copyright 
infringement online. Many of these economies are 
also 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 dif-
ferent access point online. The Index will continue 
to monitor these developments in 2021.

Commercialization of IP Assets and Market 
Access

26. Barriers to market access: As noted in previ-
ous editions of the Index, South African industrial 
SROLF\�RYHU�WKH�SDVW�GHFDGH�KDV�EHHQ�FKDUDFWHUL]HG�

by a growing use of local content requirements and 
an increased focus on technology transfer through 
WKH�ORFDOL]DWLRQ�RI�PDQXIDFWXULQJ�DQG�5	'�DFWLYLWLHV��
These policies are both general as well as industry 
DQG�VHFWRU�VSHFLƓF��)RU�H[DPSOH��6RXWK�$IULFD�KDV�
long-standing local content requirements for cer-
tain sectors, including broadcasting. Within public 
SURFXUHPHQW��VLJQLƓFDQW�ORFDO�FRQWHQW�UHTXLUHPHQWV�
have been in place since 2011 for a host of spe-
cially designated sectors, ranging from automotive 
(buses) and set-top boxes to clothing and furniture. 
Local content requirements range from 10 to 100% 
depending on the industry and type of product. 
For example, for pharmaceuticals, the threshold is 
set at 70% of local content in terms of volume for 
Oral Solid Dosage tenders and 50% in terms of 
value for Family Planning Tender. More generally, 
the National Industrial Participation Programme 
(NIP) has been in place since the late 2000s. The 
NIP provides that foreign suppliers within a month 
of signing a contract with the procuring entity sign 
an obligation agreement in which they commit to 
local economic activities. The ultimate purpose of 
the NIP is to build domestic capacity and partnering 
between South African companies and internation-
al industry leaders. More broadly, South African 
industrial and economic policy is largely guided 
by central planning and targets through Industrial 
Policy Action Plans (IPAPs) designed by the Depart-
ment of Trade and Industry (now the Department 
of Trade, Industry and Competition, DTIC). These 
,3$3V�SODFH�D�KHDY\�HPSKDVLV�RQ�ORFDOL]DWLRQ�DQG�
increasing the amount of local content produced 
and procured in South Africa. Past IPAPs have con-
ƓUPHG�WKH�JRYHUQPHQWōV�REMHFWLYH��ƓUVW�RXWOLQHG�
LQ�WKH������ƓYH�\HDU�SODQ��0HGLXP�7HUP�6WUDWHJLF�
Framework) of achieving a level of 75% local pro-
curement. The IPAPs, both more broadly and in the 
sectoral focus area discussions, place a heavy em-
phasis on the transfer of technologies from interna-
tional rights-holders to local companies. There are 
DOVR�RWKHU�VHFWRU�VSHFLƓF�LQLWLDWLYHV��)RU�H[DPSOH��LQ�
2014, the Department of Science and Technology 
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adopted a new bio-economy strategy document 
targeting the life sciences sector. A central part 
of this policy document was to strengthen local 
research, development, and innovation capabili-
ties with a view of increasing local manufacturing 
of active pharmaceutical ingredients, vaccines, 
and biologics. The document set as a target that, 
within a decade, 25% of pharmaceuticals and 20% 
of vaccine imports should be replaced by local 
production. Foreign investment and market access 
are also affected by the Broad-Based Black Eco-
QRPLF�(PSRZHUPHQW��%�%%((��SURJUDP��DQ�DIƓU-
PDWLYH�DFWLRQ�SURJUDP�WKDW�VFRUHV�ƓUPV�DFFRUGLQJ�
to their promotion of historically disadvantaged 
South Africans. B-BBEE requirements play an im-
SRUWDQW�UROH�LQ�SXEOLF�SURFXUHPHQW��ZLWK�WKH�ƓUVW�
URXQG�RI�WHQGHUV�VSHFLƓFDOO\�GHGLFDWHG�WR�DVVHVVLQJ�
compliance with them across a range of factors, 
and have been used to provide advantages to lo-
cal bidders. These rules have been strengthened 
over the past few years, with a stronger emphasis 
placed on B-BBEE ownership. For example, in 2018, 
new B-BBEE rules and quotas were announced 
for the mining sector. Under these rules, mining 
rights-holders must increase the level of B-BBEE 
ownership to 30% from the then-current level of 
�����7KHVH�ORFDOL]DWLRQ�UHTXLUHPHQWV�KDYH�RQO\�
LQWHQVLƓHG�LQ������DQG�������,Q�$XJXVW�������'HS-
uty Minister of Trade, Industry and Competition 
)LNLOH�0DMROD�VWDWHG�WKDW�ORFDOL]DWLRQ�ZLOO�EH�WKH�
“new focus” of the South African government and 
become more central to economic policymaking 
in the wake of the COVID-19 pandemic. As part 
of this focus, the DTIC is creating new industrial 
ŏPDVWHU�SODQVŐ�IRU�VSHFLƓF�LQGXVWULHV�DQG�VHFWRUV�RI�
the economy. These industrial plans, again, place 
an emphasis on local production and import sub-
stitution policies. For example, the Retail-Cloth-
ing, Textile, Footwear and Leather (R-CTFL) master 
plan, developed by the government with domestic 
VWDNHKROGHUV�DQG�ƓQDOL]HG�LQ�1RYHPEHU�������VHWV�
a target to increase local production of the market 
from 45% today to 65% by 2030. In an effort to 

improve the competitiveness of the local industry, 
under “Commitment 1: Grow the market for local 
CTFL producers,” this target is to be achieved with 
the aid of government procurement and greater 
enforcement of a 100% local content requirement 
for all textile, clothing, leather, and footwear. In 
������WKH�'7,&�UH�HPSKDVL]HG�LWV�FRPPLWPHQW�WR�
WKH�SODQ�DQG�SURPLVHG�WR�LQWHQVLI\�WKH�ORFDOL]DWLRQ�
drive, with DTIC Minister Ebrahim Patel stating that 
“the Covid-19 pandemic has made the argument 
for localisation even more urgent and important. 
The key issue for our economy now is the return of 
domestic demand. We need to stimulate the econ-
omy via deeper localisation efforts.” One positive 
aspect of these efforts has been a recognition by 
the South African government that more needs 
to be done with regards to counterfeiting. A key 
component of the government’s commitment in 
the R-CTFL is to increase anti-counterfeiting activity 
and the imports of illicit apparel and footwear. In a 
report to the Parliamentary Select Committee on 
Trade and Industry, Economic Development, Small 
Business Development, Tourism, Employment and 
Labour, the DTIC highlighted the increased cus-
WRPV�HQIRUFHPHQW�DQG�VHL]XUH�DFWLYLW\�LQ�WKH�SHULRG�
September 2019 to February 2020, with close to 
������VHL]XUHV�WDNLQJ�SODFH�
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SOUTH KOREA

STRENGTHS & WEAKNESSES

 9 Amendments to the Unfair Competition 
Prevention and Trade Secret Protection Act 
strengthen criminal sanctions for trade secret theft

 9 Amendments to Patent Act and Unfair 
Competition Prevention and Trade Secret 
Protection Act strengthened the basis for which 
damages can be awarded for patent and trade 
secret infringement

 9 Patenting standards generally in line with 
international best practices

 9 Generally strong online/digital copyright protection 
(with important exceptions, including software)

 9 Relatively robust legal framework for trademark 
and design protection

 9 Membership in Global PPH and IP5 and new post-
grant patent opposition mechanism streamline 
SDWHQW�RIƓFH

 9 KIPO provides SMEs with a variety of educational 
and technical assistance programs as well as a 
ULJKW�WR�UHGXFHG�ƓOLQJ�IHHV

 8 Not a contracting party to the Patent Law Treaty 
and the Convention on Cybercrime

 8 Some barriers to market access that discriminate 
against foreign IP owners

 8 Onerous licensing registration requirements

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 41.86

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.50

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 5.99

10. Term of protection 0.74

11. Exclusive rights 1.00

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 1.00

14. Limitations and exceptions 0.75

15. Digital rights management 1.00

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 3.75

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 0.75

20. Frameworks against online sale of counterfeit 
goods 1.00

Category 4: Design Rights, Related Rights, and 
Limitations 1.80

21. Industrial design term of protection 0.80

22. Exclusive rights, industrial design rights 1.00

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 2.10

23. Protection of trade secrets (civil remedies) 0.75

24. Protection of trade secrets (criminal sanctions) 0.75

25. Regulatory data protection term 0.60

INDICATOR SCORE
Category 6: Commercialization of IP Assets 3.42

26. Barriers to market access 0.50

27. Barriers to technology transfer 0.75

28. Registration and disclosure requirements of 
licensing deals 0.25

29. Direct government intervention in setting licensing 
terms 0.50

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 6.05

32. Physical counterfeiting rates 0.62

33. Software piracy rates 0.68

34. Civil and procedural remedies 0.75

35. Pre-established damages 1.00

36. Criminal standards 1.00

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.75

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

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

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 5.50

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 0.50

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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores 

South Korea’s overall score has increased from 
82.20% (41.10 out of 50) in the eighth edition to 
83.73% (41.86 out of 50) in the ninth edition. This 
UHŴHFWV�D�VFRUH�LQFUHDVH�RQ�LQGLFDWRU����

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products:�7KH�3DWHQW�$FW�SURYLGHV�D�FOHDU�ƓYH�\HDU�
period of patent term restoration to compensate 
for the time lost during the regulatory review and 
product registration process for biopharmaceuti-
cals. Concerns have been raised by industry in the 
past with regards to the effective availability of this 
restoration, including the extent to which additional 
uses of a patented invention are included under 
any restoration granted. In 2020, an important de-
cision was issued by the Korean Intellectual Prop-
erty Trial and Appeal Board (IPTAB). The IPTAB is a 
TXDVL�MXGLFLDO�ERG\�KRXVHG�ZLWKLQ�.RUHDōV�,3�2IƓFH��
.,32��DQG�LV�WKH�FRXUW�RI�ƓUVW�LQVWDQFH�LQ�PRVW�,3�
disputes, including with regards to patent rights. In 
July 2020, the IPTAB issued what could become a 
precedent-setting ruling that any term restoration 
granted should cover all uses under the existing 
patent and not be limited to just one primary or 
single use. This ruling clears up what has been a 
gray area for rights-holders in Korea and ensures 
that any term restoration granted provides a similar 
level of protection for any and all uses as that of 
the original patent.

Enforcement

35. Preestablished damages and/or mechanisms 
for determining the amount of damages gen-
erated by infringement: South Korean laws pro-
vide a relatively strong framework for enforcing IP 
rights, both in terms of available civil remedies and 

criminal penalties for infringement. These include 
statutory damages and several mechanisms for 
determining adequate damages, although actu-
al sums awarded in some cases can be relatively 
small—see, for instance, the 2012 case Apple Inc. 
v Samsung Electronics Co Ltd. As discussed in last 
year’s Index, amendments to the Patent Act and 
Unfair Competition Prevention and Trade Secret 
Protection Act (passed at the end of 2018) came 
into force during 2019 and have strengthened the 
basis for which damages can be awarded for patent 
infringement and the theft or misappropriation of 
WUDGH�VHFUHWV�DQG�FRQƓGHQWLDO�LQIRUPDWLRQ��7KHVH�
amendments provide for the possibility of awarding 
punitive damages and in 2020 they were extended 
to other forms of IP rights. In September 2020, the 
National Assembly passed the Intellectual Proper-
ty Protection Act. This act amends the Trademark 
Act and Design Protection Act, introducing puni-
tive damages and damage calculations similar to 
those passed last year for patents, trade secrets, 
DQG�FRQƓGHQWLDO�LQIRUPDWLRQ��7KLV�PDUNV�DQRWKHU�
positive step in strengthening the enforcement 
environment for rights-holders in Korea.

38. Transparency and public reporting by cus-
toms authorities of trade-related IP-infringe-
ment: Historically, statistics on anti-counterfeiting 
DQG�VHL]XUH�DFWLYLW\�E\�WKH�.RUHD�&XVWRPV�6HUYLFH�
have not been available on a systematic and regular 
basis. This changed in 2015 with the publication 
of the KCS’ Annual Report on Intellectual Property 
Rights Seizures. This report provides a detailed 
breakdown of the KCS’ anti-counterfeiting activi-
ties and investigations of suspected IP violations. 
,W�LQFOXGHV�WKH�QXPEHU�RI�VHL]XUHV��FDWHJRULHV�RI�
JRRGV�VHL]HG��DQG�SULPDU\�FRXQWULHV�RI�RULJLQ��7KH�
latest report, published in 2019, shows that there 
ZHUH�DOPRVW��������VHL]XUHV�FDUULHG�RXW�RYHU�WKH�
course of 2018, a 360% increase compared with 
������7KLV�ULVH�LQ�WKH�QXPEHU�RI�VHL]XUHV�ZDV�D�
result of greater cooperation between the KCS, 
private rights-holders, and the postal service at 
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,QFKHRQ�DLUSRUW��SOXV�D�QRWDEOH�LQFUHDVH�LQ�VHL]XUHV�
of small parcel shipments. Of note is that nine out 
of 10 IP-infringing goods (92.9%) came from China. 
At the time of research, no report had been made 
publicly available in 2020. The KCS should be con-
gratulated for making this information available 
to the public in a dedicated, regularly recurring 
report. As a result, the score on this indicator has 
increased to 1.
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SPAIN

STRENGTHS & WEAKNESSES

 9 Trade secret law operational as of 2019—Business 
Secrets Act entered into force in March 2019

 9 Stronger copyright enforcement measures 
in place through Royal Decree Law 2/2018—
continued enforcement efforts through Ministry of 
Culture

 9 As an EU Member State, Spain has in place an 
advanced IP system

 9 6HFWRU�VSHFLƓF�ULJKWV�LQ�SODFH�DQG�HQIRUFHG
 9 (IIRUWV�WR�VWUHQJWKHQ�DQG�PRGHUQL]H�SDWHQW�DQG�

copyright frameworks, including with respect to 
online copyright enforcement

 9 Civil and criminal reforms enhance remedies 
available for IP infringement

 9 Active public awareness campaigns and 
engagement efforts

 8 Regulation 2019/933 and existing SPC exemption 
IRU�H[SRUWV�RI�ELRSKDUPDFHXWLFDOV�SRVH�VLJQLƓFDQW�
risk to Spain’s and EU’s research- and IP-based 
biopharma industry

 8 Counterfeiting and piracy levels remain high 
compared with other EU economies—software 
piracy estimated at 42%

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 42.34

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.25

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 4.63

10. Term of protection 0.63

11. Exclusive rights 0.75

12. Injunctive-type relief 0.75

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 0.75

15. Digital rights management 0.75

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 3.00

17. Term of protection 1.00

18. Protection of well-known marks 0.75

19. Exclusive rights, trademarks 0.75

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 1.75

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.75

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 3.00

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 1.00

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.00

26. Barriers to market access 0.75

27. Barriers to technology transfer 0.75

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 5.21

32. Physical counterfeiting rates 0.63

33. Software piracy rates 0.58

34. Civil and procedural remedies 0.75

35. Pre-established damages 0.50

36. Criminal standards 0.75

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.50

39. Coordination of IP rights enforcement 0.75

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

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

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores 

Spain’s overall score has increased slightly from 
84.64% (42.32 out of 50) in the eighth edition to 
84.68% (42.34 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�LQFUHDVH�RQ�LQGLFDWRU�����

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products: In 2015, under the overarching initiative 
to reform and deepen the single market with the 
purpose of spurring economic growth in the EU, 
the European Commission announced its intentions 
to explore options for recalibrating certain ele-
ments of patent term restoration for biopharma-
ceuticals, so-called Supplementary Protection Cer-
WLƓFDWHV��63&V���2QH�RSWLRQ�IRU�FKDQJH�SXW�IRUWK�
by the commission was to provide European man-
ufacturers of generic drugs and biosimilars with 
an SPC manufacturing and export exemption (“SPC 
exemption”). The overriding purpose of the pro-
posal was to provide European manufacturers of 
generic drugs and biosimilars a competitive ad-
vantage by weakening IP protection for innovators. 
As the Index and others have pointed out, there 
were many troubling assumptions underlying the 
FRPPLVVLRQōV�SURSRVDO��,QGHHG��WKLV�ZDV�UHFRJQL]HG�
even by several key EU Member States. Most ba-
sically, the proposal assumed that there is an actu-
al market and demand for European generic man-
ufacturers. Yet it is not at all clear what this market 
is or where the demand for generic medicines 
produced in Europe would come from. More 
broadly, instead of allowing European generic 
manufacturers to gain a competitive advantage, it 
is much more likely that, over time, other econo-
mies will emulate the EU and also introduce poli-
cies that undermine biopharmaceutical IP protec-
tion. In fact, events in 2020 suggest that this is 
exactly what is happening. In a wide-ranging set 

of amendments to the Law on Protection of Rights 
to Inventions and Utility Models, the Ukraine has 
notably weakened its patenting environment as it 
relates to biopharmaceuticals. While these legis-
lative changes are meant to better align Ukraine’s 
national IP environment with that of the EU as part 
of the 2017 Ukraine-European Union Association 
Agreement, they will have the opposite effect. Not 
only do these changes substantially weaken the 
eligibility for biopharmaceutical patentable subject 
matter, new procedural barriers to obtaining patent 
term restoration as well as an export and stockpil-
ing exemption have also been introduced. The 
latter exemption is modeled on the EU’s Regulation 
2019/933. As the Index has repeatedly pointed 
out, the most obvious side effect of the overriding 
of IP rights in the EU is that the policy will be em-
ulated by other economies. As the Ukraine exam-
SOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�(XURSHDQ�
generics industry, the introduction of an SPC ex-
emption will simply end up hurting Europe’s re-
search-based industry and lead to a global race 
toward the bottom in weakening IP standards. From 
July 2019, Regulation 2019/933 is in force, and the 
SPC export exemption is now, for all intents and 
purposes, legal and operational in all EU Member 
States. As has been stated in previous editions of 
the Index, the decision to move ahead with the 
63&�H[HPSWLRQ�LV�D�VLJQLƓFDQW�EORZ�WR�ELRSKDUPD-
ceutical rights-holders and weakens the IP envi-
ronment across the EU. As a result of this action, 
the score on indicator 7 was reduced for all EU 
Member States included in the Index. Further de-
velopments in 2020 add to the uncertainty over 
the EU’s SPC regime. In July, the Court of Justice 
of the European Union (CJEU) handed down a 
verdict in the case Santen SAS v. Directeur général 
de l’Institut national de la propriété industrielle, 
C-673/18. Originating in France and referred to 
the CJEU by the Paris Court of Appeal in 2018, the 
case is about the extent to which it is possible to 
obtain an SPC for new innovations relating to ap-
proved biopharmaceutical products and treat-



U.S. Chamber International IP Index  2021 Ninth Edition |  268

ments. In earlier rulings—see, for example, the 2012 
1HXULP�3KDUPDFHXWLFDOV��������/WG�Y�&RPSWURO-
ler-General of Patents—the CJEU had held that it 
was possible to obtain an SPC for the new use of 
D�SURGXFW�IRU�ZKLFK�D�PDUNHW�DXWKRUL]DWLRQ�IRU�WKH�
same active ingredient had already been granted. 
This decision has now effectively been overturned. 
In its 2020 ruling, the CJEU emphatically stated 
ŏWKDW�DQ�0$�FDQQRW�EH�FRQVLGHUHG�WR�EH�WKH�ƓUVW�
0$�ř�ZKHUH�LW�FRYHUV�D�QHZ�WKHUDSHXWLF�DSSOLFD-
tion of an active ingredient, or of a combination of 
active ingredients, and that active ingredient or 
combination has already been the subject of an 
MA for a different therapeutic application.” The 
court argued that on this point the Neurim prece-
dent had erred and not fully taken into account the 
intentions of the lawmakers when originally devel-
oping the underlying IP incentive and EU Regula-
tion: “the EU legislature intended, in establishing 
the SPC regime, to protect not all pharmaceutical 
research giving rise to the grant of a patent and 
the marketing of a new medicinal product, but to 
SURWHFW�UHVHDUFK�OHDGLQJ�WR�WKH�ƓUVW�SODFLQJ�RQ�
the market of an active ingredient or a combi-
nation of active ingredients as a medicinal prod-
uct.” From a legal perspective, the court’s verdict 
may set an unfortunate precedent and further lim-
it the availability of European incentives for bio-
pharmaceutical innovation. More broadly, from a 
public policy perspective, the court’s verdict is odd 
and fails to understand the basics of biopharma-
ceutical innovation. Technological innovation is 
frequently thought of as consisting of two distin-
guishable modes or models: radical innovation 
and incremental innovation. Radical innovation, as 
the name suggests, is the introduction of complete-
ly new or revolutionary ideas or products. Frequent-
ly, such innovations wholly alter the way an indus-
try or even an economy functions, fundamentally 
changing economic and social behavior. In contrast 
to radical innovation, incremental innovation is a 
process of piecemeal improvement of existing 
technologies or techniques. Usually, incremental 

innovations follow on from revolutionary or radical 
innovations. Does this mean that radical innovation 
is the proverbial “good” form of innovation and 
non-revolutionary incremental innovation is “bad” 
and, from a societal perspective, largely useless? 
Because that is the underlying policy rationale be-
hind the court’s reasoning. In its verdict and as-
sumptions about the intentions of European law-
makers, the court has implied that incremental 
biopharmaceutical innovations are less meaning-
ful and therefore should not be eligible for the SPC 
incentive. But most biopharmaceutical innovation 
is in large part incremental. In fact, incremental 
innovation is an essential part of the biopharma-
ceutical R&D process. Follow-on medications and 
incrementally improved or altered therapies fre-
quently reduce side effects, improve on existing 
delivery systems or the administration of a medi-
cine, increase effectiveness, and reduce dosages 
required. Without incremental innovations—and 
the IP incentives that drive investment and resourc-
es 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, con-
WUDFHSWLYHV��LQVXOLQ�SXPSV��VWDWLQV��]ROHGURQLF�DFLG��
and countless other commonly used biopharma-
ceutical products and devices. The development 
of HIV/AIDS treatment is a concrete example of 
how incremental improvements to existing tech-
nologies over time amount to what in effect be-
comes a radical innovation whereby the latest 
WHFKQRORJ\�LV�EDUHO\�UHFRJQL]DEOH�FRPSDUHG�ZLWK�
LWV�ƓUVW�JHQHUDWLRQ�SUHGHFHVVRU��7KH�ƓUVW�JHQHUDWLRQ�
of HIV/AIDS antiretrovirals had serious side effects 
and were combination therapies requiring the con-
sumption of large volumes of medication several 
times per day. Side effects included explosive di-
arrhea, severe nausea, loss of sense of taste, skin 
problems, and painful nerve injury. The develop-
ment of the second generation of drugs, centering 
on the concept of highly active antiretroviral ther-
apy, saw improved treatment options and reduced 
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side effects. Still, treatment centered on the admin-
istration and consumption of several medicines 
per day. It is only in recent years that new therapies 
have been introduced based on incremental inno-
vations that allow for combination pills. Instead of 
an array of pills taken every few hours, these prod-
ucts require that the patient take only a single pill 
once daily. This new ease of medication has led to 
increased adherence, which has, in turn, increased 
HIƓFDF\�VLJQLƓFDQWO\�ZLWK�OLWWOH�WR�QR�PDMRU�FKDQJH�
in lifestyle. This allows patients to live socio-eco-
nomically productive lives with what had once been 
a debilitating and often fatal disease. In the long 
WHUP��WKLV�KDV�DOVR�FDXVHG�D�VLJQLƓFDQW�GHFUHDVH�LQ�
costs for treating side effects, thus reducing the 
cost burden on a given health system. It is hard to 
see how this type of innovation should not be eli-
gible for IP incentives such as SPC protection. The 
Index will continue to monitor these developments 
in 2021.
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SWEDEN

