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Key Areas of Strength Key Areas of Weakness
 • Strengthened support for SMEs through 

WIPO-World Economic Forum (WEF) 
“Inventor Assistance Program” in 2020

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

 • Five-year term of RDP defined in 
2016 law Código Ingenios

 • Limited re-criminalization of IP rights 
through 2016 criminal law amendments

 • Member of PPH

 • Use of compulsory license regime for 
biopharmaceuticals as basis for cost 
containment and industrial policy continued 
in 2021 with the issuing of a new license

 • New implementing regulations potentially 
undermine Código Ingenios RDP term

 • Plant variety protection term shorter 
than internationally accepted term

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

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

 • Código Ingenios imposes additional 
limits on patentability and amount of 
non-patentable subject matter

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

 • Ecuador has a low score for its participation 
and ratification of international treaties

http://www.uschamber.com/ipindex
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Indicator Score
Category 1: Patents, Related Rights and Limitations 2.99

1. Patent term of protection 1.00

2. Patentability requirements 0.50

3. Patentability of computer-implemented 
inventions (CIIs) 0.00

4. Plant variety protection, term of protection 0.74

5. Pharmaceutical-related patent enforcement and 
resolution mechanism 0.00

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

7. Patent term restoration for pharmaceutical products 0.00

8. Membership of a Patent Prosecution Highway 
(PPH) 0.50

9. Patent opposition 0.25

Category 2: Copyrights, Related Rights,  
and Limitations 1.74

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

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

0.25

12. Expeditious injunctive-style relief and disabling of 
infringing content online 0.25

13. Availability of frameworks that promote 
cooperative action against online piracy 0.00

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

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

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

0.00

Category 3: Trademarks, Related Rights,  
and Limitations 1.75

17. Trademarks term of protection (renewal periods) 1.00

18. Protection of well-known marks 0.25

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

0.25

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

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

21. Industrial design term of protection 0.40

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

0.50

Category 5: Trade Secrets and the Protection  
of Confidential Information 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 and 
Market Access 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 incenstives for the creation of IP assets 0.00

Category 7: Enforcement 2.22

32. Physical counterfeiting rates 0.40

33. Software piracy rates 0.32

34. Civil and precedural remedies 0.25

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

0.25

36. Criminal standards including minimum 
imprisonment and minimum fines 0.25

37. Effective border measures 0.50

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

Category 8: Systemic Efficiency 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

Category 9: Membership and Ratification of 
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. At least one post-TRIPS FTA with substantive IP 
provisions and chapters in line with international 
best practices

0.50

Total Score:  
15.35
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Spotlight on the National IP Environment

Past Editions versus Current Scores

Ecuador’s overall score increased from 30.60% 
(15.30 out of 50) in the ninth edition to 30.70% 
(15.35 out of 50) in the tenth edition. This 
reflects a score increase on indicator 32. 

Patents, Related Rights, and Limitations

6. Legislative criteria and use of compulsory 
licensing of patented products and technologies: 
As has been noted over the course of the Index, 
successive Ecuadorian governments have issued 
compulsory licensing for biopharmaceutical 
products. Eleven licenses have been granted since 
2010, with many more being considered. Most of 
these licenses were granted between 2010 and 
2014 and largely justified on the basis of reducing 
the cost of medicines and as a policy to encourage 
domestic innovation. The cost containment grounds 
upon which these licenses have been issued stand 
in contrast to Ecuador’s commitments under the 
WTO-TRIPS Agreement. Specifically, compulsory 
licensing and the over-riding of property rights is 
not a cost-containment tool; cost is not a relevant 
justification or basis for compulsory licensing or 
equivalent declarations under the TRIPS agreement. 

TRIPS Article 31, the amendments introduced in 
the 2001 Doha Ministerial Declaration, and the 
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 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 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 public health and humanitarian 
emergencies, and to be used only after all other 
options for negotiating pricing and supply have 
been exhausted. The Ecuadorian government’s 
policy of using compulsory licenses as a non-
emergency cost containment tool and the over-
riding of duly granted IP rights continued in 2021.

Under a resolution issued by the national IP 
office SENADI (Resolución No. LO-001-2021-
DNPI-SENADI), a compulsory license was issued 
on public interest grounds for the HIV/AIDS 
antiretroviral medicine Raltegravir (brand name 
Isentress). But it is not clear why this license was 
issued in the first place or what national public 
health crisis it was seeking to alleviate. As Article 
22 of the resolution itself acknowledged, there was 
no shortage of Isentress in Ecuador or uncertainty 
as to current or future supply from the originator. 
In fact, Ecuador’s national health service provider 
SERCOP (El Servicio Nacional de Contratación 
Pública) had pre-existing procurement contracts 
in place for the purchase of Isentress from the 
originator for 2021. Similarly, the cost savings 
from the granting of the license seem to be, at 
best, negligible. Article 20 of the resolution states 
that the per unit price of the originator’s product 
is roughly the same as that proposed by the 
generic manufacturer at USD 3.48 versus USD 
3.45. At the time of research and following an 
appeal, SENADI had revoked the original license. 
Although a positive development, the issuing of 
the license in the first place adds an additional 
layer of uncertainty to an already difficult business 
environment for biopharmaceutical rightsholders. 

