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INTRODUCTION 

Patents are regarded as important regulatory tools within the context of public policies in 

regard to science, industry, foreign investment and international trade
1
. Serious concerns exist 

about the impact that patent law may have, for instance, on the design and endorsement of 

public policies on issues such as health and access to pharmaceutical products, medicines and 

health services
2
, on the protection of the environment

3
, on food security, on the preservation 

cultural heritage
4
, and on the discussions concerning patentability matters that reflects the 

interaction between patents and many sectors of policy and regulatory frameworks as well as 

their impact in social sectors.  

The legal system grants with the patent a territorial protection erga omnes over the claimed 

invention, which creates a legal position
5
 that allows its owner to prevent exploitation without 

its authorization across the territorial scope of validity of the patent. Patents configure 

exclusive rights delineated by the ius prohibendi and ius excludendi alios with which it is 

expressed the prohibition of acts of exploitation to third parties. It is with this prohibition that 

the effectiveness and effects in the private sphere and economic legal traffic of the patent are 

ensured. The patent as an object of legal transactions acquires a peculiar connotation through 

                                                 
1
Vid. KUR, Annette (Editor), Intellectual Property rights in a fair world trade system. Proposals for reform of 

TRIPS, Edward Elgar Publishing Limited, Cheltenham, Northampton, 2011. HEATH, Christopher, KAMPERMAN 

SANDERS, A. (Editors), Intellectual Property and Free Trade Agreements, Hart Publishing, Oxford, Portland, 

2007. GERVAIS, Daniel (editor), Intellectual Property, trade and development. Strategies to optimize economic 

development in a TRIPS-Plus era, Oxford University Press, Oxford, 2007. GÓMEZ SEGADE, José Antonio, 

Tecnología y Derecho, Marcial Pons, Madrid, 2000. 
2
 Vid. GIBSON, Johana, Intellectual Property, medicine and health. Current debates, Ashgate, Farnham, 2009. 

PONS RAFOLS, Xavier (Ed.), Salud Pública Mundial y Derecho Internacional, Marcial Pons, 2010. CORREA, 

Carlos M., Integrating public health concerns into patent legislation in developing countries, South Centre, 

Geneva, 2000.  
3
Vid. RIMMER, Matthew, Intellectual property and climate change. Inventing clean technologies, Edward Elgar 

Publishing Limited, Cheltenham, 2011.  
4
Vid. HEATH, Christopher, KAMPERMAN SANDERS, A. (Editors), New Frontiers of Intellectual Property Law. IP 

and Cultural Heritage. Geographical Indications. Enforcement. Overprotection, Hart Publishing, Oxford, 

Portland, 2005, GERVAIS, Daniel (editor), International Intellectual Property. A Handbook of Contemporary 

research, Edward Elgar Publishing Limited, Cheltenham, Northampton, 2015. CURCI, Jonathan, The Protection 

of Biodiversity and Traditional Knowledge in International Law of Intellectual Property, Cambridge University 

Press, 2010.  
5
The notion of the patent as a legal position is sheltered in the Spanish literature. This highlights the structure of 

the right conferred by legal imperative, which condenses the catalog of prohibition powers expressed in the 

classic ius prohibendi, the faculties of prevent in the ius excludendi alios, weighed with the duties and 

obligations of maintenance of the right, namely, the associated administrative fees and administrative 

obligations, and the duty of exploitation which is intrinsic to the exclusive position. It has been develop by 

FERNÁNDEZ-NÓVOA, Carlos, La modernización del derecho de patentes, Montecorvo, Madrid, 1984, pp. 103-

106, 126, 236; VICENT CHULIÁ, Francisco, Compendio crítico de Derecho Mercantil, t. 2, 3ª edn., Bosch, 

Barcelona, 1990, pp. 654, 663; MASSAGUER FUENTES, José, Los efectos de la patente en el comercio 

internacional, Librería Bosch, Barcelona, 1989, p. 37; OTERO LASTRES, JoséManuel et. al., Comentarios a la Ley 

de Patentes, Editorial Praxis, Barcelona, 1987, p. 4.  In Cuba, GONZÁLEZ ZALDÍVAR, Yudesky, La regulación de 

la patente a partir de los ADPIC, Tesis presentada en opción al grado científico de doctor en Ciencias Jurídicas, 

Facultad de La Habana, Editorial Universitaria, La Habana, 2008, pp. 19-20. 
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exploitation when the patent holder decides to make his/her right profitable in the Private Law 

space
6
. In addition, the legal order offers the actions that allow the patentee to enforce the 

patent against infringements by third parties, as the ending point of the regulation
7
. 

The justification of the patent system itself and their regulatory mechanisms flow, among 

others arguments, from the uncertain and imprecise relationship between patents and 

innovation within research and development processes, classically labelled as (R&D. Patents 

are relevant element as part of a toolbox that must be considered by a country to stimulate 

innovation. There is not a linear, direct relationship or dependency between patents and 

innovation, or even between patents and development. Patents are part of a toolbox that 

should be considered by a country to stimulate innovation, since there is no direct, linear 

relationship or dependence between patents and innovation, or between patents and 

development. 

Utilitarian arguments based on getting back and reward investments in time and resources, the 

inventiveness and the function to stimulate market competition in market have been also 

argued. It is a fact that patents drive R&D and ultimately innovation by means of the 

disclosure of inventions enabling others to build on the patented knowledge and then 

contribute to research and follow on innovation
8
. The purpose to promote technological 

                                                 
6
It is relevant that this private aspect is confirmed in international treaties, which content international 

obligations to the WTO member States. The TRIPs Agreement in its preamble qualifies the IPRs as 

manifestations of private. An analysis of the motivations of this reference is expressed in the Works by CORREA 

and GERVAIS respectively: “the Preamble pays express tribute to the fact that intellectual property rights are 

private rights, thereby impregnating the understanding of the provisions with a kind of “property logic”: once a 

right has come into existence and private property is vested therein, diminishments – especially when they are 

based on public policy objectives – are only acceptable in rare, exceptional cases”. Vid. GERVAIS, Daniel J., The 

TRIPS Agreement: drafting history and analysis, 4th edn., Sweet & Maxwell, Croydon, 2012, p. 154; KUR, 

Annette, “Limitations and exceptions under the three-step test – how much room to walk the middle ground?”, 

KUR, Annette, (Ed.), Intellectual Property rights in a fair world trade system. Proposals for reform of TRIPS, 

Edward Elgar, Cheltenham-Northampton, 2011, p. 243; PIRES DE CARVALLO, Nuno, “The TRIPs Regime of 

Patent Rights”, Kluwer Law International, London- The Hague-New York, 2005, p. 33. 
7
The harmonization of the right to defend the patent –the enforcement patent law- has been recognized as one of 

the fundamental contributions of the TRIPS Agreement to the patent law. It differs since its inception in the 

treaty and its normative implementation by the States as a differentiated block with regard to the substantive 

patent law. Vid. HILTY, Reto M., “Chapter I. Keynote. Doctrinal Clarification”, HILTY, Reto M., Kung-Chung 

LIU, (eds.), The enforcement of Patents, Kluwer Law, 2012, pp. 9-31.  
8
The foundations of the patent system have been endorsed extensively by an accredited sector of the doctrine. 

The incentive of innovation, objectives of stimulation and promotion of development and the function the patent 

function as competitive tool are systematized through a peculiar monopoly of exploitation. In balance with the 

legal construction of the patent, the economic foundations have been similarly developed, contributing with 

theories related to the economic nature of the legal position. Vid. BEIER, Friedrich-Karl, “Resultados de la 

investigación, derecho de patente e innovación”, Actas de Derecho Industrial y Derecho de autor (ADI), 1, 1974, 

págs. 11-29; FERNÁNDEZ-NOVOA, Carlos, “El fundamento del sistema de patente”, FERNÁNDEZ NOVOA, Carlos, 

GÓMEZ SEGADE, José A., Hacia un nuevo sistema de patentes. Madrid, 1982, pp. 15-40, GÓMEZ SEGADE, José 

Antonio, Tecnología y Derecho, Marcial Pons, 2000, pp. 265-ss.LEVER, Annabelle (Editor), New Frontiers in 

the Philosophy of Intellectual Property, Cambridge University Press, 2012; GEORGE, Alexandra, Constructing 

Intellectual Property, Cambridge University Press, 2012; MERGES, Robert P., Justifying Intellectual Property, 
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progress with the working and exploitation as well as the disclosure of inventions has also 

been largely sustained
9
. 

At all governance levels, patent systems are facing many challenges, such as the cumulative 

nature of innovation, the tension between discoveries and inventions, various ethical 

questions
10

 (e.g. patentability of DNA sequences
11

, stem cells
12

, diagnostic and treatment 

methods
13

),  the differences between the needs of different sectors (e.g. the pharmaceutical 

versus the ICT sector), the interface between patent policy and other governmental policies 

and the shift from multilateral to bilateral efforts for international harmonization of patent 

law.  

Patent law should therefore not be regarded as an isolated field. Furthermore, new approaches 

have been articulated, and new administrative actors have started to play a role in the patent 

landscape
14

. In this respect, it is important to strike a balance between, on the one hand the 

                                                                                                                                                         
Harvard University Press, Cambridge-London, 2011. Para un estudio de los fundamentos económicos, Vid. 

LANDES, William M., POSNER, Richard A., La estructura económica del derecho de propiedad intelectual e 

industrial, traducción de Manuel SÁNCHEZ ÁLVAREZ, Fondo Cultural del Notariado, D.L., Madrid, 2006; 

PENROSE, Edith T., La economía del sistema internacional de patentes, traducción de Clementina ZAMORA, 

Siglo Veintiuno Editores S.A, México, 1974; y con data reciente, GUELLEC, Dominique, VAN POTTELSBERGHE 

DE LA POTTERIE, Bruno, The economics of the European patent system: IP policy for innovation and 

competition, Oxford University Press, Oxford, 2007.  
9
Vid. BERCOVITZ RODRÍGUEZ-CANO, Alberto, Problemática actual y reforma del Derecho de patentes español, 

Montecorvo, Madrid, 1978, p. 162.  
10

Vid. LENK, Christian, HOPPE, Nils, ANDORNO, Roberto, Ethics and law of intellectual property: current 

problems in politics, science and technology. Applied legal philosophy, Ashgate Publishing, Hampshire, 2007.  
11

Vid. CURTO POLO, Mercedes, “La patentabilidad de las secuencias genéticas en Estados Unidos de América 

tras la Sentencia del Tribunal Supremo en el asunto "Association for Molecular Pathology et al." v. "Myriad 

Genetics Inc, et al." y la incidencia de este pronunciamiento judicial en el ámbito europeo, Actas de Derecho 

Industrial y derecho de autor (ADI) Año 2013-2014, Número 34, pp. 493-517. LACADENA, J. R., “Patentabilidad 

de genes humanos ¿sí o no?: Reflexiones en tomo a la Sentencia del Tribunal Supremo de Estados Unidos”, 

Revista de Derecho y Genoma Humano, 38, 2013, pp. 167-ss. LEO, D.M., “Guideline for Patent Eligibility of 

DNA and cDNA”, Journal of the Patent and Trademark Office Society, 96, 2014. 
12

Vid. MINSSEN, Timo, NORDBERG, Ana, “The Evolution of the CJEU's Case Law on Stem Cell Patents: Context, 

Outcome and Implications of Case C-364/13 International Stem Cell Corporation”, Nordic Intellectual Property 

Law Review (NIR), Number 5, 2015, pp. 493-503, available at 

https://ssrn.com/abstract=2576807;http://dx.doi.org/10.2139/ssrn.2576807. GARCÍA VIDAL, Ángel, “Células 

madres embrionarias y Derecho de patentes”, Actas de Derecho Industrial y derecho de autor (ADI) Año 2008-

2009, Número 29, pp. 157-186. SHERKOW, Jacob S., SCOTT, Christopher Thomas, “Stem Cell Patents after the 

America Invents Act”, Cell Stem Cell Forum, Vol. 16, pp. 461-464, 2015, https://ssrn.com/abstract=2606231 
13

Vid. HUYS, Isabelle, VAN OVERWALLE, Geertrui, MATTHIJS, Gert, “Gene and Genetic Diagnostic Method 

Patent Claims: A Comparison under Current European and US Patent Law”, European Journal of Human 

Genetics 19.10 (2011),  pp. 1104–1107, https://www.ncbi.nlm.nih.gov/pmc/articles/ 

PMC3190248/pdf/ejhg201176a.pdf. MARTÍNEZ BARRABÉS, Mireia, “El ADPIC Y la excepción a la 

patentabilidad de los métodos de diagnóstico, terapéuticos y quirúrgicos para el tratamiento de personas o 

animales”, Revista Electrónica de Estudios Internacionales REEI, 27, 2014, www.reei.com.  
14

 For instance: MURRAY, Kali, VAN ZIMMEREN, Esther, Dynamic Patent Governance in Europe and the United 

States: The Myriad Example, Marquette University Law School Marquette Law Scholarly Commons Faculty 

Publications. paper 297, available at http://scholarship.law.marquette.edu/facpub/297. Indeed, they propose an 

approach that examines a new model of patent governance, the dynamic patent governance, in order to explain 

the emergence of additional actors in global patent systems and that challenges the traditional focus on patent 

offices in most of the patent literature. See also,SCHNEIDER, Ingrid, “Governing the patent system in Europe: the 

https://ssrn.com/abstract=2576807
http://dx.doi.org/10.2139/ssrn.2576807
https://ssrn.com/abstract=2606231
https://www.ncbi.nlm.nih.gov/pmc/articles/%20PMC3190248/pdf/ejhg201176a.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/%20PMC3190248/pdf/ejhg201176a.pdf
http://www.reei.com/
http://scholarship.law.marquette.edu/facpub/297
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protection of inventions and, hence, rewarding R&D investments and stimulating innovation, 

and, on the other hand, safeguarding other private or public interests
15

. 

But the patent system also fulfils relevant social functions with regard to the creation of a 

“public infostructure” of information and knowledge
16

, in the dissemination of knowledge and 

the access that the justifications of the patent system have sustained. 

From a legal approach, patent law rules the life of the patent, namely iter
17

, to express the 

many and diverse moments and legal situations of a patent such as the internal status and the 

pattern of the exercise by the patent holder. The grant of the patent by the administrative 

authority might differentiate the configurational ex ante situation from the ex post situation in 

which the patent holder is entitled and exercise its right, i.e. patent right. Patents fill its 

original objective at the ex post phase, then conferred private rights ought to be exercise 

within the commercial traffic. 

Various circumstances related to the exercise of patents and caused by behaviors and practices 

of the patent holder, anomalies with the object or related to excessive restrictions on access to 

technology reveal dysfunctional uses of the patent. These dysfunctional uses reach greater 

prominence in the ex post phase of the life of the patent where the exercise of the conferred 

rights affects the objectives of the patent grant.  

In response, patent law regulates remedies aimed at addressing and correcting dysfunctional 

uses through ex post corrective mechanisms. Dysfunctional uses refer to any behavior or 

abusive behavior by the patent holder, namely abuses of rights, that have dysfunctional effects 

and attempt or compromise the incentive objectives of promote competition and follow on 

innovation
18

.  

Among the dysfunctional uses are considered strategic behaviour of the patentee such as 

restrictive licensing, refusal to license, the creation of patent portfolios that prevent and limit 

                                                                                                                                                         
EPO's supranational autonomy and its need for a regulatory perspective”, Science and Public Policy, 36 (8), 

2009, pp. 619-629, available at http://spp.oxfordjournals.org/content/36/8/619.abstract. BURRIS, Scott, DRAHOS, 

Peter, SHEARING, Clifford, “Nodal Governance”, Australian Journal of Legal Philosophy, Vol. 30, 2005, 

available at  https://ssrn.com/abstract=760928, 

www.temple.edu/lawschool/phrhcs/salzburg/nodal_governance_article.pdf 
15

Vid. VAN OVERWALLE, Geertrui, VAN ZIMMEREN, Esther, “Functions and Limits of Patent Law”, in CLAES, 

Eric, WOUTER, Devroe and Bert KEIRSBILCK (eds.), Facing the limits of the law, Springer, 2009, pp. 415-442,  

available at https://ssrn.com/abstract=1720047 
16

Vid. MURRAY, Kali, “The America Invents Act of 2011 and the Emerging Public Infostructure of Patents, 

WIPO-WTO, Research Papers from the WIPO-WTO Colloquium For Teachers of Intellectual Property (2012), 

Geneva, 2013, pp.  121-129. 
17

 Latin expression used to indicate the life of the patent. It is used to remark the life of the patent. (Note to the 

English version considering iter is not a commonly employed term in the English language literature).  
18

The qualification of these dysfunctional uses finds expression early in international instruments as expressed in 

Article 5 of the Paris Convention when referred to as abuses to regulate compulsory licenses. 

http://spp.oxfordjournals.org/content/36/8/619.abstract
https://ssrn.com/abstract=760928
http://www.temple.edu/lawschool/phrhcs/salzburg/nodal_governance_article.pdf
https://ssrn.com/abstract=1720047
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access to patented technology through the enforcement.  Patent thickets
19

, patent trolls
20

, 

patent ambush, clusters
21

may be problematic but not necessarily being dysfunctional in all 

cases or demanding solutions from the perspective of patent law or competition law. Indeed, 

not all dysfunctional uses are abuses of rights by the patent holder because dysfunctional 

behaviors can be related to ex ante practices in the filing, examination and granting 

procedures and phase, as well as from defensive strategies through the use of enforcement 

actions. 

The ex post public corrective mechanisms for public intervention regulated in the patent 

system offer solutions to these dysfunctional uses. Through various institutes aimed at 

correcting distortions that frustrate several objectives, the ex post corrective mechanisms 

operate as limits to the actions of the patent holder and serve the purposes of public 

authorities to safeguard the balance between public interests and private within the patent 

system. In this confrontation, the regulation of patents imposes a careful balance between 

private entitlements and the public interests, enshrined in the foundations and objectives of 

the protection. From the point of view of the design of the patent system, this balance is 

expressed in the plethora of legal mechanisms provided for in the legislation. 

In Cuba, the patent law and system in Cuba have experienced a substantially change since the 

Decree-Law No. 290 was enacted in 2011 and entered into force in April 2012
22

. It was a 

result of a reform of the IP protection systems in compliance with TRIPs Agreement. Cuba 

was a member state of the WTO when it was created in 1995. As result, TRIPs Agreement, 

that was part of the international obligations package that WTO imposed to member states, 

required to implement several rules, obligations and standards into national legislation. It 

results in a fundamental rationale and justifications change within the Cuban patent system. 

As it is possible to notice, this conception differs from that which led to the Cuban system 

established by Decree-Law No. 68/1983 and the foundation of the protection of intellectual 

creativity. 

                                                 
19

Vid. CARBAJO CASCÓN, Fernando, “Los consorcios… op. cit., pp. 132-133; Vid. MARTÍN ARESTI, Pilar, 

“Capítulo 15. Derecho antitrust y protección de los bienes inmateriales… op. cit., p. 1069. 
20

Vid. CARRIER, M., Innovations for the 21st Century, Oxford University Press, Oxford, 2010, p. 234.  
21

Vid.EC, Pharmaceutical Sector Inquiry, Final Report, Staff Working Paper, Part I, 8 July 2009, 

http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part1.pdf. 
22

Decree-Law 290/2011, of Inventions and Industrial designs, enacted on November 20th, 2011, in the Office of 

the Council of State of the Republic of Cuba, in Havana City, and signed by the president of the Cuban Council 

of State. Published in Gaceta Oficial de la República de Cuba, ordinary edition, number 2. It was republished in 

extraordinary edition, number 24, on April 16th, 2012.  

http://ec.europa.eu/competition/sectors/pharmaceuticals/inquiry/staff_working_paper_part1.pdf
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As result, the new patent legislation is a modern regulatory piece in compliance with TRIPs 

obligations and in the line of the foreign patent systems. Early, the Cuban patent act in its 

preamble announces its purpose to attenuate private rights as well as abusive behaviours 

seeking for the patent legislation as fundamental and core objective within the Cuban patent 

system: to face conducts being an abusive exercise of the patent rights in order to safeguard 

the interests of the Cuban State and people. The objectives of the Cuban economic and 

socialist political as well as the conditions in which the Cuban economy operates justify this 

kind of rationale within the Cuban patent system based on social justifications, in contrast 

with the classical doctrinal approaches based on market economy. In fact, it is an expression 

of the context in which the patent system is embedded: a developing country with a State-

driven economy and a socialist system. In sum, the core rationale of the enacted patent 

legislation if to prevent the abusive exercise of the rights conferred by a patentee safeguarding 

the national interest and promoting public objectives such as public health and nutrition of the 

Cuban people as well as social needs of the political regime
23

. However, the public interest 

within the Cuban patent system are insufficiently remarked in the ex post corrective 

mechanisms designed, which this context requires in view of the application of corrective 

mechanism with regard to lack or insufficient exploitation or technologies assimilation, for 

instance.  

Classical approach to patent as incentive and competitive market-oriented economy tools 

arose requiring a calibration of the Cuban system in the line of the international obligations 

and comparative patent system. Furthermore, the Cuban context in which patent system 

operate is not based on competition nor market economy exists. This approach in terms of 

rationale contrasted with the previous patent system oriented by the certificates system in a 

State-driven economy and socialist system. The Cuban patent system offers a different 

approach in terms of the rationale and justification for the existence of the patent system, with 

                                                 
23

 “La nueva legislación debe posibilitar contrarrestar el ejercicio abusivo de los derechos que se adquieran o el 

recurso a prácticas que limiten de manera injustificada el comercio, así como salvaguardar los derechos que le 

asisten a la República de Cuba de adoptar las medidas necesarias para proteger la salud pública y, en particular, 

el derecho de promover el acceso a los medicamentos tal como fue reconocido mediante la Declaración de Doha, 

relativa al Acuerdo sobre los ADPIC y la Salud Pública en noviembre de 2001; asimismo, proteger la nutrición 

de la población y otros objetivos fundamentales de política general pública, intereses supremos del Estado 

cubano.”, Vid. Decree-Law No. 290/2011, Por Cuanto Quinto. (“The new legislation must guarantee to counter 

the abusive exercise of the granted rights as well as unjustified practices that limit the trade”. (La nueva 

legislación debe posibilitar contrarrestar el ejercicio abusivo de los derechos que se adquieran o el recurso a 

prácticas que limiten de manera injustificada el comercio).  In this light, the rationale of the Cuban patent system 

has been quoted. This reference is complemented in art. 3 that states the role of the Cuban administration in the 

patent system).  
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an explicit reference in the preamble to the new patent act
24

 to administrative intervention as a 

guarantee for the balance between public and private interests
25

. In this light, it is essential to 

analyze to what extent and how the patent system could be usefully employed in the Cuban 

political and social economic model which is not based on competition and the market.  

The theoretical insufficiencies of configuration, interpretation and application of the regulated 

ex post corrective mechanisms reveal cracks with regard to in the operation of the Cuban 

patent system. A priori, the objectives seeking for the balance of interests are frustrated when 

they become mere statements. The design of the ex post corrective mechanisms to deal with 

dysfunctional uses requires a review and reformulation that allows sustaining the balance of 

private interests and public interests and the functioning of the system. 

With respect to the institutional and governance dimension of the Cuban patent system, the 

actors recognized by Cuban law and policy makers are limited to the traditional “static” old 

patent law landscape.
26

The main position in the Cuban system is taken by the patent 

examination and grant authority. The patent reform mainly focused on providing additional 

guarantees and guidance to this administrative actor. Indeed, the key role of the examination 

and grant authority goes beyond the traditional functions of the concessional national 

authorities. The Decree-Law No. 290/2011 now recognizes the function of the Cuban 

Industrial Property Office –OCPI- to defend and control the patent rights of national holders 

even beyond national frontiers. However, a further revision of the institutional dimension 

would be desirable, taking stock of the role of new formal and informal actors within patent 

governance systems. In addition, in Cuba no competition or antitrust law regime exists. This 

is related to the specific approach in terms of regulation of commercial activities in Cuba. 

Nonetheless, a few references regarding antitrust measures have been introduced by the 

Cuban patent act, in particular through the new compulsory license regime. These provisions 

reflect the interaction between competition law and patent law in line with the requirements of 

international law and practice.  

After five years since the patent act enactment, a review of the legislation is pertinent. In 

addition, the current reform of the Cuban economic and political system renew the theoretical 

                                                 
24

Preamble -fifth exposition of reasons. In this light, the rationale of the Cuban patent system has been quoted. 

This reference is completed with article 3 NCPA that states the role of the Cuban administration in the patent 

system. 
25

 Article 3 NCPA provides the role of the Cuban Industrial Office in the administration and grant of the patent 

and other IP rights for Cuban applicant/holders in Cuba and other foreign offices.  
26

MURRAY, Kali, VAN ZIMMEREN, Esther, Dynamic Patent Governance in Europe and the United States: The 

Myriad Example, Marquette University Law School Marquette Law Scholarly Commons Faculty Publications. 

paper 297, available at http://scholarship.law.marquette.edu/facpub/297. 

http://scholarship.law.marquette.edu/facpub/297
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debate concerning the modernization of the Cuban patent lawand system with regard to the 

main aspects outlined by the Guidelines (Lineamientos)27 related to science, technology, 

innovation
28

. Thus, the new legislation seeks the aims at bringing the system in line with 

international obligations, such as the World Trade Organization (WTO), as started objective. 