STRENGTHS & WEAKNESSES

 9 Strong and sophisticated national IP environment
 9 Online copyright enforcement improving over 

past few years, with stronger police enforcement 
and precedent-setting court decisions on ISP 
responsibility

 9 New case law in 2020 creates more certainty as 
to under what circumstances Swedish ISPs and 
internet mediators will be ordered to disable 
access to infringing content

 8 1R�5	'��RU�,3�VSHFLƓF�WD[�LQFHQWLYHV�LQ�SODFH
 8 Regulation 2019/933 and existing SPC exemption 
IRU�H[SRUWV�RI�ELRSKDUPDFHXWLFDOV�SRVH�VLJQLƓFDQW�
risk to Sweden’s and EU’s research- and IP-based 
biopharma industry

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS

Pe
rc

en
ta

ge
 o

f o
ve

ra
ll 

in
de

x 
sc

or
e

100

80

60

40

20

0
Bottom 10
Economies’

Average

Top 10
Economies’

Average

Europe and 
Central Asia

Average

77.18

28.78

90.43

Overall Score in Comparison

Sweden

90.92

Category Scores

100
90
80
70
60
50
40
30
20
10

Trade Secrets 

Trademarks

Copyrights

Patents

0HPEHUVKLS�DQG�5DWLƓFDWLRQ
of International Treaties  

Enforcement 

6\VWHPLF�(IƓFLHQF\�

Commercialization of IP Assets

Design Rights

Sweden Europe and Central Asia average Top 10 economies’ average

RANK
6/53



TOTAL: 45.46

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.25

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 6.35

10. Term of protection 0.60

11. Exclusive rights 1.00

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 0.75

14. Limitations and exceptions 1.00

15. Digital rights management 1.00

16. Government use of licensed software 1.00

Category 3: Trademarks, Related Rights, and 
Limitations 3.50

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 1.00

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 2.00

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 1.00

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 3.00

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 1.00

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 4.75

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 incentives for the creation of IP assets 0.00

Category 7: Enforcement 6.36

32. Physical counterfeiting rates 0.80

33. Software piracy rates 0.81

34. Civil and procedural remedies 0.75

35. Pre-established damages 1.00

36. Criminal standards 1.00

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.75

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

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

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 6.50

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 0.50

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

50. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Sweden’s overall score has increased from 90.56% 
(45.28 out of 50) in the eighth edition to 90.92% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicator 11.

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products: In 2015, under the overarching initiative 
to reform and deepen the single market with the 
purpose of spurring economic growth in the EU, 
the European Commission announced its intentions 
to explore options for recalibrating certain ele-
ments of patent term restoration for biopharma-
ceuticals, so-called Supplementary Protection Cer-
WLƓFDWHV��63&V���2QH�RSWLRQ�IRU�FKDQJH�SXW�IRUWK�
by the commission was to provide European man-
ufacturers of generic drugs and biosimilars with 
an SPC manufacturing and export exemption (“SPC 
exemption”). The overriding purpose of the pro-
posal was to provide European manufacturers of 
generic drugs and biosimilars a competitive ad-
vantage by weakening IP protection for innovators. 
As the Index and others have pointed out, there 
were many troubling assumptions underlying the 
FRPPLVVLRQōV�SURSRVDO��,QGHHG��WKLV�ZDV�UHFRJQL]HG�
even by several key EU Member States. Most ba-
sically, the proposal assumed that there is an actu-
al market and demand for European generic man-
ufacturers. Yet it is not at all clear what this market 
is or where the demand for generic medicines 
produced in Europe would come from. More 
broadly, instead of allowing European generic 
manufacturers to gain a competitive advantage, it 
is much more likely that, over time, other econo-
mies will emulate the EU and also introduce poli-
cies that undermine biopharmaceutical IP protec-
tion. In fact, events in 2020 suggest that this is 
exactly what is happening. In a wide-ranging set 

of amendments to the Law on Protection of Rights 
to Inventions and Utility Models, the Ukraine has 
notably weakened its patenting environment as it 
relates to biopharmaceuticals. While these legis-
lative changes are meant to better align Ukraine’s 
national IP environment with that of the EU as part 
of the 2017 Ukraine-European Union Association 
Agreement, they will have the opposite effect. Not 
only do these changes substantially weaken the 
eligibility for biopharmaceutical patentable subject 
matter, new procedural barriers to obtaining patent 
term restoration as well as an export and stockpil-
ing exemption have also been introduced. The 
latter exemption is modeled on the EU’s Regulation 
2019/933. As the Index has repeatedly pointed 
out, the most obvious side effect of the overriding 
of IP rights in the EU is that the policy will be em-
ulated by other economies. As the Ukraine exam-
SOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�(XURSHDQ�
generics industry, the introduction of an SPC ex-
emption will simply end up hurting Europe’s re-
search-based industry and lead to a global race 
toward the bottom in weakening IP standards. From 
July 2019, Regulation 2019/933 is in force, and the 
SPC export exemption is now, for all intents and 
purposes, legal and operational in all EU Member 
States. As has been stated in previous editions of 
the Index, the decision to move ahead with the 
63&�H[HPSWLRQ�LV�D�VLJQLƓFDQW�EORZ�WR�ELRSKDUPD-
ceutical rights-holders and weakens the IP envi-
ronment across the EU. As a result of this action, 
the score on indicator 7 was reduced for all EU 
Member States included in the Index. Further de-
velopments in 2020 add to the uncertainty over 
the EU’s SPC regime. In July, the Court of Justice 
of the European Union (CJEU) handed down a 
verdict in the case Santen SAS v. Directeur général 
de l’Institut national de la propriété industrielle, 
C-673/18. Originating in France and referred to 
the CJEU by the Paris Court of Appeal in 2018, the 
case is about the extent to which it is possible to 
obtain an SPC for new innovations relating to ap-
proved biopharmaceutical products and treat-
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ments. In earlier rulings—see, for example, the 2012 
1HXULP�3KDUPDFHXWLFDOV��������/WG�Y�&RPSWURO-
ler-General of Patents—the CJEU had held that it 
was possible to obtain an SPC for the new use of 
D�SURGXFW�IRU�ZKLFK�D�PDUNHW�DXWKRUL]DWLRQ�IRU�WKH�
same active ingredient had already been granted. 
This decision has now effectively been overturned. 
In its 2020 ruling, the CJEU emphatically stated 
ŏWKDW�DQ�0$�FDQQRW�EH�FRQVLGHUHG�WR�EH�WKH�ƓUVW�
0$�ř�ZKHUH�LW�FRYHUV�D�QHZ�WKHUDSHXWLF�DSSOLFD-
tion of an active ingredient, or of a combination of 
active ingredients, and that active ingredient or 
combination has already been the subject of an 
MA for a different therapeutic application.” The 
court argued that on this point the Neurim prece-
dent had erred and not fully taken into account the 
intentions of the lawmakers when originally devel-
oping the underlying IP incentive and EU Regula-
tion: “the EU legislature intended, in establishing 
the SPC regime, to protect not all pharmaceutical 
research giving rise to the grant of a patent and 
the marketing of a new medicinal product, but to 
SURWHFW�UHVHDUFK�OHDGLQJ�WR�WKH�ƓUVW�SODFLQJ�RQ�
the market of an active ingredient or a combi-
nation of active ingredients as a medicinal prod-
uct.” From a legal perspective, the court’s verdict 
may set an unfortunate precedent and further lim-
it the availability of European incentives for bio-
pharmaceutical innovation. More broadly, from a 
public policy perspective, the court’s verdict is odd 
and fails to understand the basics of biopharma-
ceutical innovation. Technological innovation is 
frequently thought of as consisting of two distin-
guishable modes or models: radical innovation 
and incremental innovation. Radical innovation, as 
the name suggests, is the introduction of complete-
ly new or revolutionary ideas or products. Frequent-
ly, such innovations wholly alter the way an indus-
try or even an economy functions, fundamentally 
changing economic and social behavior. In contrast 
to radical innovation, incremental innovation is a 
process of piecemeal improvement of existing 
technologies or techniques. Usually, incremental 

innovations follow on from revolutionary or radical 
innovations. Does this mean that radical innovation 
is the proverbial “good” form of innovation and 
non-revolutionary incremental innovation is “bad” 
and, from a societal perspective, largely useless? 
Because that is the underlying policy rationale be-
hind the court’s reasoning. In its verdict and as-
sumptions about the intentions of European law-
makers, the court has implied that incremental 
biopharmaceutical innovations are less meaning-
ful and therefore should not be eligible for the SPC 
incentive. But most biopharmaceutical innovation 
is in large part incremental. In fact, incremental 
innovation is an essential part of the biopharma-
ceutical R&D process. Follow-on medications and 
incrementally improved or altered therapies fre-
quently reduce side effects, improve on existing 
delivery systems or the administration of a medi-
cine, increase effectiveness, and reduce dosages 
required. Without incremental innovations—and 
the IP incentives that drive investment and resourc-
es 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, 
FRQWUDFHSWLYHV��LQVXOLQ�SXPSV��VWDWLQV��]ROHGURQLF�
acid, and countless other commonly used biophar-
maceutical products and devices. The development 
of HIV/AIDS treatment is a concrete example of 
how incremental improvements to existing tech-
nologies over time amount to what in effect be-
comes a radical innovation whereby the latest 
WHFKQRORJ\�LV�EDUHO\�UHFRJQL]DEOH�FRPSDUHG�ZLWK�
LWV�ƓUVW�JHQHUDWLRQ�SUHGHFHVVRU��7KH�ƓUVW�JHQHUDWLRQ�
of HIV/AIDS antiretrovirals had serious side effects 
and were combination therapies requiring the con-
sumption of large volumes of medication several 
times per day. Side effects included explosive di-
arrhea, severe nausea, loss of sense of taste, skin 
problems, and painful nerve injury. The develop-
ment of the second generation of drugs, centering 
on the concept of highly active antiretroviral ther-
apy, saw improved treatment options and reduced 
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side effects. Still, treatment centered on the admin-
istration and consumption of several medicines 
per day. It is only in recent years that new therapies 
have been introduced based on incremental inno-
vations that allow for combination pills. Instead of 
an array of pills taken every few hours, these prod-
ucts require that the patient take only a single pill 
once daily. This new ease of medication has led to 
increased adherence, which has, in turn, increased 
HIƓFDF\�VLJQLƓFDQWO\�ZLWK�OLWWOH�WR�QR�PDMRU�FKDQJH�
in lifestyle. This allows patients to live socio-eco-
nomically productive lives with what had once been 
a debilitating and often fatal disease. In the long 
WHUP��WKLV�KDV�DOVR�FDXVHG�D�VLJQLƓFDQW�GHFUHDVH�LQ�
costs for treating side effects, thus reducing the 
cost burden on a given health system. It is hard to 
see how this type of innovation should not be eli-
gible for IP incentives such as SPC protection. The 
Index will continue to monitor these developments 
in 2021. 

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); and 12. Expe-
ditious injunctive-style relief and disabling of 
infringing content online: The protection of copy-
righted material online has historically been a se-
rious challenge for rights-holders in Sweden. In 
2005, industry estimates suggested that half of all 
computer videogames were pirated. A 2015 report 
by Boston Consulting Group (Svensk Filmnäring, 
8WYHFNOLQJ��XWPDQLQJDU�RFK�P¸MOLJKHWHU�����) for 
the Swedish content industry (Film & TV-branschens 
samarbetskommitté) found that an estimated 29–
32% of the population accessed illegal television 
DQG�RU�ƓOP�HYHU\�PRQWK��7KH�UDWH�LQ�QHLJKERULQJ�
1RUZD\��'HQPDUN��DQG�)LQODQG�ZDV�VLJQLƓFDQWO\�
lower, at 19%, 12%, and 8%, respectively. Similarly, 
LQ�������6ZHGLVK�PHGLD�FRQVXOWLQJ�ƓUP�Mediavision 
found that Sweden’s rates of online piracy were 

about double the rates of neighboring Finland and 
Denmark, which have stronger enforcement mea-
sures in place. The study found that over two-thirds 
of Swedish young men ages 15-24 admitted to 
having accessed online pirated content over the 
surveyed period. Over the past two decades, Swe-
den has also become known as a host for websites 
providing access to illegal content. Most notably, 
the Pirate Bay was founded in Sweden in 2003 and 
originally hosted in Sweden. Over the past few 
years, the Swedish government and relevant au-
thorities have begun taking more forceful action, 
and through new mechanisms of enforcement 
rights-holders have had a better chance of pro-
tecting their creations. The Pirate Bay founders 
have been arrested, successfully prosecuted, and 
sentenced. In 2015, the Swedish government took 
over ownership of all Swedish domain names re-
lated to the website. Enforcement action has also 
been taken against other Swedish pirate sites, in-
FOXGLQJ�6ZHƓOPHU��,QGXVWU\�HVWLPDWHV�VXJJHVWHG�
WKDW��LQ�WKH�PLG�����V��6ZHƓOPHU�KDG�EHFRPH�WKH�
largest provider of pirated streaming services in 
6ZHGHQ��,Q�-XO\�������6ZHƓOPHUōV�SUHPLVHV�ZHUH�
raided by the police and subsequently the site was 
shut down. The Swedish legal framework has also 
been strengthened. While Sweden has tradition-
ally had in place a relatively sophisticated copyright 
regime with rights generally protected, this legal 
framework has now been complemented with on-
OLQH�VSHFLƓF�OHJLVODWLRQ��,Q�������WKH�,QWHOOHFWXDO�
Property Rights Enforcement Directive (IPRED) was 
introduced. The law (which implements an EU di-
rective) gave rights-holders the opportunity 
through a court to acquire the contact details of a 
suspected copyright infringer. Like the introduction 
of the HADOPI measures in France, research on 
the effects of the IPRED law in Sweden suggest 
WKDW�LW�KDG�D�SRVLWLYH�DQG�VLJQLƓFDQW�HIIHFW�RQ�VKRUW��
to medium-term music sales. A study by Swedish 
economists shows that, overall, music sales in-
creased by over 35% after the introduction of the 
law. Most importantly, over the past half-decade, 
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judicial precedents have been set with rights-hold-
ers being able to access redress through injunctive 
relief and the disabling of websites hosting copy-
right-infringing content. In 2014, a coalition of in-
ternational and domestic Swedish content creators 
and providers (the group includes Universal Music, 
Sony Music, Warner Music, Nordisk Film, and Svensk 
Filmindustri) sought a court order to force one of 
the largest ISPs in Sweden, Bredbandsbolaget, to 
disable access and prevent its subscribers from 
DFFHVVLQJ�WKH�3LUDWH�%D\�DQG�6ZHƓOPHU�VWUHDPLQJ�
services. Initially, the lawsuit was rejected. The 
Stockholm District Court refused an injunction 
against Bredbandsbolaget to disable access to two 
torrent sites. In its public statements, Bredbands-
bolaget said that ISPs should not be held respon-
sible for the content distributed or transported 
over their network. The Stockholm District Court 
agreed and held that ISPs had no obligation to 
disable access to pirate websites unless they pro-
vide “direct assistance” to the primary infringers. 
The court’s decision was based on an evaluation 
of Sweden’s implementation of the EU’s InfoSoc 
Directive (Article 8.3) and on the complicity concept 
within the Penal Code (Article 53b). By in effect 
removing virtually any responsibility from ISPs, this 
judgment severely restricted the means by which 
copyright holders could enforce their rights online. 
In February 2017, Sweden’s new specialist IP ap-
peals court, the Swedish Patent and Market Court 
of Appeal (Patent- och marknadsöverdomstolen), 
overturned this decision. The court ruled that Bred-
bandsbolaget should not only disable access to 
the torrent websites in question but also pay dam-
ages of SEK500,000 (about USD60,000). The ruling 
could not be appealed and has set an important 
precedent for Swedish rights-holders. Still, the sit-
XDWLRQ�KDV�UHPDLQHG�VRPHZKDW�ŴXLG�DQG�XQFHUWDLQ�
in the years since. There have been some key pos-
itive judgments following the precedent set by the 
Bredbandsbolaget case. For example, in October 
������WKH�VSHFLDOLVW�,3�FRXUW�RI�ƓUVW�LQVWDQFH��WKH�
Swedish Patent and Market Court (Patent- och mark-

nadsdomstolen), ordered one of the largest ISPs 
in Sweden, Telia, to disable access to several web-
sites enabling access to copyright-infringing con-
tent. A coalition of rights-holders had brought suit 
earlier in 2018, in part based on the precedent set 
by the Bredbandsbolaget case and developments 
in European jurisprudence. However, in February 
2019, the appeals court, the Patent and Market 
Court of Appeal, overturned this order (case PMÖ 
9945-18). Although the court stated that it was clear 
that copyright infringement had taken place as 
claimed by the plaintiffs, the court argued that it 
ZDV�D�GLVSURSRUWLRQDWH�UHVSRQVHŋLQ�WKLV�VSHFLƓF�
case—to order the disabling of access to these web-
sites as, in part, several were no longer operation-
al or accessible. Given these circumstances, at that 
VSHFLƓF�PRPHQW�LQ�WLPH��WKH�FRXUW�VWDWHG�WKDW�DQ�
order disabling access would not be a proportion-
DWH�UHVSRQVH��*LYHQ�WKH�ORQJ�DQG�GLIƓFXOW�KLVWRU\�
rights-holders have faced in enforcing their copy-
right in Sweden, this decision raised the specter 
of undoing much of the positive momentum 
gained through the 2017 Bredbandsbolaget prec-
edent. Yet, in October 2019, the same Court of 
Appeal appeared to veer in a different direction. 
In another appeals case involving a set of ISPs and 
rights-holders (ComHem, Tele 2, Telia v Elsevier BV, 
Elsevier Ltd, case PMÖ 7648-19), on the infringe-
PHQW�DQG�LOOHJDO�DFFHVV�WR�VFLHQWLƓF�SXEOLFDWLRQV�
through the LibGen and Sci-Hub websites, the court 
upheld the lower court’s judgment that the ISPs 
should disable access to these websites. In contrast 
to the Telia case, the court held that the disabling 
of access was, in this case and under these specif-
ic factual circumstances, a proportionate response. 
The combined effect of the Court of Appeal’s judg-
ments was to create a degree of uncertainty as to 
under what circumstances Swedish ISPs and inter-
net mediators would be ordered to disable access 
to infringing content. When would the court rule 
that the disabling of access constitutes a “propor-
tionate” response versus not? Some of these con-
cerns have been alleviated in 2020 with another 
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precedent-setting verdict on online infringement 
handed down by the Court of Appeal. In June, the 
court upheld an initial ruling by the lower court 
that the ISP in question, Telia, was guilty of second-
ary infringement and was ordered to disable access 
to the infringing websites and portals in question. 
Crucially, the judgment included an order for the 
dynamic disabling of access, with the court recog-
QL]LQJ�WKDW�ULJKWV�KROGHUV�VKRXOG�UHFHLYH�ŏHIIHFWLYH�
protection against continued copyright infringe-
ment.” On this basis, the court judged that a dy-
namic injunction was a proportionate response. 
6LQFH������DQG�WKH�ƓUVW�Bredbandsbolaget case, 
the body of case law on online copyright infringe-
ment in Sweden has evolved and is now fairly ex-
tensive. Rights-holders that for years struggled to 
effectively address the illegal accessing of their 
content online can now more effectively enforce 
their rights through the judiciary and established 
court-set precedents. The effect of these new en-
forcement tools can be seen in rates of online pi-
racy. In November 2019, the Swedish Intellectual 
3URSHUW\�2IƓFH��359���FRPPLVVLRQHG�DQ�RQOLQH�
survey of internet users and levels of copyright 
infringement. The survey found a notable decrease 
in the number of users engaging in piracy and ac-
cessing illegal content compared with the previous 
survey conducted in 2017. Overall, the number of 
respondents saying they accessed copyright-in-
fringing content fell from 21 to 14%. Of note is the 
even steeper drop in the age category 16-29, for 
which the number of respondents saying they ac-
cessed copyright-infringing content fell from almost 
half (46%) of the respondents to 28%. As a result 
of the sustained progress Sweden has made on 
addressing online copyright infringement, the 
score on indicator 11 has increased by 0.25.
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SWITZERLAND

STRENGTHS & WEAKNESSES

 9 R&D and IP tax incentives of 2019 in place
 9 Strong and sophisticated national IP environment
 9 Strong patent rights and enforcement 

environment
 9 Founding member of EPO and full participant in 

PPH initiatives

 8 Copyright law amendments of 2020 only partially 
address issue of online infringement—do not 
include option of disabling access to infringing 
content online or content hosted by foreign sites

 8 Overly broad interpretation of limitations and 
exceptions for copyright—remains unchanged 
after 2020 amendments

 8 Crucial gaps in enforcement and prosecution of 
online copyright infringement

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 42.91

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.50

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 3.38

10. Term of protection 0.63

11. Exclusive rights 0.50

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.50

14. Limitations and exceptions 0.25

15. Digital rights management 0.50

16. Government use of licensed software 1.00

Category 3: Trademarks, Related Rights, and 
Limitations 3.50

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 1.00

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 2.00

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 1.00

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 3.00

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 1.00

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.50

26. Barriers to market access 1.00

27. Barriers to technology transfer 1.00

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 5.78

32. Physical counterfeiting rates 0.74

33. Software piracy rates 0.79

34. Civil and procedural remedies 0.75

35. Pre-established damages 0.75

36. Criminal standards 0.75

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.25

39. Coordination of IP rights enforcement 1.00

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

6ZLW]HUODQGōV�RYHUDOO�VFRUH�KDV�LQFUHDVHG�IURP�
85.34% (42.67 out of 50) in the eighth edition to 
85.82% (42.91 out of 50) in the ninth edition. This 
UHŴHFWV�D�VFRUH�LQFUHDVH�RQ�LQGLFDWRU����

Copyrights, Related Rights, and Limitations

11. Legal measures that provide necessary 
exclusive rights that prevent infringement of 
copyrights and related rights (including Web 
hosting, streaming, and linking); 12. Expedi-
tious injunctive-style relief and disabling of 
infringing content online; 13. Availability of 
frameworks that promote cooperative action 
against online piracy; and 14. Scope of limita-
tions and exceptions to copyrights and related 
rights: As noted in previous editions of the Index, 
RQOLQH�SLUDF\�LQ�6ZLW]HUODQG�LV�D�ORQJ�VWDQGLQJ�LV-
VXH�DQG�D�GHSDUWXUH�IURP�6ZLW]HUODQGōV�RWKHUZLVH�
gold-standard IP regime. Broad precedent estab-
lished in the landmark 2010 Federal Supreme Court 
decision Federal Data Protection and Information 
Commissioner v Logistep AG—in which IP addresses 
were viewed as constituting “personal data”—has 
severely limited the ability to identify and build 
cases against infringing users. This development 
has discouraged Swiss prosecutors from taking on 
such cases. While there are some examples of cases 
in which rights-holders have successfully been able 
to defend their copyrights, overall, the enforcement 
HQYLURQPHQW�KDV�EHHQ�GLIƓFXOW��)RU�H[DPSOH��ZKLOH�
a 2014 judgment in the Zurich Canton High Court 
(Obergericht Zürich��FDVH�8(��������RQ�LOOHJDO�ƓOH�
sharing did recommend the prosecution of the 
DOOHJHG�LQIULQJLQJ�DFWLYLW\��WKH�FDVH�DOVR�UH�DIƓUPHG�
that the monitoring of the activity of the alleged 
infringer was a violation of the individual’s privacy. 
Without a legal tool for targeting infringing users 
or the platforms on which they operate, digital 

and online piracy has remained widespread and 
6ZLW]HUODQG�KDV�EHFRPH�D�KXE�IRU�VLWHV�KRVWLQJ�
infringing content. For example, the USTR’s list of 
notorious marketplaces has included sites hosted 
in or through Swiss entities. The Swiss government 
KDV�ORQJ�UHFRJQL]HG�WKLV�EURDGHU�SUREOHP�DQG�LQ�
2014 announced an ambitious copyright reform 
plan following the recommendations by the Swiss 
Working Group on Copyright (AGUR12). A draft 
copyright law was presented for public discussion 
in December 2015 but, given the more than 1,200 
contributions received, underwent further review 
by a new multi-stakeholder group (AGUR12 II). In 
late 2017, the Swiss Federal Department of Justice 
and Police (Eidgenössische Justiz- und Polizeide-
partement) published new draft amendments and 
DQQRXQFHG�WKDW�FRS\ULJKW�UHIRUPV�ZRXOG�ƓQDOO\�
go ahead. These amendments were approved by 
the Swiss Federal Council (Bundesrat) in Novem-
ber 2017 and the Federal Assembly (Schweizer 
Parlament) in 2019, and became law in April 2020. 
The Swiss government should be commended for 
ƓQDOO\�WDNLQJ�OHJLVODWLYH�DFWLRQ�DQG�DWWHPSWLQJ�WR�
address a long-standing weakness in its national 
,3�HQYLURQPHQW��7KH�ƓQDO�DPHQGPHQWV�LQWURGXFH�
QHZ�PHDVXUHV�WR�ƓJKW�FRS\ULJKW�SLUDF\��7KH�DPHQG-
ments require ISPs to both remove and keep in-
fringing content off their servers. A new Article 39d 
of the Copyright Act inserts a legal obligation on 
the part of internet-hosting services to act against 
LQIULQJLQJ�FRQWHQW�XSRQ�QRWLƓFDWLRQ��7KH�ODZ�VWDWHV�
clearly that a “provider of an internet hosting ser-
vice which stores information entered by users 
is required to prevent a work or other protected 
subject matter from being unlawfully remade avail-
able to third parties through the use of its services.” 
The Swiss Federal Institute of Intellectual Property 
(Eidgenössisches Institut für Geistiges Eigentum) 
has publicly stated that this amounts to a require-
ment for a “stay down” mechanism whereby host-
ing services must ensure that infringing content is 
QRW�PDGH�DFFHVVLEOH�DJDLQ�DIWHU�D�QRWLƓFDWLRQ�RI�
infringement has been made and acted on. The 
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new law also attempts to address the issue of the 
SURFHVVLQJ�RI�SHUVRQDO�GDWD�ZKHQ�ƓOLQJ�FULPLQDO�
FRPSODLQWV��$UWLFOH���L�FODULƓHV�WKDW�ULJKWV�KROGHUV�
ƓOLQJ�D�FULPLQDO�FRPSODLQW�PD\�DFFHVV�DQG�XVH�SHU-
sonal data for this purpose; critically, this does not 
apply to civil proceedings, which, under the new 
ODZ��FDQ�EH�ƓOHG�RQO\�RQFH�FULPLQDO�SURFHHGLQJV�
have commenced. Still, overall, the reforms are a 
missed opportunity. While addressing some of the 
shortcomings in the existing legal framework, the 
amendments do not fundamentally change the 
dynamics of copyright enforcement and online 
SLUDF\�LQ�6ZLW]HUODQG��7KH�DPHQGPHQWV�GR�QRW�LQ-
clude any requirement or option for the disabling 
of access to illegal content, whether through the 
judiciary or an administrative mechanism. The past 
half-decade has seen a sharp increase in the num-
ber of economies that are using judicial or adminis-
trative mechanisms to effectively disable access to 
infringing content. Today, EU Member States, the 
United Kingdom, India, Singapore, Russia, and a 
host of other economies have introduced measures 
that allow rights-holders to seek and gain effective 
relief against copyright infringement online. Many 
of these economies are also introducing so-called 
“dynamic” injunctions. Such an injunction address-
es 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. 
Furthermore, the Swiss amendments do not change 
WKH�H[LVWLQJ�G\QDPLF�ZLWK�UHVSHFW�WR�GHƓQHG�SHU-
sonal and private use exceptions to copyright. His-
WRULFDOO\��6ZLW]HUODQGōV�SULYDWH�XVH�H[FHSWLRQ�KDV�
EHHQ�LQWHUSUHWHG�EURDGO\�DQG�KDV�EHHQ�FRQƓUPHG�
by the Swiss government and existing case law to 
include the downloading and sharing of infringing 
content. Article 19 of the Copyright Act asserts that 
the downloading of content (other than software) 
for private use is not a copyright infringement (al-
though distribution of such content that does not 
amount to private use, as well as any uploading 
of the content, represents an infringement). Such 
an expansive private use exception differs from 

other broad private copy exceptions—such as in 
Germany—in that, in Swiss law, there is no distinction 
made between whether or not the downloaded 
copy is itself a legal version. In other words, even if 
the material has been made available in an illegal 
manner, the private use exception still applies in 
6ZLW]HUODQG��7KLV�UHPDLQV�XQFKDQJHG��7KH�)HGHUDO�
Institute of Intellectual Property currently states 
on its website that the changes to Swiss copyright 
law do not affect existing personal use exceptions: 
“Nothing changes for consumers of illegal content. 
They are allowed, for example, to continue down-
loading music which was published online without 
the permission of the rights holder for private use.” 
Finally, it is not clear what the legal consequences, 
if any, will be for internet hosts that fail to comply 
with the conditions of Article 39d or under what 
circumstances a refusal to comply with the law is ac-
FHSWDEOH��$V�D�UHVXOW�RI�WKHVH�GHƓFLHQFLHV�WR�WKH�Ɠ-
QDOL]HG�FRS\ULJKW�DPHQGPHQWV��6ZLW]HUODQGōV�VFRUH�
on indicators 12, 13, and 14 remain unchanged, 
with only the score on indicator 11 rising by 0.25. 
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TAIWAN

STRENGTHS & WEAKNESSES

 9 Amendments to trade secrets law improved IP 
environment in 2020

 9 Pharmaceutical linkage regime operational—
strengthens protection and enforcement of 
biopharmaceutical IP rights

 9 Term of protection for industrial design rights 
extended from 12 to 15 years

 9 Patent framework in line with international 
standards

 9 Though facing political hurdles to becoming 
a contracting party, Taiwan has in many 
cases implemented the provisions of several 
international IP treaties

 8 Important gaps in digital copyright regime—draft 
copyright law amendments only partially address 
this

 8 Relatively high rates of online piracy and physical 
counterfeiting

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 32.10

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.25

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 1.00

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.75

Category 2: Copyrights, Related Rights, and 
Limitations 2.53

10. Term of protection 0.53

11. Exclusive rights 0.25

12. Injunctive-type relief 0.25

13. Cooperative action against online piracy 0.25

14. Limitations and exceptions 0.50

15. Digital rights management 0.50

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 2.50

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 1.35

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.75

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 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 4.42

26. Barriers to market access 1.00

27. Barriers to technology transfer 0.75

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 0.50

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 3.30

32. Physical counterfeiting rates 0.39

33. Software piracy rates 0.66

34. Civil and procedural remedies 0.50

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.75

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 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 1.00

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.50

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 3.75

44. WIPO Internet Treaties 0.75

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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 0.50

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.50

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Taiwan’s overall score has decreased from 66.33% 
(32.17 out of 48.5) in the eighth edition to 66.18% 
�������RXW�RI�������LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicator 23 but a score de-
crease on indicator 31.

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. Expedi-
tious injunctive-style relief and disabling of 
infringing content online; 13. Availability of 
frameworks that promote cooperative action 
against online piracy; and 14. Scope of limita-
tions and exceptions to copyrights and related 
rights: As has been noted over the course of the 
,QGH[��ULJKWV�KROGHUV�IDFH�VLJQLƓFDQW�FKDOOHQJHV�LQ�
protecting their content in Taiwan. There are major 
gaps in the existing copyright legal framework, and 
enforcement remains inadequate. The Copyright 
Act provides for standard exclusive rights, including 
reproduction and performance. In 2009, amend-
ments to the act introduced a notice-and-takedown 
mechanism including safe harbors for ISPs that 
remove access to infringing sites or forward notices 
from rights-holders to infringing users. Howev-
er, there was a great deal of ambiguity regarding 
how the mechanism should be implemented. For 
LQVWDQFH��LW�ZDV�QRW�FOHDUO\�GHƓQHG�ZKDW�LQIULQJH-
ments ISPs should act against, nor was it explained 
how ISPs should handle or respond to notices. In 
practice, although reports suggest that local ISPs 
frequently respond to rights-holder notices, the 
law does not provide a mechanism for address-
ing foreign content, which has become a major 
source of online piracy. There have been efforts 
on the ground to improve levels of enforcement, 

and relevant Taiwanese authorities have been fairly 
active. A special Intellectual Property Rights Police 
Force has been created and relevant Taiwanese IP 
DXWKRULWLHV�KDYH�UHFRJQL]HG�FRS\ULJKW�LQIULQJHPHQW�
as a major challenge. The Taiwan Intellectual Prop-
HUW\�2IƓFH��7,32��UHJXODUO\�SXEOLVKHV�HQIRUFHPHQW�
statistics on raids, arrests, and prosecutions. Still, 
digital and online piracy remain major problems in 
Taiwan. File sharing, streaming, and deep-linking 
sites, particularly from abroad, represent the top 
platforms for illegal content. For example, in 2020, 
the U.S. State Department noted the continued 
high levels of copyright infringement, including 
with respect to online piracy, academic book piracy, 
and illegal access to content through set-top boxes. 
Considering these challenges, amendments to the 
&RS\ULJKW�$FW�DLPHG�DW�PRGHUQL]LQJ�SURWHFWLRQ�
have been under review for the past half-decade. 
In 2014, draft amendments were proposed that in-
troduced the concept of a right of distribution and 
SXEOLF�FRPPXQLFDWLRQ�DQG�UHYLVHG�WKH�GHƓQLWLRQ�
of public transmission and broadcast to include 
aspects applicable in the digital and online arenas. 
The amendments also sought to further clarify ex-
ceptions to copyright. In addition, the amendments 
expanded criminal liabilities beyond possession or 
GLVWULEXWLRQ�RI�SK\VLFDO�JRRGV�VSHFLƓFDOO\�WR�ZRUNV�
more broadly (which can thereby include digital 
works). The proposed revisions were never act-
ed on by the Legislative Yuan and have remained 
dormant. In 2019, smaller reforms were passed 
by the Yuan. Amendments to Articles 87 and 93 
of the Copyright Act strengthen existing DRM and 
TPM provisions by increasing criminal sanctions for 
manufacturers, importers, and distributors of pirat-
ed TV boxes with up to two years imprisonment 
DQG�RU�D�ƓQH��,Q�������WKLV�SLHFHPHDO�UHIRUP�HIIRUW�
continued, with TIPO releasing for public comment 
a new batch of draft amendments. The proposed 
changes include some aspects of the 2014 pro-
SRVDOV��LQFOXGLQJ�DQ�DGMXVWPHQW�WR�WKH�GHƓQLWLRQ�
of public broadcasting and distribution, as well as 
changes to the existing framework on exceptions 
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and limitations. While  some provisions strengthen 
the overall enforcement framework, including the 
introduction of statutory damages, overall, the pro-
posed amendments do not fundamentally change 
the dynamics of copyright enforcement and online 
piracy in Taiwan. The amendments do not include 
any requirement or option for the disabling of ac-
cess to illegal content, whether through the judi-
ciary or an administrative mechanism. The past 
half-decade has seen a sharp increase in the num-
ber of economies that are using judicial or adminis-
trative mechanisms to effectively disable access to 
infringing content. Today, EU Member States, the 
United Kingdom, India, Singapore, Russia, and a 
host of other economies have introduced measures 
that allow rights-holders to seek and gain effective 
relief against copyright infringement online. Many 
of these economies are also introducing so-called 
“dynamic” injunctions. Such an injunction address-
es 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. The 
Index will continue to monitor Taiwan’s efforts to 
improve its copyright environment in 2021.

Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ

23. Protection of trade secrets (civil remedies); 
and 24. Protection of trade secrets (criminal 
sanctions): In December 2019, the Taiwanese Leg-
islative Yuan passed a new trade secrets law. The 
new law replaces the 2013 Trade Secrets Protection 
Act and provides several important updates to 
what was already a fairly comprehensive legisla-
tive framework. The 2013 Trade Secrets Protection 
Act introduced criminal penalties for trade secret 
violations. Since the law’s entry into force, courts 
have applied criminal charges in several cases. 
The new law updates the original act by provid-
ing stronger protection for foreign rights-holders 
DQG�EHWWHU�SURWHFWLRQ�IRU�FRQƓGHQWLDO�LQIRUPDWLRQ�
during criminal investigation. Article 13-5 now pro-

vides foreign entities and persons with the right of 
ƓOLQJ�FULPLQDO�DQG�FLYLO�FRPSODLQWV��8S�XQWLO�QRZ��
this had been possible only if a bilateral agreement 
existed between the country of residency of the 
foreign entity or person and Taiwan. Henceforth, 
all foreign entities and persons now have this right 
of protection regardless of treaty status. Articles 
�����WR������LQWURGXFH�VR�FDOOHG�FRQƓGHQWLDOLW\�
protective orders. These CPOs are meant to pro-
vide prosecutors and investigators an additional 
WRRO�WR�HQVXUH�WKDW�DQ\�FRQƓGHQWLDO�LQIRUPDWLRQ�
that is examined, discussed, or otherwise shared 
during the course of a criminal investigation is not 
disseminated. As a result of these changes, the 
score on indicator 23 has increased by 0.25.

Commercialization of IP Assets and Market 
Access

31. Tax incentives for the creation of IP assets: 
Under the Statute for Industrial Innovation (SII), R&D 
credits are available for up to 15% of qualifying 
expenditures. In 2016, amendments to the SII intro-
duced the possibility of a reduced rate of taxation 
on qualifying IP generated and licensed or trans-
ferred through either a 200% R&D deduction or tax 
credits. These amendments, however, expired at 
the end of 2019, and no equivalent amendments 
or changes to the tax law to extend these credits 
had been passed as of the time of research. As this 
tax incentive is no longer available, the score on 
this indicator has decreased by 0.33.

0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties 

Taiwan is a full member of the WTO but is not eli-
gible for membership in the United Nations (UN) 
RU�DIƓOLDWHG�LQVWLWXWLRQV��LQFOXGLQJ�:,32��7DLZDQ�LV�
therefore unable to join and become a contract-
ing party to any WIPO-administered treaty. Taking 
into consideration these political hurdles to Tai-
wan becoming a contracting party to many of the 
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treaties included in the Index, Taiwan has since 
WKH�ƓIWK�HGLWLRQ�RI�WKH�,QGH[�QRW�EHHQ�VFRUHG�RQ�
whether it is a signatory to and has acceded to 
these treaties. Instead, the Index has measured 
the extent to which core elements of the treaties 
included in the Index are present in equivalent Tai-
wanese domestic legislation. This is, however, not 
possible to do with all the treaties included in the 
Index. For example, those treaties whose primary 
JRDO�LV�WR�HVWDEOLVK�DQG�KDUPRQL]H�DGPLQLVWUDWLYH�
and operational procedures for the international 
registration of IP rights cannot be wholly scored 
for Taiwan. Such treaties measured in the Index 
include the Patent Cooperation Treaty, Protocol 
Relating to the Madrid Agreement Concerning the 
International Registration of Marks, and parts of the 
Hague Agreement Concerning the International 
Registration of Industrial Designs. Consequently, 
the score for Taiwan on this category is 5.5 and not 
7. Overall, Taiwan’s maximum available score on 
the Index is therefore 48.5, not 50.  
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THAILAND

STRENGTHS & WEAKNESSES

 9 Use in 2020 of injunctive-style relief mechanism 
under Computer Crime Act against trademark 
infringement—could prove to be a pivotal new 
tool against online sales of counterfeit goods

 9 Higher damages awarded in IP infringement 
proceedings in 2019-20

 9 Customs Act amendments of 2018-19 have 
resulted in greater anti-counterfeiting efforts 
against infringing goods in transit

 9 Proposed copyright amendments would address 
PDQ\�RI�WKH�H[LVWLQJ�GHƓFLHQFLHV�DQG�ZHDNQHVVHV�
in Thai copyright law

 9 Moved from the Priority Watch List to the Watch 
List on USTR’s Special 301 Out-of-Cycle Review—
driven by stronger enforcement and coordination 
within Thai government

 9 Basic level of protection and registration system in 
place for copyrights, trademarks, and designs

 8 Inadequate patent protection, gaps in 
patentability, and severe patent backlogs

 8 Life sciences IP rights inconsistent with TRIPS
 8 Barriers to market access for patent holders
 8 High physical counterfeiting and digital piracy 

rates—software piracy estimated at 64%
 8 Limited participation in international treaties

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 17.78

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 2.72

1. Term of protection 1.00

2. Patentability requirements 0.25

3. Patentability of CIIs 0.25

4. Plant variety protection 0.72

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 2.28

10. Term of protection 0.53

11. Exclusive rights 0.25

12. Injunctive-type relief 0.50

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.25

15. Digital rights management 0.25

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 2.50

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.75

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

21. Industrial design term of protection 0.40

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.50

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 1.67

26. Barriers to market access 0.00

27. Barriers to technology transfer 0.25

28. Registration and disclosure requirements of 
licensing deals 0.00

29. Direct government intervention in setting licensing 
terms 0.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 2.96

32. Physical counterfeiting rates 0.37

33. Software piracy rates 0.34

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 0.75

38. Transparency and public reporting by customs 0.75

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 3.25

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 0.50

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 0.50

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 1.00

44. WIPO Internet Treaties 0.00

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Thailand’s overall score has increased from 33.96% 
(16.98 out of 50) in the eighth edition to 35.56% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
score increases on indicators 19 and 20.

Trademarks, Related Rights, and Limitations

19. Legal measures available that provide 
necessary exclusive rights to redress unautho-
rized uses of trademarks; and 20. Availability 
of frameworks that promote action against on-
line sale of counterfeit goods: As discussed in 
previous editions of the Index, rights-holders have 
ORQJ�IDFHG�GLIƓFXOWLHV�LQ�SURWHFWLQJ�WKHLU�WUDGHPDUNV�
in Thailand. The availability of physical counter-
feit goods is high, and as e-commerce grows—JP 
Morgan in 2019 estimated that the Thai e-com-
merce market was worth just over USD26 billion—a 
growing proportion of the trade in counterfeits 
is moving online. The years 2019 and 2020 saw 
some major developments with respect to online 
enforcement against counterfeit goods. In 2019, 
the Thai government, through the Department of 
Intellectual Property (DIP), held consultations with 
some of the major e-commerce platforms aimed 
at discussing tools and procedures to tackle online 
infringement and the sale of counterfeit goods 
more effectively. The two largest online shopping 
SODWIRUPV�LQ�7KDLODQG��/D]DGD�DQG�6KRSHH��UHSRUWHG�
on existing or recently enhanced systems to tackle 
RQOLQH�SLUDF\��/D]DGDŋD�VXEVLGLDU\�RI�$OLEDEDŋKDV�
begun implementing Alibaba’s IP Protection Plat-
IRUP�V\VWHP��ZKLFK�HQDEOHV�FXVWRPHUV�WR�ƓOH�D�
complaint directly with the platform, either through 
the website or mobile application. Shopee report-
ed on an online link and a call center line where 
rights-holders can submit their complaints. In July 
������WKH�',3�DOVR�RUJDQL]HG�D�ZRUNVKRS�EULQJLQJ�
together rights-holders, internet platforms, and na-

tional and foreign enforcement agencies to discuss 
the platforms’ role in tackling online piracy. The DIP 
has also created a dedicated unit for online viola-
tions tasked with furthering dialogue among rele-
vant stakeholders, including online marketplaces. 
These positive developments continued in 2020, 
with what could perhaps be a precedent-setting 
application of an injunctive-style relief mechanism 
introduced in a set of legislative amendments to 
the 2016 Computer Crime Act. These amendments 
require ISPs to disable access to IP-infringing sites. 
Under the mechanism, the Ministry of Digital Econ-
RP\�DQG�6RFLHW\�PD\�ƓOH�D�PRWLRQ�IRU�D�SHUPDQHQW�
injunction for disabling access to websites with 
,3�LQIULQJLQJ�FRQWHQW��0'(6�LV�QRWLƓHG�E\�,3�RZQHUV�
(or their representation) of infringing content and 
then sends a request for injunctive relief to a court. 
If an injunction is granted by a court, MDES orders 
the ISP to disable access to the site. As of 2020, 
the mechanism had exclusively been used within 
a copyright context. Local legal analysis suggests 
that over 90 of these injunctive-style relief requests 
had been sent to MDES, with access disabled to 
over 1,400 websites and portals. In early 2020, this 
changed, with both the MDES and a relevant court 
approving and ordering the disabling of access to 
several websites on the basis of infringement of 
trademark rights. The decision marks a potential 
new and pivotal avenue whereby rights-holders can 
more effectively enforce their trademarks online. 
As a result of these positive developments, the 
score on indicators 19 and 20 have each increased 
by 0.25.