Developing new medicines is a long-term, high-
risk, resource-intensive process. The fixed costs 
in terms of laboratory, research facilities, and 
researchers are high. Compared to many other 
high-tech industries—for example, computer 
software—developing the next ground-breaking 
treatment for cancer or Alzheimer’s disease 

http://www.uschamber.com/ipindex


166   |   2022 International IP Index

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

International experience and the basic economics 
of the biopharmaceutical industry show how critical 
IP rights are to incentivize and support this research 
and development of new medical technologies and 
products. In particular, patents and other forms 
of exclusivity for biopharmaceuticals, such as 
regulatory data protection, enable research-based 
companies to invest vast sums in R&D and the 
discovery of new drugs, products, and therapies. 
On average, only one to two of every 10,000 
synthesized, examined, and screened compounds 
in basic research will successfully pass through all 
stages of R&D and go on to become a marketable 
drug. IP rights provide a limited-term market 
exclusivity that gives firms sufficient time to recoup 
R&D investments made ahead of competition 
from additional market entrants who bore none of 
the costs of early-stage investment, research and 
development, and product commercialization. Many 
drugs and therapies may not have been discovered 
without the legal rights provided to innovators 
through IP laws. The de facto elimination of these 
incentives through the use of sweeping compulsory 
licenses—such as that issued for Raltegravir—is 
highly damaging and, ultimately, counterproductive. 
Over time, such action will simply hollow out 
Ecuador’s national IP environment and any 
incentives that research-based manufacturers 
have for future biopharmaceutical R&D. 

Critically, the negative effect will be the same 
for Ecuadorian as for foreign innovators. If 
rightsholders cannot rely on Ecuador’s legal system 
to provide basic patent protection for their products 
and the underlying billions of dollars invested in 
the science and R&D necessary to develop them, 
then why should they invest in and develop these 
new products and technologies in the first place? 
The Index will continue to monitor Ecuador’s 
biopharmaceutical IP environment in 2022.

Trade Secrets and the Protection 
of Confidential Information 

25. Regulatory data protection (RDP) term: As 
noted in the sixth edition of the Index, in a positive 
move, the 2016 innovation and IP law Código 
Orgánico de Economía Social del Conocimiento, 
la Creatividad y la Innovación (Código Ingenios) 
introduced a defined term of protection for 
submitted biopharmaceutical test data during 
the market authorization approval process. Until 
this time, Ecuador did not provide an effective 
term of regulatory data protection. Although 
Article 191 of the old Intellectual Property Law 
provided a basis for the protection of submitted 
biopharmaceutical test data, no term of protection 
was specified in this legislation. Now, Article 509 
of the Código Ingenios clearly defines a five-year 
term of regulatory data protection. As a result, 
Ecuador’s score on this indicator increased in 2017.

In December 2020, Implementing Regulations 
for the Código Ingenios were released by the 
Ministry of Higher Education, Science, Technology 
and Innovation SENESCYT (Secretaría de 
Educación Superior, Ciencia, Tecnología e 
Innovación). These regulations provide further 
detail on how the RDP term of protection will 
be administered in Ecuador, including relevant 
terms and conditions. Unfortunately, Articles 
364-374 of the regulations appear to provide 
considerable carve-outs and potential exceptions 
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to the protection of undisclosed information. This 
includes a broad basis for authorizing access to 
undisclosed information to third parties on the 
basis of “public interest, national emergency 
situations or extreme urgency.” The regulations do 
not provide a definition of what such conditions 
would look like. As discussed above in relation to 
the recent granting of a compulsory license for 
the biopharmaceutical Raltegravir, Ecuadorian 
government authorities have a clear history 
of taking an expansive and interventionist 
view of the definition of “public interest.” 

As the Index stated at the time of passing the 
Código Ingenios package in 2016, the government 
of Ecuador should be congratulated for adopting 
and clearly providing a defined term of regulatory 
data protection. This is a clear signal that 
policymakers in Ecuador understand the nature 
of biopharmaceutical R&D and the necessary 
incentives needed to develop new life-saving 
products and technologies, and that they wish 
to abide by international trade commitments 
made in the TRIPS Agreement and EU-Andean 
Community FTA. However, as with the expansive 
and non-emergency use of compulsory licensing, 
undermining regulatory data protection through 
various conditions and potential carve-outs is 
counterproductive and will simply reduce incentives 
for biopharmaceutical innovation and access 
to new medical products and technologies in 
Ecuador. The Index will continue to monitor these 
developments in 2022 and the extent to which 
rightsholders are effectively and practically able to 
obtain RDP. A failure to provide an effective term 
of protection in line with existing statutory law 
will result in a score decrease on this indicator.
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