Other aims have been added. The reform is the expression of the wish of the Cuban 

government to strengthen patent protection in view of the growing importance of the 

knowledge economy
29

.The new patent system is meant to stimulate exploitation and 

technology transfer in the light of the national development, in view of the fact that under the 

old Cuban patent system and until now patent exploitation has been limited. Fourthly, reforms 

encompasses with foreign investment and trade in technological sectors in which the issued 

patent has shown potential opportunities, e.g. biotechnological and health sectors
30

. The 

Industrial Property policy adopted offers a favourable scenario for the review of the Cuban 

patent system. 

These arguments justify the research because its relevance and utility. The functioning of the 

Cuban patent system and how the system fulfill the objectives within the Cuban social and 

economic context imposes a review of the ex post corrective mechanisms and the patent 

activity embedded in the context of the Cuban update of the economic model. 

Research problem. The following research problem has been designed in order to drive it: 

It is insufficient the theoretical conceptualization, interpretation and putting into practice of 

the ex post corrective mechanisms for public intervention within the Cuban patent system, 

which limit the performance and contribution to balance between public and private interests 

that would benefit the Cuban social economic system.   

Hypothesis: It argues the following: A new theoretical conceptualization ex post corrective 

mechanisms for public intervention within the Cuban patent system from the dynamic patent 

governance approach is achieved with the assumption of the theoretical 

                                                 
27

Vid. CUBAN COMUNIST PARTY, Lineamientos de la Política Económica y Social del VI Congreso del PCC, 

adopted by the 6th Congress of the Cuban Party and approved by the Cuban Parliament (Asamblea Nacional del 

Poder Popular), 2010. (Guidelines of the economic and social polity denotes and centralized, integrated and 

holistic approach to the Cuban government and unique Party concerning reform process, labelled modernization, 

updating of the Cuban economic model and its social implications within the current Cuban socialist system). 
28

In particular, Guideline 228 is devoted to Industrial Property. In relation to this, other guidelines refer to this 

topic, as is the case of guidelines 78, 129, 131, 132, 134, 135, 138, 139 and the aforementioned 228. Vid. 

PARTIDO COMUNISTA DE CUBA, Lineamientos de la Política Económica y Social del Partido y la Revolución, 

Número especial, Editora Política del CC-PCC, La Habana, 2011. 
29

 It has been supported by the biotechnology state owned industry experience. It has driven the function of 

clusters and science within the Cuban economic system.  
30

 See. Portfolio of opportunities for foreign investment, adopted since 2014, and yearly updated as part of a 

business forum in which it is launched by the Cuban government.  
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foundations/fundamentals to assure the patent system configuration, provisions interpretation 

and putting into practice, thus it shall contribute to the balance between public and private 

interests that would benefit the Cuban social, economic system.   

The research focuses on the patent system, and particularly the ex post corrective mechanism 

for public intervention within the Cuban patent system. 

General objective:  

Review the legal, theoretical and application foundations and design of the ex post corrective 

mechanism for public intervention within the patent system in the light of the balance 

between public and private interest and from the dynamic governance approach in order to 

build a consistent legal framework to the benefit of the Cuban society.  

Specific objectives: 

1. Provide a systematic overview of the ex post corrective mechanisms for public intervention 

in the ex post exercise phase of the life of the patent within the new Cuban patent law. 

2. Establish the main inconsistencies and insufficiencies of the ex post corrective mechanisms 

for public intervention in the ex post exercise phase of the life of the patent within the new 

Cuban patent law as measure to prevent abuses of the right by the patent holders. 

3. Elaborate a proposal a proposal for balancing public and private interest by way of the ex 

post corrective mechanisms for public intervention. 

The research assumes the distinction among patent law and patent system. The former 

explains the patent system as a space where actor interacts for the functioning of the system 

though the legislations and the relationships among there. Patent law refers to a legal sector 

composed by patent legislation, interpretative rules assumed by the institutional 

administrative and judicial actors, as well as doctrinal and law cases decision within the 

industrial property and the broader intellectual property from a multilevel expanded sense. 

Patent law include international treaties, regional treaties and national legislation from the 

comparative law perspective due to the relationships between international law and internal 

national law under the current system design as well as the high level of harmonization among 

legislation. In addition, patent policy and industrial property policy related to public policies 

are also relevant. These three concepts are used across the research in order to referred this 

meaning.  

Concerning the novelty, the research focuses on an approach to the patent system based on the 

ex post corrective mechanisms for public intervention within the Cuban patent system, thus, it 

argues an original theoretical approach concerning 1) to look to the life of the patent/iter, 2) to 



 

10 

 

configure theoretically both the ex ante and ex post stages of the life of the patent, and 3) to 

allocate the ex post mechanism in the life.  

At present, the scholarly literature on the Cuban patent law and policy in Cuba is relatively 

limited to the work of the authors GONZÁLEZ ZALDÍVAR, MORÁN both to obtain the doctoral 

degree, as well as studies made by MORENO CRUZ y VÁZQUEZ DE ALVARÉ.  

The research revolves on the dynamic patent governance theoretical framework based on the 

works of VAN ZIMMEREN and MURRAY building on DRAHOS, BURRIS y SHEARING, 

SCHNEIDER, BORRÁS, VAN OVERWALLE. It allows a theoretical approach to the ex post 

corrective mechanisms focused on actors within a patent system.  

Focusing on patents as complex, regulatory tools for public intervention will allow the 

researcher to examine different tools and mechanisms of administrative intervention that limit 

the freedom of the patent applicant and/or patent holder, and that could be used by public 

authorities to safeguard a proper balance between private and public interests. 

The dynamic patent governance theoretical approach allows to verify that heterogeneous 

actors at different levels -national, regional, supranational and international assume consistent 

roles within the patent system as formal and informal actors, participate in the patent 

regulation, whose behaviour and fluid relationships reflect aspects that allow the evolution of 

the patent system with regard to the regulatory activity, the examination and granting of the 

patent, and the exercise of the patent.  

The governance of the system through corrective mechanisms allows us to investigate the 

inadequacies and opportunities for improvement of the Cuban patent system. 

Public intervention is carried out by ex post mechanisms and by heterogeneous formal actors 

Informal actor also participates within the current patent system. The analysis will centre 

largely on the mechanisms available in patent law to prevent dysfunctional uses, for instances, 

abuses, and to fulfil the corrective purpose within the patent system functioning expectations. 

The mechanisms examined only involve potential solution once a patent has come into 

existence, e.g. when a patent has been granted by administrative authorities in the life of the 

patent. Therefore, considerations concerning examination and granting procedure as well as 

such as patentable subject matter exclusionary provision fall outside the scope of the research. 

The link between the patent system and cultural heritage is part of the institutional and public 

dimension aimed at protecting intangible goods. Therefore, the complex issues at the cross-

section between patent law and other sectors are useful to cultural heritage, in particular from 

the perspective of the institutional dimension. In this respect, particularly issues related to the 
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public domain, traditional knowledge protected by patents, use of public knowledge and the 

balance between the use of the patented knowledge, exclusion of patentable subject matter 

and the general exclusions of protection regarding to other IPRs that are implemented in tools 

that seek the confluence of actors within the patent system
31

.   

In order to drive the research, the following stages has been planned: 1) Delimitation of the 

research problem and the objectives; 2) Review of the collected literature and information, 

and exploratory work; 3) to elaborate the research methodology in Cuba and Belgium; 4) To 

realize the research; 5) To elaborate the final Spanish version and to translate to the English 

version.   

The following research methodology has been used: analysis, synthesis, induction and 

deduction, as general scientific research methods in order to realize a systematization of the ex 

post corrective mechanisms, to determine the patent public dimension elements and the 

allocation of the ex post corrective mechanisms as a tool to achieve the patent system 

objectives, to understand the theoretical framework related to both patent theories and 

governance theories in order to make a diagnostic of the ex post mechanisms insufficiencies, 

on the one hand, and to propose recommendations to improve it. The methods of legal 

research, exegetic, comparative law, and legal historical methods have allowed to build the 

fundamentals based on the analysis of the regulation, the understanding of their adoption 

context and the evolution of mechanisms in relation to public policies and the role of 

technologies, as well as trends driven regulation and reforms in patent systems. The method 

of the exegesis of the legal provisions will be used: to facilitate the interpretation of the legal 

provisions; to determine the differences and commonalities in the legal systems, leading to 

theoretical and legal results that will be a reference for proposing changes to the Cuban patent 

law and the administrative tools in the Cuban patent system.  

The comparative law method aims to confront the legislation and patent system and offer a 

comparative analysis of the ex post corrective mechanisms and the post-issuance review 

mechanisms, as well as trends in foreign reform processes. The theoretical triangulation has 

made possible to identify from the specialized literature and opinions of the doctrine the 

systems that have generated reforms in their systems that reach the correction mechanisms. 

With this, the choice of comparative national legislation is supported and the selection criteria 

                                                 
31

Decree-Law No. 290/2011 has adopted a legal requirement of disclosure of the origin of the biological material 

in inventions, including the cultural practices and traditional knowledge related, which is one of the means to 

protect natural and cultural heritage regarding to the exclusion of protection of traditional knowledge by patents 

in the Cuban patent system. 
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which is based on: 1. the relevance of the patent activity of that national system at a global 

level, determined by the valuations of the doctrine in this regard in the literature analysed ; 2. 

The  regulation of the corrective mechanisms; 3. The State participation different scenarios in 

the field of patents, choosing developed countries with sophisticated patent systems, and 

developing countries and emerging economies with systems reformulated after the adoption 

of the TRIPs Agreement following  a criterion of geographical representation. The 

comparison between the national patent laws of the Latin American countries Argentina, 

Brazil, Dominican Republic and Uruguay; European countries: Germany, Belgium, Spain, 

France, Italy, United Kingdom and Switzerland; Asian countries: India; and the United States. 

Concerning the techniques has been used: the review of documents when processing the 

collected literature; analysis of content allows the study of judicial and administrative 

decisions that allow to verify theoretical and practical positions on the mechanisms. 

In the research, the methodology of triangulation is used, which allows to detect the concerns 

about the regulation of the ex post corrective mechanisms and above all their use, a matter of 

empirical measure through the triangulation of researchers and experts. Theoretical 

triangulation offered the option to contrast different theoretical positions regarding corrective 

mechanisms and governance. The methodological triangulation has allowed to establish the 

expository structure of the research and the thesis report, which considered in the various 

mechanisms, the perspective of international regulation, national regulation and the formal, 

material, personal aspects of the instruments under the lens of the contribution and role in the 

governance of the patent system. 

The outputs of the research are the following: 1. Systematization of the ex post corrective 

mechanisms for public intervention in the iter of the patent. 2. Diagnosis of the theoretical 

insufficiencies related to the configuration, interpretation and application of the ex post 

corrective mechanisms within the Cuban patent system. 3. Theoretical proposal of 

assimilation of the dynamic governance in the Cuban system based on the analysis of the ex 

post corrective mechanisms. 4. Theoretical fundamentals for the improvement of the 

configuration, interpretation and application of the ex post corrective mechanisms within the 

Cuban patent system. 

The research is part of the international project VLIR-UOs Project, Social Science towards 

Heritage, Legal perspective towards heritage, as a joint PhD between the Universidad de 

Oriente and the University of Antwerp. 
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CHAPTER I. THE EX POST CORRECTIVE MECHANIMS FOR 

PUBLIC INTERVENTION WITHIN THE CUBAN PATENT SYSTEM 

FROM THE DYNAMIC PATENT GOVERNANCE APPROACH 

This chapter aims to review the systematic approach to the patent system ex post corrective 

mechanisms for public within the patent system from an international law and comparative 

national law in selected countries approach as well as legal doctrine. This review follows the 

life of the patent and distinguishes the ex post and ex ante situation within the life of the 

patent in order to remark the shape of the balance between public and private interest around 

patents. Dynamic patent governance approach is employed with regard to corrective ex post 

mechanisms.  

The methodology toolbox that support the research is based on the three-sided methodology 

as well as on the theories of dynamic patent governance. The theoretical legal method, the 

historical method, analysis, synthesis, induction and deduction methods are also used. 

Moreover, exegetical research and foreign and international documents, texts and national 

legislation revisions are conducted. 

1.1. The so-called iter or the life of the patent. The ex ante phase and the corrective ex 

post phase within the life of the patent. An approach to the theoretical public and private 

dimensions 

The patent system is a complex convergence scenario with objectives related to incentive 

innovation activities and to promote technological and industrial development which is seeks 

using procompetitive tools, as well as to incorporate into the technological state of the art with 

the disclosure of the patent
32

.Patents play a vital role as public policy tool to promote 

innovation
33

.In order to realize this aims, Governments employs diverse options based on or 

with side effects related to the patent system
34

. 

                                                 
32

 Vid. CORNISH, William, David LEWELLYN, Tanya APLIN, Intellectual Property: Patents, Copyrights, Trade 

Marks and Allied Rights, eighthedition, Sweet & Maxwell- Thomson Reuters Ltd., London, 2013, pp. 143. 
33

Vid. GUELLEC, Dominique, Bruno VAN POTTELSBERGHE DE LA POTTERIE, The Economics of the European 

Patent System IP Policy for Innovation and Competition, Oxford University Press, Oxford, 2007, p. 55.  
34

 Patents are relevant tools within public policies designed to promote innovation, among the various tools used 

by States. The literature systematizes such tools concerning public funding to stimulate and encourage the 

generation of new innovation that impact this processes such as subsidies, control of prices related policies, loans 

and credits as well as the reduction of interest rates, and tax incentives. In addition, public researches 

commissioned by the government conceived as a cost plus method has been differentiated from those public 

research models with totally state and government funding, thus, the experience has been documented 

concerning space and aeronautic research, or the Internet where this financing is the majority.  Vid. GUELLEC, 

Dominique, Bruno VAN POTTELSBERGHE DE LA POTTERIE, The Economics… op. cit., pp. 55.   
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Patents regulation is therefore an expression of complex weights, domestic public policy 

making landscape and the related calibrations between national needs with the standards, rules 

and principles provided under international obligations within the current multilevel patent 

system. 

Patent law as legal sector has been historically break between the Public law that creates it, on 

the one hand, and Private Law that qualifies the granted rights to exercise it around the 

invention within the legal traffic, on the other hand. Then, the design of the patent system 

complies with a mixed public-private pattern that combine and harmonize both spaces and 

gives peculiar pattern to the regulatory patent law. Indeed, patent law flows between both 

public and private areas. Practical implications have erased these boundaries. Multilevel 

regulatory patent law remarks that within the current landscape. 

Mechanisms for public intervention within the patent law are located undoubtedly on the 

public dimension with the aim to correct distortions within the private dimension rather drive 

the public interest within policy areas in which patent protection impacts. The patent system 

institutional design pays attention to this fact. Doing so, it incorporates a diversity of actors 

within the functioning and patent system governance. Furthermore, governance lies within the 

public dimension. The way in which the patent system is governed is also an issue of the 

public dimension. The confluence of diverse actors within the regulation and functioning of 

the patent system is an intrinsic element.   

The private dimension is the continuum of the life of the patent. Private dimension shapes the 

space where the patent holder capitalizes the comparative advantage gave by the patent right 

grants as a legal position by mean of the exclusive rights particularly in economic legal 

transactions. The patent system provides the grant of such exorbitant entitlements, creates 

artificial shortages in favor of the first introducer inventor due to the potential substantial 

benefits of the patented invention to the national technological and economic development 

This promise should only be verified when occurs the formal and substantive examination 

procedure by the administrative authority that will come to the grant of the entitlement that 

shapes the patentable invention protection by the patent. 

From the theoretical perspective, a social pact is established between the State - through the 

administrative personification of the examination and granting activity - and the applicant/ 

inventor/patent holder, a quid pro quo of exclusivity justified by the disclosure that allows the 

dissemination of technical knowledge. This foundational narrative of protection grosso modo 
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synthesizes centuries of thought with functionalist and utilitarian roots
35

of the patent 

influenced by economic doctrines that have permeated the conception of the patent. 

The theoretical construction of the patent emphasizes its meaning as a legal exclusive position 

that allows the patentee to prevent third parties from carrying out acts of exploitation of the 

patented invention. This exorbitant negative right to prohibit by the patentee acts of 

exploitation to third parties, which is verified in the power of exclusive exploitation, create a 

legal position by legal imperative on a good of immaterial nature, which required public 

intervention for this configuration. 

The functional architecture of the patent system, comprised of the complex realities of the 

patent, has been a system in which the protection comes from the public law through the 

intervention of the Administration to grant a right over intangible assets -the invention- 

required to configure the legal position whose implementation and exercise is deployed in the 

private dimension of the owner in the legal economic traffic. A note characterizing the system 

results in public intervention to configure the right erga omnes, exclusive, conferred to the 

patent holder. The granting of the patent perfects the subjective right and translates them into 

a legal position. The owner exercises his right in the private sphere. 

1.1.1. The so-called iter of the patent. The life of the patent among come into existence 

and exercise 

The legal order considers various legal and subjective situations through which an individual 

patent transit that imposes different attention due to the magnitude of its effects with regard to 

the functioning of the patent system. The ex ante situation in which configuration occurs 

demands a differentiation with respect to the ex post situation in which the existence and 

exercise is highlighted when the iter/life of the patent is regulated, consisting of the different 

moments and legal situations of the patent, its stages of interest and the improvement of the 

right. The many objectives driven the public intervention and the mechanisms through which 

it is carried out acquire special configuration in consideration of the technical and legislative 

policy requirements with regard to each stage. 

The iter/life of the patent highlights the differentiation and succession of legal material and 

subjective situations of a patent. The life of the patent succeeds and has place at different 

administrative and judicial scenarios at the national, regional and supranational, international 

                                                 
35

Vid. JUDGE, Elizabeth F., Daniel J. GERVAIS, “The limits of patents”, Daniel J. GERVAIS (editor), International 

Intellectual Property. A Handbook of Contemporary research, Edward Elgar Publishing Limited, Cheltenham- 

Northampton, 2015, pp. 246-271. 
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level. The legal situation of an individually regulated patent has more or less intensity from 

the regulatory approach.  

The points across the life of the patent varies. The patent grant is the perfection of the legal 

protection granted by the patent system, based upon the assumption that protects the idea 

previously patentable, which choose for protection through patents between patent and other 

alternative systems
36

. On the other hand, certain accidents can happen with regard to a granted 

patent which can frustrate it when grounds of extinction are observed, namely, nullity, 

caducity, as well as evergreening through de facto
37

 monopoly or titles of protection
38

. In 

addition, dysfunctional uses due to behaviors or practices by the patent holders can also cause 

the public intervention. 

The internal moments, phases or stages of a patent
39

 differentiate the legal status since the 

application, through the examination and granting procedure, the grant, the administrative 

pre-issuance legal actions, until the end of the life of the patent because of the end of the legal 

life and temporal effectiveness, the accidents/anomalies related to both its exercise buy the 

patent holder and the subject matter. The protection of the patent by the legal order calls to 

perfect the protection which is intensified while it is landing the patent grant in order to 

release it to the commercial traffic as legal position based on the exclusive rights as has been 

argued by MASSAGUER
40

. The material effect of this landing will be the patent grant, and the 

subjective effect indicate will be to modify the personal situation, then the applicant is entitled 

as the patent holder. This situation illustrates the perfection of the legal protection. Certain 

doctrinal sector distinguishes between the right of inventor, the right to a patent, and the 

patent rights related to the substantive scope of protection and its effects, thus, when a patent 

                                                 
36

Vid. MASSAGUER FUENTES, J., Los efectos de la patente en el comercio internacional, Librería Bosch, 

Barcelona, 1989, p. 31. 
37

In the practice of negotiation and exploitation, the licensee is deploying licensing strategies for patent packages 

with a deferred expiration date; likewise, the licenses of know-how on essential technical knowledge to exploit 

the patent, even when it is extinguished, create situations worthy of corrective measures to bring the patented 

knowledge into the public domain. 
38

This is the case of complementary certificates to protect medicines and plant protection products in Europe. Vid 

.BOTANA AGRA, Manuel, “Capítulo XIX. Los certificados complementarios de protección de medicamentos y 

productos fitosanitarios”, FERNÁNDEZ-NÓVOA, Carlos, José M. OTERO LASTRES, Manuel BOTANA AGRA, 

Manual de la Propiedad Industrial, 2ª edición, Marcial Pons, Madrid, 2013, pp. 323-333. 
39

In reference to the stages of interest, these must be treated as legal administrative relations transcending to the 

extent that they are endowed with legal effects that distinguish it from the granted patent. Vid. MARTÍN ARESTI, 

Pilar, La licencia contractual de la patente, Aranzadi, Pamplona, 1997, p. 91. 

 
40

 Vid.  MASSAGUER FUENTES, J., Los efectos de la patente …op. cit., pp. 31 y ss. The application filed and in 

process, in terms of its effects and protection, differs from the granted patent, which will generate other 

relationships of a private nature with respect to third parties and administrative regarding the Administration. 

Vid. RODRÍGUEZ ARIAS, “Naturaleza jurídica de los derechos intelectuales”, Revista de Derecho Privado, 1949, 

pp. 747, 830, quoted by MARTÍN ARESTI, Pilar, La licencia… op. cit. pp. 91. 
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runs among these situations, it is reaching the legal provided protection with regard to the 

invention
41

. 

The potential to consider the iter/life of the patent are based upon the fact that it allows to 

build the time line of the patent within patent system. Furthermore, it allows to establish the 

difference between public and private interest, identify these interest and monitor the 

increasing imbalance from one to other kind of interest. The distinction between come into 

existence and exercise allows a systematic approach to tools and mechanisms for public 

intervention, as well as to distinguish the objectives and functions that they pursue both 

within the ex ante configuration phase and the ex post post-issuance corrective phase. The 

patent grant functions as a watershed between the entitlement/acquisition of the patent as legal 

position to confer the patent rights that will be exercised as well as the enforcement actions by 

the patent holder. 

The distinction with regard to the phases within the patent system divided the come into 

existence and configuration phase, on the one hand, and the exercise phase, on the other 

hand
42

. It has been argued by doctrinal approaches in order to build the patent internal 

structure
43

. Courts have confirmed in order to delimitate the relationships between legal order 

and areas within the legal order
44

. This classic “foundational distinction between 

existence/exercise of patent rights”
45

 has modulated the public and private dimensions.  

                                                 
41

The doctrine has established that the attention and intensity of the ordering will be different in the different 

stages of the patent. The subjective effect is the modification of the statute or condition of the subjects, from 

applicant to holder after the concession, is also a reflection of the improvement of the guardianship, which is 

intensified in the properties of the system. Vid. MASSAGUER FUENTES, J., Los efectos de la patente…op. cit., pp. 

31, 32, 37, 40, 42; CORREA, Carlos M., Salvador D. BERGEL, Jorge KORS, Régimen legal de las patentes de 

invención, t. I, La Ley, Buenos Aires, 2013, pp. 146; FERNÁNDEZ RODRÍGUEZ, Carmen, Propiedad Industrial… 

op. cit., p. 54. 
42

 Vid. VAN OVERWALLE, Geertrui, “Policy Levers Tailoring Patent Law to Biotechnology: Comparing U.S. and 

European Approaches”, UC Irvine Law Review, 2011, pp. 435-517, 

http://www.law.uci.edu/lawreview/Vol1No2Articles/VanOverwalle.pdf, p. 435. Vid. VAN OVERWALLE, 

Geertrui, “Policy Levers… op. cit., pp. 435 y ss.  
43

 It was used to make compatible and adjust the relationships between the normative sectors of intellectual 

property law and competition law. Vid. VAN OVERWALLE, Geertrui, “Policy Levers… op. cit., pp. 435 y ss.  
44

 The European Courts has provided the interpretation of this distinction in order to clarify the interactions and 

areas in which one or another rights operate, namely, Intellectual Property or antritrust law. The distinction 

between existence and exercise was proposed for its use of the art. 85 and 86 Treaty of Rome, currently art. 101 

and 102 TFEU, to legal business and behaviors in which a national intellectual property rights was involved; a 

second use used it to delimit the extent to which exceptions would operate to the principle of free movement of 

goods within the European common market, which are preventive and justified by patents or other industrial 

property rights under art. 30 TFEU.Vid. MARTÍN ARESTI, Pilar, “Capítulo 15. Derecho antitrust y protección de 

los bienes inmateriales, GARCÍA-CRUCES GONZÁLEZ, José A., Tratado de Derecho de la competencia y la 

Publicidad, vol. 1, Tirant Lo Blanch, Valencia, pp. 1005-1069. 
45

Vid. VAN OVERWALLE. G. “Policy Levers Tailoring Patent Law ... op. cit., p. 443. (Note to the English version: 

the Spanish version does not include the quotation but the reference exists). 

http://www.law.uci.edu/lawreview/Vol1No2Articles/VanOverwalle.pdf
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The distinction among ex ante and ex post legal institutions is crucial and has several 

implications. First, the matters regulated ex ante assumes aseptic, generic character and does 

not specify or distinguish between the different types of inventions to which it is applied as 

rules. The ex post matters, on the other hand, are individually applicable on the basis of the 

individual merits or circumstances of the patent, the behaviors, the assessments issued around 

them, which are regulated ex ante to be applied ex post when an individual assessment by the 

competent authority may realize. this criterion operates to modulate the phases of the life of 

the patent, being the grant of the patent the one that allows to distinguish the stages of the iter 

following the doctrinal and jurisprudential doctrine where differentiates between existence, 

and individual ex post, post grant exercise. 