Enforcement

35. Preestablished damages and/or mechanisms 
for determining the amount of damages gen-
erated by infringement: Standard civil remedies, 
including mechanisms for calculating damages, 
are in place in Thailand for most major IP rights. 
However, these have historically been viewed as 
ineffective due to lengthy proceedings, uncertainty 
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about outcomes, and the fact that, generally, any 
damages awarded have been extremely low. In fact, 
local legal analysis suggests that damages awarded 
have often been lower than the costs associated 
with bringing a case. This may now be changing. 
In 2016, in an effort to reduce the existing case 
backlog and strengthen civil proceedings in low-
HU�FRXUWV��D�QHZ�6SHFLDOL]HG�$SSHDOV�&RXUW�ZDV�
established. Since 2018, there have been several 
KLJK�SURƓOH�FDVHV�LQYROYLQJ�GLIIHUHQW�W\SHV�RI�,3�
rights in which record damages have been award-
ed. This is a positive trend for Thailand’s national 
IP environment and, as a result, the score on this 
indicator has increased by 0.25.
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TURKEY

STRENGTHS & WEAKNESSES

 9 Has over the years sought to align its national IP 
environment with EU standards

 9 Active promotion of importance of IP protection 
and use as an economic asset among the public 
and SMEs

 9 *HQHURXV�5	'��DQG�,3�VSHFLƓF�WD[�LQFHQWLYHV�LQ�
place

 8 /RFDOL]DWLRQ�SROLFLHV�EHFRPLQJ�PRUH�SURPLQHQW�
as part of industrial and economic policy targeting 
KLJK�WHFK�VHFWRUVŋLQWHQVLƓHG�LQ�����

 8 RDP not being granted to biologics
 8 Key gaps persist in copyright environment and 

patent protection and enforcement
 8 )RU�ELRSKDUPDFHXWLFDOV��LQGXVWULDO�ORFDOL]DWLRQ�

policies have fused together with IP policy 
and broader health policy on the pricing and 
procurement of medicines

 8 High counterfeiting and software piracy 
rates—56% in latest BSA estimates

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 25.53

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 4.00

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.50

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.50

Category 2: Copyrights, Related Rights, and 
Limitations 2.49

10. Term of protection 0.74

11. Exclusive rights 0.25

12. Injunctive-type relief 0.25

13. Cooperative action against online piracy 0.25

14. Limitations and exceptions 0.25

15. Digital rights management 0.25

16. Government use of licensed software 0.50

Category 3: Trademarks, Related Rights, and 
Limitations 2.50

17. Term of protection 1.00

18. Protection of well-known marks 0.75

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.25

Category 4: Design Rights, Related Rights, and 
Limitations 1.75

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.75

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.80

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.30

INDICATOR SCORE
Category 6: Commercialization of IP Assets 3.25

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 0.50

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 2.74

32. Physical counterfeiting rates 0.30

33. Software piracy rates 0.44

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.25

37. Effective border measures 0.50

38. Transparency and public reporting by customs 0.75

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.50

39. Coordination of IP rights enforcement 0.50

40. Consultation with stakeholders during IP policy 
formation 0.50

41. Educational campaigns and awareness raising 0.75

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 5.50

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

0.75

46. Patent Law Treaty and Patent Cooperation Treaty 0.75

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. Post-TRIPS FTA 0.00
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issued on this dispute until the second half of 2021. 
More broadly, the Turkish government actively uses 
SXEOLF�SURFXUHPHQW�SROLFLHV�WR�LQFHQWLYL]H�ORFDO-
L]DWLRQ�DQG�GLVFULPLQDWH�DJDLQVW�IRUHLJQ�ELGGHUV��
Since 2002, under Article 63 of the Procurement 
Law, domestically manufactured products are af-
forded a 15% price advantage in tenders. For sev-
eral years, there was some uncertainty as to what 
constituted a “local” product. In 2014, the threshold 
for being considered a local product was explicitly 
GHƓQHG�DQG�UDLVHG�DV�SDUW�RI�'HFUHH����������7R�
REWDLQ�D�ŏ'RPHVWLF�*RRGV�&HUWLƓFDWHŐ��DQG�LQ�VR�
doing qualify for the price preference) all compa-
QLHV�RSHUDWLQJ�LQ�7XUNH\��LQFOXGLQJ�IRUHLJQ�ƓUPV��
must make domestic investments of at least 51% 
of the contract value. Moreover, this investment 
must include major parts of the production process 
DQG�QRW�MXVW�WKH�ƓQDO�VWDJHV��$OVR��DQ\�DSSOLFDQWV�
operating under a joint venture must have only do-
mestic, Turkish partners. In addition, since 2015, all 
government ministries have the possibility to apply 
“Industrial Cooperation” (civil offset) clauses for 
public procurement contracts. With regards to the 
ICT sector, Turkish laws place onerous requirements 
(including local data storage) on ICT companies 
and digital service providers. Data storage require-
ments are in place on payment service providers 
DQG�EDQNLQJ�DQG�ƓQDQFLDO�VHUYLFHV�LQVWLWXWLRQV��$V�
ZLWK�RWKHU�ORFDOL]DWLRQ�PHDVXUHV��WKH�UHTXLUHPHQWV�
IRU�GDWD�SURYLGHUV�LQWHQVLƓHG�LQ�������,Q�$XJXVW��
the Turkish Parliament passed amendments to Law 
No. 5651 (the Regulation of Internet Broadcasts 
and Prevention of Crimes Committed through Such 
Broadcasts). These amendments require social 
media service providers with over 1 million visits 
per day to store any user data locally in Turkey, 
appoint a legal representative in Turkey, and report 
regularly on their activities and requirements under 
these amendments. Non-compliance is potentially 
VXEMHFW�WR�VXEVWDQWLDO�ƓQHV��&URVV�ERUGHU�WUDQVIHUV�
are allowed; however, such transfers can take place 
only after explicit consent has been obtained from 
the data subject or the country to which data is 

SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Turkey’s overall score has decreased from 51.58% 
(25.79 out of 50) in the eighth edition to 51.07% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score decrease on indicator 26.

Commercialization of IP Assets and Market 
Access

26. Barriers to market access: Turkish industrial 
and economic policy over the past two decades 
has increasingly been driven by an effort to local-
L]H�LQGXVWULDO�SURGXFWLRQ�DQG�5	'��$�PDMRU�SDUW�RI�
WKHVH�HIIRUWV�KDV�EHHQ�ORFDOL]DWLRQ�DQG�LPSRUW�VXE-
stitution policies that actively discriminate against 
foreign entities and favor domestic Turkish compa-
nies. The biopharmaceutical and ICT sectors have 
been heavily targeted by these policies. In Novem-
ber 2014, the Turkish prime minister presented the 
objectives of covering 60% of national demand for 
pharmaceuticals and 20% for medical devices with 
local production, as well as increasing clinical re-
search by 25%. In 2016, the Turkish Medicines and 
Medical Devices Agency began implementing an 
import substitution plan whereby drugs that have 
at least one local generic or therapeutic equivalent 
DUH�UHTXLUHG�WR�ORFDOL]H�WKHLU�SURGXFWLRQ�E\������RU�
be excluded from public reimbursement. An Import 
and Transfer Commission was set up to manage 
the process and evaluate commitments by drug 
producers. Industry reports suggest that close to 
200 products were delisted in 2018, of which 71 
PHGLFLQHV�ZHUH�LGHQWLƓHG�DQG�GHOLVWHG�IURP�UH-
imbursement in early 2018 by the Turkish Social 
Security Institution. In 2019, the European Union 
ƓOHG�D�FRPSODLQW�EHIRUH�WKH�:72�DOOHJLQJ�WKDW�7XU-
NH\ōV�ORFDOL]DWLRQ�SROLFLHV�ZHUH�LQ�YLRODWLRQ�RI�EDVLF�
provisions of the GATT, TRIMS, TRIPS, and SCM. In 
September 2020, the WTO announced that, due to 
WKH�&29,'����SDQGHPLF��QR�ƓQDO�UHSRUW�ZRXOG�EH�
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being transferred to provide an equivalent level 
of protection as in Turkey. Given the deterioration 
RI�WKH�ORFDOL]DWLRQ�HQYLURQPHQW�LQ�7XUNH\�DQG�WKH�
failure on part of the Turkish government to effec-
tively address this, the score on this indicator has 
decreased by 0.25.



U.S. Chamber International IP Index  2021 Ninth Edition |  294

UKRAINE

STRENGTHS & WEAKNESSES

 9 Amendments to law on design rights of 2020 
extend term of protection to 25 years

 9 Growing body of case law on protection of trade 
secrets

 9 Amendments to Customs Code strengthen 
enforcement capacity

 9 Efforts to align IP legislation to EU standards and 
implement  Deep and Comprehensive Free Trade 
Areas (DCFTA)

 9 1HZ�ƓUVW�LQVWDQFH�&RXUW�IRU�,3�PDWWHUV��WKH�ŏ+LJK�
Court”) set up in 2017—should help improve 
consistency and expertise within judiciary

 9 Contracting party to all international IP treaties 
included in the Index

 8 Amendments to Law on Protection of Rights to 
Inventions and Utility Models of 2020 weaken 
national IP environment—especially in relation to 
life sciences

 8 Amendments of 2020 restrict patentability of 
biopharmaceutical inventions and introduce 
export exemption for products under patent 
term restoration (modeled on EU’s Regulation 
2019/933)

 8 Major gaps across all categories of the Index—both 
a lack of relevant IP laws and weak enforcement

 8 Latest BSA estimates of online piracy rate of 80%—
continued lack of effective effort to reduce use of 
unlicensed software by public sector

 8 High rates of physical counterfeiting—key transit 
point for counterfeit products entering the EU

 8 Gaps in customs activities—notably lack 
of effective procedures for destruction of 
counterfeits

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 19.77

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 3.25

1. Term of protection 1.00

2. Patentability requirements 0.00

3. Patentability of CIIs 0.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.25

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 0.00

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights, and 
Limitations 1.83

10. Term of protection 0.58

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.25

14. Limitations and exceptions 0.50

15. Digital rights management 0.25

16. Government use of licensed software 0.00

Category 3: Trademarks, Related Rights, and 
Limitations 1.75

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.00

Category 4: Design Rights, Related Rights, and 
Limitations 1.25

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.75

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.00

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 1.75

26. Barriers to market access 0.25

27. Barriers to technology transfer 0.25

28. Registration and disclosure requirements of 
licensing deals 0.50

29. Direct government intervention in setting licensing 
terms 0.25

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 1.19

32. Physical counterfeiting rates 0.24

33. Software piracy rates 0.20

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.00

36. Criminal standards 0.25

37. Effective border measures 0.25

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 1.00

39. Coordination of IP rights enforcement 0.25

40. Consultation with stakeholders during IP policy 
formation 0.25

41. Educational campaigns and awareness raising 0.25

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.00

43. IP-intensive industries, national economic impact 
analysis 0.25

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Ukraine’s overall score has decreased from 39.66% 
(19.83 out of 50) in the eighth edition to 39.54% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�D�
score increase on indicator 21, but score decreases 
on indicators 7 and 16.

Patents, Related Rights, and Limitations

2. Patentability requirements; and 3. Patent-
ability of computer-implemented inventions: 
As noted over the course of the Index, the pro-
tection of patents in the Ukraine has long been 
problematic. Patentability standards have stood 
ƓUPO\�RXWVLGH�LQWHUQDWLRQDO�EHVW�SUDFWLFHV��ZLWK�
restrictions in place on many innovation-based 
and high-tech industries. For example, the Law on 
Protection of Rights to Inventions and Utility Mod-
els has historically excluded computer programs 
from patentable subject matter. While there have 
been examples of patents granted for CIIs, these 
are a small minority of the total number of patents 
ƓOHG�DQG�JUDQWHG��/RRNLQJ��IRU�H[DPSOH��DW�SDWHQW�
statistics housed by WIPO in the “IP Statistics Data 
Center” for Ukraine shows that a small number of 
patent applications (patent publications by tech-
nology) were under the categories “Computer 
technology” and “IT methods for management.” 
Between 1980 and 2018, a total of 740 such ap-
plications were published. This compares to a total 
number of 58,845 total applications during this 
time, or 1.26% of the total number of applications 
published. In July 2020, new amendments to the 
law were passed by the Ukrainian Parliament. While 
these legislative changes are meant to better align 
Ukraine’s national IP environment with that of the 
EU as part of the 2017 Ukraine-European Union 
Association Agreement, they will have the opposite 
effect. To begin with, the amendments do not ad-
GUHVV�WKH�H[LVWLQJ�GHƓFLHQFLHV�ZLWK�UHVSHFW�WR�&,,V��

Furthermore, these changes substantially weaken 
the eligibility for biopharmaceutical patentable 
subject matter. Second-use claims and follow-on 
SURGXFWV�DUH�QRZ�GHƓQHG��XQGHU�DQ�H[SDQGHG�
Article 7, as ineligible patent matter. Ukraine is 
one of a growing number of economies seeking 
to develop high-tech industries and capacity for 
innovation-driven economic growth. Since being 
elected in 2019, President Zelensky has repeatedly 
HPSKDVL]HG�WKH�QHHG�WR�SURPRWH�LQQRYDWLRQ�DQG�
the digital transformation of the Ukrainian econ-
omy and public sector. Strengthening Ukraine’s 
national IP environment and improving the ability 
of innovators and inventors to protect their innova-
tions should be at the forefront of the government’s 
policy platform. As the economic data and analysis 
in the Index, its accompanying sister publication 
the Statistical Annex, and the experiences of other 
economies strongly suggest, IP rights and incen-
tives are the fundamental building blocks for inno-
vation and developing high-tech industries. For all 
economies—emerging and developed alike—what 
drives innovation, technological advances, and, 
ultimately, economic development and growth is 
the creation of new forms of intangible assets and 
IP. Unfortunately, the changes introduced in the 
Ukraine’s patent laws are unlikely to help it achieve 
its economic objectives and will, instead, make it 
PRUH�GLIƓFXOW�WR�FUHDWH��SURWHFW��DQG�FRPPHUFLDOL]H�
IP assets in high-tech industries.

7. Patent term restoration for pharmaceutical 
products: Under the Law on Protection of Rights 
to Inventions and Utility Models Term, restoration 
RI�XS�WR�ƓYH�\HDUV�IRU�GHOD\V�FDXVHG�GXH�WR�PDUNHW�
DXWKRUL]DWLRQ�DQG�UHJXODWRU\�DSSURYDO�IRU�ELRSKDU-
maceuticals has historically been made available 
to rights-holders. Although amendments passed in 
July 2020 to the law do not remove the possibility 
for rights-holders to apply for and receive a period 
of term restoration, these amendments have intro-
duced new procedural barriers to obtaining the 
additional protection as well as export and stock-
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piling exemption. The latter exemption appears 
to be modeled on a similar carve-out introduced 
in the EU through Regulation 2019/933, which 
has been operational since 2019. In the Ukrainian 
case, the exemption allows for the manufacture 
and export of a product for which a term of res-
toration has been granted. Manufacturing for the 
purposes of stockpiling is also allowed, beginning 
within a period of six months of any granted pat-
ent term restoration expiring. Beginning in last 
year’s Index, the methodology used to calculate 
the score on this indicator has changed. This indi-
FDWRU�QRZ�FRQVLVWV�RI�WZR�GLVWLQFW�YDULDEOHV��ƓUVW��
the existence of a term of patent restoration for 
pharmaceutical products due to the prolonged 
research, development, and regulatory approv-
al periods for such products; and second, the 
existence of any exemptions, waivers, or similar 
carve-outs on the full and effective use of such a 
term of restoration, including for industrial policy 
purposes. Of the available score for this indicator, 
0.75 is allocated to the existing term of protection 
FRPSDUHG�ZLWK�WKH�FXUUHQW�EDVHOLQH�UDWH�RI�ƓYH�
years of term restoration used in the United States, 
EU, and Japan. The remaining 0.25 is allocated 
on the basis of a given economy providing any 
exemptions, waivers, or similar carve-outs on the 
full and effective use of such a term of restoration, 
including for industrial policy purposes. Given 
the introduction of a new export exemption in 
the Ukraine, the score on this indicator has been 
reduced from 1 to 0.75.

9. Patent opposition: The July 2020 amendments 
to the Law on Protection of Rights to Inventions 
and Utility Models also introduced a new patent 
opposition system in the Ukraine through both a 
pre- and post-grant opposition mechanism. Under 
the new changes, any party may challenge the 
validity of a patent application within six months of 
WKH�RIƓFLDO�SXEOLFDWLRQ�RI�WKH�DSSOLFDWLRQ��7UDGLWLRQ-
ally, patents in the Ukraine could be challenged 
only in court-based patent nullity proceedings. As 

in many jurisdictions, challenging the validity of a 
patent in this manner can be a costly and lengthy 
process. Introducing an administrative opposition 
process offers the chance of a relatively quick and 
more cost-effective route for hearing and resolving 
patent validity challenges. Unfortunately, many 
patent opposition mechanisms around the world 
are neither cost-effective nor quick. This is espe-
cially the case for pre-grant opposition systems. In 
fact, many jurisdictions benchmarked in the Index 
in which a pre-grant opposition mechanism is in 
place have experienced systematic and severe 
delays to the patent prosecution process, with 
rights-holders negatively affected. For example, 
Australia has in place a pre-grant opposition sys-
tem for patents. Under the system, third parties 
PD\�ƓOH�DQ�REMHFWLRQ�EHWZHHQ�WKH�SXEOLVKLQJ�RI�
the application and within three months after the 
application is accepted. The system extends the 
SDWHQW�UHYLHZ�SURFHVV�VLJQLƓFDQWO\��GHOD\LQJ�WKH�
granting of patents and reducing the available 
term of protection afforded to patent holders. For 
example, a 2012 academic study published in the 
University of New South Wales Law Journal found 
WKDW�RSSRVLWLRQ�ƓOLQJV�W\SLFDOO\�GHOD\HG�WKH�JUDQW-
ing of a patent by close to two years (the mean 
delay found was 2.4 years versus the median of 
1.8 years). The same study found that the high-
est volume of oppositions were directed toward 
pharmaceutical patents, suggesting there is a clear 
commercial imperative behind these oppositions. 
Similarly, Israeli patent law provides for a pre-grant 
form of opposition to pending patent applications. 
Under the Israeli opposition system, the examina-
tion of a patent application can be extended by, at 
minimum, an additional 18 months, not including 
the process of re-examination and/or judicial hear-
ings. Regardless of the merits of any opposition 
ƓOLQJ��WKHVH�JHQHURXV�WLPHOLQHV�DGG�D�VLJQLƓFDQW�
burden and delay to the patent prosecution pro-
cess in Israel and, just as in Australia, impose an 
undue burden on patent applicants. At the time of 
research, no implementing regulations or formal 
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guidelines had been published by the Ukrainian 
authorities as to what the mechanics and timeline 
of either opposition mechanism would look like. 
Once drafted, such regulations and guidelines 
should include relevant safeguards to avoid the 
undue delays in patent prosecution experienced 
in many other jurisdictions. The Index will continue 
to monitor these developments in 2021. 

Copyrights, Related Rights, and Limitations

16. Government use of licensed software: 
The use of unlicensed software by the Ukrainian 
government and public sector entities remains a 
long-standing challenge. Rights-holders and the 
U.S. government have for years pointed to the need 
for fundamental reform and the effective applica-
tion and implementation of existing requirements 
that software used by government agencies should 
be properly and fully licensed. A Ukrainian Cabinet 
regulation from 2003 banned the use of unlicensed 
software by government agencies and established 
procedures for legal access to software. Recent 
UHSRUWV�VXJJHVW�WKDW�FHQWUDOL]HG�SXEOLF�SURFXUH-
ment could be used by the Ukrainian government 
to ensure the use of licensed software. Still, as the 
USTR noted in 2020, there continues to be “wide-
spread use of unlicensed software by Ukrainian 
government agencies.” Given the lack of effective 
action by the Ukrainian government on this issue 
for the past eight years of the Index, the score on 
this indicator has been reduced to 0.

Design Rights, Related Rights, and Limitations

21. Industrial design term of protection: In 
July 2020, new amendments to trademark and 
industrial design legislation were passed by the 
Ukrainian Parliament. Just as with the amendments 
to Ukraine’s patent law, these legislative changes 
are meant to better align Ukraine’s national IP en-
vironment with that of the EU as part of the 2017 
Ukraine-European Union Association Agreement. 

With respect to design rights, the term of protec-
tion has been extended from 15 to 25 years. As a 
result, the score on this indicator has increased to 1. 
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UNITED ARAB EMIRATES

STRENGTHS & WEAKNESSES

 9 'HƓQHG�5'3�WHUP�LQWURGXFHG�LQ�����
 9 New Foreign Direct Investment Law offers 

possibility of 100% foreign ownership, granting 
foreign investors a potential exemption from the 
requirement of having an Emirati partner holding 
a minimum of 51% of a company’s shares

 9 Basic IP protections in place
 9 Enhanced anti-counterfeiting efforts, including 

criminal penalties
 9 Awareness-raising and capacity-building efforts 

on importance and value of IP rights

 8 RDP term contains a potential exception, 
establishing a compulsory license (Article 5), 
potentially out of step with its international 
obligations.

