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REGULATORY 
FRAMEWORK
COLOMBIA- 
ECUADOR & 
PERU

International treaties
• TRIPS (art 31)
• Doha Declaration on TRIPS and 

Public Health
• París Convention for the I.P 

protection (1883)
• Budapest Treaty. Treaty on the 

international recognition of the 
deposit of microorganisms for the 
purpose of patent procedure/WIPO

• PCT



COLOMBIA- ECUADOR Y PERU
Supranational rules
Andean Decision 486- Common regime on Industrial 
Property

Andean Decision 632 Clarification of the second paragraph of 
article 266 of Decision 486 Released on 2006

Andean Decision 689 adequacy of certain articles of Decision 
486

Andean Decision 291

Andean Court Jurisprudence



COLOMBIA

NATIONAL REGULATORY 
FRAMEWORK

Political Constitution of 1991

Decree 4302 of 2008

Decree 4966 of 2009

Code of administrative 
procedure and administrative 
litigation



Colombia: Case Studies
Compulsory Licenses
• Application for C.L for Kaletra L/r
• Legal monopoly

Competition related provisions
• Application for C.L. for imatinib
• Market with several competitors

Use by the goverment
• Public Interest Declaration PID Application for Direct Acting 

Antiviral DAA
• More than 15 patented medicines



Request Mechanisms

- Requested by civil society organizations 
•Administrative route.  Public interest 
declaration, compulsory license
•Judicial route. Popular Action, 
guardianship



There was no application of 
flexibilities

• Colombia must optimize capacity to 
respond to the imposition of 
measures that constitute barriers to 
the A2M
• It is important foreign policy that 

allows to fce asymetric enviroments, 
support competence, civil society 
participation, legal security and 
structures of political opportunity
• Colombia must assume regional 

leadership that promotes a balance 
between trade and human rights.

Strict criteria are needed to 
guarantee novelty and inventive 
height and industrial application.

Active participation of the MOH
• Inconsistency between 

inventors' rights, legislation, 
trade rights and human rights.



Impact of Applications for Compulsory License/Government Use

Judicial decision declares the public interest
• Price Reduction 90%

Kaletra 
L/r

Public interest in access is declared
• Price control is carried out, 44% reduction of the brand-

name drugImatinib

Centralized purchasing that favored the price of tenofovir
• Attention of the State to the issue of pricesDAAs





Ecuador

"Our vision of intellectual property ... a mechanism for the 
development of the people."  

--Rafael Correa Delgado, Former President of the Republic of 
Ecuador



ECUADOR NATIONAL REGULATORY FRAMEWORK 

Political Constitution of Ecuador

Organic Code of the Social Economy of Knowledge, Creativity and 
Innovation – COESCCI

COESCCI transitional regime

Knowledge Management Regulations (2020)

Executive Decree 118 - Declaration of Public Interest (2009)
• Instructions for the granting of LO on drug patents (2010)



C.L. Requests

41 drug patent applications
1 agrochemical patent application
31 applications withdrawn, abandoned and 

rejected mainly for reasons of form
11 compulsory licences granted
(10 are no longer in force and 1 contested)

Compulsory licenses transform Ecuadorian health 



Compulsory licenses
Active substance Market price Proposed price Variation (%) savings

Ritonavir $289.99 per 30 100 mg tablets 
($9.66 each)

$ 29,40 ($ 0,98 each) 89,86%

Ritonavir $2.10 per 200 mg + 50 mg tablet $ 0,67 68,09%

Abacavir $9.17 per 600 mg + 300 mg tablet $ 6,11 33,37%

Etoricoxib $0.84 per 120 mg tablet $ 0,0084 99%

Abacavir $275.28 per 30 tablets of 600 mg 
+ 30 mg ($9.18 each)

$ 199 ($ 6.63 each) 27,77%

Micofenolato sódico $200.01 per 120 180 mg tablets 
($1.66 each)               
$389.96 per 120 360 mg tablets 
($3.25 each)

$ 168 ($ 1.4 each)      
 
                          
$ 299 ($ 2.49 each)

15,66%
 
 

23,38%

Abacavir $9.17 per 600 mg + 300 mg tablet $ 3,45
 

62,37%

Abacavir $136.36 per 60 300 mg tablets 
($2.27 each)

$ 120 ($ 2 each) 11,89%

Abacavir $192.94 per 30 tablets of 600 mg 
+ 300 mg ($6.43 each)

$ 140 ($ 4.66 each) 27,53%



Peru: Compulsory License for Atazanavir

Until 2019 patent monopoly for Reyataz
Marketed by BMS.
Patented Material: Atazanavir bisulfate salt
Patent granted Peru, Chile, Argentina
• Patent rejected Uruguay, Brazil, Colombia and 

Venezuela



 PERU. National Legislation

Legislative Decree 1033. Law on the Organization and Functions of the 
National Institute for the Defense of Competition and the Protection of 
Intellectual Property (INDECOPI). Published in the official newspaper El 
Peruano on June 25, 2008.

Supreme Decree No. 09-2009-PCM. INDECOPI

Resolution No. 104-2019-INDECOPI. Administrative procedures

Decrees No. 1075, No. 1397 and No. 059-2017-PCM Complementary to 
Decision 486

• Decree No. 004-2019-JUS Administrative Procedure







Health 
Commission 
of the 
Congress of 
the Republic
Law 275/2016

• Lima, May 25, 2017.- The Health 
Commission of the Congress of the Republic 
approved by majority the bill of Law 
275/2016-CR, which proposes to declare of 
public interest the drug Atazanavir, which is 
used in antiretroviral therapy for people 
living with HIV and has had an 
overexpenditure of 75 million soles,  in the 
last four years, due to the monopoly that 
the pharmaceutical company Bristol Myers 
Squibb has for its drug Reyataz. 



COMPULSORY 
LICENSE NOT 
GRANTED

The Ministry of Health understood that it is 
feasible to issue a license, however it 
recognizes external pressures.
• During the process they found a viable 

way out of donation from government to 
government of the same atazanavir 
(Reyataz), which by exhaustion of the right 
does not violate the IPRs. 

• The state reduced spending by buying 
atazanavir, and did not give in to pressure 
from the drugmaker.



Colombia Ecuador Perú
Grounds for legal 
action

Right to health
Public Interest

Right to health
Public Interest

Right to health
Public Interest

C.L Requests 3 42 1

C.L. granted 0 11 0

Impact of the 
Application

Reduced drug prices
Policy change
Govt engagement in 
medicine pricing

Reduced drug prices
Policy change
Govt engagement in 
medicine pricing

Cost reduction for 
health system
Govt engagement in 
medicine pricing

Reaction of the 
pharmaceutical 
industry

Political reaction, 
threats, demands, 
without major effects

Political pressure, 
demands on 
competitors

Political pressure, 
threats, demands, 
without major effects
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