The conception of the patent system based on public intervention limited to the activity of 

examination and granting activity, eminently administrative and deployed by the national 

patent authority, is deeply rooted, and it is rightly in part. This conception is confirmed with 

the territoriality of patents with an entity of principle. However, while this activity is 

essential, the patent examination and does not exhaust public intervention, nor the patent 

office is the only intervening authority among the national public authorities when other 

administrative authorities –for instance, sanitary and competition authorities- and judicial 

actors play a key role within the patent system. In addition, the characteristics of the current 

multilevel patent system incorporate external, regional, and international actors which 

confirm that not only the national administrative authority influences and participates within 

national patent systems. 

The examination and granting procedure does not exhaust the public intervention, which also 

has objectives concerning to prevent, correct dysfunctional uses as well as to restore the 

balance between public and private interests, which is made with the ex post corrective 

mechanisms. It has been stressed that the patent system shall have a set of internal mechanism 

designed allowing patent law to confront and correct distortions from diverse origins related 

to the patents as well as the flow of the patented technology. This key task must be shared 

with other sectors, for instance, the competition law, and based on coordination among legal 

sectors and fields
46

. In the post grant phase, the public intervention is conceived from 

corrective objectives that would justify the existence of the patent. The restorative function of 

                                                 
46

Vid.URIBE PIEDRAHITA, Carlos A., CARBAJO CASCÓN, Fernando, “Regulación ex ante y control ex post: la 

difícil relación entre propiedad intelectual y derecho de la competencia”, Actas de Derecho Industrial y Derecho 

de autor (ADI), volumen 33, 2012-2013, Marcial Pons, Madrid, 2012, pp. 310 y ss. It is argued that in the ligçfe 

of the patent there are corrective mechanisms integrated into the patent system public dimension which do not 

depend on the relationships built between the Intellectual Property Law and Competition law.  
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the balance between interests seeking for the ex post patent should be vital in order to the 

patent system functioning and the related disseminations of knowledge and patented 

technology. 

The patent does not operate at a single administrative scenario; therefore, it should be 

considered in a national order that the external activity of other authorities affects its existence 

and exercise, being conditioned by what authors like DRAHOS recognizes as global 

governance of patented knowledge
47

, deployed by behaviors of overflowing offices the 

normative regulation. Patent regulation takes place in various administrative scenarios during 

the life of the patent from its application until its extinction. Eventually, the administrative 

authority of patents, or other personifications of the Administration - sanitary authorities, 

regulation of competition- intervene in certain types of patents. It is common to use regional 

or international -PCT- as well as deferred exams to face the backlog in the exam. Although a 

patent is granted to have territorial protection effects and effectiveness, technology market 

trends must be addressed by the system: patent families and portfolios of patents of the same 

owner –a multinational company make the applicant/patent holder into a relevant actor within 

the patent system. 

In addition, the conception that claim a preponderance of the private dimension of the patent 

conceived as a right conferred to the patent holder to have effects in the private sphere and the 

legal economic traffic without restrictions or interventions also undermines the doctrinal 

construction. Patents are private rights that the patentee exercise. The patent is intended to 

have effects in the private sphere in which exclusive exploitation. It is in this area where it is 

likely to become the object of legal business and real rights
48

. The patentee holds a legal 

position with patrimonial value
49

 shaped by exclusive rights and correlative duties which can 

be capitalized with exploitation by the patentee or through the various ways to transfer private 

rights. It is suitable to be established as an object of legal business of the most diverse nature.  

Although it is true the value of the patent in the private sphere, the patent system also a public 

dimension, namely the public, institutional and governance dimension that have two structural 

                                                 
47

Vid.DRAHOS, Peter, The global governance of knowledge. Patent Offices and their Clients, Cambridge 

University Press, Cambridge-New York, 2010. 
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 For a complete study of the public dimension of Industrial Property from the perspective of administrative 

law, Vid. FERNÁNDEZ RODRÍGUEZ, Carmen, Propiedad Industrial, Propiedad Intelectual y Derecho 

Administrativo, Dykinson, Madrid, 1999. 
49

Vid. MARTÍN ARESTI, Pilar, “Capítulo XV. Transferencias, licencias y gravámenes”, BERCOVITZ RODRÍGUEZ-

CANO, Alberto (dir.), La nueva Ley de Patente. Ley 24/2015, de 24 de julio, Cizur Menor, Thomson Reuters-

Aranzadi, 2015, p. 350. 
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sectors for public intervention which have three key pillars. The two structural sector are: 1) 

the patent configuration driven by substantive and procedural issues concerning the 

entitlement and the come into existence of the patent; 2) the ex post corrective mechanisms 

for balancing public and private interests seeking for attend distortions concerning the patent 

system functioning. The patent configuration has relevant tools for public intervention, such 

as the substantive law related to the patentable subject matter and the examinations and 

granting procedure. The ex post corrective mechanisms seeks for public intervention when the 

patent has been granted, thus, these have post issuance effects.  

The three key pillars of the public dimension of the patent system are: 1) patent legislation –

that includes the patent related provisions regulated in other legislation and fields of the legal 

order; 2) the institutional design; and 3) the patent governance.  

Concerning these three key pillars, first, patent legislation is a key pillar of the patent system 

public dimension. Legislation establishes ex ante general rules applicable to all situations. The 

ex post corrective institutes determine the case-by-.case analysis individually used to general 

and previously defined ex ante rules based on the evaluation of the subjects' behavior, 

accidents or anomalies of the title, or judicial or administrative decisions
50

. The institutional 

design addresses this factual situation, incorporating diverse legal parties in the functioning 

and governance of the patent system. Patent system governance is an element included in the 

public dimension, as the functioning of the system is an expression of public interest because 

of its foundational purposes and reasons, and the dynamics required by the concurrence of 

diverse legal parties in the regulation and operation of patents. 

The patent system conception calls for coherence between the designed mechanisms and the 

objectives pursued, which can be revealed as interchangeable, interdependent, and 

complementary in the regulation of substantive institutes, defense of rights, intervention 

mechanisms, assembled in the protection of the patent. The system perspective indicates that 

they cannot operate independently, posing a risk to the operation of the system. Consequently, 

it demands coherence in domestic regulation, and consistency with the rules; that is, standards 

that are in line with the instruments and international regime
51

 which are essential to the 
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Vid. CASTRO BERNIERI, Rosa J., Ex-post Liability Rules in Modern Patent Law, Intersenctia, Antwerp, 2010, p. 

122. 
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ULLRICH, has expressed: “To a certain extent, these elements of the system of protection are interchangeable 

and/or interdependent. This means that they may not be put in practice independently from each other or else the 

operation of the system, as intended by the legislator, its coherence and consistency will be put in jeopardy.”, 

Vid. ULLRICH, Hanns, “Mandatory Licensing Under Patent Law and Competition Law: Different Concerns, 

Complementary Roles”, HILTY, Reto M., Kung-Chung LIU, (eds.), Compulsory Licensing. Practical Experiences 

and Ways Forward, Springer-Verlag, Berlin-Heidelberg, 2015, p. 350. 
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theoretical conception of the patent system.At the level of principles, it is related to the 

balance of public and private interests as support within the social and economic. 

1.1.2. Governance of the patent system from the dynamic patent governance theoretical 

approach 

Governance theoretical approach builds on the regulatory theories framework
52

. It claims that 

regulation has placed at different decision-making sites where actors interacts by horizontal 

relationships at the national, supranational and international levels. It also explains the 

globalization of the regulatory matters at the international level, and the governance approach 

raising as a conceptual joker within international regime
53

.Governance origins in the 

international environment protection regime, it moves on to other intergovernmental decision-

making scenarios, providing participation to new actors and international law persons. It is 

quoted that governance as has been used in the current approach does not refer to good 

governance and good administration even whether it is an activity in which intervene the 

Administration
54

. 

Dynamic patent governance theoretical approach revolves and builds on the theoretical 

framework of network governance and nodal governance. Dynamic patent governance 

theoretical approach focusses on two dimensions namely formal and informal dimension. The 

formal dimension focuses on the role of the diverse heterogeneous actors playing a role within 

the current multilevel patent system; the playing role is verified considering the permanent, 

consistent tasks played by the actor within the patent infrastructure. The functions are 

regulated under the mechanisms that the patent law has stated in order to drive the functioning 

of the patent system. Thus, institutional formal actor and informal actors are involved within 

the patent system playing consistent roles. The informal dimension emphasises on 

relationships among actors and explains that fluid relationship flows among diverse formal 

                                                 
52

 “Governance directs attention to the mechanisms (institutions, social norms, social practices) through which 

these undoubted social goods may be instantiated in social systems, from the smallest community to the global 

trade regime.” BURRIS, Scott, Peter DRAHOS, Clifford SHEARING, “Nodal Governance”, Australian Journal of 

Legal Philosophy, Vol. 30, (2005), p. 30-31. “the structures and processes necessary to maintain a modicum of 

public order and movement towards the realization of collective goals at every level of community throughout 

the world”, BURRIS, Scott, Peter DRAHOS, Clifford SHEARING, “Nodal Governance”, Australian Journal of Legal 

Philosophy, Vol. 30, (2005), pp. 33, 35-37.  
53

SAND and HAAS governance approach finds origin in the international environment protection regulation, for 

instance. Nodal governance conceptualization has been developed by BURRIS, SHEARING, DRAHOS focused on 

the international trade system and the WTO organization and normative package adoption in the Uruguay Round 

of GATT, which is related to IPRs. For a detailed approach to nodal governance related to intellectual Property 

law, see BURRIS. S., DRAHOS, P., SHEARING, “Nodal Governance”, Australian Journal of Legal Philosophy, Vol. 

30, 2005.  
54

Vid. RODRÍGUEZ-ARANA MUÑOZ, Jaime, El buen gobierno y la buena administración de instituciones públicas, 

Thomson-Aranzadi, Cizur Menor, 2006. 
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heterogeneous administrative actors and emergent informal actors at different levels within 

the patent landscape. In the author's opinion, these are relevant in the redesign of the ex post 

corrective mechanisms. 

Two blocks allow to group actors: formal
55

 and informal. Based on the roles they play; it is 

possible to examine the diversity of actors within the patent system. As a premise, different 

actors are involved in the regulatory infrastructure and patent decisions making
56

. Together 

with the primary formal actors, non-institutional informal actors are recognized within the 

patent system through mechanisms that allow third parties the constituency as an interested 

party in various regulated mechanisms and other legal solutions. 

With regard to the actors, the theoretical approach focuses on the consistent roles played by 

different actors throughout the life of the patent across its different phases or stages, both ex 

ante and ex post.  Thus, it is specified that it does not focus on the individual authorities 

envisaged in the various systems, avoiding to be focused on the formal institutional review of 

national patent systems. It is possible to extend this approach to the comparative field keep 

away from excessive individual assessments.  

A national patent system has actors playing a consistent role as primary actors: 1) legislator 

enacts patent legislation and related legal provisions with diverse impact taking into 

consideration the area, on the one hand, and the legal level of the provision, on the other hand; 

2) policy makers, whom executive play a key role to define particularly patent policy and 

broadly public policies which with patent interacts; 3) the examination and granting role in 

which administrative national authorities still are the formal actor empowered to drive the 

grant and entitlement
57

 within a territorial national patent system
58

; 4) the reviewers 

administrative and judicial reviewers both internal and external reviewers of an issued patent.  

                                                 
55

BORRÁS defines it as: “the set of constitutive regulations that govern the interactions between the public 

[actors] that grant, control and rule about individual patents and their use, abuse and infringement in the 

market.”, BORRÁS, Susana, “The Governance … op. cit., p. 598. 
56

The two conclusions and processes that have allowed to explain the diverse theories that use the perspective of 

network governance the appearance or emergence of diverse formal actors, and of interested third parties 

properly constituted. “A theory of dynamic patent governance seeks to address the impact of two key changes in 

patent law: (1) the emergence of a more diverse set of institutional actors; and (2) the emergence of a more 

diverse set of stakeholders in patent law”. Vid. MURRAY, K., VAN ZIMMEREN, E., Dynamic Patent Governance 

… op. cit., p. 294.  
57

 It is also a flexible criterion. Some cases have been illustrated. Austrian and Danish patent offices realize the 

examination of the Singaporean patent office applications. Vid. DRAHOS, Peter, The global governance of 

knowledge… op. cit., pp. 20-24, 40.  
58

The territoriality of the patent rights and patent regulation with regard to the effectiveness of the granted right 

is recognized as a matter of principle of the patent system. Patents are territorial legal rights with efficacy that 

the sovereign of the State assures through the organization of the administrative apparatus in order to grant a 

patent. Patents are territorial national rights at the first glance. In regional cases such as the European patent and 

even the European patent with unitary effect, patent is a bundle of national patents granted as a result of national 
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Secondary formal actors are national administrative actors specialized in activities other than 

the examination and granting of the patent. The functions of these secondary actors clearly 

differ from those of the examinations and granting authorities, but it is required to fulfill 

certain patent objectives. The most prominent are the competition authorities and the health or 

public health authorities in relation to medical-pharmaceutical patents
59

, also with increasing 

relevance the standardization authorities
60

 and other entities with regard to the management of 

patented technical standards, and the competition authorities, all of these commonly found as 

part of a national institutional design. 

It have been implemented several mechanisms for prior consultation to the patent grant,  

participatory duties in the examination and granting procedure through technical expert 

opinion
61

, as well as mechanisms to prove or discard a compulsory license. Both the health 

                                                                                                                                                         
examination procedures. The principle of territoriality as an expression of state sovereignty has been vigorously 

defended in international negotiations, which have resulted in international instruments, against other principles 

such as national treatment and non - discrimination. Peter DRAHOS has argued: “administering a patent system is 

one of the few areas of intellectual property over which developing countries have considerable sovereign 

discretion. Patent offices might be one place in which one might find developing-country resistance to the 

hegemony that the US, EU and Japan exercise over patent standard-setting processes”. Vid. DRAHOS, Peter, The 

global governance of knowledge… op. cit., p. xiv. 
59

There are sanitary authorities for the authorization of the medicines and drugs which are key with regard to 

pharmaceutical patents. Such national experiences illustrate alternative concerning the design of the system that 

have conditioned the role examination and granting role of the patent offices within patent systems and the 

patent validity thereof: it is the Brazilian health authority ANVISA attached to Health Ministry which have 

functions to regulate medical and pharma patente under the provisory measure Medida Provisoria 2.006, of 

December 15
th

 1999, and regulated under Art. 229-C Law 10.196/2001, Brazilian Patent Act. ANVISA issues 

the sanitary approval required to grant the pharmaceutical and medical patents by the patent legislation. 

Applications for pharmaceutical patents are filed in the patent office following the administrative procedure but 

the grant is conditioned to the opinion of ANVISA, which deploys the substantive examination of the patent 

application in in order to determine the patentable subject matter and novelty. The ANVISA examination is 

performed by its own body of examiners who are training in patent examination. Patents granted by the Brazilian 

office have been revoked by ANVISA. Source of the information: interview to Pedro Henriquez at Max Planck 

Institute for Innovation and Competition Law, Munich, June, 2017.  

DRAHOS considers the Brazilian experience an innovative piece with regard to pharmaceutical patents regulation 

that has the merit to sort, circumventing it, the principle of non-discrimination in the light of the technology 

sector. The case of Brazil offers a sui generis lesson for developing countries on how to organize the patent 

administrative activity bypassing the obstacles that could raise principles as non-discrimination. Vid. DRAHOS, 

Peter, The global governance of knowledge… op. cit., p. 249.  

Section 505(Q) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 355(q) (2010) proposes other practice 

in this regard.  It allows submission of citizen petitions related to generic drugs and pharma. However, it has 

been object of a lot of criticism with regard to the long examination period, the complexity of the procedure, and 

other legal security aspects, that does not make an appropriate solution in Cuban-like contexts.  
60

Standards and patents have been closely aligned concerning aims to promote innovation and dissemination of 

technologies through the creation of technical rules that regularize the use of technologies, but in general it 

reaches the activities of social and economic activity, services and other of the most diverse nature, which are 

related to IPRs from a broader approach. A technical standard on a specific technology orders and influences 

innovation and impact on intellectual creativity, and it is essential when it comes to technology acquisition and 

transfer operations. For a study of the relationships between standards and patents. Vid. OMPI, Normas Técnicas 

y Patentes, Documento preparado por la Secretaría. 13th Session, Geneva, 23-29 March, 2009.   
61

 An inspection mechanism was regulated in comparative law. It stated to issuance a reports to proof the 

fulfilment of the exploitation that could be requested by the patent holder to an official body to prove the 
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authorities and the competition authorities play a relevant role in the current patent system. 

From its activity and from the regulatory sectors to which they belong, important decisions 

have been made to counteract dysfunctional uses expressed in abusive practices, allow access 

to patents - essential medicines - that respond to public policy areas such as health, human 

rights and trade, among other. In various systems, the activity has extended to the verification 

of access and the conditions of use and exploitation of biological diversity that introduces the 

protection demands of traditional knowledge associated with the adoption of the requirement 

of disclosure of origin and proof of authorization of access in the patent application. 

Informal dimension also recognizes non-institutional informal actors, who are third parties 

that participate in various mechanisms within the patent system. They have been outstanding 

performances through constituencies in complains related to patentability and the review of an 

issued granted patent
62

. 

The diversity of institutional models adopted within the national and regional systems such as 

the European system confirms the varied configuration of the system, that nonetheless find 

the same role of post-concessional review. Thus, it facilitates to avoid the focus on the 

national patent systems formal institutional design. It also facilitates to realise a comparative 

approach in order to review the design, functioning and governance of a patent system 

avoiding excessive casuistic analysis. 

Patent law is part of a complex, fragmented, multisource, multilevel governance system. 

National law interacts with international treaties – and in some cases also regional treaties - 

within regulatory patent system making it a multisource system. The plurality of patent formal 

actors (executive and administrative, judicial and legislative) converge at different sites - 

national and international mainly, but also regional- within a nodal governance system dealing 

with global actors on these different governance levels
63

. Serious concerns exist regarding to 

                                                                                                                                                         
exploitation. It served to prove the fulfillment of the obligation to exploit that dismantled the possibility of 

declaring a compulsory license for lack or insufficiency of exploitation. It was stated under Art. 84-85 Ley 

11/1986, Spanish Patent Act. It was repealed, except the Transitory provision, since April 1, 2017 under the 

derogatory provision Law Ley 24/2015, July 24, 2015.  
62

Stakeholders definition include these actors. “The stakeholder process includes the identification of the key 

stakeholders within a particular policy area, in other words the different institutions and interests with a stake in 

the operation of the policy. The classical definition of stakeholder analysis is ‘any group of individual who can 

affect or is affected by the achievement of the organization objectives”. Vid. DUTFIELD, Graham, Uma 

SUTHERSANEN, Global Intellectual Property Law … op. cit., p. 51. 
63

 For instance, national patent office cooperates among then within regional networks, interchange experience, 

examination, and doing so they have adopted some problematics governance behavior that may affect the 

national interest whether the high harmonization promotes, among others, to recognize format claims designed to 

respond to multinational interest and conditions from other offices, to assume examination conducted by other 

offices that functions as nodes, for example. At the national level, ministries claim to adopt policies and 

regulatory frameworks that impact on several issues related to patent. In addition, non-State actors, named 
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the impact that patent may have in several policies and related fields. DGM would help to 

interconnect these several issues from a governance approach. 

The fragmented patent system that has emerged imposes rules with regard to assume the 

technical interdependence in the regulatory activity, as individually occurs with respect to 

each patent as an invention technical rule. In this activity, heterogeneous actors concur in the 

different stages or moments of the life of the patent, i.e. el iter of the patent
64

.  

The second element of dynamic patent governance falls on the relationships between 

heterogeneous actors recognized in the patent system. The reality in which patent systems 

operate calls for the strengthening of horizontal links between actors, together with the 

vertical administrative legal relationships regulated by legislation. In the author's opinion, 

these are relevant in the redesign of the ex post corrective mechanisms. 

The dynamic patent governance theoretical approach allows to verify that heterogeneous 

actors at different levels via administrative, national, regional, supranational and international 

– inter-institutional- bodies assume consistent roles within the patent system as formal and 

informal actors, participate in the patent regulation, whose behaviour and fluid relationships 

reflect aspects that allow the development and evolution of the patent system with regard to 

the regulatory activity, the examination and granting of the patent, and the exercise of the 

patent
65

.  

The dynamic patent governance facilitates the dialogue between the competent authorities 

within the institutional structure provided by the patent law and system, through the 

relationships that the patent law configures: diverse legal relationships, horizontal and 

vertical, administrative and private, between institutional and private actors, and third parties 

and society as a whole. It consecrates interfaces and interactions between the public and 

private spheres throughout the patent process; it is an essential piece in guaranteeing the 

                                                                                                                                                         
informal actors, influences into a decentred or polycentric governance (e.g. epistemic community and patent civil 

society). 
64

Models such as the PCT international applications have incorporated authorities namely ISAs that offer 

substantive examination reports, which has allowed the examination to recognize other actors different from the 

national offices. This tendency of the global system that causes a loss or limited autonomy of the patent office in 

aspects related to the examination, which are affected and determined by internationally harmonized standards, 

is key to understanding the current functioning of the patent system. The examination must be conducted on 

aspects that cannot be modified by the examining authority. In other cases, the national administrative authorities 

of concession through agreements differ the examinations of their national applications to foreign offices, being 

a case documented that of the office of Singapore, whose examinations are carried out by the offices of Denmark 

and Austria. The case of the Trilaterals has also been pointed out. In the case of the EPO and the European patent 

as a national rights bundle, the work of the EPO in the examination and concession is a sample of the 

diversification of the actors involved in the patent process. 
65

Vid. GUEVARA FERNÁNDEZ, Ernesto, “Patent governance y sistema de patentes. Presupuestos teóricos de la 

dimensión institucional de gobernanza”, Revista La Propiedad Inmaterial, número 23, enero-junio 2017, 

Universidad Externado de Colombia, Bogotá, 2017, pp. 223.  
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operation, operability, efficiency of the patent system, with the premise of its social and 

economic territory where it is bound to operate. 

The regulation of patents as public-private regime questions the verticality of administrative 

classic legal relationships. It claims to abandon this kind of design constrained to the 

discretionary action of the representative authority of the national administration
66

.  

The patent law whose international harmonization at the level of principles, rules and 

standards drive the regulatory activity, is remarkable. It is also a collaborative and cooperative 

field between national and regional administrative actors that has been forged in recent 

decades
67

.  

Two effects from the dynamic patent governance theory have been narrated in foreign cases-

study by VAN ZIMMEREN y MURRAY: 1) the reappraisal of the public role of the actors within 

the formal dimensions; and (2) dynamic patent governance fosters a greater fluidity between 

the formal and informal dimensions of patent governance system.
68

 

Dynamic patent governance suggests that patent law should be examined holistically, with a 

focus on the interactions across actors both formal and informal, in complex regulatory sites 

in which intersect diverse interest. Thus, patent decision-makers should consider it in order to 

adopt a coherent and efficient system that reflects this conditions. Patent law trends include 

the fragmentation of the patent law decision making process at different levels and the 

potential conflict within informal dimension that seek to influenced formal actors. This trend 

has begun to disrupt patent policy decision making in domestic, regional and international 

patent law.   

1.2. Ex post corrective mechanisms for public intervention within the patent law. An 

approach from a comparative law and international law 

The substantive patent law regulates corrective measures to face dysfunctional uses of patents 

related to the way in which the rights conferred by the owner are exercised.  

The ex post corrective mechanisms are those legal instruments conceived as limitations to the 

rights conferred to the patent holder ordered to face and correct dysfunctional uses derived 

from such exercise as well as the existence of the patent located in the post issuance phase of 

the life of the patent, for which the public intervention of various formal actors and third 

parties - informal actors - is indicated in attention to the public interests and ultimate 
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Vid. BINGHAM. Lisa, “Collaborative Governance”, Journal of Dispute Resolution, Vol. 2009, Iss.2, 2009, pp. 

276. 
67

Vid. DRAHOS, Peter, The global governance of knowledge… op. cit., pp. 15-17.  
68

Vid. MURRAY, K., VAN ZIMMEREN, E., Dynamic Patent Governance …op. cit., pp. 313-321.  



 

27 

 

objectives of the patent system in play. The ex post corrective mechanisms are distinguished, 

in view of their objectives as well as corrective and restorative purposes from the ex ante 

intervention mechanisms related to patent configuration. The doctrinal and technical legal 

treatment in the patent law has not been uniform nor conforming an ex post corrective regime 

due to the diversity of mechanisms and the disparity of technical legal and regulatory 

solutions adopted in Comparative law. The international regime has enshrined in the TRIPS 

Agreement the regulation under the rubrics “reasonable measures to face abuses”, “limits to 

the rights conferred to the owner” at the time to establish exceptions, and “other uses without 

authorization of the holder" for regulate Government and Crown uses and compulsory 

licenses following the legal tradition in this regard provided under Paris Convention.  

The patent as a private exclusive right has required of tools to limit the dysfunctional use of 

the patent rights in the exercise by the patent holder. The patent system has designed limits to 

the rights conferred to the patent holder, which has been the aim of a diversity of regulated 

mechanisms, for instance, exceptions to the rights conferred to the patent holder, the 

compulsory licensing regime, licenses of rights, and more recently with other aims, the post 

issuance review mechanisms. It has also been regulated Other measures are also regulated 

related to the technology transfer operations, the revision of the contracts and the revision of 

abusive clauses legally prohibited ex ante under patent law, formal requirements such as the 

registry of the rights transfers. These mechanisms show the labelled “reasonable measures” 

under the international regime, addressed with a content of international obligations defined to 

a greater or lesser extent, so that their domestic normative reception in domestic law. 