 8 Deep uncertainty over protection for 
biopharmaceutical patents, as no action has been 
taken on 2017 approval of two generic versions of 
a pharmaceutical product still on patent

 8 6LJQLƓFDQW�KROHV�LQ�FRS\ULJKW�UHJLPHŋOLPLWHG�
RQOLQH�VSHFLƓF�OHJDO�IUDPHZRUN�DQG�HQIRUFHPHQW�
capacity

 8 High levels of physical counterfeiting—UAE 
physical markets listed in USTR’s Out-of-Cycle 
Review of Notorious Markets

 8 Gaps in customs measures and civil remedies for 
infringement

 8 Limited participation in international treaties

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 20.99

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 4.25

1. Term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of CIIs 0.50

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.00

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights, and 
Limitations 2.28

10. Term of protection 0.53

11. Exclusive rights 0.50

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.50

15. Digital rights management 0.50

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 2.50

17. Term of protection 1.00

18. Protection of well-known marks 0.50

19. Exclusive rights, trademarks 0.75

20. Frameworks against online sale of counterfeit 
goods 0.25

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

21. Industrial design term of protection 0.40

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.80

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.50

25. Regulatory data protection term 0.80

INDICATOR SCORE
Category 6: Commercialization of IP Assets 3.00

26. Barriers to market access 0.25

27. Barriers to technology transfer 0.50

28. Registration and disclosure requirements of 
licensing deals 0.25

29. Direct government intervention in setting licensing 
terms 0.50

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 2.51

32. Physical counterfeiting rates 0.33

33. Software piracy rates 0.68

34. Civil and procedural remedies 0.75

35. Pre-established damages 0.00

36. Criminal standards 0.50

37. Effective border measures 0.25

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.25

39. Coordination of IP rights enforcement 0.25

40. Consultation with stakeholders during IP policy 
formation 0.50

41. Educational campaigns and awareness raising 1.00

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

43. IP-intensive industries, national economic impact 
analysis 0.25

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 1.50

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

0.00

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

The UAE’s overall score has increased from 40.44% 
(20.22 out of 50) in the eighth edition to 41.98% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on indicator 25.

Areas of Note

In November 2019, a new Dubai International Fi-
nancial Centre (DIFC) Intellectual Property Law (No. 
4, 2019) came into effect. Situated in Dubai and 
operating under the umbrella of both the laws of 
Dubai and the federal framework provided by the 
UAE, the DIFC is a special economic district with 
a distinct and, to some extent, independent legal 
system based on British common law. Founded 
in 2004, the objective of the DIFC is to provide a 
EDVH�RI�RSHUDWLRQV�IRU�ƓQDQFLDO�DQG�SURIHVVLRQDO�
services in the UAE and the broader Middle East 
region. The purpose of the IP Law is to provide 
rights-holders with access to the DIFC’s jurisdiction 
and rights of redress within the DIFC. It covers most 
major IP rights and introduces a new administrative 
enforcement mechanism through a new executive 
RIƓFH��WKH�&RPPLVVLRQHU�RI�,QWHOOHFWXDO�3URSHUW\��
The law empowers the commissioner to take some 
independent executive enforcement action, includ-
LQJ�WKH�DELOLW\�WR�KHDU�FDVHV�DQG�OHY\�ƓQHV�RI�XS�WR�
USD50,000 on potential violations of the law and 
IP infringement within the DIFC. With respect to the 
broader legal framework in the Emirates, the Law 
has no legal bearing on IP rights within the UAE; 
LW�LV�FRQFHQWUDWHG�DQG�YDOLG�VROHO\�LQ�WKH�FRQƓQHG�
space of the DIFC. As such, it is not benchmarked 
to the Index’s indicators or included in the overall 
score for the UAE.

On January 5, 2021, the Gulf Cooperation Council 
3DWHQW�2IƓFH�DQQRXQFHG�WKDW��IROORZLQJ�WKH���VW�
Session of the Supreme Council and amendments 

WR�WKH�3DWHQW�5HJXODWLRQ��WKH�3DWHQW�2IƓFH�ZRXOG�
no longer be accepting patent applications. The 
announcement was unexpected, as the GCC patent 
application route had been operational for more 
than two decades. At the time of research, it was 
XQFOHDU�ZKDW�ZRXOG�KDSSHQ�WR�DSSOLFDWLRQV�ƓOHG�
prior to the announcement. The Index will continue 
to monitor these developments in 2021.

Patents, Related Rights, and Limitations

5. Pharmaceutical-related patent enforcement 
and resolution mechanism: As discussed in earlier 
editions of the Index, the Ministry of Health Decree 
404 provides for an early patent adjudication mech-
anism for pharmaceuticals. Under the system, the 
Ministry of Health will deny marketing approval 
for a product that infringes on a patent existing 
either in the UAE or in the economy from which 
WKH�SURGXFW�KDV�EHHQ�LPSRUWHG��2IƓFLDOV�DUH�WR�
either reject an application or hold the application 
in abeyance until patent protection has expired. In 
2017, the UAE government effectively overrode 
this mechanism and approved for marketing two 
generic versions of a pharmaceutical product still 
on patent in the country of origin. At the time of 
research, no action had been taken to rectify this 
approval. Consequently, there is deep uncertainty 
over the provision of basic patent protection in 
the UAE. In 2020, the Ministry of Health and Pre-
vention issued Ministerial Resolution 321. Article 
4 of the resolution includes a requirement that, 
as part of the market approval process, follow-on 
applicants provide “evidence that the relevant in-
novative medicinal product does not have a patent 
document valid” in the UAE. At the time of research, 
no further details had been released. It is not clear 
that this is intended to amount to a proper linkage 
system whereby the exclusivity status of a refer-
ence product is linked to the marketing approval 
of a follow-on product. It is also unclear what the 
UDPLƓFDWLRQV�DUH��LI�DQ\��RI�QRQ�FRPSOLDQFH�ZLWK�
this article on the part of a follow-on manufacturer, 
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the legal responsibilities of the drug regulatory 
authorities, and the extent to which regulators are 
expected to play a role in the enforcement of the 
requirements under this new regulation. Given the 
GLIƓFXOW�KLVWRU\�LQ�WKH�8$(�RXWOLQHG�DERYH��WKLV�LV�
a potentially positive step for improving the bio-
pharmaceutical IP environment and respect for 
duly granted patent rights. The Index will continue 
to monitor these developments in 2021.

Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ

25. Regulatory data protection term: The pro-
tection of biopharmaceutical innovation in the UAE 
KDV�KLVWRULFDOO\�EHHQ�GHƓQHG�E\�0LQLVWHULDO�'HFUHH�
404 from 2000, which tied the exclusivity status of a 
product in the UAE to the term of patent protection 
in the country of origin. The period of protection 
for applications submitted for marketing approval 
after January 1, 2000, has been for the remaining 
term of the patent or patents protecting the drug 
in its country of origin. As such, there has been no 
SHULRG�RI�5'3�GHƓQHG�RU�UHFRJQL]HG�LQ�8$(�ODZ��
This changed in 2020, with the Ministry of Health 
and Prevention issuing Ministerial Resolution 321. 
7KH�UHVROXWLRQ�SURYLGHV�D�GHƓQHG�HLJKW�\HDU�SHULRG�
of RDP for pre-clinical and clinical data submitted 
by a new drug applicant. Article 2 of the resolution 
explicitly states that it is “not permissible” for a fol-
low-on applicant to “obtain the marketing approval 
for a similar drug product” by relying on a previ-
ously submitted dossier. There is, however, some 
uncertainty over whether the full eight-year RDP 
WHUP�ZLOO�EH�DYDLODEOH��6SHFLƓFDOO\��$UWLFOH���DOORZV�
follow-on applicants to register their products in the 
last two years of the granted RDP, in what amounts 
to a so-called “Bolar exemption.” Bolar exemptions 
are normally in place to allow follow-on manufac-
turers to conduct research and necessary scien-
WLƓF�VWXGLHV�WR�PHHW�UHJXODWRU\�VDIHW\�DQG�TXDOLW\�
requirements in preparation for market approval. 
Due to the long timelines involved in the drug ap-

proval process, the primary goal of these types of 
exemption is to ensure that there is no undue delay 
for the launch of a generic follow-on product once 
the reference product’s exclusivity has expired. 
In the case of the UAE, Article 3 of the resolution 
does not specify or outline what type of activities 
follow-on manufacturers can engage in and there is 
no assurance that the reference product’s full eight-
year period of data exclusivity will be maintained. 
There is also a degree of uncertainty regarding the 
meaning and purpose of Article 5 of the decree. 
The article states that the relevant drug regulatory 
authorities may, under “exceptional” circumstances, 
including “for the purpose of protecting public 
health,” override or disregard an existing term of 
RDP and approve a follow-on product. It would be 
EHQHƓFLDO�IRU�ULJKWV�KROGHUV�LI�VXFK�H[FHSWLRQDO�FLU-
FXPVWDQFHV�ZHUH�PRUH�IXOO\�GHƓQHG��)LQDOO\��$UWLFOH�
��RI�WKH�GHFUHH�FODULƓHV�WKDW�DQ\�SURGXFWV�DSSURYHG�
for market prior to the coming into effect of the 
decree are still subject to the preceding regime 
under Decree 404. Overall, the introduction of a 
GHƓQHG�WHUP�RI�5'3�LV�D�SRVLWLYH�VWHS�DQG�D�FOHDU�
improvement in the biopharmaceutical IP environ-
ment in the UAE. Providing rights-holders with a 
full, uninterrupted eight-year term of protection 
would position the UAE as one of the leaders on 
biopharmaceutical RDP in the MENA region. On 
this basis, the score on this indicator has increased 
substantially from 0 to 0.8.

Commercialization of IP Assets and Market 
Access

26. Barriers to market access: As noted in pre-
vious editions of the Index, in September 2018, 
the UAE government issued a new Foreign Direct 
Investment Law through Federal Legislative Decree 
No. 19 of 2018. The law offered the possibility of 
100% foreign ownership, granting foreign inves-
tors a potential exemption from the requirement 
of having an Emirati partner holding a minimum 
of 51% of a company’s shares, established by the 
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Commercial Companies Law. The law contained 
a negative list of sectors excluded from its scope, 
which included natural resource extraction and re-
lated industries, banking, insurance, postal services, 
telecommunication and other audio-visual services, 
roads, and transportation. At the time of publica-
tion, it was also stated that a separate “positive” list 
would be published outlining which parts of the 
economy would be open to foreign ownership. 
In 2019, a broad summary of this positive list was 
published describing in which economic sectors 
100% foreign ownership would potentially be al-
lowed. Further developments occurred in 2020, 
with the UAE government and Cabinet of Ministers 
issuing Cabinet Resolution No. (16). This resolution 
SURYLGHV�PRUH�GHWDLO�RQ�WKH�VSHFLƓF�W\SHV�RI�HFR-
nomic activity included in the positive list. In total, 
the list comprises 122 different types of activity and 
is divided up across three major areas: Agricultural 
Sector (19 types of activity), Manufacturing Sector 
(51 types of activity), and Services Sector (52 types 
of activity). Each area of activity has different cap-
ital investment requirements, ranging from min-
imum levels up to AED100 million (circa USD27 
million). There appears to be no local partnership 
requirements or restrictions on the extent of ma-
jority ownership, with Article 4 stating that foreign 
investors will own 100% of each investment project. 
However, the resolution does retain certain local 
content and employment requirements. For exam-
ple, Article 7 maintains that all foreign investment 
projects and activities outlined under the list are 
VWLOO�VXEMHFW�WR�WKH�DSSOLFDEOH�ŏHPLUDWL]DWLRQŐ�UXOHV�DV�
stated by relevant employment laws. There are also 
QRQ�VSHFLƓHG�UHTXLUHPHQWV�IRU�WHFKQRORJ\�WUDQVIHU�
and R&D capacity building. These requirements are 
QRW�GHƓQHG�DQG�DUH�OLVWHG�IRU�RQO\�FHUWDLQ�DUHDV�RI�
activity. For example, all activities listed under the 
Agricultural Sector and Manufacturing Sector (70 
activities in total) must “use modern technology” 
and “contribute in research and development” 
>VLF@��7KH�UHVROXWLRQ�GRHV�QRW�GHƓQH�KRZ�WKHVH�WZR�
UHTXLUHPHQWV�DUH�WR�EH�IXOƓOOHG�RU�ZKDW�FRQVWLWXWHV�

“modern technology.” Each area of economic ac-
tivity is also subject to local licensing requirements, 
which are subject to local rules and regulations in 
each emirate. The Index will continue to monitor 
these developments in 2021. In particular, the Index 
will monitor the extent to which forced technology 
transfer and the sharing or divulging of IP is made 
either a de jure or de facto requirement for foreign 
investors to be able to invest and conduct business 
LQ�WKH�VSHFLƓHG�DUHDV�RI�HFRQRPLF�DFWLYLW\�

0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties

The UAE scores low in its participation in and rat-
LƓFDWLRQ�RI�LQWHUQDWLRQDO�WUHDWLHV��:KLOH�LWV�RYHUDOO�
score on this category has risen from a score of 1 
to 1.5 as a result of the increased number of inter-
national treaties included in the Index. The UAE is 
a contracting party to the WIPO Internet Treaties 
and the Patent Cooperation Treaty. It is not a con-
tracting party to any of the other treaties included 
in the Index. Similarly, the UAE has not concluded 
any post-TRIPS FTAs with substantive IP provisions. 
The GCC has concluded FTAs with Singapore and 
EFTA, but neither of these agreements include a 
dedicated or comprehensive IP chapter. Being a 
contracting party to key international IP treaties 
UHŴHFWV�D�JLYHQ�HFRQRP\ōV�EURDGHU�SDUWLFLSDWLRQ�
in the international IP community and embrace of 
the highest IP standards. Most economies bench-
marked in the Index are members of two or more 
of the treaties included in the Index.
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UNITED KINGDOM

STRENGTHS & WEAKNESSES

 9 Strong and sophisticated national IP environment
 9 A model for injunctive-style relief for rights-

holders when battling online infringement
 9 Overall strong cross-sectoral enforcement 

environment, highlighted by the work of a 
specialist crime unit and cross-industry and 
government cooperation

 8 U.K. government has chosen to retain EU SPC 
exemption for exports of biopharmaceuticals—
UHPDLQV�D�VLJQLƓFDQW�ULVN�WR�WKH�8QLWHG�.LQJGRPōV�
research- and IP-based biopharma industry

 8 Limited criminal sanctions available for the theft 
and misappropriation of trade secrets

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 46.95

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.25

1. Term of protection 1.00

2. Patentability requirements 1.00

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.50

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 0.75

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 1.00

Category 2: Copyrights, Related Rights, and 
Limitations 6.63

10. Term of protection 0.63

11. Exclusive rights 1.00

12. Injunctive-type relief 1.00

13. Cooperative action against online piracy 1.00

14. Limitations and exceptions 1.00

15. Digital rights management 1.00

16. Government use of licensed software 1.00

Category 3: Trademarks, Related Rights, and 
Limitations 4.00

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 1.00

20. Frameworks against online sale of counterfeit 
goods 1.00

Category 4: Design Rights, Related Rights, and 
Limitations 2.00

21. Industrial design term of protection 1.00

22. Exclusive rights, industrial design rights 1.00

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 2.25

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 1.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.50

26. Barriers to market access 1.00

27. Barriers to technology transfer 1.00

28. Registration and disclosure requirements of 
licensing deals 0.75

29. Direct government intervention in setting licensing 
terms 1.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 1.00

Category 7: Enforcement 6.57

32. Physical counterfeiting rates 0.78

33. Software piracy rates 0.79

34. Civil and procedural remedies 1.00

35. Pre-established damages 1.00

36. Criminal standards 1.00

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.75

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

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

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

The United Kingdom’s overall score has decreased 
slightly from 93.92% (46.96 out of 50) in the eighth 
edition to 93.90% (46.95 out of 50) in the ninth 
HGLWLRQ��7KLV�UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�
on indicator 32. 

Area of Note: Brexit 

In January 2020, the United Kingdom formally left 
WKH�(XURSHDQ�8QLRQ��7KH�ƓQDO�DJUHHPHQW�RQ�WKH�
terms for its withdrawal—the Agreement on the 
Withdrawal of the United Kingdom of Great Britain 
and Northern Ireland from the European Union and 
the European Atomic Energy Community—includes 
a separate chapter covering intellectual property. 
7KH�DJUHHPHQW�FODULƓHG�WKDW�KROGHUV�RI�(XURSHDQ�
Union trademarks, registered designs, and Com-
munity plant variety rights would, without re-exam-
ination, be granted equivalent rights in the United 
.LQJGRP��,Q�������WKH�8.,32�FRQƓUPHG�WKDW�DOO�
existing registered EU trademarks, registered Com-
munity designs, and registered Community plant 
variety rights would automatically be registered in 
the United Kingdom and granted a comparable 
U.K.-based registration. This arrangement was con-
ƓUPHG�E\�WKH�7UDGH�DQG�&RRSHUDWLRQ�$JUHHPHQW�
concluded between the United Kingdom and EU 
on December 24, 2020. This agreement includes 
a chapter on IP. As noted in previous editions of 
WKH�,QGH[��WKH�8�.��JRYHUQPHQW�KDV�UHFRJQL]HG�
the negative impact the uncertainty of the long 
Brexit process has had vis-à-vis IP rights-holders 
and has attempted to keep rights-holders abreast 
of how the United Kingdom’s national IP environ-
ment will change after Brexit is concluded. In par-
ticular, the UKIPO should be commended for its 
work in issuing and updating guidance documents 
on key areas of concern to U.K. and international 
rights-holders. The Index will continue to monitor 

WKH�VHSDUDWLRQ�SURFHVV�DQG�LWV�UDPLƓFDWLRQV�IRU�
IP rights-holders in the United Kingdom over the 
coming years.

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products: In 2015, under the overarching initiative 
to reform and deepen the single market with the 
purpose of spurring economic growth in the EU, 
the European Commission announced its inten-
tions to explore options for recalibrating certain 
elements of patent term restoration for biophar-
maceuticals, so-called Supplementary Protection 
&HUWLƓFDWHV��63&V���2QH�RSWLRQ�IRU�FKDQJH�SXW�IRUWK�
by the commission was to provide European man-
ufacturers of generic drugs and biosimilars with an 
SPC manufacturing and export exemption (“SPC ex-
emption”). The overriding purpose of the proposal 
was to provide European manufacturers of generic 
drugs and biosimilars a competitive advantage by 
weakening IP protection for innovators. As the In-
dex and others have pointed out, there were many 
troubling assumptions underlying the commission’s 
SURSRVDO��,QGHHG��WKLV�ZDV�UHFRJQL]HG�HYHQ�E\�
several key EU Member States. Most basically, the 
proposal assumed that there is an actual market 
and demand for European generic manufacturers. 
Yet it is not at all clear what this market is or where 
the demand for generic medicines produced in 
Europe would come from. More broadly, instead of 
allowing European generic manufacturers to gain 
a competitive advantage, it is much more likely 
that, over time, other economies will emulate the 
EU and also introduce policies that undermine bio-
pharmaceutical IP protection. In fact, events in 2020 
suggest that this is exactly what is happening. In 
a wide-ranging set of amendments to the Law on 
Protection of Rights to Inventions and Utility Mod-
els, the Ukraine has notably weakened its patenting 
environment as it relates to biopharmaceuticals. 
While these legislative changes are meant to better 
align Ukraine’s national IP environment with that of 
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the EU as part of the 2017 Ukraine-European Union 
Association Agreement, they will have the opposite 
effect. Not only do these changes substantially 
weaken the eligibility for biopharmaceutical pat-
entable subject matter, new procedural barriers 
to obtaining patent term restoration as well as an 
export and stockpiling exemption have also been 
introduced. The latter exemption is modeled on 
the EU’s Regulation 2019/933. As the Index has re-
peatedly pointed out, the most obvious side effect 
of the overriding of IP rights in the EU is that the 
policy will be emulated by other economies. As the 
8NUDLQH�H[DPSOH�VKRZV��LQVWHDG�RI�EHQHƓWLQJ�WKH�
European generics industry, the introduction of an 
SPC exemption will simply end up hurting Europe’s 
research-based industry and lead to a global race 
toward the bottom in weakening IP standards. From 
July 2019, Regulation 2019/933 is in force, and the 
SPC export exemption is now, for all intents and 
purposes, legal and operational in all EU Member 
States. Under the terms of its withdrawal from the 
EU, the United Kingdom has maintained the SPC 
exemption in U.K. law. In 2020, the UKIPO held a 
public consultation on a draft Statutory Instrument 
that would amend the existing exemption, making 
it more compatible with U.K. statute. Unfortunately, 
despite rights-holders calling for the U.K. govern-
ment to reconsider its decision to retain the ex-
emption, in its public response to the consultation, 
the government reiterated its position that the SPC 
exemption would be retained and be operable 
going forward. As a result, the United Kingdom’s 
score on indicator 7 remains 0.75. 

Enforcement

38. Transparency and public reporting by cus-
toms authorities of trade-related IP infringe-
ment: As an EU Member State and member of 
the Single Market and Customs Union, customs 
enforcement activity undertaken by UK border au-
thorities against suspected IP-infringing goods was 
included and counted in the EU’s overall statistics. 

The Directorate-General for Taxation and Customs 
Union has for years published an annual report on 
customs enforcement at the border. These reports 
include detailed data and analysis of the number 
RI�VXVSHFWHG�JRRGV�VHL]HG��WKHLU�HVWLPDWHG�YDOXH��
and their country of origin. As stated in previous 
editions of the Index, the EU’s work in this area has 
stood as a model and example for other customs 
authorities around the world. Following Brexit and 
the United Kingdom leaving the Customs Union, 
it is unclear if Her Majesty’s Revenue and Customs 
(HMRC), will continue in this tradition, publishing 
its own annual report and statistical compendium 
on IP rights enforcement at the British border. The 
Index will monitor this in 2021.
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UNITED STATES

STRENGTHS & WEAKNESSES

 9 &RS\ULJKW�2IƓFH������UHSRUW�RQ�VHFWLRQ�����
UHFRJQL]HV�QHHG�IRU�FRS\ULJKW�UHIRUP

 9 USPTO release in 2019 of new draft guidance 
covering section 101 patentability and section 
112 claims relating to computer inventions—seeks 
to address uncertainty in patenting system

 9 6HFWRU�VSHFLƓF�ULJKWV�DQG�SURWHFWLRQV�LQ�SODFH�
across all categories of the Index

 9 Reform efforts to patent opposition proceedings 
by USPTO continued in 2020—agency should 
be commended for efforts to provide a 
greater balance and address concerns over 
unpredictability and uncertainty within PTAB 
process

 8 Proposals for compulsory licensing as a 
pharmaceutical cost containment policy

 8 Continued uncertainty over patentability for high-
tech sectors

 8 Lack of a targeted legal basis for addressing 
online piracy, along the lines of other global 
leaders

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 47.66

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 8.50

1. Term of protection 1.00

2. Patentability requirements 0.75

3. Patentability of CIIs 1.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 1.00

6. Legislative criteria and active use of compulsory 
licensing 1.00

7. Pharmaceutical patent term restoration 1.00

8. Membership of a Patent Prosecution Highway 1.00

9. Patent opposition 0.75

Category 2: Copyrights, Related Rights, and 
Limitations 6.75

10. Term of protection 1.00

11. Exclusive rights 1.00

12. Injunctive-type relief 0.75

13. Cooperative action against online piracy 1.00

14. Limitations and exceptions 1.00

15. Digital rights management 1.00

16. Government use of licensed software 1.00

Category 3: Trademarks, Related Rights, and 
Limitations 4.00

17. Term of protection 1.00

18. Protection of well-known marks 1.00

19. Exclusive rights, trademarks 1.00

20. Frameworks against online sale of counterfeit 
goods 1.00

Category 4: Design Rights, Related Rights, and 
Limitations 1.60

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 1.00

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 2.75

23. Protection of trade secrets (civil remedies) 1.00

24. Protection of trade secrets (criminal sanctions) 1.00

25. Regulatory data protection term 0.75

INDICATOR SCORE
Category 6: Commercialization of IP Assets 5.67

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 1.00

31. Tax incentives for the creation of IP assets 0.67

Category 7: Enforcement 6.64

32. Physical counterfeiting rates 0.79

33. Software piracy rates 0.85

34. Civil and procedural remedies 1.00

35. Pre-established damages 1.00

36. Criminal standards 1.00

37. Effective border measures 1.00

38. Transparency and public reporting by customs 1.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 4.75

39. Coordination of IP rights enforcement 1.00

40. Consultation with stakeholders during IP policy 
formation 1.00

41. Educational campaigns and awareness raising 1.00

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

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

The United States’ overall score has increased 
slightly from 95.28% (47.64 out of 50) in the eighth 
edition to 95.31% (47.66 out of 50) in the ninth 
HGLWLRQ��7KLV�UHŴHFWV�D�PDUJLQDO�VFRUH�LQFUHDVH�RQ�
indicator 32.

Area of Note

Late in 2020, the U.S. Congress passed the Con-
solidated Appropriations Act, 2021, an end-of-year 
spending package signed into law on December 
27. These legislative changes touch on several ma-
jor IP laws, including for trademarks and copyright. 
6SHFLƓFDOO\��WKH�OHJLVODWLRQ�FUHDWHV�D�YROXQWDU\�VPDOO�
claims process for copyright, enhances penalties for 
commercial scale streaming piracy, and strengthens 
the trademark system. The Chamber will monitor 
future developments as these are implemented.

Patents, Related Rights, and Limitations

2. Patentability requirements: As noted over 
the course of the Index, since the Supreme Court 
decisions in the Bilski, Myriad, Mayo, and Alice 
cases, there has been a high and sustained level 
of uncertainty as to what constitutes patentable 
subject matter in the United States. The USPTO has 
since 2014 issued and updated patent examination 
guidelines almost on an annual basis. Lower and 
circuit court decisions in patent infringement pro-
ceedings have not always been consistent. The net 
result is that rights-holders are left without a clear 
sense of how decisions on patent eligibility will be 
made or, when granted patents are subsequently 
challenged or reviewed either through the courts 
or through the inter partes proceedings within the 
USPTO, which patent claims will be upheld. Under 
the leadership of former USPTO Director Iancu, 
WKH�86372�KDV�UHFRJQL]HG�WKLV�GLOHPPD�DQG�RYHU�

the past three years sought to re-formulate its po-
sition and the approach to be taken by its examin-
HUV��7KH�RIƓFH�LQ�-DQXDU\������UHOHDVHG�QHZ�GUDIW�
guidance covering section 101 patentability and 
section 112 claims relating to computer inventions, 
the “2019 Revised Patent Subject Matter Eligibility 
Guidance” and “Examining Computer-Implement-
ed Functional Claim Limitations for Compliance 
with 35 U.S.C. 112.” With respect to section 101 
patentability, the new guidance provides more of 
a principle-based analysis of how patentability will 
be judged and describes the stepwise approach 
examiners should follow to understand and ap-
ply the Supreme Court’s Alice/Mayo test. As the 
guidance rightly points out, the key challenge for 
USPTO examiners and courts has been to “consis-
tently distinguish between patent-eligible subject 
matter and subject matter falling within a judicial 
H[FHSWLRQ�Ő�7KH�QHZ�JXLGDQFH�UHFRJQL]HV�WKLV�DQG�
seeks, to the extent that is possible without further 
statutory changes, to clear this up with a revised 
procedure and process for examiners to follow. In 
$SULO�������WKH�86372ōV�2IƓFH�RI�WKH�&KLHI�(FRQ-
omist published Adjusting to Alice USPTO Patent 
Examination Outcomes after Alice Corp. v. CLS Bank 
International. This report examines the effect of the 
�����JXLGDQFH�RQ�UDWHV�RI�ƓUVW�RIƓFH�UHMHFWLRQV�
for Alice-related technologies—that is, technolo-
gies and applications that the USPTO and the U.S. 
3DWHQW�&ODVVLƓFDWLRQV�KDYH�GHƓQHG�DV�FRQWDLQLQJ�
ŏDEVWUDFW�LGHDV�Ő�7KH�UHSRUW�ƓQGV�WKDW��RYHUDOO��VLQFH�
the introduction of the guidance, there has been 
D�PHDVXUDEOH�DQG�VWDWLVWLFDOO\�VLJQLƓFDQW�GHFUHDVH�
LQ�WKH�QXPEHU�RI�ƓUVW�RIƓFH�UHMHFWLRQV�IRU�Alice-re-
ODWHG�WHFKQRORJLHV��6SHFLƓFDOO\��WKH�OLNHOLKRRG�
RI�UHFHLYLQJ�D�ƓUVW�RIƓFH�UHMHFWLRQ�GHFUHDVHG�E\�
25% in the 12 months following the introduction 
of the guidance. As the USPTO rightly notes, this 
is positive news. Uncertainty over what constitutes 
patentable subject matter has crept into all facets 
of the patent system, from initial application and 
examination to standards of review and invalidity 
proceedings, whether administratively through 
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the PTAB or through the judiciary. The Index will 
continue to monitor this in 2021, as well as the ex-
tent to which the guidance has a sustained impact 
throughout and within all parts of the U.S. patent 
system.

9. Patent opposition: In an effort to provide a 
PRUH�FRVW�HIIHFWLYH��HIƓFLHQW�DOWHUQDWLYH�WR�MXGLFLDO�
proceedings, the 2011 America Invents Act (AIA) 
introduced new post-grant opposition and patent 
nullity proceedings. As has been noted in previ-
ous editions of the Index, despite the intentions of 
these new AIA mechanisms, the result has been a 
sustained level of uncertainty and unpredictability 
for many patent owners. This has been especially 
the case with the inter partes review (IPR), which oc-
FXUV�EHIRUH�WKH�VSHFLDOL]HG�37$%�ZLWKLQ�WKH�86372��
$V�QRWHG��WKH�8�6��JRYHUQPHQW��FKLHŴ\�WKURXJK�
WKH�86372��KDV�UHFRJQL]HG�WKH�XQLQWHQGHG�HI-
fects of the PTAB system and publicly pledged to 
work with all stakeholders to address and remedy 
them. To begin with, the USPTO introduced sever-
al important changes in 2018 and 2019. In 2018, 
USPTO Director Iancu stated that the reform of IPR 
proceedings was one of the agency’s “highest pri-
orities,” and that the agency was considering “how 
and when we institute proceedings, the standards 
we employ during the proceedings, and how we 
conduct the overall proceedings. The goal, with 
whatever action we take, is to increase predict-
ability of appropriately-scoped claims.” Following 
these remarks, important reforms were announced 
during the year, which included (1) changing the 
patent claim construction standard used, moving 
away from the broadest reasonable interpreta-
tion standard to the so-called Phillips standard, 
the latter of which is the claim construction stan-
dard used in the judiciary since the mid-2000s; 
(2) a new Trial Practice Guide; and (3) Standard 
Operating Procedure changes. Using the Phillips 
standard has aligned IPR proceedings with the 
same claim construction standards that are used 
in patent infringement proceedings at U.S. district 

courts. The revised Trial Practice Guide provides 
greater clarity on the grounds on which a review 
may be initiated. And, the changes to both SOP 1 
and SOP 2 sought to streamline how judges are 
assigned, the composition of panels, and the way 
SUHFHGHQW�VHWWLQJ�RSLQLRQV�DUH�VHW��6SHFLƓFDOO\��
SOP 2 set up a Precedential Opinion Panel (POP), 
headed by the director. Since its introduction, the 
POP has been active in shaping how the IPRs op-
erate, with several of the panel’s decisions having 
been of high procedural importance addressing 
issues relating to the USPTO director’s decisions 
to institute IPR proceedings (see, for example, 
Valve Corp. v Electronic Scripting Products Inc.) 
and procedural rules including the declaration of 
interested parties (ProppantExpress Investments 
LLC v Oren Techs. LLC). These efforts continued in 
2020. Several new POP decisions were issued and 
the USPTO proposed important potential changes 
to the IPR process. In May, the agency published 
a “Notice of Proposed Rulemaking” in the Federal 
Register. The notice includes proposed procedural 
changes incorporating the Supreme Court ruling 
in SAS Institute Inc. v Iancu on how patent validity 
challenges should be accepted and whether pro-
ceedings should be initiated on a select number 
of claims or all claims. The changes also included 
a question on whether the presumption in favor of 
a petitioner should be maintained or eliminated in 
pre-trial proceedings. Further changes were pro-
posed in October, when the agency published a 
“Request for Comments on Discretion to Institute 
Trials before the Patent Trial and Appeal Board” 
in the Federal Register. The proposed changes 
focus on how the PTAB should deal with serial and 
parallel petitions. These are instances when the 
same patent and patent claims are petitioned to be 
challenged before the board in different petitions. 
In addition to the USPTO’s actions, the Supreme 
Court was also active in 2020. In April, the court 
held in Thryv Inc. v Click-to-Call Technologies LP, et 
al. that the timeline for submitting an IPR petition is 
not subject to judicial review and rests solely with 
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the PTAB. The decision reverses an earlier judg-
ment by the U.S. Court of Appeals for the Federal 
Circuit, which held that the decision to hold an IPR 
proceeding in the case was an error. In October, 
the Supreme Court also accepted petitions to hear 
VSHFLƓF�DVSHFWV�UHODWLQJ�WR�WKH�FDVH�Arthrex Inc. v 
Smith & Nephew Inc. and whether PTAB judges 
have been unconstitutionally appointed. While the 
key issue at hand concerns administrative law and 
WKH�WHFKQLFDO�FDWHJRUL]DWLRQ�RI�MXGJHV�VHUYLQJ�RQ�
WKH�37$%��OHJDO�DQDO\VLV�VXJJHVWV�WKDW�WKH�UDPLƓFD-
WLRQV�RI�WKH�FRXUWōV�MXGJPHQW�FRXOG�EH�VLJQLƓFDQW��
A substantial number of PTAB cases were vacated 
by the Federal Circuit’s earlier decision and have 
been held in abeyance. Overall, the high level of 
administrative and judicial activity illustrates how 
U.S. rights-holders continue to face great uncer-
tainty over how patent disputes will be adjudicated 
and how decisions will be made and upheld within 
different fora. The Index will continue to monitor 
these developments in 2021. 

Copyrights, Related Rights, and Limitations

13. Availability of frameworks that promote 
cooperative action against online piracy: Sec-
tion 512 of the Digital Millennium Copyright Act 
�'0&$��SURYLGHV�D�QRWLƓFDWLRQ�PHFKDQLVP�ZKHUH-
by rights-holders can work together with hosts, 
service providers, and internet mediators (includ-
ing ISPs) to address issues of online infringement. 
Although over 20 years old, the rationale behind 
the law remains sound: a desire to balance the 
need to effectively address potential copyright 
infringement without unduly overburdening ser-
vice providers. However, the world today is very 
different than in 1998 and, as a practical matter, it 
is questionable whether the law remains effective. 
At the time the legislation was passed, the global 
market for copyrighted products was fundamen-
tally different than today. In 1998, music sales in 
the United States totaled almost USD14 billion. 
Of this, sales of physical compact discs accounted 

for 83.3% of the total. In 2018, total music sales in 
the United States was less than USD10 billion and 
compact discs accounted for 7.1% of total sales. 
Digital downloads and streaming services (ad sup-
ported and paid) constituted close to 70% of total 
sales volume. More broadly, internet penetration 
in the United States and the use of mobile devices 
was still at an early stage in the late 1990s and not 
ubiquitous as it is now. Today, more than eight out 
of 10 Americans own a smartphone and internet 
penetration is near universal, with 90% of Ameri-
cans having access to the internet. The growth of 
online copyright infringement since 1998—whether 
through downloading, streaming, or some other 
technology—has mirrored this growth in internet 
connectivity. The adverse economic impact on the 
content industry has been staggering. A report 
by NERA Consulting (commissioned by the U.S. 
Chamber of Commerce’s GIPC) found that global 
online piracy costs the American economy nearly 
USD30 billion in lost sales each year. Since 2015, 
WKH�8QLWHG�6WDWHV�&RS\ULJKW�2IƓFH�KDV�EHHQ�FDU-
U\LQJ�RXW�D�SXEOLF�VWXG\�RI�VHFWLRQ������7KH�RIƓFH�
has held several public roundtables and accepted 
empirical submissions from the public. Some of 
the papers submitted show the challenging reality 
creators and copyright holders face. For example, 
in 2016, the American Association of Independent 
Music, the Future of Music Coalition, and the Copy-
right Alliance all submitted survey evidence to the 
RIƓFH�VXJJHVWLQJ�WKDW�����WKHUH�ZDV�D�KLJK�OHYHO�
of infringement taking place; (2) DMCA notices 
sent out were not being effectively acted on; and 
(3) there was a high level of reoccurrence—i.e., in-
fringing content taken down would be re-post-
HG�RU�UH�DSSHDU�RQ�WKH�QRWLƓHG�VHUYLFH�SURYLGHUV�
website. Unlike other jurisdictions—including the 
European Union, Singapore, and emerging mar-
kets like Russia and India—rights-holders in the 
8QLWHG�6WDWHV�IDFH�JUHDW�GLIƓFXOW\�LQ�REWDLQLQJ�DQ�
injunction disabling access to infringing content. 
Instead, rights-holders must pursue infringement 
claims through traditional litigation and court 
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proceedings. These can often be lengthy and ex-
pensive. And while the past few years have seen 
several important cases judged or settled in favor 
of rights-holders—see, for example, the cases in-
volving BMG and Cox Communications or UMG 
Recordings et al. and Grande Communications—this 
underscores the wider point that effective redress 
is no longer available through the section 512 no-
WLƓFDWLRQ�DQG�WDNHGRZQ�V\VWHP��,QGHHG��LQ�������
WKH�&RS\ULJKW�2IƓFH�UHFRJQL]HG�WKDW�WKLV�VLWXDWLRQ�
is no longer tenable, and reform is needed. In May, 
WKH�RIƓFH�SXEOLVKHG�WKH�UHVXOWV�RI�LWV�PXOWL�\HDU�
public study. Overall, the report rightly concludes 
that “Congress’ original intended balance has been 
WLOWHG�DVNHZ�Ő�7KH�RIƓFH�PDNHV�VHYHUDO�LPSRUWDQW�
observations and recommendations on how the 
current system could be improved. The report 
also notes the growing use of injunctive-style re-
lief mechanisms around the world and so-called 
dynamic injunctions but recommends further study 
of these and other “alternative stakeholder propos-
DOV�Ő�,Q�SDUDOOHO�WR�WKH�&RS\ULJKW�2IƓFHōV�ZRUN��WKH�
U.S. Congress and Senate have both been working 
on reform proposals to the DMCA throughout the 
year. The Index will continue to monitor these de-
velopments in 2021.

Design Rights, Related Rights, and 
Limitations; and Enforcement

22. Legal measures available that provide neces-
sary exclusive rights to redress unauthorized use 
of industrial design rights; 37. Effective border 
measures: Design rights and IP rights pertaining 
to industrial design are becoming increasingly im-
portant to rights-holders across the world. Statistics 
from WIPO on total design applications (direct and 
via the Hague System) from the mid-1990s until 
today show the number of applications globally 
growing from less than 200,000 in 1995 to over 1 
million in 2018. In the United States, the number 
of design patent applications has shown similar 
growth, increasing from just over 15,000 applica-

tions in 1995 to over 45,000 in 2018. The increas-
ing importance of design right protection is also 
UHŴHFWHG�LQ�WKH�VKDUS�LQFUHDVH�LQ�JRRGV�LQIULQJLQJ�
design rights. As the global economy becomes 
more connected and interlinked, the spread and 
availability of counterfeit goods is also increasing. 
In 2016, the OECD estimated that the international 
trade in counterfeit and pirated goods represented 
almost half a trillion USD, the equivalent of 2.5% 
of global trade. In the latest available update to 
this estimate released in the 2019, Trends in Trade 
in Counterfeit and Pirated Goods, the OECD and 
(8,32�QRZ�ƓQG�WKDW�WKH�YDOXH�RI�WKH�LQWHUQDWLRQ-
al trade in counterfeit and pirated goods could 
amount to 3.3% of global trade. Customs and en-
forcement data from around the world reveals that 
a large portion of counterfeit goods are designed 
goods. This includes different types of clothing 
and apparel, watches, sunglasses, handbags, and 
similar accessories. Most customs authorities have 
experience dealing with traditional trademark and 
copyright enforcement, and in many economies 
offer rights-holders the ability to record their rights 
with national customs authorities. However, with 
respect to design rights, this option is not always 
available. The EU is one of the few jurisdictions 
ZKHUH�LW�LV�SRVVLEOH�WR�ƓOH�D�UHTXHVW�IRU�FXVWRPV�
action (both in individual Member States and in 
all Member States) specifying both registered and 
unregistered design rights as the right to be pro-
tected. This is currently not possible in the United 
States. As has been noted by a growing number 
of rights-holders, counterfeiters are increasingly 
becoming more sophisticated, often bypassing 
trademark infringement when importing infringing 
products into the United States. To address this 
gap in current legislation, a group of U.S. senators 
LQWURGXFHG�WKH�&RXQWHUIHLW�*RRGV�6HL]XUH�$FW�RI�
2019’ in December of that year. The proposed bill 
would give U.S. Customs and Border Protection the 
authority to act against goods that are suspected 
to infringe registered design patents just as they 
DUH�DXWKRUL]HG�WR�GR�ZLWK�UHVSHFW�WR�VXVSHFWHG�
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trademark- and copyright-infringing goods. U.S. 
Customs and Border Protection has long provided 
a global leadership role when it comes to the en-
IRUFHPHQW�RI�,3�ULJKWV�DQG�WKH�ƓJKW�DJDLQVW�FRXQWHU-
feiting. Adding this capacity to the existing border 
enforcement framework would be a positive step 
and give border agents an additional tool in the 
ƓJKW�DJDLQVW�FRXQWHUIHLWLQJ��$W�WKH�WLPH�RI�UHVHDUFK��
no legislative action had been taken on the bill, and 
it was unclear how the proposed legislation would 
fare in a new Congress. The Index will continue to 
monitor these developments in 2021. 
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VENEZUELA

STRENGTHS & WEAKNESSES

 9 Basic copyright, trademark, and industrial design 
frameworks in place

 9 Awareness-raising and capacity-building efforts 
on importance and use of IP rights

 8 9HU\�ZHDN�SDWHQW�IUDPHZRUN��ZLWK�VHFWRU�VSHFLƓF�
patents and other IP rights not available

 8 Major holes in copyright protection, notably in the 
digital sphere

 8 Trademark legislation does not directly address 
unregistered marks, with limited recognition of 
well-known marks

 8 (QIRUFHPHQW�JHQHUDOO\�SRRUŋSHQDOWLHV�LQVXIƓFLHQW�
and administrative inaction

 8 Government interference and regulatory barriers 
WR�FRPPHUFLDOL]DWLRQ�RI�,3�DVVHWV

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 7.05

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 0.75

1. Term of protection 0.50

2. Patentability requirements 0.00

3. Patentability of CIIs 0.25

4. Plant variety protection 0.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.00

9. Patent opposition 0.00

Category 2: Copyrights, Related Rights, and 
Limitations 1.63

10. Term of protection 0.63

11. Exclusive rights 0.25

12. Injunctive-type relief 0.00

13. Cooperative action against online piracy 0.25

14. Limitations and exceptions 0.25

15. Digital rights management 0.00

16. Government use of licensed software 0.25

Category 3: Trademarks, Related Rights, and 
Limitations 1.50

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.25

20. Frameworks against online sale of counterfeit 
goods 0.00

Category 4: Design Rights, Related Rights, and 
Limitations 0.65

21. Industrial design term of protection 0.40

22. Exclusive rights, industrial design rights 0.25

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 0.25

23. Protection of trade secrets (civil remedies) 0.25

24. Protection of trade secrets (criminal sanctions) 0.00

25. Regulatory data protection term 0.00

INDICATOR SCORE
Category 6: Commercialization of IP Assets 0.75

26. Barriers to market access 0.00

27. Barriers to technology transfer 0.00

28. Registration and disclosure requirements of 
licensing deals 0.25

29. Direct government intervention in setting licensing 
terms 0.00

30. IP as an economic asset 0.50

31. Tax incentives for the creation of IP assets 0.00

Category 7: Enforcement 0.52

32. Physical counterfeiting rates 0.16

33. Software piracy rates 0.11

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.00

36. Criminal standards 0.00

37. Effective border measures 0.00

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 0.50

39. Coordination of IP rights enforcement 0.00

40. Consultation with stakeholders during IP policy 
formation 0.00

41. Educational campaigns and awareness raising 0.50

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.00

43. IP-intensive industries, national economic impact 
analysis 0.00

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 0.50

44. WIPO Internet Treaties 0.50

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

0.00

46. Patent Law Treaty and Patent Cooperation Treaty 0.00

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

0.00

48. Membership of the Convention on Cybercrime, 
2001 0.00

49. The Hague Agreement Concerning the 
International Registration of Industrial Designs 0.00

50. Post-TRIPS FTA 0.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

9HQH]XHODōV�RYHUDOO�VFRUH�KDV�GHFUHDVHG�VOLJKWO\�
from 14.22% (7.11 out of 50) in the eighth edition 
to 14.10% (7.05 out of 50) in the ninth edition. This 
UHŴHFWV�D�PDUJLQDO�VFRUH�GHFUHDVH�RQ�LQGLFDWRU�����

Area of Note

As has been noted in previous editions, rights-hold-
HUV�LQ�9HQH]XHOD�IDFH�D�KLJKO\�XQFHUWDLQ�DQG�
challenging business environment. This has not 
improved in 2020 and, in light of the COVID-19 
pandemic, conditions have actually deteriorated. 
Politically, the environment remains fraught, with 
SRUWLRQV�RI�WKH�9HQH]XHODQ�JRYHUQPHQW�FHDVLQJ�WR�
function amid a constitutional stand-off between 
the government and the opposition. In 2018, the 
9HQH]XHODQ�,3�2IƓFH�VXVSHQGHG�LWV�VHUYLFHV�DQG�
ceased operations for months. While the agen-
cy has since resumed operations, the COVID-19 
pandemic resulted in a suspension of services and 
VHYHUDO�QRWDEOH�FKDQJHV�WR�9HQH]XHODōV�OHJDO�HQ-
vironment. Of particular note is the adoption, in 
October 2020, of a new national economic plan 
through an “anti-blockade” law. While aiming to 
RSHQ�XS�9HQH]XHOD�WR�IRUHLJQ�LQYHVWPHQW��WKH�ODZ�
effectively increases the government’s control over 
all facets of the economy. The law also contains a 
EURDG�FRQƓGHQWLDOLW\�FODXVH�ZKHUHE\�DQ\�DFWLRQV�LQ�
relation to the economy taken by the government 
DUH�WR�SRWHQWLDOO\�UHPDLQ�FRQƓGHQWLDO�DQG�RXWVLGH�
public scrutiny.