The acknowledgment that the exercise of the rights by the patent holder is not unlimited is 

established as legal principle of the patent system. Regulating limitations to the scope of the 

patent, whose theoretical and practical justification is unquestionable, the patent system 

performs an ex ante balancing exercise that allows the legislator to establish the means to 

sustain that balance between conflicting interests in the name of the patent system objectives. 

Patent legislation makes an ex ante balance in the name of the legal certainty principle 

commanded by the typical nature of the patent regulation with regard to the object to 

protect
69

. 

The ex post corrective regime is major formed by mechanisms for public intervention that 

operates when a patent has been granted. The effects triggered are mainly derogatory or 
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The ex ante balance made by the legislator is founded in the patentable subject, the exclusions of the protection 

and the definitional scope of the public domain and the state of the art as a comparative reference element of the 

positive substantive requirements of patentability.  
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suspensive of the rights conferred to the patentee. Corrective purposes, temporary and 

defensive sanctions contrast with the extinction effects of the several patent extinction 

forms
70

. The objectives of diverse legislative policy make up a complex scaffolding of 

different ex post mechanisms oriented by different purposes and effects that are different from 

one mechanism to another. The lack of a uniform corrective regime obeys to the entity that 

these diverse mechanisms acquire in the regulation and factual deployment. 

Among the mechanisms located in the exercise phase of the life of the patent are also 

regulated the licenses of rights seeking to facilitate the exploitation of patents through the 

public offering of contractual licenses. Other technical legal tools and related mechanisms in 

order to scrutinize the contractual clauses, types of clauses that are not allowed, are also 

manifested in this dimension as expressions manifestations of public intervention in the 

private sphere, carefully justified under exceptional cases. 

1.2.1 The balance between public and private interests. Building on the ex post 

corrective mechanisms for public interventions within the patent system 

Patent law is a field of balance of interests
71

. The intrinsic balance among patentee and 

society is adjusted and permanently evolves
72

, as part of a situation that has been considered 

by SAMUELSON “the never ending struggle for balance”
73

 within the IPRs since the former 

patent regulations namely the English Statute  and the so-called Parte Veneciana
74

. 

Currently, the articulation of public policies is accompanied by a hyper-construction of the 

public interest in response to the expansion of the monopoly effect of the patent holder 

exclusive rights
75

. 
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From the corrective regime has been excluded the extinction or termination methods of the patent in which the 

extinction character is essentially of last ratio are excluded in the adopted study system, as the patent is 

integrated into the public domain. 
71

 Vid. HARACOGLOU, Irina, Competition Law and Patents. A follow-on innovation perspective in the 

biopharmaceutical industry, Edward Elgar, Cheltenham-Northampton, 2008, pp. 21-35.  
72

Vid. RENGIFO GARCÍA, Andrés, “Capítulo I. Propiedad intelectual. Razón y justificación de las patentes”, 

RENGIFO GARCÍA, Ernesto(Dir.), Derecho de patentes, Universidad Externado de Colombia, Bogotá, 2016, p. 72.  
73

 SAMUELSON has quoted: “The struggle for balance in intellectual property law is a never ending one”. 

Vid.SAMUELSON, Pamela, “Legally speaking: The Never ending struggle for balance”, Comunications of the 

ACM, Vol. 40, No. 5, 1997, pp. 5-17.   
74

 The conflicts between the private interest of the patented and the public interest were not always resolved in 

favour of the patent holder. In the historical compared legislation are measures such as the revocation of the 

patent or others that allow uses by third parties that tip the balance in favor of the public interest.Vid .PENROSE, 

Edith T., The economics of the international patent system, Johns Hopkins University Studies in Historical and 

Political Science, 1951, La economía del sistema internacional de patentes, Clementina ZAMORA (trad.), Siglo 

Veintiuno Editores S.A, México, 1974, p. 162.  
75

 “If one looks at the patent system as an equilibrium between, on the one hand, a limited monopoly (both in 

time and scope) to reward and “incent” technological innovation and, on the other hand, full disclosure of a new 

invention and its industrial applicability, forcing a patentee to work the invention within a specific time-frame or 

exercising a wide-ranging right to issue non-voluntary licences (in the absence of an emergency or other similar 
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The patent holder interests are exposed in the substantive sphere of the scope of the rights as 

well as the enforcement measures. Thus, the design of both substantive patent law and 

enforcement patent law realizes the balance by guarantee allowing the patent holder legal 

position to defend the patent against acts of third parties, who may undermine their legitimate 

expectations safeguarded by their exclusive exploitation power. Similarly, defending in an 

excessive and unjustified manner can lead to dysfunctional uses in the exercise by the 

patentee and the existence of the patent ex post. Private exclusive entitlements conferred must 

be limited under certain conditions in which a social affectation exist with regard its existence 

and exercise.  

On the other side of the scale are interests of third parties and other general purposes 

amalgamated in the public interest
76

.The public interest related to patents is defined by the 

objectives pursued by the granting of these exclusive legal files
77

. The patent law provides 

various tools and mechanisms through which the public interest of patents is pursued. The 

rectifying intervention of the competent public authority is carried out with them in the event 

of injury to the public interest. The public interest and third party interests, by contrast, 

becomes the counterpart of individual protection, which has a private nature, which the legal 

system confers it to the patent holder. 

The social and economic benefits of the protection inform both the private interest of the 

inventor, who first benefits in economic terms from the profitability that the exploitation 

offers him in the way he decides, by itself or by third parties, such as the company that is 

enhanced by technological portfolio seeking the satisfaction of their needs through the 

function of disclosure of patented knowledge. 

The legislator, with an extreme caution exercise to delimitate it, defines the content of the 

rights and the limits and limitations, as a manifestation of an ex ante exercise of balance 

between the legal position and correlative legal situations, made it in order to protect the 

functions of patents in the social and economic context in which it is embedded
78

.  

                                                                                                                                                         
situation) may be considered as an additional condition, thus tipping the balance towards the “public 

interest”.Vid. GERVAIS, Daniel J., The TRIPS…op. cit., p. 168.  
76

Cfr. Art. 30, TRIPs Agreement 
77

In relation to the public interest, the achievement of the same “represents for the Public Administration the end 

of all its activity”. Vid. ARIAS GAYOSO, Grethel, La discrecionalidad administrativa y su control en el 

ordenamiento jurídico cubano, Tesis presentada en opción al grado científico de doctor en Ciencias Jurídicas, 

Facultad de Derecho, Universidad de Oriente, Santiago de Cuba, 2011, (no publicada), p. 23.  
78

Vid. CARBAJO CASCÓN, Fernando, “Capítulo XVII Obligación de explotar. Licencias obligatorias”, BERCOVITZ 

RODRÍGUEZ-CANO, Alberto (Dir.), La nueva Ley de Patente. Ley 24/2015, de 24 de julio, Thomson Reuters-

Aranzadi, Cizur Menor, 2015, p. 402. 
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The exclusive rights conferred by the patent are not absolute, because of conceiving itself as 

such, the social affectations would create a deplorable panorama of imbalances and 

inequalities. The propensity to dysfunctional uses of the patent system
79

 is remarkable, where 

the evolution of technology, which conditions economic policies, modulates, restricts or 

stimulates certain differentiated behaviors between industrialized countries and developing 

countries in line with the development phases of their economies
80

.  

The content of the patent right is a building which the social and collective interests are 

opposed. The rationality of its justification in utilitarian terms has conditioned the legal design 

of the patent protection. A more amorphous, imprecise, changing, subjective construction of 

public interest has been opposed to the uniformity of the technical legal building of the 

patent
81

. However, this has been the notion that has dismantled the absolute rights and 

weighed the need to limit the scope of exclusive rights beyond the foundational quid pro quo 

of the social pact. In the same way, the balance of interests is achieved as a space for pairing 

public policies
82

. This assembly space occurs in national systems when various public policies 

and objectives are considered, which are influenced by the exclusive effects of the patent on 

the regulation and operation of the domestic patent system. The patent law has changed its 

private structure to cover demands coming from other sectors of society. In a gradual evolving 

process, the assimilation of the social demands has triggered a debate about the objectives of 

the patent system in its interactions with other objectives related to the public interest
83

 in 

areas such as health, food and nutrition. 

In line with the aims to incentive the innovation, scientific progress and social welfare, other 

demands are placed on human rights, environmental protection, health, food security and 

sustainable development. The international regime has highlighted this space of pairing and 

confrontation of public policies to consider in the domestic normative implementation 
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Vid. CORNISH, William, David LEWELLYN, Tanya APLIN, Intellectual Property … op. cit., p. 128 para. 3-15. 
80

 In cases of national studies of economies and industry, it is documented that the success of the chemical 

industry in Switzerland and Germany in the nineteenth century was supported by the holding of essential patents 

substancial degree on the holding of key patents”. Vid. CORNISH, William, David LEWELLYN, Tanya APLIN, 

Intellectual Property …op. cit., p. 128, quoting HABER, The Chemical Industry during the Nineteenth Century, 

pp. 166-167, 198-204. Similarly, in France, the importation of patented articles from other countries was 

sanctioned with the revocation of the patent. Regarding international negotiations under the Paris Convention 

CUP, vid. PENROSE, Edith T., The economics …op. cit., pp. 74-77  
81

Vid. BAYLOS CORROZA, Hermenegildo, Tratado de Derecho industrial. Propiedad Industrial. Propiedad 

Intelectual. Derecho de la Competencia Económica. Disciplina de la Competencia Desleal, 3ª edición 

actualizada, Civitas, Thomsom Reuters, Madrid, 2009, p. 64. 
82

Vid. GROSSE RUSE- KHAN, Henning, “Assessing the need for a general public interest … op. cit., pp. 167-207.  
83

 “Recent developments on the international and European level have triggered a debate on the rebalancing of 

the goals of patent law, and on giving greater weight to public interest concerns”.VAN OVERWALLE, Geertrui, 

VAN ZIMMEREN, Esther, “Functions and Limits of Patent Law”, CLAES, Eric, Devroe WOUTER, Bert KEIRSBILCK 

(eds.), Facing the limits of the law, Springer, 2009, pp 419-420. 
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processes, of calibration
84

, or in the use of international law, of normative reception in 

domestic law. 

The public interest in national systems is subject to a complex national qualification and 

exposure that is conditioned by the social and economic, political, ideological factors, as well 

as legal tradition and system. Other concepts such as morality and public order manifest 

similar connotations
85

. In the field of patents, they are assimilated by criteria such as 

exclusions from patentable subject matter and exploitation as a general exception
86

. This is 

the meaning of the promotors of the inclusion of the clauses that refer to the public interest 

and the balance of interests as principles of balance between public and private interests, of 

holders vis-à-vis users and third parties
87

. 

The public interest in the law and patent system is specified in the various objectives seeking 

for the system, without its contours being strictly delimited, so that an exercise in abstraction 

and adaptation to the specific circumstances can be made. 

The international patent regime has provided a public interest modelled approach with regard 

to the correlation between holders and the collective and third parties interests. Thus, it is 

possible to draw the public interest as space of coordination among public policies and third 

parties interests that the national legislator should consider. The balance of interests has been 

stated in the international regime, which is considered a category of principle and objective of 

the treaty in Art. 7 and 8 TRIPs Agreement. These provisions, nevertheless, allow to 

interpretate the content of the treaty on substantive patent law and enforcement patent law, 

and drive their implementation in across national legislation
88

. Thus, they are categorized as 
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 The narrative of the calibration of national rights with respect to the international regime in GERVAIS Daniel J. 

“TRIPS and development”, GERVAIS Daniel J (Ed.), Intellectual property, trade and Development, Oxford 

University Press, Oxford, 2007, pp 3–59. 
85

“The qualification to the Article 53(a) exception requires an explanation. Essentially, the fact that the 

publication or commercial exploitation of an invention is prohibited is insufficient in itself to render it 

unpatentable on ordre public or morality grounds.”.Vid.DUTFIELD, Graham, Uma SUTHERSANEN, Global 

Intellectual Property Law, Edward Elgar, Cheltenham-Northampton, 2008, p. 117. 
86

“The true meaning and potential extent of the ordre public/morality exclusions are somewhat unclear. In 

French civil law, ‘ordre public’ has a wider meaning than ‘public order’ and is more akin to ‘public policy’. On 

the other hand, to reject a patent application on ordre public or morality grounds for an invention whose 

publication or exploitation is not prohibited by law or regulation would not be permissible. So such prohibition 

appears to be a necessary but not sufficient condition for the refusal to grant a patent on these grounds.”.Vid. 

Idem, p. 117. 
87

The proposal of recognition in the objectives and principles in the negotiation of Intellectual Property was born 

was formulated by a group of developing countries in the Uruguay Round. 
88

Vid. CORREA, Carlos M., “Capítulo II. El régimen internacional de las patentes de invención”, CORREA, Carlos 

M., Salvador D. BERGEL, Jorge KORS, Régimen legal de las patentes de invención, t. I, La Ley, Buenos Aires, 

2013, pp. 31-144; GROSSE RUSE- KHAN, Henning, “Assessing the need for a general public interest exception in 

the TRIPS Agreement”, Kur, A (editor), Intellectual Property rights in a fair world trade system. Proposals for 

reform of TRIPS, Edward Elgar, Cheltenham-Northampton, 2011. pp. 167-207; GROSSE RUSE- KHAN, 
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key provision to be considered by the national systems in the normative implementation, and 

further on, in the design of the domestic systems. 

It should not be forgotten that the regulation of patents and IPRs in general has been captured 

in the field of trade and the global market economy. As a result, the international regime has 

institutionalized a universal and harmonized protection scheme. The TRIPs Agreement -in its 

double regulation of substantive and enforcement patent law- has reinforced the legal position 

of the patent holders, allowing them to “capitalize” in the global market this reinforced scope 

of protection. 

It is important to remember why it is relevant to weigh the argument of public interest and the 

space of public policies allowed at the time to realize the compatible approach to the domestic 

patent regulation with relevant social sectors when the international patent regulation sets the 

normative standards that the domestic legislator should assume. It has constrained the ability 

to regulate standards, rules and substantive principles and procedural adjectives and actions to 

defend the rights of the owner, the domestic regulatory space may be compromised. 

The complex normative reception of international obligations contained in the WTO treaties 

package, which establishes compulsory criteria since its adoption by the member states, was a 

reliable result of the political context of its adoption in full boom and consolidation of 

neoliberal policies. This aspect cannot be ignored in national regulatory assessments. The 

interests of the developing countries must also motivate an assessment that must be adopted 

by Cuba at the moment of regulating the patents, in use of the regulatory and interpretative 

flexibilities of the international obligations on patents and IPRs, above all, IPRs and 

international trade are contentious negotiation areas.   

With the regulation of patents, other areas and social and economic interests have been 

limited in their regulation, thus, the assessment of the effective regulatory space available by 

the legislator is not irrelevant
89

. 

The international regime allows a space for assessment of the public interest and leaves a 

space open to the implementation of balance of interest. With regard to measures to prevent 

                                                                                                                                                         
Henning,“Proportionality and Balancing within the Objectives of Intellectual Property Protection”, 

TORREMANNS, Paul (ed.), Intellectual Property and Human Rights, Kluwer Law, London, 2008, pp. 161-194; 

DINWOODIE, Graeme B., Rochelle C. DREYFUSS, “An international acquis: Integrating regimes and restoring 

balance, Daniel J. GERVAIS (Editor), International Intellectual Property. Research Handbooks in Intellectual 

Property series, pp. 123-145.  
89

 “The promotion and protection of societal interests and public goods, such as the environment, human, animal 

and plant health, public order, consumer safety and economic development, is a core task of government 

regulation.” Vid. GROSSE RUSE- KHAN, Henning, “Assessing the need for a general public interest exception in 

the TRIPS Agreement”, Kur, A (editor), Intellectual Property rights in a fair world trade system. Proposals for 

reform of TRIPS, Edward Elgar, Cheltenham-Northampton, 2011, p. 185. 
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abuses of the exercise of the rights of the owner, art. 8 TRIPs Agreement
90

,  offers a block of 

public interest that allows a space of flexibility in the regulation to be considered by the 

national legislator
91

. 

GROSSE RUSE- KHANpropose an interpretation with regard to the extent to which it can be 

maneuvered in the domestic regulation of patents, namely, in the adoption of national public 

policies, which qualifies as policy space where the public interest and the balance of interests 

are link
92

. These are manifested as bases of domestic regulation, legislative bases in the 

interpretation of the international provisions and which inform in turn the activity and 

decision-making scope of the legislator. In this logic, horizontal exceptions (for the entire 

regulatory scope) inform the limits and limitations in the form of substantive vertical 

exceptions (exceptions to the rights of the proprietor, other permitted uses without the 

authorization of the proprietor, i.e. Compulsory licenses and uses of the Government, and 

with special reference to the various tests of necessity and consistency with the Treaty that are 

established), responds to the public interest and the objective of balance of interests.  

The TRIPS Agreement is framed in the multilateral trade area, in its expression of free trade 

in a global market economy. Thus, commercial purposes prevail in the rules established in the 

scope and constituent package. The margin of decision-making that weighs non-commercial 

social interests was the subject of a warm debate and regulations which are reflected in 

provisions since the preamble of the international treaties at the place to delineate their 

objectives and principles
93

. They offer a negligible margin of general flexibility to States in 

the implementation of international obligations, which together with the specific flexibilities 

envisaged individually in the regulation provisions, e.g. exceptions and compulsory licenses, 

allow a regulation that accent collateral public interests that may be undermined. 

This is the case with the general exceptions of the trade agreements of goods and services 

respectively, which establish a general rule of exception in the GATT - art. XX GATT- and 

art. 14  GATS. TRIPS Agreement has generally been understood in isolation from the rest of 

                                                 
90

 HILTY argues that the subjection to interpretation of Article 8 TRIPS Agreement gives it great flexibility and 

breadth as a starting point for the national legislator, referring in particular to the measures for abuse of rights of the 

owner. “this openness provides for a promising outset in that it seems to leave room for far-reaching balancing 

measures within the national legislation”. Vid. HILTY, Reto M., “Legal Remedies Against Abuse… op. cit., p. 

385. 
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Cfr. Art. 8 TRIPS Agreement. 
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Vid. GROSSE RUSE- KHAN, Henning, “Assessing the need for a general public interest exception in the TRIPS 

Agreement”, Kur, A (editor), Intellectual Property rights in a fair world trade system. Proposals for reform of 

TRIPS, Edward Elgar, Cheltenham-Northampton, 2011. pp. 167-207.  
93

Vienna Convention on treaties indicates the interpretation of the treaty from the content of the preamble in the 

interpretation of treaties, as fundamental in the scope of the TRIPs Agreement given its structure. 
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the Treaties of the WTO package
94

. It is due to its limited trade area which does not replace 

the work of WIPO as an international organization with a mandate on the subject.  

Without the traps of a rule of this nature, the interpretation of the public interest bloc and 

social interests that offer the scope of the state's maneuver in policy adoption is much broader 

in favor of social interests, if to the rules of Trips, article 7 and 8 and those of the balance-of-

interest mechanisms, e.g. art. 30, 31, 40
95

. 

In sum, the public interest for the system and patent law is defined by inclusion, in: 1) pairs of 

interests to be expected to enter presumably and in certain circumstances in contradiction, 

which indicate the need for the balance of interests; 2. Objectives of the socio-economic and 

political system reflected in diverse public policies; 3. Patent-specific interactions with 

policies 

The public interest in the patent system is pursued ex ante with the regulation and patent 

policies that lead to and define the contextual conditions in which the patent will operate, in 

the socio-economic scenario in which it is embedded
96

.   It imposes the normative 

adjustments that it will have to make, discriminating between the options that the international 

regime and the socioeconomic and political conditions indicate correlate. Ex Post, is 

enshrined in the corrective public intervention through the mechanisms available to the 

participating actors, but also in the dynamic governance of the system that incorporates 

mechanisms to legitimize the participation of third parties, which is Essential in the attention 

to public policies. This is the starting point of this analysis. 

In considering that ex before the legislation it established the pertinent adjustments and that 

the patent is protected in the order adjective with its birth, the affections to the public interest 

and the need to restore the balance is forwarded to the scope of exercise of the law. In other 

words, the examination and concession procedure would be encapsulated as a trigger for 

guardianship, without public intervention implying higher ratings than adhering to the 

verification procedure and granting Administrative.  

It would be the regulated intervention mechanisms that really display all the intervention to 

meet the objectives of the patents, which collagen from their birth. These mechanisms would 
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With regard to the process of adoption and implementation of national rights, and the relationship between 

domestic legislation and international obligations, Vid.MALBON, Justin, LAWSON, Charles, DAVISON, Mark, The 

WTO Agreement on Trade-Related Aspects of Intellectual Property Rights: a commentary, Edward Elgar, 

Cheltenham, 2014, pp.  13, 23-46, 390-469. 
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Vid. GROSSE RUSE- KHAN, Henning, “Assessing the need for a general public interest exception in the TRIPS 

Agreement”, KUR, Annette, (ed.), Intellectual Property rights in a fair world trade system. Proposals for reform 

of TRIPS, Edward Elgar, Cheltenham-Northampton, 2011. pp. 167-207.  
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Vid. VAN OVERWALLE, Geertrui, VAN ZIMMEREN, Esther, “Functions and Limits… op. cit., p. 424. 



 

35 

 

allow the restoration of legality that the proper and desirable functioning of the patent system 

in the national context pursues.  

1.2.2. Dysfunctional uses: abuses and other behaviours prevented and the ex post 

corrective mechanisms objectives in this regard 

Substantive patent law regulates corrective measures to prevent dysfunctional situations 

concerning the manner in which patent rights are exercised by the patentee. In order to 

prevent such dysfunctional uses, the patent legislation states corrective mechanisms for public 

intervention. These mechanisms are a concrete expression of how is aimed to sustain a 

balance between public and private interest within the patent system. Behaviors of the owners, 

whether or not abuses of the rights of the owner of the patent in the exploitation or in the 

enforcement of the patent, or other issues related to the technical characteristics of the patents, 

to the organization of the ownership and exploitation by the holders, can disrupt the 

objectives of patents in the system and context in which they operate
97

.  

Given the early and extended traceability of instruments to prevent abuses of rights in the 

historical patent legislation, it is possible to confirm that the abusive behaviours as expression 

of dysfunctional uses has been also a key characteristic within the patent system since its 

inception
98

.  The origin of patents as monopoly within competition contexts has outlined the 

patent law goals to limit and prevent abusive behaviours in the light to guarantee a healthy 

scenario to develop innovations and competition.
99

It has been told that patent holders are 

strategic behaviour-prone in economic transactions seeking to maximize competitive 

advantages beyond the scope of the exclusive position granted by a patent. In order to prevent 

to certain extend the deterrent effects of these kinds of conducts, patent and competition 
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Examining documented behaviors in the field of patents as dysfunctional uses or behaviors, HILTY, who 

express: “Dysfunctional uses or conduct are not just doctrinal fantasy but increasingly are noticed in 

practice”.Vid. HILTY, Reto M., “Legal Remedies Against Abuse, Misuse, and Other Forms of Inappropriate 

Conduct of IP Right Holders”, HILTY, Reto M., Kung-Chung LIU, (eds.), Compulsory Licensing. Practical 

Experiences and Ways Forward, Springer-Verlag, Berlin-Heidelberg, 2015, pp.  381. 
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“The history of IP shows an early and widespread use of several tools to curb the possibility of abuses and 

over-extensions of monopolies”, “a mandatory remuneration system was used in the privilege granted in 1460 by 

the Venetian Senate to German national Jacobus de Valperga on a water pump invention, which extended for all 

his life but was subject to an obligation of licensing to whoever offered “reasonable royalties”. Vid. CASTRO 

BERNIERI, Rosa J., Ex-post Liability Rules in Modern Patent Law … op. cit., p. 72.  
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MACHLUP y PENROSEadvanced other authors and noted the origin of patent systems to counteract and 

rationalize the granting of privileges, granted and used in an abusive manner. The abuse of monopolies gave rise 
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legislation have historically configured corrective mechanisms for balancing public and 

private interest in play. This field has theoretically shown the interfaces and relationships 

between both sectors that a profuse literature argues
100

 and practice confirms. 

In addition, an argument to regulate corrective mechanisms comes from the uncertainty and 

the patent bargaining of a technology from both the social and technological perspective. At 

the time to grant a patent related a new patented knowledge, the fixed scope and potential 

possibilities of the technologies are under uncertainty and unknown and incremental. It can 

arise obstacle for both follow-on innovation and access to knowledge, which are unknown 

when the patent has been granted, thus, it might demand public intervention in order to 

guarantee the social needs and the sufficient supplies, that it is an expression of public 

interest.  

The corrective mechanisms are triggered to confront dysfunctional use by the patentee when a 

public or third parties interest per se exist seeking the restitution and restoration of the status 

quo consisting in a balance between of interests within the patent system. Regulating 

institutions which address dysfunctional uses has been the legal technique used by national 

patent legislation. Comparative national legislation lacks of definition of dysfunctional uses.  

Patent law then orders corrective institutes, which engage competent authorities to balance 

holder vs. public interests, which may be affected by the exercise of a valid patent. In this 

light public intervention shows a peculiar public-private design of patent law.
101
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Vid. ANDERMAN, Steven D., “The competition law/IP ‘interface’: an introductory note” ANDERMAN, Steven D. 

(ed), The interface between Intellectual Property and competition policy, Cambridge University Press, 2008, pp. 