Trademarks, Related Rights, and Limitations

19. Legal measures available that provide nec-
essary exclusive rights to redress unauthorized 
uses of trademarks: Beginning in February 2020, 
9HQH]XHODōV�$XWRQRPRXV�6HUYLFH�RI�,QWHOOHFWXDO�
Property (SAPI), switched to using only the Nice 

FODVVLƓFDWLRQ�V\VWHP�RI�JRRGV�DQG�VHUYLFHV�IRU�
trademark registration. This replaces the dual clas-
VLƓFDWLRQ�V\VWHP��QDWLRQDO�DQG�1LFH��WKDW�KDG�EHHQ�
in place up until 2020. This measure—introduced 
E\�6$3,ōV�2IƓFLDO�1RWLFH�'*���������ŋLV�PHDQW�
WR�KDUPRQL]H�WUDGHPDUN�DSSOLFDWLRQV�LQ�9HQH]XHOD�
with international applications and accelerate their 
approval.
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VIETNAM

STRENGTHS & WEAKNESSES

 9 5DWLƓHG�(8�9LHWQDP�)7$�LQ�����
 9 Basic IP protections and enforcement framework 

in place
 9 Growing integration into international IP 

platforms—for example, through EU-Vietnam FTA
 9 Long-standing effort to coordinate IP enforcement

 8 Inadequate protection of life science patents, with 
challenging enforcement environment

 8 Gaps in copyright protection, including lack of 
measures to address online infringements

 8 High physical counterfeiting rates and online 
infringement—BSA estimates a software piracy rate 
of 74%

 8 Proposed market access and other requirements 
create uncertainty for digital content platforms, 
including through proposed revisions to Decree 
06/2016

 8 (QIRUFHPHQW�JHQHUDOO\�SRRUŋSHQDOWLHV�LQVXIƓFLHQW�
in practice, and the system suffers from 
administrative inaction

KEY AREAS OF STRENGTH KEY AREAS OF WEAKNESS
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TOTAL: 18.74

INDICATOR SCORES
INDICATOR SCORE

Category 1: Patents, Related Rights and Limitations 3.00

1. Term of protection 1.00

2. Patentability requirements 0.25

3. Patentability of CIIs 0.00

4. Plant variety protection 1.00

5. Pharmaceutical-related enforcement 0.00

6. Legislative criteria and active use of compulsory 
licensing 0.00

7. Pharmaceutical patent term restoration 0.00

8. Membership of a Patent Prosecution Highway 0.50

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights, and 
Limitations 1.28

10. Term of protection 0.53

11. Exclusive rights 0.25

12. Injunctive-type relief 0.25

13. Cooperative action against online piracy 0.00

14. Limitations and exceptions 0.00

15. Digital rights management 0.25

16. Government use of licensed software 0.00

Category 3: Trademarks, Related Rights, and 
Limitations 2.25

17. Term of protection 1.00

18. Protection of well-known marks 0.25

19. Exclusive rights, trademarks 0.50

20. Frameworks against online sale of counterfeit 
goods 0.50

Category 4: Design Rights, Related Rights, and 
Limitations 1.10

21. Industrial design term of protection 0.60

22. Exclusive rights, industrial design rights 0.50

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ 1.25

23. Protection of trade secrets (civil remedies) 0.50

24. Protection of trade secrets (criminal sanctions) 0.25

25. Regulatory data protection term 0.50

INDICATOR SCORE
Category 6: Commercialization of IP Assets 1.58

26. Barriers to market access 0.00

27. Barriers to technology transfer 0.25

28. Registration and disclosure requirements of 
licensing deals 0.25

29. Direct government intervention in setting licensing 
terms 0.00

30. IP as an economic asset 0.75

31. Tax incentives for the creation of IP assets 0.33

Category 7: Enforcement 1.78

32. Physical counterfeiting rates 0.27

33. Software piracy rates 0.26

34. Civil and procedural remedies 0.25

35. Pre-established damages 0.25

36. Criminal standards 0.50

37. Effective border measures 0.25

38. Transparency and public reporting by customs 0.00

&DWHJRU\����6\VWHPLF�(IƓFLHQF\ 2.50

39. Coordination of IP rights enforcement 0.75

40. Consultation with stakeholders during IP policy 
formation 0.50

41. Educational campaigns and awareness raising 0.75

42. Targeted incentives for the creation and use of IP 
assets for SMEs 0.00

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

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties 4.00

44. WIPO Internet Treaties 0.00

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

0.50

46. Patent Law Treaty and Patent Cooperation Treaty 0.50

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. Post-TRIPS FTA 1.00
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SPOTLIGHT ON THE NATIONAL IP 
ENVIRONMENT
Past Editions versus Current Scores

Vietnam’s overall score has increased from 36.62% 
(18.31 out of 50) in the eighth edition to 37.49% 
�������RXW�RI�����LQ�WKH�QLQWK�HGLWLRQ��7KLV�UHŴHFWV�
a score increase on Indicator 50.

Area of Note

In late 2020, the Ministry of Science and Technology 
published a set of draft amendments to the 2005 
Law on Intellectual Property (IP Law). At the time 
of research, the ministry and relevant Vietnamese 
authorities were holding a series of meetings and 
consultations with key stakeholders on the draft leg-
islation. The amendments seek to align Vietnam’s 
,3�/DZ�ZLWK�ERWK�WKH�(8�)7$�DQG�&3733�DQG�IXOƓOO�
its treaty obligations under both. It is a positive 
step that the Vietnamese government is so actively 
engaging with stakeholders in the reform efforts. 
As has been noted over the course of the Index, 
9LHWQDPōV�,3�/DZ�QHHGV�UHIRUP�DQG�PRGHUQL]DWLRQ��
Adopting the IP provisions of the EU FTA and the 
CPTPP would help strengthen Vietnam’s national IP 
environment. The draft IP Law does contain some 
positive features. For example, draft provisions re-
lating to copyright would potentially strengthen the 
protection of copyright online as well as improve 
the TPM and DRM environment. However, in other 
aspects, the draft articles are more problematic. For 
example, with respect to patent rights, Articles 112 
and 112a, including the various “options” listed 
XQGHU�WKH�DUWLFOHV��ZRXOG��ƓUVW��LQVWLWXWLRQDOL]H�D�SUH�
grant opposition system and, second, introduce a 
long list of potential grounds for patent opposition 
and invalidation including everything from sub-
stantive objections to procedural errors. Similarly, 
provisions relating to biopharmaceutical IP rights 
are confusing. As noted below under indicator 7, 
with respect to patent term restoration, the main 
thrust of the legislative interpretation of Article 

12.40 under the EU FTA (including the draft IP Law) 
is to provide compensation to a rights-holder in the 
form of a reduction in annual patent renewal fees 
for any relevant period of delay. Draft Article 131a, 
option 2, appears to provide a potential period 
of term restoration of up to two years. However, 
sub-section 2 of the draft article appears to also 
condition this term restoration on a minimum of 
two-year delay in the relevant Vietnamese drug 
regulatory authority’s ƓUVW response to a market au-
WKRUL]DWLRQ�DSSOLFDWLRQ��&RQGLWLRQLQJ�WKH�DYDLODELOLW\�
of restoration on such conditions would in effect 
mean that, for all practical intents and purposes, 
term restoration would not be made available to 
rights-holders in any meaningful way. The Index will 
continue to monitor these developments in 2021.

Patents, Related Rights, and Limitations

7. Patent term restoration for pharmaceutical 
products: Historically, Vietnamese IP law has not 
offered biopharmaceutical rights-holders any term 
restoration for patent exclusivity lost during the 
market approval process. This changed with the 
conclusion of negotiations and signing of the Free 
Trade Agreement between the EU and Vietnam 
in 2015. Article 12.40(2) of the Agreement states 
clearly that the contracting parties “shall provide 
for an adequate and effective mechanism to com-
pensate the patent owner for the reduction in the 
effective patent life resulting from unreasonable 
delays” during regulatory review and market au-
WKRUL]DWLRQ�SURFHHGLQJV��6XE�VHFWLRQV�����DQG�����RI�
the article outline how this compensatory mecha-
nism can extend the term of granted patent rights 
IRU�D�SHULRG�RI�EHWZHHQ�WZR�WR�ƓYH�\HDUV��,Q�-XQH�
2020, the Vietnamese National Assembly formally 
UDWLƓHG�WKH�WUHDW\�WKURXJK�5HVROXWLRQ����������
QH14 and the Agreement is now in effect. Annex 3 
of Resolution 102 outlines the features of Vietnam’s 
term restoration program. Unfortunately, it is not 
clear from this annex what type, if any, restoration 
will be offered or the exact terms upon which such 
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DQ�H[WHQVLRQ�ZLOO�EH�JUDQWHG��6SHFLƓFDOO\��LQVWHDG�
of a period of patent term restoration, the annex 
appears to provide rights-holders with a reduc-
tion in annual patent renewal fees for any relevant 
period of delay. While positive, this does not cor-
respond to a mechanism of term restoration. It is 
also not clear what constitutes “undue delay.” The 
research-based biopharmaceutical industry is one 
of the world’s leading sources of R&D investment. 
Unfortunately, the draft IP Law published at the end 
of 2020 (detailed above under the “Area of Note” 
sub-section) does not provide an effective mech-
anism of term restoration. The Index will continue 
to monitor these developments in 2021. 

0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties

50. Post-TRIPS FTA: In June 2020, the Vietnamese 
1DWLRQDO�$VVHPEO\�IRUPDOO\�UDWLƓHG�WKH�)UHH�7UDGH�
Agreement between the EU and Vietnam through 
Resolution 102/2020/QH14 and the Agreement is 
now in effect. As has been detailed over the course 
of the Index, this agreement has the potential to 
strengthen Vietnam’s national IP environment. An-
nex 3 of Resolution 102 did include some reforms. 
In addition to the introduction of the concept of 
patent term restoration for biopharmaceuticals (as 
detailed above under indicator 7), the resolution 
also introduced changes to existing trademark stat-
ute and examination practices relating to industrial 
design. Annex 3 of the resolution improves the abil-
ity of rights-holders to cancel bad faith registrations 
E\�UHPRYLQJ�WKLV�WLPH�OLPLW�IRU�ƓOLQJ�LQYDOLGDWLRQ�
proceedings. Vietnam has been plagued by bad 
IDLWK�ƓOLQJV�IRU�\HDUV��ZLWK�ULJKWV�KROGHUV�XQDEOH�WR�
effectively address this issue. Local legal analysis 
suggests that this measure should have an imme-
diate impact and strengthen rights-holders’ ability 
to protect and enforce their registered marks. As 
noted above, at the time of research, the Ministry 
of Science and Technology and relevant Vietnam-
ese authorities were holding a series of meetings 

and consultations with key stakeholders on a set 
of draft amendments to the IP Law. As a result of 
WKH�UDWLƓFDWLRQ�RI�WKH�(8�9LHWQDP�)7$��WKH�VFRUH�
on this indicator has increased by 0.5. 



2021 Ninth Edition  |  322

U.S. CHAMBER INTERNATIONAL IP INDEX 2021

APPENDIX: 
METHODOLOGY, 
SOURCES, AND 
INDICATORS EXPLAINED

The Index consists of 50 indicators across nine separate 
categories:

1. Patents, Related Rights, and Limitations

2. Copyrights, Related Rights, and Limitations

3. Trademarks, Related Rights, and Limitations

4. Design Rights, Related Rights, and Limitations

5. 7UDGH�6HFUHWV�DQG�WKH�3URWHFWLRQ�RI�&RQƓGHQWLDO�
Information

6. Commercialization of IP Assets and Market Access

7. Enforcement 

8. 6\VWHPLF�(IƓFLHQF\

9. 0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�
Treaties

As in previous editions, these categories are for ease 
of organizing the Index and have no statistical impact 
on weightings or on an economy’s overall score in the 
Index. Each indicator is explained in more detail below. 

SCORING METHODOLOGY 
As in previous editions of the Index, each indicator 
can score values between 0 and 1, and the cumulative 
score of the Index ranges from a minimum of 0 to a 
maximum of 50. Indicators can be scored using three 
distinct methods: binary, numerical, and mixed. 

When an indicator is of a binary nature, each indicator 
is assigned either the value 0, if the particular IP com-
ponent does not exist in a given economy, or 1, if the 
particular IP component does exist in a given economy. 

Numerical indicators are those indicators that, for ex-
ample, measure terms of exclusivity or are based on a 
quantitative source. Terms of exclusivity are calculated 
by dividing the actual term of exclusivity of each relevant 
indicator by a standard baseline. For example, the stan-
dard baseline used for the copyright term is that of 95 
years provided in the United States to orphan works.27 
If an economy has a copyright term of 95 years, the 
value it scores in this indicator is 1. If it has a copyright 
term of less than 95 years, then the value is less than 
1. Details of the individual baselines used for different 
types of IP rights are provided below.

Where there are no adequate baselines and the leg-
islative or regulatory existence of an indicator is not 
VXIƓFLHQW�WR�GHWHUPLQH�LWV�DFWXDO�XVH�RU�DSSOLFDWLRQ��WKH�
VFRUH�IRU�WKDW�LQGLFDWRU�ZLOO�EH�PL[HG��7KH�ƓQDO�VFRUH�IRU�
that indicator will be based on an even split between 

• primary and/or secondary legislation (regulation) 
in place; and 

• the actual application and enforcement of that pri-
mary and/or secondary legislation. 

Mixed indicators are the majority of indicators used in 
WKH�,QGH[��7KH�XVH�RI�PL[HG�LQGLFDWRUV�SURYLGHV�ŴH[LELOLW\�
when scoring and allows the Index to more effectively 
accommodate gray areas in economy performance for 
D�JLYHQ�LQGLFDWRU��6SHFLƓFDOO\��LW�LV�SRVVLEOH�WR�DVVLJQ�D�
SDUWLDO�VFRUH��UDWKHU�WKDQ�RQO\�D���RU����7KHUH�DUH�ƓYH�
possible scores available within a mixed indicator: 0, 
0.25, 0.5, 0.75, and 1. The range of scores available for 
mixed indicators means that greater nuance can be 
used when individual indicators are scored; the practical 
end result is that economies can receive partial scores 
for an indicator, which in some cases are a better ap-
proximation of their given reality. 

Finally, there are also a few instances in which rather 
than the de jure and de facto existence of a single ele-
ment, a mixed indicator is split between two separate 
elements. For example, in Category 9: Membership and 
5DWLƓFDWLRQ�RI�,QWHUQDWLRQDO�7UHDWLHV��WKH�LQGLFDWRUV�DUH�
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RECOVERY  THROUGH   INGENUITY

PHDVXUHG�E\�WKH�VLJQDWXUH�DQG�UDWLƓFDWLRQ�RU�DFFHV-
sion to a given international treaty. Thus, 0.5 is given 
for being a signatory of a treaty and 0.5 for ratifying or 
acceding to that treaty. This is also the case for indicator 
7. This indicator consists of two distinct variables: (1) 
the existence of a term of patent restoration for phar-
maceutical products due to the prolonged research, 
development, and regulatory approval periods for such 
products; and (2) the existence of any exemptions, waiv-
ers, or similar carve-outs on the full and effective use 
of such a term of restoration, including for industrial 
policy purposes. Of the available score for this indicator, 
0.75 is allocated to the existing term of protection com-
SDUHG�ZLWK�WKH�FXUUHQW�EDVHOLQH�UDWH�RI�ƓYH�\HDUV�WHUP�
restoration used in the United States, EU, and Japan. 
The remaining 0.25 is allocated on the basis of a given 
economy providing any exemptions, waivers, or similar 
carve-outs on the full and effective use of such a term 
of restoration, including for industrial policy purposes. 

BASELINES USED
When possible, the Index uses baseline values, measures, 
and models. These values are based on best practices 
regarding terms of protection, enforcement mechanisms 
(de jure and de facto), and/or model pieces of primary or 
secondary legislation that can be found at the national 
and international levels. Where no adequate baselines 
are found in international law or treaties, the baselines 
and values used are based on what rights-holders view 
as an appropriate environment and level of protection.

MEASURING COUNTERFEITING AND 
PIRACY 
Indicators 32 and 33 of the Index measure rates of 
physical counterfeiting and software piracy, respec-
tively. There are several challenges when attempting 
to measure piracy and counterfeiting.

)LUVW��LOOHJDO�DFWLYLWLHV�DUH�LQKHUHQWO\�GLIƓFXOW�WR�PHDVXUH�
and quantify with a high level of accuracy. Estimates will 
out of necessity be based on variables such as physical 
seizures and surveys. This is particularly the case for 
online piracy.

Second, studies of rates of piracy and counterfeiting are 
RIWHQ�HLWKHU�VSHFLƓF�WR�RQH�RU�D�KDQGIXO�RI�HFRQRPLHV��
or are global and do not provide data at an individual 
economy level. The result is a relative paucity in the 
number of studies that measure and compare levels of 
piracy and counterfeiting with a sample of economies 
VXIƓFLHQW�WR�PDNH�ODUJH�VFDOH�FRPSDULVRQV�HPSLULFDOO\�
robust.

Finally, because measures of piracy and counterfeiting 
are inexact, estimates of their economic impact can 
vary widely depending on the methodology and data 
samples used.28 

Up until the fourth edition, the Index had relied on two 
main sources for measuring piracy and counterfeiting: 

• The OECD’s General Trade-Related Index of Coun-
terfeiting of Economies, which measures the rela-
tive rates of physical counterfeiting29

BASELINES BASELINE IN YEARS LEGISLATION MODEL

Basic patent protection 20 TRIPS

Copyrights 95 United States

Trademarks 10 WIPO

Regulatory data protection 10 EU

Patent term restoration 5 EU / United States / Japan

Design rights 25 EU

IP Rights Baselines
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• Software piracy rates compiled by the Business 
Software Alliance (2018 being the latest published 
survey)

These sources are both robust and internationally rec-
ognized measures. Furthermore, they cover a large 
sample of economies, providing a sound basis for both 
cross- economy comparisons and long-term use within 
the Index. And both the BSA software piracy rates and 
the GTRIC-e Index are numerical measures and can be 
transposed into two respective scores. 

Still, there are caveats with the use of these measures, 
in particular the GTRIC-e. 

First, the GTRIC-e Index measures the relative rates of 
physical counterfeiting and is based on international 
trade statistics and customs interception data. Crucially, 
the GTRIC-e does not take into account or measure 
domestically produced products or pirated digital prod-
ucts. The practical result is that several economies with 
relatively low levels of customs interception of coun-
terfeit goods, yet high levels of domestically produced 
counterfeit goods or high levels of online piracy, can 
rank quite well within the GTRIC-e. This may not pres-
HQW�DQ�DFFXUDWH�UHŴHFWLRQ�RI�WKHLU�RYHUDOO�SLUDF\�DQG�
counterfeiting environment. 

To address this challenge, the fourth edition of the Index 
incorporated a new proprietary Global Measure of Phys-
ical Counterfeiting. The measure was developed by the 
U.S. Chamber of Commerce and Pugatch Consilium to 
provide a new global measure of physical trade-related 
counterfeiting. This measure of physical counterfeiting 
is also being used for this edition of the Index and pro-
vides the basis for the score on indicator 32. 

The measure provides a total and per economy es-
timate for each of the 53 economies included in the 
Index of rates of physical trade-related counterfeiting. 
The full details of the building of the model, method-
ology, sources used, and an assessment of the wider 
threat of physical counterfeiting is provided in the report 
Measuring the Magnitude of Global Physical Counter-

feiting available on the GIPC’s and U.S. Chamber of 
Commerce’s website. 

In brief, the methodology of the Global Measure of 
Physical Counterfeiting builds on that developed by the 
OECD and the GTRIC-e. To obtain a unique estimate for 
each of the 53 economies included, the Global Measure 
of Physical Counterfeiting uses a proprietary metric that 
applies three weighted factors in order to provide a 
holistic take on the propensity for counterfeiting in the 
selected economies.

7KH�ƓUVW�IDFWRU�LV�D�VXE�VHW�RI�WKH�VFRUHV�IRU�WKH�LQGLFDWRUV�
within Category 7: Enforcement. These include

• the existence of civil and procedural remedies, 
including injunctions, damages for injuries, and 
destruction of infringing and counterfeit goods, 
as well as their effective application;

• the existence of pre-established damages and/or 
mechanisms for determining the amount of dam-
ages generated by infringement;

• criminal standards, including minimum imprison-
PHQW�DQG�PLQLPXP�ƓQHV��LQ�SODFH�DQG�WKHLU�DS-
plication;

• effective border measures (measured by the extent 
to which goods in transit suspected of infringement 
may be detained or suspended, as well as the ex-
istence of H[�RIƓFLR authority); and

• transparency and public reporting by customs au-
thorities of trade-related IP infringement.

To capture the level of counterfeiting taking place within 
a given economy, the weight of this factor is 50% of the 
score for indicator 32.

The second factor incorporates the most recent up-
dates to the OECD’s GTRIC-e benchmark discussed in 
detail above. 

The third factor used is the rate of perceived corruption 
within an economy, as measured by Transparency Inter-
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national’s Corruption Perceptions Index. This is based 
on the assumption that a strong relationship exists be-
tween corruption and counterfeiting—i.e., authorities in 
economies that struggle with corruption tend to also 
overlook or place less emphasis on combating criminal 
activities, including counterfeiting. 

Together these two factors constitute the remaining 
50% of the score for indicator 32.

The BSA survey expresses an economy’s software piracy 
rate as a percentage. Within the Index, the reverse of 
the BSA software piracy percentage is used as the score 
for indicator 33; the higher the BSA software piracy rate 
is in an economy, the lower its score on the Index. For 
example, if economy X has an estimated software piracy 
rate of 90% according to the BSA, it receives a score of 
0.10 for indicator 33 within the Index. 

SOURCES
Scoring in the Index is based on both qualitative and 
quantitative evidence. In order to provide as complete 
a picture of an economy’s IP environment as possible, 
this evidence is drawn from a wide range of sources. 
All sources used are publicly and freely available and 
are accessible to all. The following is an outline of the 
different types of sources used. 

Government 

Sources from government branches and agencies in-
clude

• primary legislation;
• secondary legislation (regulation) from executive, 

legislative, and administrative bodies;
• reports from parliamentary committees and gov-

ernment agencies, including patent or intellectual 
SURSHUW\�RIƓFHV�DV�ZHOO�DV�HQIRUFHPHQW�DJHQFLHV��
and 

• internal departmental guidelines, policies, assess-
ments, and audits. 

Legal 

Sources from judicial authorities and legal practitioners 
include
• court cases and decisions,
• legal opinions written by judges, and
• legal analysis and opinions written by legal prac-

titioners.

International Institutions and Third Parties

These sources include

• data, studies, and analysis from international or-
ganizations such as the OECD, WTO, WIPO, and 
others;

• publicly available reports, studies, and government 
submissions by industry organizations; and

• reports from non-governmental and consumer 
organizations.

Academic 

Academic sources include

• academic journals, books, and published manu-
scripts; and

• legal journals.

News

News sources include

• newspapers, 
• news websites, and
• trade press.

In addition to the above listed resources, over the 
course of the past few years, more and more govern-
ments and economies have started making submissions 
directly to the GIPC and U.S. Chamber of Commerce. 
These submissions include everything from updates on 
legislative and regulatory initiatives to details of various 
government policies such as anti-piracy initiatives as 
well as data and statistics on anti-counterfeiting and 
DFWLYLWLHV�WR�ƓJKW�RQOLQH�SLUDF\��
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We welcome these submissions and endeavor to use 
them together with all other available information to 
provide the most accurate depiction possible of the na-
tional IP environment in each of the economies sampled. 

We wish to thank the governments and economies 
that have made these submissions and welcome all 
economies covered in the Index to consider doing so. 
The only criterium we use—just as for all the resources 
used in the Index—is that these sources and materials 
submitted to us need to be publicly available and in 
the public domain.

INDICATORS EXPLAINED
This section explains how each indicator in the Index is 
measured and scored. 

Category 1: Patents, Related Rights, and 
Limitations

The indicators included in this category relate to patent 
protection and related rights and limitations. 

1. Term of protection: Measured by the basic patent 
term offered in the TRIPS Agreement. This is a numer-
ical indicator.

2. Patentability requirements: Measured by the ex-
tent to which patentability requirements are in line with 
international standards of novelty, inventive step, and 
industrial applicability.30 Measured by (1) existing de 
jure patentability guidelines and regulations and (2) de 
facto standards established through the application of 
these guidelines and regulations through the examina-
tion process and judicial review. This is a mixed indicator.  

3. Patentability of computer-implemented inven-
tions (CIIs): Measured by the extent to which primary 
and/or secondary legislation explicitly allows for the 
patentability of CIIs. This is a mixed indicator.

4. Plant variety protection, term of protection: Mea-
sured by the maximum term of protection offered with 
the baseline term of protection being not less than 20 
years (25 years for trees and vines) in accordance with 
the International Convention for the Protection of New 
Varieties of Plants.31 This is a numerical indicator.

5. Pharmaceutical-related patent enforcement and 
resolution mechanism: Measured by the existence of 
primary and/or secondary legislation (such as a regula-
tory and/or administrative mechanism) that provides a 
transparent pathway for adjudication of patent validity 
and infringing issues prior to the marketing of a generic 
or biosimilar product. This score is evenly divided be-
tween the existence of a relevant mechanism and its 
application/enforcement. If no mechanism is in place, 
the maximum score that can be achieved is 0.5. Such a 
score is based on the extent to which de facto practices 
(such as expeditious preliminary injunctive relief) are 
in place that achieve a similar result. This is a mixed 
indicator.

6. Legislative criteria and use of compulsory licens-
ing of patented products and technologies: Mea-
sured by the extent to which primary and/or secondary 
legislation on the use of compulsory licensing (on the 
basis of the essential facilities doctrine) and its appli-
cation/enforcement is transparent and consistent with 
the following criteria: (1) the issuing should exclude any 
requirement for domestic manufacturing; (2) should 
not apply to patented innovations that have not yet 
reached the market; (3) in the case of biopharmaceutical 
products, the use of compulsory licensing under the 
framework of TRIPS provisions on public health should 
not be for commercial purposes, such as for price ne-
gotiations or in support of domestic industries; and 
����DGHTXDWH�DQG�ZHOO�GHƓQHG�UHFRXUVH�PHFKDQLVPV�
should be in place for parties affected by the issuing 
of the license. This is a binary indicator. 

7. Patent term restoration for pharmaceutical prod-
ucts: Measured using two distinct variables: (1) the 
existence of a term of patent restoration for pharma-
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ceutical products due to the prolonged research, de-
velopment, and regulatory approval periods for such 
products; and (2) the existence of any exemptions, 
waivers, or similar carve-outs on the full and effective 
use of such a term of restoration, including for industrial 
policy purposes. Of the available score for this indicator, 
0.75 is allocated to the existing term of protection com-
SDUHG�ZLWK�WKH�FXUUHQW�EDVHOLQH�UDWH�RI�ƓYH�\HDUV�WHUP�
restoration used in the United States, EU, and Japan. 
The remaining 0.25 is allocated on the basis of a given 
economy providing any exemptions, waivers, or similar 
carve-outs on the full and effective use of such a term 
of restoration, including for industrial policy purposes. 
This indicator does not include other forms of patent 
term restoration that are granted on the basis of pro-
longed examination periods, including for the granting 
of patents. This is a mixed indicator.

8. Membership of a Patent Prosecution Highway 
(PPH): Measured by whether an economy’s relevant 
,3�RU�SDWHQW�RIƓFH�KDV�MRLQHG�LQWHUQDWLRQDO�HIIRUWV�WR-
ward streamlining and improving patent prosecution 
by membership of a PPH. Given the three main tracks 
of international PPH (PPH, Global Patent Prosecution 
Highway, and IP5 Patent Prosecution Highway), econ-
omies will be scored differently depending on their 
level of participation and membership of the different 
tracks. Economies that are members of either (or both) 
the Global Patent Prosecution Highway or IP5 Patent 
Prosecution Highway will receive a full score of 1. Econ-
omies that are members of a PPH and have bilateral 
and multilateral agreements to this effect will receive 
a score of 0.5.

9. Patent opposition: Measured by the availability of 
mechanisms for opposing patents in a manner that does 
not unduly delay the granting of a patent (in contrast to 
a right of opposition before the patent is granted) and 
ensures fair, transparent, and expeditious opposition 
proceedings. This is a mixed indicator.

Category 2: Copyrights, Related Rights, and 
Limitations

The indicators included in this category relate to copy-
right protection and related rights and limitations.

10. Copyright (and related rights) term of protection: 
Measured by the baseline term of protection for anon-
ymous works, which is the term afforded in the United 
States of 95 years. Terms of protection are measured 
as the minimum term allowed by copyright law. Where 
there are different minimum terms of protection for 
different forms of copyright, all major terms are added 
together and divided by 95. This is a numerical indicator.

11. Legal measures which provide necessary exclu-
sive rights that prevent infringement of copyrights 
and related rights (including Web hosting, stream-
ing, and linking): Measured by the extent to which 
economies (1) have in place laws and procedures that 
provide necessary exclusive rights and (2) apply these 
laws to prevent, deter, and remedy online infringement 
of copyright and related rights. This is a mixed indicator.

12. Expeditious injunctive-style relief and disabling 
of infringing content online: This Measured by the 
H[LVWHQFH�DQG�H[WHQW�RI�DQ�RIƓFLDO�QDWLRQDO�JRYHUQPHQW�
administrative or judicial injunctive relief mechanism 
available to rights-holders. The mechanism should pro-
vide for the effective and timely disabling of access 
to websites that seem to exist solely to offer or make 
available infringing content online. Such a mechanism 
should be based on a clear, transparent, expeditious, 
and standardized procedure and include due process 
protections. This is a mixed indicator.

13. Availability of frameworks that promote coop-
erative action against online piracy: Measured by 
the existence of clear standards for the limitation of 
liability for copyright and related rights infringement 
by ISPs that expeditiously remove infringing material 
upon obtaining knowledge of it, in the context of an 
overall system that does not unduly burden ISPs, pro-
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motes cooperation between them and rights-holders 
to address online piracy, and respects and protects 
users’ rights. This is a mixed indicator.

14. Scope of limitations and exceptions to copyrights 
and related rights: Measured by the extent to which 
exceptions and limitations are consistent in text and in 
application with the three-step test originating in the 
Berne Convention (Berne three-step test).32 The score for 
this indicator is evenly divided between legislation and 
application in the court system. This is a mixed indicator.

15. Digital rights management legislation: Measured 
by the extent to which (1) economies have passed pri-
mary and/or secondary legislation relating to DRM and 
technological protection measures and (2) this legisla-
tion is applied. This is a mixed indicator.

16. Clear implementation of policies and guidelines 
requiring that any proprietary software used on 
government ICT systems should be licensed soft-
ware: Measured by the extent to which (1) policies 
and guidelines are in place stipulating the use of only 
licensed proprietary software and (2) these policies 
and guidelines are applied. This is a mixed indicator.

Category 3: Trademarks, Related Rights, and 
Limitations

The indicators in this category relate to trademark pro-
tection, design rights, and related rights and limitations.

17. Trademarks term of protection (renewal periods): 
Measured by the renewal term of protection being of-
fered, with the baseline term being 10 years as provided 
by the Singapore Treaty on the Law of Trademarks. This 
is a numerical indicator.

18. Protection of well-known marks: Measured by the 
extent to which existing laws and regulations and/or de 
facto practices allow for trademark protection through 
use of the mark, regardless of whether the trademark 
owner registers the mark. This is a mixed indicator.

19. Legal measures available that provide necessary 
exclusive rights to redress unauthorized uses of 
trademarks: Measured by the extent to which econ-
omies (1) have in place laws and procedures that pro-
vide necessary causes of action to address violations 
of a trademark owner’s rights (such as infringement of 
registered trademarks, unfair competition, false des-
ignation of origin, false advertising, dilution of famous 
trademarks, cybersquatting, and violation of rights as-
sociated with a corresponding trade dress) that create a 
likelihood of public confusion as to source, sponsorship, 
RU�DIƓOLDWLRQ��DQG�����DSSO\�WKHVH�ODZV�WR�SUHYHQW��GHWHU��
and remedy infringement of trademarks and related 
rights. This is a mixed indicator.

20. Availability of frameworks that promote action 
against online sale of counterfeit goods: Measured 
by the existence of clear rules and standards for the 
expeditious removal of trademark-infringing material by 
online service providers upon obtaining knowledge of 
the infringement, in the context of an overall system that 
does not unduly burden such providers, promotes co-
operation between them and rights-holders to address 
the infringement of trademark rights, and respects and 
protects consumers’ rights. This score is evenly divided 
between the existence of relevant primary and/or sec-
ondary legislation and its application/enforcement. In 
the absence of a legal or regulatory framework, a score 
of up to 0.5 can be allocated based on the existence 
and effectiveness of voluntary industry standards and 
practices in place. This is a mixed indicator.33

Category 4: Design Rights, Related Rights, and 
Limitations

The indicators in this category relate to design rights 
and related rights and limitations.

21. Industrial design term of protection: Measured 
by the maximum term of protection being offered (in-
cluding renewable periods), with the baseline term 
being 25 years, which is the maximum term afforded 
in the European Union. This is a numerical indicator.
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22. Legal measures available that provide necessary 
exclusive rights to redress unauthorized use of in-
dustrial design rights: Measured by the extent to which 
economies (1) have in place laws and procedures that 
provide necessary exclusive rights (including making, 
marketing, trading, and use of an industrial design); 
and (2) apply these laws to prevent, deter, and remedy 
infringement of industrial design rights. This is a mixed 
indicator.

Category 5: Trade Secrets and the Protection of 
&RQƓGHQWLDO�,QIRUPDWLRQ

The indicators in this category relate to trade secrets, 
related rights and limitations, and the protection of 
FRQƓGHQWLDO�LQIRUPDWLRQ�

23. Protection of trade secrets (civil remedies): Mea-
sured by the existence of (1) legislation that offers protec-
WLRQ�IRU�WUDGH�VHFUHWV�RU�FRQƓGHQWLDO�EXVLQHVV�LQIRUPDWLRQ�
and (2) the application of this legislation in the court or 
law enforcement system. This is a mixed indicator.

24. Protection of trade secrets (criminal sanctions): 
Measured by the existence of (1) legislation that pro-
vides criminal sanctions for the misappropriation, im-
proper acquisition, use, or disclosure of trade secrets 
RU�FRQƓGHQWLDO�EXVLQHVV�LQIRUPDWLRQ��DQG�����WKH�DSSOL-
cation of this legislation and effective access to these 
remedies. This is a mixed indicator.

25. Regulatory data protection (RDP) term: Mea-
sured by the optimal desired term, which is the term of 
exclusivity used by the EU for new biopharmaceutical 
products containing new active ingredients regardless 
of molecular size and/or complexity.34 This is a numerical 
indicator.

Category 6: Commercialization of IP Assets and 
Market Access

The indicators in this category seek to measure the 
extent to which a given national IP environment rec-

ognizes the value of IP as an asset and encourages the 
commercialization of IP regardless of its national origins. 

26. Barriers to market access: Measured by the ex-
tent to which laws and regulations or de facto practices 
make access to an economy’s market contingent on the 
sharing and/or disclosure of intellectual property and 
know-how with a local/domestic entity. This is measured 
by (1) the extent to which existing laws and procedures 
make market access contingent on the sharing/disclo-
sure of intellectual property and know-how; and (2) the 
application of such laws or, in the absence of such laws, 
the existence of de facto practices and standards that 
achieve a similar effect. This is a mixed indicator.  

27. Barriers to technology transfer: Measured by the 
extent to which laws and regulations or de facto practic-
es act as barriers to technology transfer and commer-
cialization activities of publicly funded and supported 
research. This is a mixed indicator.  

28. Registration and disclosure requirements of li-
censing deals: Measured by the extent to which licens-
ing agreements must be registered and/or disclosed 
with relevant authorities to carry legal effect. This is a 
mixed indicator.

29. Direct government intervention in setting licens-
ing terms: Measured by the extent to which relevant 
government authorities directly intervene and set licens-
ing terms between licensee and licensor.35 This can be 
done through, for example, governmental preapproval 
for any licensing agreement between two parties as well 
as government intervention in the setting of licensing 
terms, including royalty rates. This is a mixed indicator.

30. IP as an economic asset: Measured by the extent 
to which relevant institutions (including, for example, 
public and private institutions for higher education as 
ZHOO�DV�QDWLRQDO�,3�RIƓFHV��LQ�D�JLYHQ�HFRQRP\�DUH�DFWLYH-
ly engaged in capacity building and training on how to 
use IP as a commercial and economic asset. Examples 
of capacity building include academic (university/ter-
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tiary level) courses on the commercialization and use 
RI�,3�DV�DQ�HFRQRPLF�DQG�ƓQDQFLDO�DVVHW�DV�ZHOO�DV�WKH�
H[WHQW�WR�ZKLFK�QDWLRQDO�,3�RIƓFHV�KRVW�DQG�RU�HQJDJH�
in similar training programs. This is a mixed indicator.

31. Tax incentives for the creation of IP assets: Mea-
sured by the extent to which governments provide tax 
incentives for the creation and use of IP assets. This 
indicator consists of three layers corresponding to an 
equal share of the available score: 

• Layer 1: Consists of economies offering general tax 
incentives for the creation of IP assets through, for 
example, general R&D incentives and/or tax credits

• Layer 2: Based on whether incentives are targeted 
VSHFLƓFDOO\�DW�WKH�FUHDWLRQ�RI�,3�WKURXJK��IRU�H[DP-
ple, innovation and patent boxes

• Layer 3: The extent to which the above described 
incentives are not hampered by onerous localiza-
tion and/or administrative requirements linked 
to the availability and use of the tax incentive or 
mechanism

Category 7: Enforcement

The indicators in this category measure the prevalence 
of IP rights infringement, the criminal and civil legal 
procedures available to rights-holders, the authority 
RI�FXVWRPV�RIƓFLDOV�WR�FDUU\�RXW�ERUGHU�FRQWUROV�DQG�
inspections, and transparency of customs authorities’ 
actions.

32. Counterfeiting piracy rates: Measured by estimat-
ed rates of general trade-related physical counterfeiting 
using the U.S. Chamber’s Global Measure of Physical 
Counterfeiting. This is a numerical indicator. 

33. Software piracy rates: Measured by rates of soft-
ware piracy. This is a numerical indicator.

34. Civil and procedural remedies: Measured by (1) 
the existence of civil and procedural remedies, including 
injunctions, damages for injuries, and destruction of 

infringing and counterfeit goods; and (2) their effective 
DSSOLFDWLRQ��7KLV�LQGLFDWRU�DOVR�UHŴHFWV�DGPLQLVWUDWLYH�
enforcement measures where applicable. This is a mixed 
indicator.

35. Pre-established damages and/or mechanisms 
for determining the amount of damages generated 
by infringement: This is a mixed indicator.

36. Criminal standards including minimum impris-
RQPHQW�DQG�PLQLPXP�ƓQHV� Measured by the extent 
to which (1) actual legislation is in place and (2) it is 
applied (i.e., where reliable source material is available, 
the actual level of prosecution and penalties applied). 
This is a mixed indicator.

37. Effective border measures: Measured by the ex-
tent to which border guards have the H[�RIƓFLR author-
ity to seize suspected counterfeit and pirated goods, 
including goods in transit, without complaint from the 
rights-holder. This is a mixed indicator.

38. Transparency and public reporting by customs 
authorities of trade-related IP infringement: Mea-
sured by the extent to which customs authorities in a giv-
en economy publish statistics and data on trade-related 
IP infringement. This indicator measures (1) the extent 
to which data is published on a regular and systematic 
basis, and (2) the level of detail of this data. This is a 
mixed indicator.

&DWHJRU\����6\VWHPLF�(IƓFLHQF\

The indicators in this category seek to measure the 
manner in which a national IP system actually works. 

39. Coordination of IP rights enforcement efforts: 
Measured by the existence of coordinated efforts at IP 
rights enforcement at the national government level. 
This indicator measures the extent to which a national 
government institution or formalized structure is in place 
providing cross-governmental coordination to national 
IP enforcement efforts. This is a mixed indicator.
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40. Consultation with stakeholders during IP policy 
formation: Measured by the extent to which stake-
holders (public, private, national, and international) 
have the right and opportunity to contribute comments 
and submissions on proposed changes to IP laws and 
regulations made by a given economy’s national gov-
ernment. This is a mixed indicator.     

41. Educational campaigns and awareness raising: 
Measured by (1) the extent to which national govern-
ments engage in educational campaigns and aware-
ness raising on the positive socio-economic impact of 
IP rights and the negative impact the infringement of 
these rights has on creators, innovators, and the national 
economy; and (2) the extent to which these campaigns 
and awareness-raising efforts (if in place) are systematic 
and sustained over time. This is a mixed indicator.

42. Targeted incentives for the creation and use of 
IP assets for SMEs: Measured by the extent to which 
a given economy’s national IP system provides special 
incentives for SMEs for the creation, registration, and 
use of IP assets. Examples of such incentives include 
IDVW�WUDFN�UHJLVWUDWLRQ�SURFHGXUHV��UHGXFHG�ƓOLQJ�IHHV��
and technical assistance targeting SMEs. This is a mixed 
indicator.

43. IP-intensive industries and national economic 
impact analysis: Measured by the extent to which the 
relevant authorities in a given economy seek to map 
and measure the economic impact and importance 
of IP-intensive industries to their national economies. 
Economies are scored on the basis of the following: 
(1) that the mapping and measuring of the economic 
impact and importance of IP-intensive industries to 
national economic activity is taking place; and (2) the 
extent to which such mapping and measuring is sys-
tematic and occurs on a periodic and recurring basis. 
This is a mixed indicator.  

&DWHJRU\����0HPEHUVKLS�DQG�5DWLƓFDWLRQ�RI�
International Treaties

Generally, the indicators in this category are mixed and 
measure whether an economy is (1) a signatory of and 
����KDV�UDWLƓHG�RU�DFFHGHG�WR�LQWHUQDWLRQDO�WUHDWLHV�RQ�WKH�
protection of IP. Some international treaties allow only 
for accession—i.e., membership is either conferred or 
not. The following treaties each make up one indicator, 
with some indicators consisting of two treaties.

44. WIPO Internet Treaties: These consist of the WIPO 
Copyright Treaty and the WIPO Performances and Pho-
nograms Treaty. Respectively, they cover and clarify the 
use of copyright in a digital environment and the moral 
and economic rights of performers and producers of 
phonograms. This is a mixed indicator.

45. Singapore Treaty on the Law of Trademarks and 
Protocol Relating to the Madrid Agreement Con-
cerning the International Registration of Marks: This 
is a mixed indicator with half of the score allocated for 
PHPEHUVKLS�DQG�UDWLƓFDWLRQ�RI�HDFK�LQGLYLGXDO�WUHDW\���

46. Patent Law Treaty and Patent Cooperation Treaty: 
This is a mixed indicator with half of the score allocated 
IRU�PHPEHUVKLS�DQG�UDWLƓFDWLRQ�RI�HDFK�LQGLYLGXDO�WUHDW\�

47. Membership of the International Convention 
for the Protection of New Varieties of Plants, Act of 
1991: This is a binary indicator. 

48. Membership of the Convention on Cybercrime, 
2001: This is a mixed indicator.

49. The Hague Agreement Concerning the Inter-
national Registration of Industrial Designs: This is a 
mixed indicator.36

50. At least one post-TRIPS FTA with substantive IP 
provisions and chapters in line with international 
best practices: This is a mixed indicator.
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