1-35; URIBE PIEDRAHITA, Carlos A., CARBAJO CASCÓN, Fernando, “Regulación ex ante y control ex post: la 

difícil relación entre propiedad intelectual y derecho de la competencia”, Actas de derecho industrial y derecho 

de autor (ADI), volumen 33, 2012-2013, Marcial Pons, Madrid, 2013, pp. 307-330; ARROYO APARICIO, Alicia, 

Capítulo II. Reglamentos de exención”, BERCOVITZ RODRÍGUEZ-CANO, Alberto (Dir.), Derecho de la 

Competencia y la Propiedad Industrial en la Unión Europea, 1ra edición, Aranzadi, Cizur Menor, 2007, pp. 59-

94; BERCOVITZ RODRÍGUEZ-CANO, Alberto , “Capítulo I. Acuerdos restrictivos de la competencia (art. 81 

TCE)”, BERCOVITZ RODRÍGUEZ-CANO, Alberto (Dir.), Derecho de la Competencia y La Propiedad Industrial en 

la Unión Europea, 1ra edición, Aranzadi, Cizur Menor, 2007, pp. 21-57; BERCOVITZ RODRÍGUEZ-CANO, 

Alberto, “Capítulo III. La prohibición de abuso de posición dominante”, BERCOVITZ RODRÍGUEZ-CANO, Alberto 

(Dir.), Derecho de la Competencia y La Propiedad Industrial en la Unión Europea, 1ra edición, Aranzadi, Cizur 

Menor, 2007, pp. 95-119. 
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 BERCOVITZ argues that: “Existen supuestos en los que concurren razones de interés público que no pueden 

satisfacerse con la explotación exclusiva que la Ley otorga al titular de la patente, o que no se satisfacen dada la 

forma en que el titular explota o no explota su derecho exclusivo.” “En tales casos la contraposición entre el 

interés público y el interés privado del titular de la patente puede solucionarse a través de instrumentos jurídicos 

diversos”  y refiere a las excepciones, expropiación y licencias obligatorias”. Vid. BERCOVITZ RODRÍGUEZ-

CANO, Alberto, “Notas sobre las licencias obligatorias de patentes”, en Actas de Derecho Industrial y derecho de 

autor(ADI), p. 55. (There are cases in which there are reasons of public interest that cannot be satisfied with the 

exclusive exploitation that the Law grants to the patent holder, or that are not satisfied given the way in which 

the owner exploits or does not exploit his exclusive right." "In such cases the opposition between the public 

interest and the private interest of the owner of the patent can be solved through different legal instruments" and 

refers to exceptions, expropriation and compulsory licenses).  
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In essence, the balance between public interest and the patent holder interest responds to the 

objectives of the patent system functioning. The corrective mechanisms are a manifestation of 

this objective by providing remedies for an abusive exercise that jeopardize the purposes of 

patents and system. The interests of third parties and other objectives defined as public 

interest in the realization of social needs are affected when these dysfunctional uses have 

arisen. 

These mechanisms realizes the appropriate measures to prevent abuses
102

labelled the 

international under Paris Convention.The international regime includes the option to design 

measures to address the abuse of patent rights. Art. 5 Paris Convention, when exposes, for 

instance, to compulsory licenses to prevent the failure to work the patent. It drives all the 

corrective regime related to dysfunctional uses. Furthermore, Art. 8.2 TRIPs Agreement 

allows to adopt appropriate measures to face abuses comes from the exercise of the patent 

rights by the IPRs holder
103

. It has not been stated in the mentioned treaties which are the 

abuses expressly.  On the other hand, international regulation does not exclude the option 

concerning to define such dysfunctional and to regulate the remedies in the field of 

intellectual property or any other field of law. Thus, it is the faculty of the national legislator 

when he/she determines the legislative technique with which will be regulated the abuses, to 

define it as well as the “appropriate measures” in order to face that dysfunctional uses. The 

regulation should be, however, conditioned under the content of the international obligation. 

Due to the legal nature of the international provision, it should be interpreted closely related 

to the legal obligations of the treaty, it means, non-isolated due to its international obligation 

inter se nature. The legal options to prevent abuses regulated does not exhaust the use of civil 

remedies in order to face abuses of private rights such as patent, which is at least theoretically 

applicable under civil legislation. This issue is also provided in competition law when 

regulates the abuse of dominant position in the market related to patent and others IPRs. 

What conducts are dysfunctional uses, on the one hand, it has been a key complexity at the 

time of the implementation of the mechanisms as well as the effectiveness and functioning of 

the mechanism that the legal order expects. The assessment of a kind of behavior under the 

referred lens depends on the circumstances of each case, namely, the right exercised in an 
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Cfr. Art. 5 Paris Convention.  
103

Cfr. TRIPs Agreement, Art. 8.  
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abusive manner, the behavior of the patent holder, and the social and economic context in 

which it has been realized
104

. 

The strategic behaviors of the patent holders are constantly a subject of concern, especially 

with regard to the way to confront it with regulated mechanisms. Recently, behaviors under 

the patent hold-ups label break down opinions about behaviors in exercise of rights conferred 

in practice which have harmed effects: patent trolls, patent tickets, patent ambush, patent 

clusters. These are practices qualified as strategic behavior that push the application of the 

mechanisms of patent legislation to the limits. 

At the time, prominent solutions have come from the Competition Law. The strategic 

behavior of patent holders also interacts with and play a key function with regard to markets 

characteristics, supply of the market with imported products, prices, restrictive licensing 

behaviors and refusal to licensing, which has only extreme solutions in patent legislation, for 

instance, the compulsory licenses. In addition, is has been quoted collaborative behaviors of 

patent holders in contrast with these dysfunctional uses in sectors where the former limit 

innovation and commercial performances, e.g. patent pools
105

  and standards
106

. 

The abusive exercise reaches the scope of the enforcement actions by the patent holder 

against competitors, especially the action of cessation of use as a precautionary measure, 

which has been another practice faced with the denial e.g. denial of injunctive relief by courts. 

The abuse by the patent holder shapes a dysfunctional use. Courts must decide whether the 

conducts are abuses and then to order a cessation of the infringement, which has led to some 

foreign scenarios in serious concerns about the denial of injunctive relief. It also shifts to 

solutions as the ex post liability regimes that substitute the exclusive right of the patentee into 

a right to remuneration by allowing third parties to use it without authorization of the owner 

in response to efficiency assessments and transaction costs of the patent
107

. 

In addition, it must be noted the fact that the Patent law harmonization has sheltered the 

doctrinal expansion from one to other national context and legal tradition, which make that 
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Vid. HILTY, Reto M., “Legal Remedies Against Abuse… op. cit., p. 381 
105

Vid.CARBAJO CASCÓN, Fernando, “Los consorcios …op. cit., 139 
106

 The technical, industrial, commercial or market standard consists of the establishment of technological 

criteria, as well as standardized methods, procedures or practices for production or services in a concrete market 

scenario. This technical or qualitative rule establishes a technical requirement for this technological or market 

sector. Vid.“La problemática de las patentes indispensables en estándares técnicos y la eficacia de los 

compromisos de licencia en términos FRAND”, Revista Electrónica de Direito, No. 3, octubre 2016, 

Universidad de Porto, pp. 3 y ss. 
107

Vid. CASTRO BERNIERI, Rosa J., Ex-post Liability Rules in Modern Patent Law … op. cit. 
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those doctrines created in the common law legal tradition must be transplanted to continental 

or civil law systems, notorious within the European context.  

In fact, recognizing that the exercise of the rights by the patent holder is not unlimited is 

established with an entity of ordering fundamental and principle of the patent system. 

Contrasting limitations to the scope of the patent, whose theoretical and practical justification 

is unquestionable, the patent system performs an ex ante balance exercise that allows the 

legislator to establish the means to sustain that balance between competing a priori opposite 

interests. 

It is notorious in the doctrinal and practical development of the treatment of abuse situations 

related to patents, but applicable to IPRs, that the competition sector has offered prominent 

solutions to consider ex post to face abusive practices. From the doctrinal point of view, the 

relationship between both normative sectors has been reconfigured, above all due to the 

creation of the European Common Market supported by the foundational treaty. The inclusion 

of provisions relating to competition in the TRIPs Agreement has paid attention to this aspect. 

Above all, the interactions and complementarity between both sectors have been recognized 

in the patent legislation through assumptions of the compulsory licensing mechanism, and ex 

post has been indicated in the qualification and analysis vis-à-vis of certain practices by 

competition authorities. The disparity of regulatory models of competition contrasts with the 

uniformity of patents from the comparative law perspective.   

However, the European jurisprudence has uniformed the application and interpretation of the 

rating rules of anti-competitive behaviour of the owner in various practical manifestations that 

have illuminated the Law of patents to regulate their own mechanisms. The difference 

between the existence and exercise of IPRs has been completed with the setting of 

jurisprudential standards, in which the acquisition of IPR, its exercise and enforcement is 

lawful and does not imply per se a dominant position in the relevant
108

. The patent holder can 

enjoy and consolidate his/her position which has been acquired by the merits of his/her 

activity and innovations
109

. 
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Vid. MARTÍN ARESTI, Pilar, “Capítulo 15. Derecho antitrust y protección de los bienes inmateriales, GARCÍA-

CRUCES GONZÁLEZ, José A. (Dir.), Tratado de Derecho de la competencia y la Publicidad, vol. 1, Tirant Lo 

Blanch, Valencia, pp. 1005-1069.  
109

Vid. ULLRICH, Hanns, “Mandatory Licensing Under Patent Law and Competition Law: Different Concerns, 

Complementary Roles”, HILTY, Reto M., Kung-Chung LIU, (eds.), Compulsory Licensing. Practical Experiences 

and Ways Forward, Springer-Verlag, Berlin Heidelberg, 2015, p. 362. 
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1.3. The exceptions to rights conferred to the patent holder 

The exceptions are an ex post corrective mechanism conceived to remark such derogations of 

the patent holders rights
110

.The exceptions provide the first designed ex post balance when the 

legislation regulate a diversity of legal tools in order to limit the scope both of the patent 

rights and the enforcement actions by the patent holder
111

. The mechanism has been 

recognized and labelled as a flexibility space
112

 provided by TRIPS Agreement
113

. 

It is possible to identify the regularly, commonly exceptions from the comparative law 

perspective; there are among other, the experimental and research exception; the so-called 

Bolar exception for obtaining an sanitary or approval authorization to commercialize a 

patented pharmaceutical product when patent validity expires
114

the private, non-commercial 

uses exception, the pre-emption rights, as well as the employment in ships, aircrafts in transit 

which was regulated early accepted by member States under Paris Convention
115

. Both 

regulation and follow on discussion have confirmed that the exceptions are designed to limit 

the ius prohibendi by the patentee, then, certain activities covered by the exclusivity are 

excluded under the exceptions and they will not infringements on the one hand, as well as 

those acts made by third parties and permitted by specific exceptions. Indeed, it is one of the 

open ending regulatory chapters within the patent law landscape
116

. 
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Vid. PIRES DE CARVALHO, Nuno, The TRIPs Regime of Patent Rights, 2
nd

 ed., Kluwer Law International, 

London-The Hague-New York, 2005, pp. 247-253.   
111

BENTLY and SHERMAN, recognize the balance as purpose. They argue: “At a general level, the exceptions 

balance the interests of patentee against the interest of other groups, such us competitors, previous users, traders, 

and non-profit bodies, as well as teaching and research establishments”, Vid. BENTLY, Lionel, Brad SHERMAN, 

Intellectual Property Law, Fourth Edition, Oxford University Press, Oxford-New York, 2014, p. 635. 
112

 The flexibility is not only related to the regulation in the TRIPS Agreement but also provided an adjustable 

space that allow to adapt the exceptions to the national context. 
113

Vid. HERRERA SIERRA, Luisa F., “Capítulo 17. Las patentes y las flexibilidades del Acuerdo sobre los 

ADPIC”, Ernesto RENGIFO GARCÍA (director), Derecho de patentes, Universidad Externado de Colombia, 

Bogotá, 2016, pp. 643-646.   
114

Canada-Patent Protection of Pharmaceutical Products. Vid. WTO Report of the Panel, Canada-Patent 

Protection of Pharmaceutical Products.  17 March 2000, WT/DS114/R, at para. 7.20, 

http://www.wto.org/english/tratop_ e/dispu_e/7428 d.pdf  
115

Cfr. Art. 5ter(a) Paris Convention. A detailed analysis was made by BODENHAUSEN. Vid. BODENHAUSEN, G. 

H. C., Guía para la aplicación del Convenio de Paris para la protección de la Propiedad Industrial, BIRPI, 

Geneva, 1969, pp. 89-91. 
116

An updated domestic and international interest lies on exceptions as a promise to face the criticism related to 

patentable subject matter, public policy objectives related to human rights and health, and system objectives such 

as research and follow-on innovation and third-party uses. Within the WIPO, discussions have been promoted in 

the Standing Committee on Patent Law, oriented in the 13th session and resumed with reports in the 15th, 16th 

and 17th sessions through detailed studies that review the exceptions and exclusions of patents in national 

legislation in member countries. 
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The patent law international regime allows a broader degree of discretionary power, thus, it 

can be regulated exceptions driven to seek diverse aims under the requirement to overcome 

then provided under Art. 30 TRIPS Agreement -the three-step test
117

.  

Designing exceptions is labour under the discretionary power of national law maker
118

 who 

should create a set of exceptions that limits the patentee rights in the light of public interests 

and the goals of the system, namely, to facilitate access to patented knowledge, its 

dissemination and with those, the follow-on innovation. In sum, the exceptions are 

derogations to the ius prohibendi patent rights and limitations to the use of enforcement 

actions by the patent holder, in the light that the patent holder can use it face legally permitted 

uses to third parties.  

The nut of the regulation is made up for three pieces that legislator and courts must take into 

consideration at the time to adopt one specific exceptions; they are stated under the Art. 30 

TRIPS Agreement three-step test: 1) the interpretation by WTO DS Panels concerning 

exceptions regulation in compliance with the TRIPs Agreement; 2) the exceptions provided 

under Paris Convention, thus these are into force via Art. 2 TRIPs Agreement; 3)Finally, 

comparative law provides a third core piece because of the development of the particularly 

designed exceptions that comes from national court decisions and trade practices. The current 

in force exceptions have been originated from national courts decisions and statutory 

provisions. Indeed, they have been replicated from national experiences to other national 

contexts. 

International obligation is rather open and flexible. It is under domestic interpretation, thus, it 

is not regulated in a manner to state an exhaustive set of exceptions. In sum, it lies under 

legislative and judicial developments in view of the origin of the exception. FRANKEL argues 

that the international framework offers parameters for the implementation of the exceptions 

into the national legislation
119

. BENTLY and SHERMAN remark that it is as a flexible and 

dynamic mechanism which allows their adaptation to the demands of national contexts. It also 
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Cfr. Art.30 TRIPs Agreement.  
118

 Considering that the exceptions are discretional in terms of their implementation by the States in their 

respective legal systems, and that they are also limited at the borders of the requirements in the form of criteria 

established by the legal provision. Vid. MALBON, Justin, Charles LAWSON, Mark DAVISON, The WTO Agreement 

on Trade-Related Aspects of Intellectual Property Rights: a commentary, Edward Elgar, Cheltenham-

Northampton, 2014., p. 473 y ss.  
119

 FRANKEL argues: “What TRIPS does is provide parameters for exceptions, including parameter for uses of 

compulsory licences.”,FRANKEL, Susy, Jessica C. LAI, “Recognised and Appropriate Grounds for Compulsory 

Licences: Reclaiming Patent Law’s Social Contract”, HILTY, Reto M., Kung-Chung LIU, (eds.), Compulsory 

Licensing. Practical Experiences and Ways Forward, Springer-Verlag, Berlin Heidelberg, 2015, p. 162. 
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may respond to the expansions of patentable subject matter and patented rights due to their 

future adaptability120. 

Concerning Art. 30 TRIPs Agreement, it is convenient to analyse its content. The  ruled 

requirements are cumulative
121

.  Thus, exceptions must be: 1) limited; 2) it does not 

unreasonably attack exploitation by holders; 3) it does not cause unjustified damage to the 

legitimate interests of the owner, taking into account legitimate interests of third parties.  

These are the three steps under the international legal rule. At the first glance, it sounds too 

vague requirements. Early, WTO panels interpreted the scope and provided an intended 

interpretation
122

.Panel opinions high a rate that exceptions must fulfill in compliance with 

TRIPs, notably when it comes to other fields not examined before
123

. However, panel 

decisions are only an interpretative instrument. Thus, it permits to adopt new approaches in 

other dispute due to the individual interpretation in the light of the cases and exceptions 

related. It would be change according with the new circumstances
124

. In regard to the third 

requirement of the three-step rule commenters has argued that it offers  opportunities to deal 

with public policy issues, thus it is relevant in order to match the legitimate interests of the 

owner and those of third parties
125

. 
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 “Exceptions will play an increasingly important role in setting the limits of patent protection in the future.”. 

Vid. BENTLY, Lionel, Brad SHERMAN, Brad, “Limiting Patents”, HILTY, Reto M., Kung-Chung LIU, (eds.), 

Compulsory Licensing. Practical Experiences and Ways Forward, Springer-Verlag, Berlin Heidelberg, 2015, p. 

329. 
121

Panels interpretation on the rule has been viewed with suspicion in view if the fact that it conditions the 

interpretation that the same should be made by the legislator and national courts in their application of the 

exceptions. The recognized exceptions must overcome the three requirements in an accumulated manner, 

considering that the WTO panel insisted that these are criteria that have a different meaning and content in the 

verification of the legality of the exception. Annette KUR express: “major problems result from the panels’ 

insistence that the three requirements are separate from each other and must be passed subsequently and 

cumulatively. It was also mentioned that this does not necessarily follow from the wording of the provision, 

which also warrants the understanding that the three steps form different elements, each of which must be 

included in a comprehensive analysis.” Vid. KUR, Annette, “Limitations and exceptions… op. cit., p. 246.  
122

Vid. Kur also arguing: “the interpretation of the three- step test by the WTO panels needs to be revisited.”; 

“the WTO- panels’ reasoning is frequently considered as dissatisfactory and one-sided”, p. 255; the attention of 

the patent panel was practically exclusively focused on the “legitimacy” of the proprietors’ interests.”, KUR, 

Annette, “Limitations and exceptions… op. cit., p. 232 
123

 “the interpretation endorsed by the WTO panels raises the risk that the freedom of legislatures to espouse the 

solution they consider as appropriate is put in jeopardy. Where legislators and courts rely on the panels’ narrow 

interpretation of “limited exception”, “(certain) special cases”, and “normalcy”, and where the view rules that 

legal objectives do not count in the assessment of what is acceptable, the stakes may become too high for 

limitations to be sustained, in particular where they venture into untested areas.”, KUR, Annette, “Limitations 

and exceptions… op. cit., p. 239 
124

In light of the Vienna Convention on the Rights of Treaties, which is applied to the WTO Understanding, 

namely, the interpretation provisions under Art. 31.3 lit. a y b Vienna Convention, it would be the feasible 

interpretation with regard to the panels decisions and the legal value of the international organizations decisions.  
125

Vid. KUR, Annette, “Limitations and exceptions… op. cit., pp.  232-236. 



 

43 

 

The exceptions indicate that for them only a strict and restrictive interpretation is possible, 

supported by the literality of the normative provision and in the line of the panel arguments 

based on Art. 30 TRIPs Agreement. This requires a clear regulation which should not be 

excessively remissive. Given its condition of derogations to the conferred rights, its character 

is predominantly legislative.  

Concerning regulation, the treatment they receive varies from the comparative law 

perspective. It is easy to understand considering they shows a differences concerning content, 

justifications, objectives, national scenarios where it operates, as well as the diverse origin -

legislative or case law decision by courts- and actors playing a role of interpreting and 

applying -courts in infringement proceedings. The burden of proof and other procedural 

aspects that allow its used by third parties remains a complex matter. This matter results in 

inconsistencies and variability among national legislation, with the national context where 

they operate that will measure their effectiveness. It is important to highlight that the several 

implications concerning goals of the patent system. The goals to incentive follow-on 

innovation, access and dissemination of patented knowledge through the experimental or 

research exception as a rule and its specifications; in this regard, the exception to carry out 

activities related to obtaining sanitary authorizations for pharmaceutical and similar products, 

so-called Bolar exception that highlights a specific public interest with the entry of generics 

or equivalent drugs into the commerce. 

The experimental or research exception operates as an exceptional general rule
126

. It is 

possible to identify it as a general exception rule for all research uses and activities, even 

those that are not purely experimental; or it can be understood as an exceptional rule, which 

proves the absence of a general exception that only covers purely experimental acts
127

. 

Despite the clarity of its purposes, it does not escape controversy in its scope. When 

conceived in several national systems
128

and regional instruments
129

, this exception has its 
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Vid. CORNISH, William, “Experimental Use of Patented Inventions in European Community States”, 

International Review of Intellectual Property and Competition Law (IIC), 29, 1998, pp. 735-753; VAN 

ZIMMEREN, Esther, Gertruii VAN OVERWALLE, “A paper tiger? Compulsory license regimes for public health in 

Europe”, International Review of Intellectual Property and Competition Law (IIC),42, pp. 4–40: Centre for 

Intellectual Property Policy (CIPP), “The research or experimental use exemption: a comparative analysis”, 

(Centre for Intellectual Property Policy Publications, Montreal, 2004, http://www.ipgen.un- 

montreal.ca/CIPP/007.pdf 
127

Vid. DI CATALDO, Vincenzo “El uso experimental de la invención patentada ¿uso libre o violación de la 

patente?, Actas de Derecho Industrial y derecho de autor (ADI), volumen 28, 2007-2008, Marcial Pons, Madrid, 

p. 138-139.  
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Experimental use exception. UK, Patent Act 1977, s. 60(5, 6), Spain, Law 11/1986 art. 52.1 b) 
129

 Art. 27.b Convenio de la Patente Comunitaria.  actos realizados con carácter experimental que se refieran al 

objeto de la invención patentada”. Vid. CPC  
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origin mostly accepted for non-commercial research activities carried out by universities and 

public research entities. The exception scope in this light was limited in such terms, with 

which it has been subject to normative innovations that extend it
130

, normative or 

jurisprudential confirmations
131

 of restricted exceptions
132

such as the case of the United 

States
133

.  Therefore, it is possible to differentiate between an extended exception in contrast 

with a restricted one. Regulatory trends differentiate the research exception for non-

commercial purposes from that experimental exception in order to build its own scope in 

order to avoid the former legal regulatory technique which reduces and obscures the exception 

scope.  

Recently, interpretative developments extend the exception to cover experimental uses 

independently of the public or private condition of the person who executes them
134

, and the 

purposes, including experimentation with commercial purposes on the patent
135

. In this 
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 En el escenario europeo, sobre todo, se observa una expansión de la excepción de experimentación.  
131

 NARD CRAIG argues the US experimental exception with two sources, statutory in the case of the Bolar 

exception, and a judicial jurisprudential common law experimental use. “Indeed, the Federal Circuit has never 

applied the doctrine in a manner that would absolve infringement liability.”, NARD, Craig Allen, The law of 

patents, Aspen Publishers-Wolters Kluwer Law & Business, New York, 2008, p. 732. “The Federal Circuit has 

taken a very narrow view of the common law experimental use exemption.”,NARD, Craig Allen, The law of …op. 

cit., p. 746.  
132

 The jurisprudential created theory by which the test on the research exception in the United States was 

developed is altogether excessively limited and restricted. 
133

  Vid. ZIMMEREN, Esther, Gertruii VAN OVERWALLE, “A paper tiger? Compulsory license … op. cit., pp. 4–40.  

“in the United States the research exemption is not part of the patent act but exists as a judicially created theory. 

The theory has a very narrow scope of application. In the landmark case Madey v. Duke University (Madey v. 

Duke University, No. 01-1567, 307 F.3 d 1351 (Fed. Cir. 2002). “Regardless of whether a particular institution 

or entity is engaged in an endeavour for commercial gain, so long as the act is in furtherance of the alleged 

infringer’s legitimate business and is not solely for amusement, to satisfy idle curiosity, or for strict 

philosophical inquiry, the act does not qualify for the very narrow and strictly limited experimental use 

defense.’’ “Furthermore, the profit or non-profit status of the user is not decisive for the applicability of the 

doctrine. Research projects that are financed by major research universities but that have no prospect of 

commercialization further the institution’s legitimate business objectives, including: “educating and enlightening 

students and faculty participating in these projects’’, and “serve to increase the status of the institution and lure 

lucrative research grants, students and faculty’’.  NARD, Craig Allen, The law of …op. cit., pp. 740-746. 

El efecto del fallo en Madey v. Duke University reduced in the US the use of the experimental exception by 

universities now deprived of their claim in their defense for the performance of acts that fall within the scope of 

the holder. The universities cannot invoke then the experimental use for being universities. 
134

Apparently agreed, it allows the exception to be applied regardless of the origin of the research and 

experimentation activity and the way in which the patent has been obtained for that purpose. The exception 

covers activities carried out by public entities, universities, or laboratories of private companies. This aspect is 

logical, motivated by the very organizational conditions of the science and research activity on a global scale, 

which often uses public and private funds and financing.Vid. VAN ZIMMEREN, Esther, Gertruii VAN OVERWALLE, 

“A paper tiger? Compulsory license regimes for public health…op. cit., pp. 6-9. 
135

 Sendas sentencias del Tribunal Supremo Federal alemán han incidido en la interpretación del alcance de la 

excepción de experimentación en sentido ampliado, al definir el alcance de experimentar en German Federal 

Supreme Court, X ZR 99/92 of 11 July 1995, Clinical Trials I, [1996] GRUR, 109. English translation in [1997] 

RPC 623.; vuelve a la carga y considera que la excepción tal cual se regula no distingue entre usos comerciales y 

no comerciales, y que su finalidad es la de promover el progreso científico técnico. La sentencia subsiguiente 

enfatiza que no todas las situaciones son cubiertas y analiza que deben tener relación con las teorías en que versa 

la experimentación y en proporciones que se justifiquen para los propósitos de una actividad de investigación. 
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regard, there is a consensus that preventing experimentation due to the fact that it carries 

implicit expectations of corporate profit is a contradiction and frustrates the main objective of 

the patent system; namely; the use of inventions to promote the technical progress of 

society
136

. 

Debates on the scope of the exception distinguish the experimentation “on the patented 

invention” is distinguished “with the patented subject matter”
137

; operations or verifications 

determined by the patent are carried out
138

 in the former. It responds to the purposes of 

promote and incentive follow-on innovation that it is aim of the patent system by 

improvements, modifications or new inventions which may be realized. The permissibility of 

activities carried out for the purpose of the patent is a difficult issue, because it is defended by 

a sector that research with a patent is outside the experimental uses and is an activity that falls 

into the exclusive powers of the patent. This discussion has opened the way for the regulation 

of research tools as an allowed exception. Finally, other questions regarding the scale of the 

investigation and in general, the complexities of the extension of the exception have been 

revealed
139

. 

The experimental use exception allows to articulate crucial objectives within the patent 

system with regard to the dissemination of knowledge, the promotion and encouragement of 

follow on innovation through new inventions and improvements of the previous one; it also 

allows to fill a gap concerning the patent examination, when the invention is put into 

operation with the respective verification of the disclosed knowledge, which undoubtedly the 

interest of the society in which a patent has been granted, and if not, the patent can be 

challenged granted on inaccurate or non-enforceable elements; facilitates the dissemination 

                                                                                                                                                         
German Federal Supreme Court, X ZR 68/94 of 17 April 1997, Clinical Trials II, [1997] NJW, 3092) English 

translation in [1998] RPC 423. 

It returns to the burden and considers that the exception as it is regulated does not distinguish between 

commercial and non-commercial uses, and that its purpose is to promote scientific and technical progress. The 

subsequent sentence emphasizes that not all situations are covered and analyses that they must be related to the 

theories in which the experimentation is concerned and in proportions that are justified for the purposes of a 

research activity. 
136

VIDAL-QUADRAS, Miguel, “Análisis de la excepción de uso experimental recogida en el artículo 52,6) de la 

Ley de patentes”, Actas de Derecho Industrial y derecho de autor (ADI), volumen 24, 2003, Marcial Pons, 

Madrid, 2004, p. 374.  
137

Vid. CORNISH, William, David LEWELLYN, Tanya APLIN, Intellectual Property … op. cit., p. 264 para. 6-11.  
138

Vid. DI CATALDO, Vincenzo “El uso experimental de la invención… op. cit., pp. 140-141; VAN ZIMMEREN, 

Esther, Gertruii VAN OVERWALLE, “A paper tiger? Compulsory license regimes for public health … op. cit., pp. 

6-9.  
139

 “But doubts exist about the scale, nature (experiments “on” versus experiments “with” the patented subject 

matter) and the final purpose of the experiment (commercial versus non-commercial goal), to qualify for the 

application of the exception”. Vid. VAN ZIMMEREN, Esther, Gertruii VAN OVERWALLE, “A paper tiger? 

Compulsory license regimes for public health … op. cit., p. 8.  
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and exploitation of the patent considering that the third party that makes the experimental use 

has interest in the patent and its exploitation, being able to deploy the licensing mechanisms, 

including cross-licensing
140

. 

The so-called Bolar exception
141

 demonstrate that it is possible to regulate specific exceptions 

related to technology sectors and types of inventions and that these complies with the TRIPS 

Agreement
142

. Allows the performance of acts, tests or studies required and aimed at 

obtaining a sanitary administrative authorization, which is possible for the beneficiary, de-

build the product or active substance and test the bioequivalence, safety and effectiveness of 

the substitute or generic medicine. 

The provision rationale encourages to undertake acts required in order to obtain sanitary 

authorizations before the validity of the patent which guarantees the shortest time for the entry 

of the equivalent substance into the market through the commercialization. Thus it serves the 

public interest
143

. In a field as sensitive as drugs and generics, the promise is that it will allow 

generic entry to the market without further delay, allowing greater volume of products and 

access to them, and indirectly the price decrease that should lead to markets where the 

regulation of them is set by the market
144

. In general, by mitigating or preventing de facto 

extension of the monopoly effect of the patent when its term expires, it justifies its regulation 
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Vid. CORREA, Carlos M., “Capítulo II. El régimen internacional de las patentes de invención”, CORREA, Carlos 

M., Salvador D. BERGEL, Jorge KORS, Régimen legal de las patentes de invención, t. I, La Ley, Buenos Aires, 

2013, p. 77. 
141

Roche Products Inc. v Bolar Pharmaceuticals Co (1984) 733 F. 2d 858 (Fed Cir), de fecha 23 de abril de 

1984. Roche Products Inc. v. Bolar Pharmaceutical Co. Inc, Ley Hatch-Waxman, which expressly establishes 

the legality of the preparatory acts of the commercialization 

In the case of a patent infringement lawsuit filed by Bolar Pharmaceutical before the request for authorization of 

a generic by Roche Products, which fails the Federal Circuit with the estimate of the demand. Considering this, 

the name of the exception is more than curious, because what the exception expresses is the opposite of what 

Bolar intended. As a result of this ruling, where it is alluded to that the preparatory acts were not excluded from 

the scope of patent rights, being in that sense a denial, it follows the adoption of the Hatch-Waxman law, which 

specifies and qualifies the preparatory acts as lawful. of the commercialization of these products. Judgment 

issued by the United States Federal Circuit Court of Appeals in 1984 in the Roche Products Inc. v. Case. Bolar 

Pharmaceutical Co. Inc, Hatch-Waxman Act, which expressly establishes the lawfulness of the preparatory acts 

of commercialization. In 1984, the US Congress passed the general exception in the Drug Price Competition and 

Patent Term Restoration Act of 1984, as an exception of infringement under the statute35 U.S.C. § 271(e)(1). 

(‘‘mak[e], us[e], offe[r] to sell, or sel[l] any patented invention . . . during the term of the patent therefor.’’) 

NARD expone “The accused infringer in Roche sought to assert the experimental use defense to allow early 

development of a generic drug. After the Roche decision, however, Congress changed the law, overruling Roche 

in part, but without impacting the experimental use doctrine. Congress provided limited ability for a company to 

practice a patent in furtherance of a drug approval application”. id. NARD, Craig Allen, The law of patents, 

Aspen Publishers-Wolters Kluwer Law & Business, New York, 2008, p. 741.  
142

The review of the panel was motivated by this exception and the simultaneous stockpiling exception, which, 

however, did not pass the test of the three steps applied by the WTO panel. 
143

Vid. KUR, Annette, Thomas DREIER, European Intellectual Property Law. Text, cases and materials, Edward 

Elgar Publishing Limited, Cheltenham-Northampton, 2013, p. 119.  
144

It should be noted that the regulated price policies are an element to be considered in the effect of decreasing 

prices. In the Cuban case, the prices of medicines are fixed. 
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for products that demand a considerable volume of sanitary authorizations, which means there 

is a danger of extending the experience. Similarly, evergreening by practices of the holders. 

The formalities and delays of sanitary authorizations can extend the owner's exclusivity, so 

that the purpose of the Bolar exception is to advance these procedures and allow lawful 

experimentation
145

. 

The European case shows that the regulation was transferred to the national legislation of the 

Member States
146

. Comparative law reveals that the treatment has not been homogenous
147

. 

A third party, presumably a competitor, is permitted under the Bolar exception to carry out 

preparatory acts to obtain authorization, but this exception does not cover acts performed to 

ensure exploitation and commercialization such as manufacturing and storage to immediately 

introduce the product already manufactured
148

. In this case, it is not about actions taken to 

                                                 
145

PONS DE VALL ALOMAR has quoted: “se alarga la exclusividad de la que goza el titular de la patente durante el 

plazo de tiempo que los competidores necesiten para obtener la autorización de comercialización del 

medicamento”, vid. PONS DE VALL ALOMAR, Marta, “Los límites de las patentes farmacéuticas”, Anuario de la 

Facultad de Derecho, Universidad de Alcalá de Henares, 2008, pp. 277. 
146

 Directive 2004/27/CE art. 10, which modify Directive 2001/1983/CE according to which the applicant for a 

marketing authorization “will not be required to provide the results of preclinical and clinical trials if he can 

demonstrate that the medicinal product is generic for a reference medicine that is or has been authorized under 

Article 6 for eight years at least in a Member State or in the Community. " It provides "(l) The generic drugs 

authorized in accordance with this provision shall not be placed on the market until ten years have elapsed from 

the date of the initial authorization of the reference medicine" 
147

 Concerning the Spanish case, a high academic debate arose around the Bolar clause, because it was 

introduced classification as a specification within the exception for experimental use, according to GARCÍA 

VIDAL, in Law 29/2006, of July 26, “Guarantees and rational use of medicines and health products” published in 

BOE No. 178. July 27, 2006 Art. 52.1, amending in this sense of Law 11/1986. This regulation adds or 

superimposes the Bolar clause to the experimental use exception, with the implications when evaluating whether 

it was “an autonomous and independent exception to patent rights or, on the contrary, to an exception without its 

own substantively subsumable within of the traditional experimental use. Vid. BARRERO RODRÍGUEZ, Enrique, 

Hacia un nuevo régimen de la creación industrial, Marcial Pons, Madrid, 2016, p. 104. Cout decision 42, of 

June, 30, 2010, with which its autonomous character was widely questioned by a wide sector of the doctrine. 

Additionally, it restricts the application of the Bolar exception to generic drugs. Before the entry into force of 

Law 29/2006, a doctrinal sector argued that the experiments required by the health authorities to grant 

authorization to market the generic product could not be framed in the exception relating to acts performed for 

experimental purposes. Vid. MONTAÑÁ MORA, “La “cláusula Bolar” de la Directiva 2004/27: una nueva 

excepción a los derechos de patente a cambio de la armonización del período de exclusividad de datos a diez 

años”, Cuadernos de Derecho Farmacéutico, núm. 13, 2005, pp. 13-ss. They argue that prior to its introduction, 

it was not applicable to the protection of the acts of experimentation and research in general. Vid .BARRERO 

RODRÍGUEZ, Enrique, Hacia un nuevo régimen ... op. cit., pp. 100-109. On the contrary, those who argue in this 

area an inadequate interpretation and argue that the strict commercial nature in the appreciation of the exception 

was for the purposes of the patent system in relation to scientific progress, sustained in the argumentative line of 

European comparative experience. Vid. TATO PLAZA, Anxo, “Procedimiento de autorización sanitaria y derecho 

de patentes”, RGD, núm, 631, 1997, pp. 3527 y ss., 3542-3543; VIDAL-QUADRAS, Miguel, “Análisis de la 

excepción de uso experimental … op. cit., pp. 359. To the enthusiasm of those who consider meritorious the new 

regulation of the provision and exception, oppose others, when they consider: “El hecho de que estén en dos 

supuestos distintos no nos parece relevante, en ambos casos se trata de excepciones al Derecho de patentes.”. 

Cfr.LOBATO GARCÍA, Manuel, “Capítulo XII. Los efectos de la patente …op. cit., p. 285. 
148

GARCÍA VIDAL  argues: the balance of interests is summarized, therefore, as follows. The manufacturer of 

generic drugs can apply for marketing authorization before the patent of the reference product expires, since 

under the Bolar clause he will not be infringing the patent. In addition, this application is not obliged to provide 
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obtain the mandatory administrative authorization from the health authorities to which the 

Bolar clause refers
149

. This was the meaning appreciated by the panel in relation to the 

stockpiling exception. The ius prohibendi empowers the owner of the patent to prevent the 

manufacture or possession of a product (patented, or obtained directly by a patented process) 

in order to introduce it into the market.  

Private non-commercial uses are permitted. Under this issue, several uses are included such us 

the following: uses of the patented invention within the private domain, in addition to uses 

clearly oriented for non-commercial purposes, such as non-profit institutions such as NGOs, 

where their use is not confined to the strictly private sphere.  

The pre-user
150

 is one of the old exceptions of the international regime, and remains as the 

few regulated recognizing the sense of the international obligation. This set of exceptions 

applies in the product manufacturing phase as well as in the post-production phase, but only 

in this case does it protect the person who implemented it, since the acts subsequent to 

experimentation and private use carried out by third parties who acquire the object, may 

infringe the rights of the patent holder. From the foregoing it is inferred that the normative 

recognition of these exceptions considerably relieves the burden of proof on users for these 

purposes.
151

 

It should be noted that an essential element of the exceptions lies in their applicability to 

objectives that weigh the interests of third parties, allow the legitimation to third parties to be 

tolerated in the use of the patented invention and, thereby, acts to defence the permitted uses, 

                                                                                                                                                         
the results of clinical and preclinical trials, provided that at least eight years have passed since the authorization 

of the reference medicine in the European Union or in one of its States. But, on the other hand, the manufacturer 

of generic drugs will not be able to proceed with the effective commercialization of their products until two 

conditions are met: 1) that they have passed at least ten years since the marketing authorization of the reference 

medicine, and 2) that the patent on the reference medicine has expired). 

(Original Spanish quotation: “El equilibrio de intereses se resume, por tanto, del siguiente modo. El fabricante de 

medicamentos genéricos puede solicitar la autorización de comercialización antes de que caduque la patente del 

producto de referencia, pues en virtud de la cláusula Bolar no estará infringiendo dicha patente. Además, en esa 

solicitud no está obligado a aportar los resultados de los ensayos clínicos y preclínicos, siempre que hayan 

pasado al menos ocho años desde la autorización del medicamento de referencia en la Unión Europea o en 

alguno de sus Estados. Pero, en cambio, el fabricante de medicamentos genéricos no podrá proceder a la efectiva 

comercialización de sus productos hasta que se cumplan dos condiciones: 1) que hayan pasado al menos diez 

años desde la autorización de comercialización del medicamento de referencia, y 2) que haya caducado la 

patente sobre el medicamento de referencia”. Vid. GARCÍA VIDAL, Ángel, “La Clausula Bolar. (La licitud de los 

actos preparatorios de la autorización para comercializar un medicamento genérico realizados durante la vigencia 

de la correspondiente patente farmacéutica)”, Actas de Derecho Industrial y derecho de autor (ADI), volumen 

26, 2005-2006, Marcial Pons, Madrid, 2006, p. 206.  
149

 Vid. GARCÍA VIDAL, Ángel, “La Clausula Bolar …op. cit., pp. 203-204.  
150

 Vid. BODENHAUSEN, G. H. C., Guía para la aplicación del Convenio de Paris… op.cit., pp. 44, 46-47.  
151

Vid. VAN ZIMMEREN, Esther, Gertruii VAN OVERWALLE, “A paper tiger? Compulsory license regimes for 

public health … op. cit., pp. 6-9.  
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which trigger procedural concerns with regard to the burden of proof, indeed they should be 

alleviated in favour of third parties. 

1.4. Compulsory licenses 

Compulsory licensing regime is the prototype and symbolic tool for public intervention within 

patent law and system by which patentee rights are limited under certain grounds
152

. A 

compulsory license is a compulsory mechanism by which national authorities with 

competences, administrative or judicial, decide the exploitation of the patent by a third party 

without authorization of the patent holder, when there are situations of dysfunctional uses of 

the patent which constitute an interest public with regard to the patent exploitation. This 

decision may operate ex officio or at the request of a third party interested in the exploitation. 

The mechanism has served to identify dysfunctional uses caused by certain behaviour of the 

patentee, i.e. those that imply an abuse of the right of the patented, and that can motivate 

dysfunctions in the patent system, the public interest for reasons of health, environment and 

needs of the Government
153

. 

The mechanism regulation has been permanently used in contrast with the practical use. It and 

is recognized to a greater or lesser extent in the national comparative legislation. In the last 

decade, compulsory licenses have been rediscovered in various ways, namely, with their 

application in countries such as Brazil, India, Thailand, South Africa, Ecuador, with the 

improvement of regulation to respond to health demands and research and subsequent 

innovation that articulate the mechanism with access to knowledge and technology patented 

in France, Belgium, Switzerland, and with the interaction with the field of Competition in 

response to doctrinal constructions - essential facilities in the United States and Europe and 

practices competitive as the abuse of dominant position in the market. These situations 

manifest a theoretical renewal of one of the original regimes of ex post intervention of patent 

law. 

The grounds to trigger a compulsory licensing mechanism legally regulated are a detailed 

expression of such dysfunctional uses of patents. Compulsory licensing grounds are driven to 

                                                 
152

The compulsory license given its nature and extracontractual forced origin, is not per se a license because of 

the latter lacks of voluntary nature. The term license provokes some inferences regarding the negotiated nature 

due to its widespread use in atypical contractual figures. In its international regulation version, it is referred to as 

“other uses without authorization of the owner” and are grouped with the government uses. However, it is 

undeniable that it refers to the exploitation of the patent beyond semantic matters, which similarly seeks the 

contractual license. Homologous terms refer to the effects of compulsory licenses: non-voluntary licenses, 

mandatory legal licenses, compulsory licenses. Vid. PIRES DE CARVALLO, “The TRIPs Regime of Patent Rights”, 

Kluwer Law International, London, The Hague, New York, 2002, pp. 315.  
153

Vid. BEIER, Friedrich-Karl, Exclusive Rights, Statutory Licenses and Compulsory Licenses in Patent and 

Utility Model Law, IIC 1999, Heft 3, p. 261. 
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replay to multiple corrective objectives, thus, the employ of compulsory licensing mechanism 

is driven by intrinsic objectives and system-general objectives of the patent system
154

. In sum, 

it provides the same answer to face a bundle of situations and behaviours, then several 

grounds demand on requirements and procedural particularities that remarks the specialties as 

part of the regime. Above all, “the legal instrument of the compulsory licence doubtlessly 

remedies certain imbalances inherent in the IP system in view of possibly conflicting interests 

of the parties involved”
155

.  

The effect of the mechanism is to impose to the patent holder an instrument that forces 

her/him to tolerate the exploitation carried out by third parties. The patentee right to exclude 

do not reach to prevent third parties to use the patented invention under compulsory licensing 

regime. It is essentially a mechanism to make a balance between public and private interests 

by which the patent exclusive rights are suspended while the circumstances that gave rise to it 

still exists. When such circumstances have disappeared it will also impose the end of the 

mechanism.  

Compulsory licensing modifies substantially the patent scope, at least theoretically, from the 

patent ius prohibendi and the right to prevent others and exclusive exploitation into a right to 

receive a remuneration fixed by the competent authority.   

National patent law regulates compulsory licenses explicitly or not, following different 

legislative models to regulate that without uniformity; it is also a judicial implicit solution, 

both responds to the legal systems and traditions. The international regime and regional 

supranational law outline the key aspects in order to configure the national regime and 

regulate it in national legislation. 

Conversely, compulsory licenses have been scarcely applied in practice. There is no doubts 

that it is an ultimate and exceptional measure that trigger high conflicts due to its mandatory 

feature and the forced adoption by national governmental authorities by developing countries 

and less developing countries. By supposing a contradiction between the patent holder 

interests versus third parties, it is, private interest versus public interest that is exacerbated 

considering the fact of the complex phases to adopt it. To award a CL, it is running a path 

plagued by conflicts: prior negotiations, or the unquestionable statement in other cases. The 

                                                 
154

 Vid. ULLRICH, Hanns, “Mandatory Licensing Under Patent Law and Competition Law: Different Concerns, 

Complementary Roles”, HILTY, Reto M., Kung-Chung LIU, (eds.), Compulsory Licensing. Practical Experiences 

and Ways Forward, Springer-Verlag, Berlin Heidelberg, 2015, pp. 334-336. 
155

 “The legal instrument of the compulsory licence doubtlessly remedies certain imbalances inherent in the IP 

system in view of possibly conflicting interests of the parties involved—specifically, the interests of the right 

holder, on one hand, and those of the general public, on the other.”. Vid., HILTY, Reto M., “Legal Remedies 

Against Abuse… op. cit., p. 378. 
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forced origin and related implications due to it consists in a suspension of exclusive rights 

upon arguments of the most diverse origin and weight. Apparently, CL contradiction of the 

supports of patents as exclusive rights –it is a sacred idea that lies on the private nature and 

predominant private property nature
156

- versus the recognition of patent limits. All of these 

turn compulsory licenses into one of the most complex and controversial mechanism within 

patent law since its inception. 

An assessment that allows to review doctrinal questions regarding the compulsory licensing 

regime nature as a discretionary mechanism, or the need for its evolution to a mechanism that 

protects the rights of third parties, which can qualify the procedural scaffolding of the 

institute, judicial, administrative, through the legitimates to request it. Governance 

assessments are derived from this issue. The differences between compulsory licenses 

schemes in which the mechanism is initiated by request of third parties arose from such in 

which their use starts by public authorities, v.gr. ministers of different ministries, open a 

debate concerning the best public authority to apply for a compulsory license. It happens 

when a public interest is argued.  

Compulsory licenses regulatory schemes are supported in an activity of a diversity of 

authorities: administrative actors
157

, executive actors
158

, judicial actors
159

, as well as 

heterogeneous actors in multiple awarding systems determined by the several grounds
160

.  The 

distinction between obligatory judicial and administrative licenses
161

, is being discussed 

opening an interesting debate
162

.  

                                                 
156

 ULLRICH, Hanns, “Mandatory Licensing… op. cit., pp. 334, 346-347.CORNISH, William, David LEWELLYN, 

Tanya APLIN, Intellectual Property … op. cit., pp. 7–40. 
157

 UK, Sect. 48 et seq. UK Patents Act. 
158

 Italy: Arts. 73, 80, c.prop.ind.; Belgium attribute the competence generally and directly to the interested 

ministries Belgian system, cfr. Arts. 31–38 Belgian Patent Act; 
159

 Germany (§ 24 PatG); Switzerland (Art. 36–46 Swiss Patent Act). Arts. L 61-13, L 613-15 c.prop.int. 

attribute to Courts the authority to grant compulsory licences for non-use and in dependency cases and lack of 

working a patent. France (Arts. L 61-13, L 613-15 c.prop.int.) attributes to the courts the authority to grant 

compulsory licences for non-use and in dependency cases, respectively, whereas Arts. L 616-16–L 613-18 

c.prop.int. attribute to the Minister concerned the authority to establish the system of licences of right, which 

then are to be obtained from the Minister in charge of intellectual property, with, however, the determination of 

royalties being reserved to the courts, should parties not agree.  
160

 Spain, Law 24/2015 Art. 90 -101. Spanish government declares a public interest (art. 95). In such cases 

related to insufficient exploitation and patent dependency, the patent office grant it replaying a request of a third 

interested party; such cases of anti-competitive practices, it is declared by the patent office when the behaviour is 

declared as such by the competition authority or competent court (art. 94). 
161

 French patent law differentiates between licences obligatoires judiciaires y licences obligatoires 

administratives.  
162

 “The choice of a judicial administration of compulsory licensing system favours a transition from granting 

compulsory licences by the exercise of some discretionary power to granting them as a matter of right, i.e. it 

favours the introduction of a right or a claim to obtain a compulsory licence; at least it tends to narrow the 

margin of discretionary power”. Vid.ULLRICH, Hanns, “Mandatory Licensing… op. cit., p. p. 337. 
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Designing the regulation of compulsory licenses, the international framework must be 

considered in order to calibrate the compulsory licensing system within the domestic 

landscape as way to comply with international obligations
163

. It is not possible to avoid the 

long tract and the warm  discussions of the international proviso negotiation since Art. 5A 

Paris Convention was introduced in The Hague revision
164

 as part of Art. 31 TRIPs 

Agreement, as it is well known regulates “other uses without authorizations of the patent 

holder”. Thus, the material scope of the Art. 31 proviso must be differentiated with regard to 

Art. 30
165

. From the interpretation of the literal and contextual content of the TRIPs 

Agreement, it is possible to state that Art. 30 excludes Art. 31, operating in their own scope of 

regulation according to lex specialis principle
166

. 

The interpretation, coherence and coexistence of both set concerning compulsory licensing 

regime has been target of academic debate as well as international intergovernmental. The 

complaints filed by the US in two cases against Latin American countries did not produce 

panel decisions, an issue that involves certain veil of speculation as well as practical and 

academic interest on the issues raised
167

.  

                                                 
163

 The compulsory licenses debate has been a permanent battlefield that has also create a fracture among States, 

with developing countries being the standard bearers in their regulation. Its debate led to the breakdown of Paris 

Convention revisions and the shift in intellectual property negotiations to the GATT, a more receptive forum 

than WIPO, where negotiations have been broken since 1982. Vid. CORNISH, William, David LEWELLYN, Tanya 

APLIN, Intellectual Property … op. cit., supra note 23, p. 291. 
164

The compulsory licenses were not recognized in the version of the Paris Convention that came into force on 

July 7, 1884. It is introduced in the Review of the Hague Conference of 1925 in Art. 5.A.2. 
165

It is well known that the TRIPs Agreement does not expressly refer to the institution of compulsory license for 

patents, when referring in terms of “other uses without the authorization of the rights holder” with the exception 

that these uses are different from those permitted under of Article 30 of the TRIPs Agreement 
166

Vid.CORREA, Carlos M., YUSUF, Intellectual Property and International Trade: The TRIPs Agreement, 

Kluwer Law International, London-The Hague-New York, 1998, p. 208. Daniel GERVAIS interpretate in 

similarly that the lex specialis principle does not allow extend the exception under Art. 30 with regard to tender 

Art. 31 TRIP. “Article 30 cannot cover cases of use by governments or by third parties authorised by 

governments, as this is covered by Article 31”. Vid. GERVAIS, Daniel J., The TRIPS Agreement: drafting history 

and analysis, 4th edition, Sweet & Maxwell, Croydon, 2012, para. 2.396. 
167

The US complains lawsuits related to compulsory licenses before Brazil and Argentina. In the case of Brazil, 

the insufficiency or lack of exploitation of the Brazilian patent law (Art. 68 Brazilian Patent Act) was 

complained. The US petition was to withdrawn the provision. An agreement with Brazil was reached, through 

which bilateral discussions at the government level would be entered even without using Art 68. It is stated by 

CORREA, that the background could be that a negative opinion was created about the issue of compulsory 

licenses based on the interpretation by an adverse panel of Art. 31 in relation to Art. 27.1 of the TRIPs and Art. 5 

CUP. See the official documents: Brazil-Measures Affecting Patent Protection, Request for the Establishment of 

a Panel by the United States, January 9, 2001, WT/DS199/3.Brazil—Measures Affecting Patent Protection, 

Notification of Mutually Agreed Solution, WT/DS199/4, G/L/454, IP/D/23/Add.1, July 19, 2001. Brazil—

Measures Affecting Patent Protection, Notification of Mutually Agreed Solution, WT/DS199/4, G/L/454, 

IP/D/23/Add.1, July 19, 2001. For a detailed study, Vid. ATTARAN, Amir Paul CHAMP, “Patent Rights and Local 

Working Under the WTO TRIPS Agreement: An Analysis of the U.S.-Brazil Patent Dispute”, Yale Journal of 

International Law, Vol. 27, p. 365,: http://ssrn.com/abstract=348660, CORREA, Carlos M., “The Use of 

Compulsory Licences in Latin America”, HILTY, Reto M. Kung-Chung LIU, (eds.), Compulsory Licensing. 

Practical Experiences and Ways Forward, Springer-Verlag, Berlin Heidelberg, 2015, pp. 43-60. 

http://ssrn.com/abstract=348660
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The international acquis of compulsory licensing regime regulates the prerequisites to be 

considered by the national legislator in its normative implementation. They reach issues of 

standardization of the national procedure, as well as substantial aspects of its configuration, 

but do not limit the national legislator to determine the grounds, as explains GERVAIS
168

. 

TAUBMAN, WAGER and WATAL consider the listed grounds as examples because they do not 

strictly under the general conditions of compulsory licensing under Art. 5.A.2 Paris 

Convention, they these would be contradictories, therefore, non-applicable v. gr. the 

requirement of prior negotiation with the patent holder in fair and reasonable terms
169

.  Article 

2.1 TRIPs Agreement preserves links with the Paris Convention Act of 1967 which Article 5 

A Paris Convention still in force
170

.  

The wording of the Article 31TRIPs Agreement makes it difficult to understand them in the 

view of it is confuse and truly cryptic
171

. The complexity of the established requirements 

obscures the functioning of the regime
172

.Compulsory licensing should consider material 

rules, in the form of conditions, namely, proportionality
173

, non-discrimination
174

, non-

                                                                                                                                                         
Argentinian case was also controversial because the same modus operandi followed by the US.  It dealt with the 

consistency with Art. 31 (k) of the provision of Law No. 24,481, Argentinian Patent Act, referring to the 

granting of licenses to remedy anticompetitive practices. Both countries reached an agreement based on the joint 

interpretation of Argentinian legislation and adopted Decree No. 26/1996, which establishes that a decision must 

first be adopted by the competition law authority under Law No. 25.156 Competition Defence Act. It had 

practical implications with regard to modern the Argentinian legislation. Vid. CORREA, Carlos M., Salvador D. 

BERGEL, Jorge KORS, Régimen legal de las patentes de invención, t. I, La Ley, Buenos Aires, 2013, pp. 376-383. 

El caso se documenta en, vid. WTO documents WT/DS171/3, WT/DS196/4, IP/D/18/Add.1, IP/D/22/Add.1. 20 

June, 2002.  
168

 GERVAIS argues: “In fact, Article 31 conditions by only setting the substantive or procedural requirements 

that have to be respected when members grant compulsory licences, though without limiting the members' 

possibility to grant compulsory licences”. GERVAIS, Daniel J., The TRIPS Agreement: drafting history and 

analysis, 4th edition, Sweet & Maxwell, Croydon, 2012, p. 165. It is also the opinion in MALBON, Justin, 

LAWSON, Charles, DAVISON, Mark, The WTO Agreement on Trade-Related Aspects … op. cit., p. 495.  
169

Vid. TAUBMAN, Antony, Hannu. WAGER, H., Jasharee WATAL, (Eds.), A Handbook on the WTO TRIPS 

Agreement”, Cambridge University Press, WTO, Cambridge, 2012, 111-112. Authors consider it is a real 

flexibility in the light that the grounds are the way to state the specialties and objectives of the regime.  
170

Vid. MALBON, Justin, LAWSON, Charles, DAVISON, Mark, The WTO Agreement on Trade-Related Aspects..op. 

cit., p. 494-495 analyzing the relationships between international treaties and the theoretical particularities and 

diverse positions in this regard. The authors consider that it is not expressly excluded the option to member states 

to include the cases of lack or insufficiency of exploitation independently in their national legislations in view of 

the Art. 2.1 TRIPs Agreement. 
171

Vid. BERCOVITZ RODRÍGUEZ-CANO, Alberto, “Notas…op. cit., p. 59. 
172

 ULLRICH argues: “These rules of international law leave some leeway for national patent policy regarding 

compulsory licences but obscure the differences between the various situations asking or allowing for the grant 

of compulsory licences”. Vid. ULLRICH, Hanns, “Mandatory Licensing… op. cit., p. 337. 
173

 Proportionality as a rule indicates that the scope of the rights conferred by the grant of the compulsory license 

must allow the exploitation of the patented invention in the same terms as the owner could carry out, for which 

purpose it must allow the exploitation of the patented technology that the compulsory licensing regime affects. 

Therefore, it must involve access to secret technical knowledge or know-how that allows its exploitation. These 

are integrated to principles such as good faith. Vid OLMEDO PERALTA, Eugenio, “Las licencias obligatorias de 

patentes para poner remedio a prácticas anticompetitivas. Análisis sistemático del art. 94 de la nueva Ley de 

Patentes”, Actas de derecho industrial y derecho de autor (ADI), volumen 36, 2015-2016, 2016, pp. 217-218. 
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exclusive
175

 and non-transferable-contractual transfers and only considering the transfer with 

the economic rights of the compulsory licensee
176

.  Geographic scope is defined by the 

territories and national market where the patent is valid
177

. Each compulsory license must be 

assessed individually for the merits and circumstances and always after a negotiation to agree 

a voluntary license has failed. It must guarantee and adequate remuneration to the patent 

holder
178

. Procedural safeguards must be established, such as modification due to the 

circumstances for reasons of fairness and judicial economy
179

 and to judicial review both the 

decisions as those related to remuneration
180

. 

In general, it should be noted that the good interpretation concerning the related compulsory 

licenses provisions, i.e. the international acquis of compulsory licensing regime, is based on 

the interpretation of the substantial strict criteria, procedural guidelines under Art. 31 TRIPs, 

the nature of measure to prevent abuses under Art. 5. A.2. Paris Convention concerning 

failure to work, the grounds stated under Art. 31 TRIPs Agreement, which must be read 

closely related to Art. 30, Art. 7 and Art. 8 TRIPs Agreement as would be defined by the 

domestic legislator. For the well normative incorporation the legislation must develop these 

criteria, for which it has a flexibility space. 

Regarding the exceptions to the conferred rights, Art. 31 and Art. 30 TRIPs Agreement  must 

be interpreted in an integrative manner, in the sense that the application of the test or rule of 

the three steps contained therein and the mutually excluding nature of the mechanisms; it 

must incorporate the interpretation of Art. 7 TRIPs Agreement; Article 8 must be integrated in 

relation to the objectives of the treaty and public interest; Articles 3-4 with regard to the 

principles of fair and equitable treatment and most favoured nation. Similarly, Article 2.1 

should be considered with regard to Paris Convention, with which Art. 5.A.2 are reconciled 

with TRIPs Agreement; the particular case of anti-competitive practices, a group of provisions 

related to this issue must be considered
181

. 

                                                                                                                                                         
174

Cfr. Art. 31 TRIPS Agreement. 
175

 Cfr. Art. 31 d) TRIPS Agreement.  
176

 Cfr. Art. 31 e) TRIPS Agreement. 
177

 Cfr. Art. 31 f) TRIPS Agreement. 
178

 Cfr. Art. 31 h) TRIPS Agreement. 
179

This requirement raises the option to revoke the license when the circumstances that gave rise to its grant have 

disappeared and are not likely to occur again. However, the eventual termination is under protection of the 

legitimate interests of the persons who have received authorization for such license.  
180

It constitutes a legal guarantee for the patent holder in order to prevent the detriment of the patent rights since 

arbitrary or abuses by the body empowered to grant the licenses will be prevented.  
181

Cfr. Art. 6, 8.2, 39.1, 40.1 TRIPs Agreement. Art. 5A 2 y 10bisParis Convention, Act 1967 with regard to 

anticompetitive and other practices related to competition law provided for in the treaty. 
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Comparative national law enshrines a compulsory license following the conditions and rules 

exposed to a greater or lesser extent. It complies with the significant importance that 

compulsory license has reached currently in certain situations in which it seems logical to 

safeguard aims related to national economic and social interests. Likewise, it is a flexibility 

against patent rights that provides an additional tool to WTO Member States. 

A compulsory licensing ground is the public interest aims. With regard to public interest 

reasons, reforms have been realized in international regime and national comparative law. For 

instance, public interest ground has triggered the uses of the compulsory licensing to certain 

extend
182

. The public interest ground includes heath and access to medicines specific aims. It 

includes national emergency, national security and defence. In addition, it also covers the 

national economy public interest.  

The delimitation of the public interest is essential due to the elasticity and the changing nature 

of the concept. Así, su justificación demanda de un andamiaje procedimental y probatorio
183

. 

La interpretación del interés público ha estado sujeta a la subjetividad y dilución propias del 

concepto indeterminado. 

The interpretation provided by the international regime that Doha Declaration reinforces, 

however, contrasts with regard to the more restrictive interpretation driven the judicial 

practice based on the German decision in “Polyferon”
184

, which has been presumably 

extended to other European courts. 
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 Alternatively, government uses and non-commercial public uses are included in the design of the general 

mechanism as other uses without authorization of the owner, since they seem oriented to satisfy these needs and 

to differentiate themselves from conventional compulsory licenses. The open concept of government uses or 

Crown use has a regulation model in the United Kingdom Patent Act. See UK Sect. 55 UK Patents Act. Vid., 

CORNISH, William, David LEWELLYN, Tanya APLIN, Intellectual Property … op. cit., pp. 750- ss.  
183  

Compulsory licenses to lower prices in Brazil has been strongly attacked by the transnationals involved but 

also by an academic sector based on the both the lack of proportionality of this and the alternatives to other 

resources and obscures the advantages of the decision in the immediate and future corrective policies. For 

criticism based on the strict interpretation of exceptionality Vid. Schötz, Gustavo J., (Coord.), Patentes y 

medicinas esenciales. La armonización entre el derecho a la salud y la propiedad intelectual, Heliasta, Buenos 

Aires, 2012, pp. 292-302.  
184

 In the law-case Polyferon orInterferon/Gamma, the Court (Bundesgerichtshof) interpretate the German Patent 

Act PatG Sec 24(1). This provision regulates the public interest as ground of the compulsory licensing regime. A 

German court states the test in interpreting the provision: “the public interest could have technical, economic, 

social, or medical aspects”; “the public interest test is satisfied in the event the patentee does not use the patented 

invention (or not predominantly in Germany) and the compulsory licence would ensure an adequate supply of 

the patented product to the domestic market.”; The patentee’s competitors are unable to ‘mask’ their business 

interest in obtaining a licence as public interest. As a result, it is factually impossible for competitors to obtain a 

compulsory patent licence on competition grounds under sec 24 of the PatG.”,Vid. Federal Court of Justice, 

Polyferon, File Number X ZR 26/92, 5 December 1995, in BGHZ 131, 247. In summary, the court considers 

among the reasons of public interest that can justify the imposition of compulsory licenses, the need to improve 

the supply of the internal market, the possible danger for complete industrial sectors, the need to prevent the 

closure of large companies, the improvement of operational safety, the promotion of public health or the 

guarantee of the uninterrupted supply of electric power. 
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The ground of health as public interest has triggered relevant patent law international regime 

reforms. It is supported by the Doha declarations concerning IP and Health. A priori it is 

considered out of the scope of the public interest ground, a particular ground related to health 

interest, that has received confirmation in the WTO Doha Round twice declarations. It is 

labelled “tailored-made solution for public health” in France
185

, Belgium
186

 and 

Switzerland
187

.It has been recognized part of the debate concerning the Myriad Genetics 

related to BRCA1 and BRCA2 gen, that promoted reforms which included exceptions to 

cover the research tools for genetic research. In general, public health interests are specified in 

various regulatory systems. 

The Doha Declaration on TRIPs and Public Health renews the interpretation of health as 

qualified public interest in the treaty under Art. 7 and 8 TRIPs Agreement; with this, 

negotiations have prompt the mechanism of export and import of medicines to countries 

without productive capacities under Art. 31bis TRIPs Agreement. In sum, in order to 

implement this obligation, various mechanisms such as licensing mechanism, the so-called 

research tools, and the implementation of Art. 31bis. 

It is possible to identify a normative connection between this public and the national economy 

public interest, the exploitation and the sufficient and sufficient supply of national needs as a 

motivation for compulsory licensing in reasonable commercial terms
188

. The trend is to apply 

for both cases, overlapping this two schemes of compulsory licensing
189

. In this case, it differs 

clearly because there is a primary consideration of public interest in the supply not only 

sufficient but also adequate and complete
190

. 

                                                 
185

In France, it is regulated an ex officio compulsory licensing regime is established with respect to a patent 

issued for medicines, medical devices, in vitro diagnostic, related therapeutic products and procedures to obtain 

such products, products necessary to obtain these products, procedures for the manufacture of such products and 

methods of diagnosis ex vivo. Art. L.613-16 French Industrial Property Code. A particular procedure recognizes 

the minister in charge of intellectual property to order the use of the ex officio compulsory license be granted, 

anyone qualified in relation to their legal, technical, industrial and financial conditions can request it. It requires 

a detailed explanation of these extremes in the application for the license in accordance with article R.613-18 of 

the French Reglament. Vid. VAN OVERWALLE, HAASL, VAN OVERWALLE (ed.), “Gene Patents and Public 

Health”, Bruylant, Brussels 2007. 
186

Vid. VAN ZIMMEREN, Esther, Gertruii VAN OVERWALLE, “A paper tiger? … op. cit.  
187

 The diagnostic methods are included in several patent legislation, for example the following: France, Art. L 

613-16 (1), lit. a) and lit. c) 3) French Industrial Property Code; Belgium, Art. 31bis § 1 lit.a) Belgian Patent Act; 

Switzerland, Art. 40(c)-(e) Swiss Patent Act, only related to anticompetitive practices.  
188

 Spain, Art. 95.2 letter c). provides a public interest in the supply of the national needs (in Spanish, interés 

público en las necesidades de abastecimiento nacional); UK, Section 48A(1)(a) UK 1977 Patents Act   
189

Vid. CARBAJO CASCÓN, Fernando, “Capítulo XVII. Obligación de explotar. Licencias obligatorias …op. cit., 

p. 428. 
190

 Vid. ULLRICH, Hanns, “Mandatory Licensing… op. cit., pp. 249.  PatG, BGH of 5 December 1995, GRUR 

1996, 190 27, IIC, 242, 1997. 
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Failure to work, or the lack, insufficiency or suspension of exploitation
191

as compulsory 

licensing ground is supported within the patent system as a duty of exploitation of the 

patented invention in the interest of the national economy. Among others, it mismatches the 

objectives of the patent system in regard to incentive to innovation and national development. 

It replaces the original former local exploitation related conceptualization, which has been 

changed for the insufficient supply of the national market and the needs in the territory, with 

which it reaches importations. The evolution and network of issues concerning failure to work 

has been capitalized since its inception, resulting in the reconstruction of the “exploitation of 

the patent” as it appears in the modern patent law. Historically, this measure has a 

protectionist origin within the domestic technology and economic context of the countries
192

. 

It moved on to the configuration in attention to complains concerning technological 

sovereignty, industrial development through technology transfer and finally it ended 

conditioned by the correlation between the principles of non-discrimination, the doctrine of 

exploitation acts that protect the rights conferred to the patent holder, and the legal 

recognition via Art.2 TRIPs Agreement with regard to compulsory licenses, namely 

incorporates under Art. 5 Paris Convention as the interpreted scope under Art. 31 TRIPs 

Agreement. Indeed, compulsory licenses are a rule to patents exploited in an inappropriate 

way to the expectations and needs of the national territory. 

However, working the patent as duty in the national territory as a patentee obligation has been 

a controversial issue. The broad interpretation to consider the import of the patented product 

as a way to exploit, had diluted the function of local exploitation as an instrument of national 

industrial development
193

. The argument of public interest in the national economy, which is 

verified in the requirement to the patentee to satisfy the public needs related to its patente, 

advocates other assessments.  
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 Belgium, Art. 31bis Patent Act, Germany, § 24(1) PatG, Spain, Art. 95 Ley 24/2015, Brazil Art. 68, India 

Article 84(1) Patents Act of India, UK, Section 48 of the UK Patents Act 1977. Failure to work or lack of 

insufficiency of exploitation, whichever term used, is regulated in: Argelia, Austria, Belgium, Czech Republic, 

Finland, Japan, Spain. With regard to the period of time to realize the exploitation by the patentee in compliance 

with Paris Convention regulated in: Azerbaijan, Czech Republic, Finland, Hungary, Kenya, México, Monaco, 

Russia, Sweden, Trinidad and Tobago, Ukraine, Uzbekistan. 
192

 Indirectly, it is oriented to the implementation of the invention from the introduction of technologies, to create 

industrial capacities, as historically noted in the legislation. The creation of infrastructure and technological 

capabilities finds a receptacle for developing countries in this discussion, in the heat of the debates on 

technology transfer and development. Classic traders, namely KHOLER identified in this functional aspect an 

original justification rooted in the patent system, channelled through compulsory licenses and the obligation of 

local exploitation in terms of domestic manufacturing, as opposed to the introduction of technologies. Note that, 

in the negotiations and original adoption of the Paris Convention the solution to the lack or insufficiency of 

exploitation was the expiration, prerequisite for the adoption of the treaty and membership of the Union of which 

France was the standard bearer. 
193

Vid. CORREA, C.“The Use of Compulsory Licences in Latin America… op. cit., pp. 48-49.  
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Patent exploitation rules have resulted a puzzle that mixes the requirement of local or national 

production or manufacturing, the non-discrimination principle with regard to imported or 

locally manufactured products, as well as the redesign of the exploitation criteria based on the 

sufficient supply of the national marked and needs. 

Compulsory licensing rules on the ground of failure to work includes the lack or insufficient 

capabilities to manufacture within the national context the patented invention in order to 

fulfill the local needs and requirements concerning the patent. Thus, the local exploitation has 

been removed as obligation of the patentee consisting in manufacture in the national 

territory
194

 and it is modified as ground of compulsory licensing.  

The sufficient supply of the market is qualified to satisfy the national needs that are impacted 

by the patented invention. It is a result of the redesign of the exploitation in light of the 

regulatory regime within the patent system.  

Compulsory licences on the ground of anticompetitive practices provides a broader set of 

grounds on compulsory licencing. The controversial relationship between Patent law and 

competition law has reorder and reshaped the role of patent legislation in order to regulate ex 

ante all issues related to the patent system, and the corrective ex post role of Competition law.  

Both fields operate coordinating and from a complementarity approach, thus, tensions have 

seen relief.  The legal acknowledgment of the Art. 31 k) TRIPs Agreement has been followed 

by the recognition of this ground in the national patent legislation, following a coordination 

formula that instructs the competent authority both administrative Competition authority or 

judicial bodies with roles to classify the conduct, and the competent authority determined in 

the Compulsory licencing regime to accompany that qualification with the declaration of the 

corrective measure
195

. It has been affirmed that the compulsory licences constitute a measure 

to remedy anticompetitive practices, such as refusal to license, limit production to increase 

prices, or limit production, markets that affect the consumers
196

; collusive practices, when 

these are declared as such or as abuse of dominant position in the market under assessment.   

The limited use of the compulsory licensing mechanism keeps it a target of critics
197

. With 

regard to the use that has been little used while it cannot be said that the mechanism has not 

been used or does not fulfill its functions, it has been argued the following: “its lack of use 

                                                 
194

 Reviewing the obligation to exploit a patent from a historical perspective in Latin American and Spanish 

context, ARACAMA ZORRAQUÍN, Ernesto, Alberto BERCOVITZ RODRÍGUEZ-CANO, et al., La obligación de 

explotar las patentes en España e Iberoamérica, Editorial Montecorvo, Madrid, 1978. 
195

Cfr. TFEU, Art. 82. 
196

Cfr. TFEU, Art. 82. 
197

Vid. PIRES DE CARVALLO, op. cit., p. 316, pointing out two elements of analysis, the patents and their holders, 

on the one hand, and the countries where the patents are granted as arguments of both parties in controversy. 



 

59 

 

should not prejudge the important function within legislative policy that they perform, on the 

one hand, they modulate the exercise that the patent holder can do with their right and, on the 

other hand, they functions as a deterrent mechanism against abusive behaviour in the use of 

industrial property”
198

. 

The operability of the patent system through the compulsory licensing regime may be to show 

disconnections between the intended aims that make inefficient the application of the scheme 

due to the practices and other covered facts. 

Compulsory licencing regime highlights the complexity of its requirements and preconditions 

required to properly employed it. In addition, it is regulated under complex legal procedures. 

Both reasons turn the mechanism into a delayed mechanism in terms of time and costs
199

. 

Regarding the evidentiary requirements, that is, the burden of proof required to demonstrate 

that the ground of compulsory licences manifested, it is another aspect to consider in the 

redesign of the mechanism
200

. 

The advantages and disadvantages of the compulsory licencing mechanism can be argued 

from different perspectives. With regard to the exploitation and the technology markets, the 

characteristics of the technologies require additional measures, and it is prevented, to adapt to 

the enormous technological demands of the different sectors. Both technological and 

economic capacities to exploit –both by local production and importation- can frustrate the 

aims of the compulsory licencing regime. The economic conditions within the context in 

which the regime operates are essential, thus, the legislator cannot design the Compulsory 

licencing regime ignoring such aspects. Furthermore, the competent authorities must consider 

this fact at the time to implement the mechanism.  

Concerning technology requirements to exploit and manufacture a patented technology, it 

must be required multiple patents that work interdependently, e.g. interoperability and 

interdependence in cases other than patent dependence as a Compulsory licences ground, as 

                                                 
198

 The Spanish quotation is the following: “su falta de uso no debe prejuzgar la importante función de política 

legislativa que desempeñan pues, de un lado, modulan el ejercicio que el titular puede hacer de su derecho y, de 

otro, actúan como mecanismo de disuasión frente a la perpetración de conductas abusivas en uso de la propiedad 

industrial”. Vid. OLMEDO PERALTA, Eugenio, “Las licencias obligatorias …op. cit., p. 199.  
199

 “The preconditions to acquire a compulsory licence, however, are complex, and the whole procedure may be 

time consuming and costly, with ambiguous prospects for the plaintiff. Therefore, in some situations, the 

compulsory licence will hardly be an appropriate approach to pursue certain interests of a third party”, vid. 

HILTY, Reto M., “Legal Remedies Against Abuse… op. cit., p. 378. 
200

 “The uncertain meanings, evidentiary requirements, and considerable expenses with little prospect of gauging 

the possible success of an application are factors that may discourage a potential applicant. Rather, these 

thresholds appear as a barrier to a potential applicant and undermine any incentive the provision might hold for a 

patent holder to licence and work the invention sooner”. Vid. GOPALAKRISHNAN, N.S., Madhuri ANAND, 

“Compulsory Licence Under Indian Patent Law”, HILTY, Reto M., Kung-Chung LIU, (eds.), Compulsory 

Licensing. Practical Experiences and Ways Forward, Springer-Verlag, Berlin Heidelberg, 2015, pp. 39-40. 
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well as technical knowledge and know-how
201

. Undoubtedly, Compulsory licences 

mechanism is a technology transfer mechanism, although not the preferred or desired by the 

patentee. Compulsory licences limits are clear in the vis-à-vis condition based on the 

individual conditions of the patent. If it is required several patents to exploit a technology, 

then many negotiations with each owner are also required. Licenses cannot be granted on 

entire packages or technologies, but on patents. The need for technical knowledge and know-

how, and the most controversial of trade secrets, can subvert the satisfaction of the interest 

pursued by a compulsory licencing regime. A solution may come from the so-called ancillary 

orders, additional or complementary measures adopted by decision of the authority that 

declares a compulsory licence to guarantee its effectiveness. They may consist of indicating 

the transfer of know-how and know-how, but may include other areas such as an accessible 

final priced to the marketable product, the adoption of measures to prevent collateral effects in 

the market, for instance, the packaging, design, colour, shape, commercial name of the final 

product to differentiate sufficiently from the product of the patentee and the patent 

introduced
202

. The contingency of the compulsory licencing implies in many cases, additional 

measures for its realization
203

. 

When the satisfaction of public needs through supply of the local market is required, a third 

party, e.g. a potential compulsory licensee, is required of technological and economic 

capabilities to local exploitation or to import, that is, to realize the commercial exploitation of 

the compulsory licensed patent. In the absence of a potentially favourable economic interest, a 

legitimate private legal interest, the mechanism fails even when public needs are justified by 

the public interest. The conditions, dimensions and economic structure of the territory can 

subvert the use of the compulsory licensing regime. This is not an absolute, since it is an anti-

competitive practice whose purpose is sanctioning, and even this case is not definitive due to 

the diversity of abuse of dominant position practices intended, for instance, to increase or 

maintain high prices, there may not be a third party with productive capacity that can supply 

that interest became public interest. This could have valued the owner with the refusal to grant 
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 Exploiting a patent has been shown that the information disclosed by the patent application is not sufficient, 

often being necessary information held by the owner, and even business secrets. This is a handicap in technology 

transfer operations. 
202

It is the case in which it is prevented that the product may incur in trademark or other similar infractions, 

tending to the risk of confusion or association in relation to the exposed characters, in form, dimensions, colours, 

name with which it is marketed, packaged. This distinction plays an important role in the field of generic drugs 

and other pharmaceutical products in preventing product counterfeiting. Art.31bis of the TRIPs Agreement has 

devoted special reference to this topic. 
203

Vid. HILTY, Reto M., “Legal Remedies Against Abuse… op. cit., p. 393. 
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licenses. Other solutions may emerge, such as subsidies to third parties, which the State may 

implement as an additional measure. This situation is worrisome if it occurs with regard to 

medicines, supplies for essential productive activities such as products for agriculture and 

food, energy and others. 

The tension between the principle of non-discrimination on the basis of domestic production 

or importation of the product subject to patent, and the economic policies of imports under 

current global market conditions and international trade activities, is reflected in the 

implementation. This mechanism can determine or impact on economic policy instruments 

related to trade and product importations. Other mechanisms such as the exhaustion of 

intellectual property rights, v. gr. patent and trademarks, is essential in the valuation of these 

issues. 

Although compulsory licenses are an aggressive and disruptive instrument, their use must be 

measured and sufficient information must be provided to third parties about the utility of their 

declaration by public authorities. The cases of Brazil and Thailand has showed that the 

campaigns of the holders of the patents can affect the prestige of the State that uses the 

mechanism, when they try to discredit their use and politicize the debate, without being 

exclusive. In an individual sense, it can threaten the prestige of the applicant of the 

compulsory licenses in front of other innovative companies. For the State, it implies a risk in 

two directions, first because it can alienate innovative companies when foreign investment is 

required if the mechanism is used discriminatorily, minimizing the attractiveness of that 

technological market, with the effects that are inferred; second, because of the consummate 

political pressures in this area at the level of international forums and in international legal 

relations, when it is alleged that it can be considered a measure equivalent to expropriation 

and subject to investment arbitration within the framework of foreign investment agreements; 

of reciprocal protection of investments treaties signed by States
204

. 
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GIBSON, Christopher, “A Look at the Compulsory License in Investment Arbitration: The Case of Indirect 

Expropriation”, American University International Law Review 25, no.3, 2010, pp. 357-422. (the compulsory 

license in relation to IP-based investments and potential claims of indirect expropriation illustrates two levels of 

complexity for international investment law and related disputes. First, the tension between investors’ rights 

(guaranteed through the IIA and the patent regime) and government action in the area of compulsory licensing is 

but a specialized example of a broader recurrent public policy issue in international investment law. (…) leeway 

governments should have to take actions that may interfere with IPRs and IP-based investments, whether these 

actions contravene the standards of protection established for foreign investors under national patent laws and 

IIAs, and whether such measures are otherwise defensible as consistent with non-investment law treaty 

provisions, pp. 420-421  

CORREA has a different opinion, arguing: “A compulsory license thus cannot be rightly described as an act of 

expropriation. But the broad definition of "investment" and the coverage of de facto expropriation may be used 

to raise an expropriation complaint in case a compulsory license was granted, and thereby challenge the 
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Other potential advantages should be highlighted. Experts recognizes that they can drive and 

push the holders to adopt cooperative behaviours, with which it is an ideal vehicle to establish 

negotiations and achieve voluntary contractual licenses
205

. Thus, it seeks a predisposition of 

the holders to negotiate voluntary licenses, illustrating that their coercive nature cannot be 

overestimated
206

. 

The effectiveness of the mechanism depends on its design. An unclear design that reproduces 

the vague and imprecise terminology of the TRIPs Agreement at the time of accommodating 

the cases submitted for consideration will not contribute to better regulate it.
207

. Optimizing 

the procedural design, to match the agility, costs and time of the procedure, with the placing 

on the market of the licensed product, will contribute to perfect and make the compulsory 

licensing regime into attractive and useful. The design should consider that practical, 

objective and subjective implications commented above in the light that they can frustrate and 

distort the regime, thus it would be a list of legal provision in compliance with TRIPs 

Agreement rather than a mechanism for intervention allowing the functioning of the patent 

system. 

Compulsory licenses as a corrective mechanism must be available rather than being a legal 

provision, with which the regulation and enforceability are essential to make operate the 

system within a context that reflects the national social and economic conditions in which the 

system is embedded. It is necessary to redesign, as a public policy, the regime, that it is a true 

option of exploitation and not a network of complex, inapplicable statements. 

1.5. The corrective ex post mechanisms associated to technology transfer and post-

issuance review of the patent 

1.5.1. License of rights 

                                                                                                                                                         
legitimacy of the grant or of the compensation established on the basis of rules applicable to compulsory 

licenses”. Cfr. CORREA, Carlos M., “Investment Protection in Bilateral and Free Trade Agreements: Implications 

for the Granting of Compulsory Licenses”, 26 Mich. J. Int'l L. 331, 2004, p. 349.  
205

Vid. CORREA, Carlos M., Integrating public health concerns into patent legislation in developing countries, 

South Centre, Geneva, 2000, p. 97;  
206

FRANKEL argues: “Although the number of compulsory licences that have been granted is not great, the 

coercive nature of their existence should not be underestimated. The threat of a compulsory licence can often 

result in voluntary licences”. FRANKEL, Susy, Jessica C. LAI, “Recognised and Appropriate Grounds for 

Compulsory Licences …op. cit., p. 158. 
207

 The use of vague imprecise terms appears are seen in the terminology of compulsory licenses such as 

legitimate excuses, reasonable commercial terms, which demand clarification by the domestic legislator, in the 

absence of international definitions and interpretations within the framework of the TRIPs. It is desirable to 

define these terms, placing in context the scope or avoiding reproducing inaccuracies and laxity or ambiguity of 

the terms, placed to allow domestic interpretation and signed by the comparative law practices, where answers 

can be found. The United Kingdom legislation provides an exposition of the content of reasonable commercial 

terms. 
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The license of rights –also called fully-right license- mechanism carries out the offering of a 

patent license through public intervention. Due to its eclectic nature between private and 

public law it is a corrective solution in which the interests of the patent holder to exploit an 

issued and valid patent operate joined to the public intervention in order to facilitates the 

patent system and society interest for the exploitation
208

. In this light, it is an intermediate 

institution between contractual licenses and the compulsory licensing system, where both 

elements confluent. Thus, the voluntary nature of its impulse form the voluntary licensing 

regime and the intended administrative intervention by the public authority from the 

compulsory regimes are joined in order to exploit and disseminate the patented knowledge
209

. 

License of rights allows the patentee to notify by endorsement to the patent administrative 

authority he/she intentionality to negotiate and agree non-exclusive licenses, thus licenses will 

be granted to interested third parties. It operates through a public offer of licenses that the 

owner makes, and that involves the administrative authority in the procedure. In Europa is 

came from the EPC
210

 and it has been also regulate concerning European unitary patent
211

. 

From a comparative national law, reference to this mechanisms can be founded
212

 even when 

it has been removed from the national legislation as occurred in French and Indian patent 

law
213

 in response to the rarely use of the mechanism. Furthermore, it is not included as part 

of the international obligations.  The mechanism has recaptured the attention as a contractual 

tool for voluntary licensing in recent proposals in line with the patent pools and the private 
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 Vid. OTERO LASTRES, J. M et. al, Comentarios a la Ley de Patentes, Editorial Praxis, Barcelona, 1987, p. 164. 
209

 Vid GÓMEZ LOZANO, María del Mar, “Capítulo XVI Licencias de pleno derecho”, BERCOVITZ RODRÍGUEZ-

CANO, Alberto (Dir.), La nueva Ley de Patente. Ley 24/2015, de 24 de julio, Thomson Reuters-Aranzadi, Cizur 

Menor, 2015, pp. 398.  
210

 Cfr. CPE, Art. 43, 26 January 1976; Community Patent Agreement de 1989, Art. 43, 89/695/EEC: Agreement 

relating to Community patents, Community Patent Regulation, Art. 20. 
211

 European patent law is regulated by Regulation (EU) no. 1257/2012 of the European Parliament and of the 

Council of 17 December 2012 establishing a reinforced cooperation in the area of the creation of unitary patent 

protection. Ex art.8 regulation of the Directive and its regulations, it recognizes the option of the patent holder, in 

this case the European patent with unitary effect, to authorize any interested party to operate as a licensee. 
212

 UK s.46 Patent Act 1977 “a patentee may voluntarily throw their invention open to anyone who care to ask fo 

a license on terms to be agreed with them, or, in default of agreement, on terms to be settled by the Comptroller”. 

Para. 17-165, p. 599. For an Indian approach: Vid. GOPALAKRISHNAN, N.S., Madhuri ANAND, “Compulsory 

Licence Under Indian Patent Law”, HILTY, Reto M., Kung-Chung LIU, (eds.), Compulsory Licensing. Practical 

Experiences and Ways Forward, Springer-Verlag, Berlin Heidelberg, 2015, pp. 19, 20.  
213

 Vid. BERCOVITZ RODRÍGUEZ-CANO, Alberto, Apuntes de Derecho Mercantil, 16a ed., Thomson Reuters-

Aranzadi, Cizur Menor, 2015, p. 495; GOPALAKRISHNAN, N.S., Madhuri ANAND, “Compulsory Licence… op. 

cit., p. 20. 
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contractual access schemes
214

. Furthermore, it has been employed as mechanism for access to 

research tools from a Swiss regulatory reforms
215

. 

The license of rights drives an eminently public offering by the patent holder with the aim to 

exploit the patent. It is triggered from a public offer made by the administrative authority as 

an invitatio ad offerendum
216

. It starts in the public sphere and then shift to the private 

dimension when a contract of license rules. However, license of rights can also operate as a 

mechanism declared by the patent authority in order to prevent abuses of the rights by the 

patent holder when the administrative authority places the patented invention open to licenses 

of right
217

. It is characterized by the voluntary nature in its origin that evolves to the 

establishment of delineated compulsory terms concerning the exploitation conditions 

assuming that the licensee is constrained to execute the aspects set out in a license agreement. 

The Spanish doctrine has worn away in justifying the contractual nature of the license of 

rights, limiting it by definition to those that result from a public offer of non-exclusive 

contractual licenses
218

. This issue may be irrelevant if the contractual aspects of all licenses 

are considered. It can be affirmed that, although the license of right has a voluntary origin, it 

results from a mandatory grant since the licensee is entitled to use and exploit the patented 

invention. 

Regarding the exclusive or non-exclusive nature of the license of rights, it is not a peaceful 

issue. The Spanish doctrine discuss the rule that assumes a fact: it is not clearly that the 

relationship between exclusive or non-exclusive license within the framework of license of 

rights must be appreciate as either/or dichotomy
219

. This issue could be decided taking into 

account the particular circumstances by the public authority. Indeed, public authority could 
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 IBM’s proposal for a “soft” Community patent endorsing a license of right. 

http://www.epip.eu/conferences/epip02/lectures/European%20Interoperabily% 20Patent%201.1.pdf.  
215

Switzerland has incorporated a sui generis mechanism that has been qualified as a license of rights for 

research tools by which the judge grants this type of license if the owner of a patent on a research tool refuses to 

negotiate and to agree a voluntary license on the patent. The judge determines the scope and duration of the 

license, that considers the research plan of who will be the licensee, and the royalties will be calculated 

according to the circumstances of the case and the commercial value of the technology (Art. 40(e) §5 SPA). It is 

clearly detected that this mechanism does not follow a voluntary scheme, which is such as the common 

concerning patent licensing. The mechanism is more a specific own exception. It is interest because of the 

legislator is not enclosed to conceive only traditional schemes, thus, he/she can interpret the internacional regime 

in order to create these hybrids in cases where a proper scheme is more convenient.  
216

 Vid. BOTANA AGRA, M., “La patente como objeto del derecho de propiedad”, en FERNÁNDEZ-NOVOA, C; 

Otero Lastres, J. M. Y Botana Agra, M., Manual de la Propiedad Industrial, Marcial Pons, Madrid, 2009, pp. 

195. 
217

 Vid. CORNISH, William, David LEWELLYN, Tanya APLIN, Intellectual Property … op. cit., para.17-168, p. 

601. (“If a case of monopoly is made out against a patentee under s.48 of the 1977 Act, he Comptroller may, as 

one of the remedies applicable, make an order throwing the invention open to license of right”). 
218

 Cfr.  Spain, Art. 87 Law 24/2015 
219

 Vid. GÓMEZ LOZANO, María del Mar, “Capítulo XVI Licencias …op .cit., p. 393. 

http://www.epip.eu/conferences/epip02/lectures/European%20Interoperabily%25
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assess the best way to exploit the patent. Other argument considers that it might seem 

acceptable that there is no discrimination between those who accept the offer, presumed 

licensees, which is healthy in legitimizing the regime, considering the disincentive that can be 

predetermined exclusive or non-exclusivity condition
220

. 

Licenses of right are not regulated in the TRIPs Agreement
221

. It has been correctly argued.  It 

has not also been excluded from the patent law.  It is related to the options that can use the 

legislator to improve the patent exploitation. In sum, it might be a useful tool related to the 

patentee options to exploit the patent even considering it is not strictly covered by the "other 

uses without the authorization of the owner", although it maintains certain connections with it, 

as well as the government uses allowed by Art. 31TRIPs Agreement. In general, its regulation 

as a way to mitigate the lack, insufficiency or interruption of exploitation with an intervening 

intermediate measure that excludes the application of the compulsory licensing regime, does 

not fail to show attractive to order a viable system for certain cases. 

Regulatory schemes show differences in the comparative law. It has been identifying an 

eminently notifying mechanism, and a second model where the licensee was the Government, 

based on the grounds established for compulsory licenses. A third option would be to regulate 

a license of rights mechanism by which the patent holder must be commanded to offer 

licenses when the exploitation has been insufficient and inadequate.  

Regarding its scope, the objective for use the mechanism are granted patents non-working not 

by the patent holder. Exclusive or non-exclusive licenses must not be accredited on the patent. 

It has been considered by experts as previous requirement that must impede the granting of 

fully rights licenses under the Spanish patent law
222

, thus, it must guarantee the authority that 

has not been excluded by previous contracts
223

. 

The intervention of the public authority operates in three tasks and moments: the reception  of 

the declaration of endorsement of the license; the reception of notifications made by interested 

third parties and give it back to the patent holder; taking decisions concerning the terms of the 

license which are presumed mandatory to be executed
224

. In this sense, remuneration prompts 

as an extremely complex issue of the license agreement that will be stated in which cases the 

                                                 
220

 Vid. BERCOVITZ RODRÍGUEZ-CANO, Alberto, Problemática actual y reforma del Derecho de patentes español, 

Montecorvo, Madrid, 1978, p. 188. 
221

 This was the Indian amendment argument when eliminated the provision in 2002.   
222

 Vid. OTERO LASTRES, J. M et. al , Comentarios a la Ley de Patentes.. op. cit., p. 164  
223

 “the patentee must satisfy the Comptroler that they are not precluded by contract from granting license under 

the patent”. Vid. CORNISH, William, David LEWELLYN, Tanya APLIN, Intellectual Property … op. cit., p. 599 
224

 Vid. GÓMEZ LOZANO, María del Mar, “Capítulo XVI Licencias … op .cit., p. 396  
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patent authority intervention must solve the situation. For the licensee it operates as an 

acceptance of the public offering
225

.   

The mechanism has certain advantages because it allows to comply with the exploitation load 

while keeping the patent from being attacked
. 
This mechanism has shown its effectiveness as 

a means of collaboration to place technologies in a common fund, which allows the 

intervention of the public authority in its carry out. It can be used to avoid the sanctioning 

effect of certain behaviours, when the owner is not able to exploit, but decides to subject it to 

a regime less extreme than the expiration. In a way, it is convenient to subject that patent and 

its owner to scrutiny, which avoids more serious distorting behaviours. It has also been used 

to prevent an attack against its validity, an alleged infraction in which cases it can be rejected 

by the authority proceeding with the annotation. Likewise, it can be rejected when it is not in 

itself capable of exploiting the invention
226

.Similarly, it is a mechanism to facilitate 

exploitation when the owner does not have the means or enough private interest to assume the 

exploitation of the patent
227

. In this light, the goal of the license of rights is to promote the 

exploitations of the issued patent.  

The regulation must attend the regime of contractual licenses, with the ordinary intervention 

of the public regime, avoiding any qualification of the scope of the license at the discretion of 

its exclusivity. The license of rights originated from a public offer within the public patent 

system dimension, would be subject to the common contractual regime. Similarly, it operates 

as an institute based on the revocability of the public offering due to its mobilizing voluntary 

nature. Administration could consider the economic conditions in the motivation of the offer 

and adopt the reduction of administrative fees. 

The regulatory schemes recognized in the comparative law follow different option: that 

provide as options such as 1) denied the registry to contracts in which abusive clauses are 

included
228

; 2) to declare the nullity of such clauses
229

; 3) to deliver the contract to judicial 

authorities and competition authorities
230

. 
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 Spain, Ley 24/2015, Art. 88.5,  
226

 “The patentee gains some advantages: they reduce risk that they may be held at any time to have abused their 

monopoly; to some small extent they advertise their invention and five manufacturers or financers the knowledge 

that the invention may be use don reasonable terms (…) their renewal fees reduced to a half of why they would 

otherwise have been.” Vid. CORNISH, William, David LEWELLYN, Tanya APLIN, Intellectual Property … op. cit., 

p. 599, parags. 17-180, 17-18, pp. 603, 604. 
227

 BERCOVITZ considers that in these cases it can be considered irrevocable. Vid .BERCOVITZ RODRÍGUEZ-CANO, 

Alberto, Problemática actual y reforma del Derecho de patentes español, Montecorvo, Madrid, 1978, p. 188.  
228

 Cfr. CAN, Art. 58, Decision 486. 
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1.5.2. Post issuance mechanisms for challenge an issued patent 

Recently, patent reforms have faced that participatory mechanisms to challenge an issued and 

valid patent by third parties must enhance the patent system. It has also outlined innovative 

governance tools within the patent law and system since it recognizes the role of a patent civil 

society and epistemic community. Its relevance is unquestionable in the light that it allows the 

participation of third parties in a traditionally closed procedure to its claims. Patent 

procedures are closed procedures as the procedure of application, examination and granting of 

patents is a prototypical administrative procedure of vertical legal relationships. Also, it 

allows to introduce intervening mechanisms of the authorities, to legitimize third parties in 

this sense, and with this to perfect the patent system in its governance and functioning, when 

patents not justified or supported in appearance of good standing, are questioned in favour of 

the public interest. They are located in the post issuance phase of the life of the patent.  

These mechanisms respond to the patent uncertainty and the unknown possibilities 

concerning patent scope and applications, namely, the patent bargaining. These mechanisms 

properly allow third parties to intervene when it is needed to confront and prevent the 

corrective exercise of the rights conferred by the patent holder, it means, abuses of rights or 

dysfunctional behaviors that attempt against the functioning of the system. 

Patent law demands that a diversity of interested groups participate in the policy making 

process at the time to formulate patent and related public policies as well as to solve 

conflicting issues concerning such patents at all phases and moments of the life of the 

patent
231

. The mobilization of third parties has been key in paradigmatic processes of patents, 

as was the case of Myriad and Stem Cell. 

The lack of participatory mechanisms in patent systems contrast with the patent social 

contract justification theories with which it has been enshrined the nature of a legal 

relationship between the inventor and the Administration in order to obtain protection the 

former and to grant the patent the latter for the disclosure of the invention. Following this 
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 Argentina, Sections 37, 38, 41, Law No. 24.481; Dominican Republic, Industrial Property Law No. 20/2000, 

Art. 33; Uruguay, Art. 52, Law No. 17.164; OAPI Arts. 37 y 38 Bangui Agreement of 02/03/1977, amendment 

of24/02/1999.  
230

 UK, Section 50 A., Patents Act of 1977.  
231

 In this sense it is find the following opinion of MURRAY: “patent law needs to embrace a functional 'politics, 

which would allow diverse constituencies to participate substantively in the process of formulating polices and 

resolving claims disputes.” Vid. MURRAY, Kali N., “Constitutional Patent Law: Principles and Institution”, 

Nebraska Law Review, Vol. 93, Issue 4, 2015, p. 64. 
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rhetoric, it is not possible to participate to third parties to defence collective interest
232

. 

However, it is a result of the patent bargain 
233

 that limits the third parties constituency in  

defence of public interests.
234

 

Patent system reforms have addressed this trend with the redesign of post-issuance  

administrative procedures which extend the mechanisms available to third parties in the post 

issuance phase justified by the interest of third parties to legitimize themselves in defence of 

the collective interest, the effects on free availability, access or dissemination or creation of 

exclusive positions on the pillars of science and new technological advances
235

. 

These mechanisms have been found usually limited, because the possibility of complain 

correspond to the owner with few actions to favour third parties. 

Regarding the post-issuance patent review, a diversity of mechanisms is identified in the field 

of European law and in the US, from the comparative law perspective to actors with a review 

role for the granted patent, in this case the examination and concession authorities.  

Comparative law allows to systematize a diversity of mechanisms that the reviewer can used 

within the patent system, mainly in the European and US landscape. These mechanisms have 

been entrusted to administrative actors with the examination and granting role that create an 

institutional network related to participatory mechanisms. 

                                                 
232

 “The absence of participatory mechanisms that support third party constituencies in patent law appears to 

result from the pervasiveness of one key norm in patent law-the metaphor of the patent bargain. The patent 

bargain has been a traditional trope of patent law. Idem, p. 89. 
233

 “The patent bargain presupposes a bilateral relationship between the patent owner and the government that 

resists third party demands.”. Vid. MURRAY, Kali N., “Constitutional Patent Law: Principles and Institution”, 

Nebraska Law Review, Vol. 93, Issue 4, 2015, p. 90. 
234

 “The absence of participatory mechanisms that support third party constituencies in patent law appears to 

result from the pervasiveness of one key norm in patent law-the metaphor of the patent bargain. The patent 

bargain has been a traditional trope of patent law. Idem, p. 89. 
235

 In 2011, the US Congress passed the American Invent Act, Leahy-Smith America Invents Act, (16th, 

September, 2011). LA BELLE argues: “primary feature of the reformed system is an enhanced post-grant review 

proceeding for challenging patent validity”. The AIA modifies the review procedure by third parties that 

question the validity of a patent in the following aspects: the review expands the reasons it can claim, e.g. 

inadequately chosen patentable matter (subject matter) or incomplete or inadequate description of the invention 

in written application; provide elements to the state of the prior art of the invention to review the anticipation 

(criterion to fix novelty) and non-obviousness; offers guarantees in the procedure that were not provided, such as 

the right of the third party to be heard (oral hearing), and fundamental, the determination is conducted by judges 

of the patent office (USPTO), which in effect of the previous procedure was deployed by examiners; finally, it 

allows to appeal to the Federal Circuit directly in case of disagreement with the decision adopted Vid. LA BELLE, 

Megan M., “Patent Law as Public Law”, 20 GEO. MASON. L. REV. 41, 2012, pp. 56-59, 41-104; Leahy-Smith 

America Invents Act, Pub. L. No. 112-29, 125 Stat. 284 (2011); American Inventors Protection Act of 1999, Pub. 

L. No. 106-113, tit. IV, 113 Stat. 1501A-552.  Vid. 1997-1895 La Belle 2016  
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Re-examination procedure and post-grant opposition
236

 in the EPO
237

and the inter partes re-

examination procedure in the US
238

operate as public mechanisms to enforce a right
239

, as well 

as procedures to third parties seeking to offer allegations about the patent validity
240

. 

VAN ZIMMEREN and MURRAY offers a comparative approach of the post issuance mechanisms 

that remarks the variety of options and the flexibility  of these schemes as well as the risk of 

intersection of the playing role by actors
241

.  

Informal actors have employed these mechanisms bringing public actions to question 

patentability. Doing so, they have argued patentability exclusions, particularly, the 

exclusionary that exclude from patents such whose  commercial exploitation is contrary to 

moral, the ordre public
242

. This kind of mechanisms enable the performance of informal 

actors, e.g. epistemic patent community and civil society of patents, which have influenced 

the adoption of public policies in areas such as human rights and the environmental protection 

that have demanded attention of the decisions of patents and other IPRs. 

The judicial review institutional design has been subject of significant experimentation. In 

fact, patents have implied a serious challenge that for the jurisdictional activity by the 

courts
243

. The requirements of a high litigation in countries with strong technology markets 

                                                 
236

 Convention on the Grant of European Patents, October 5, 1973. Under Art. 100 EPC it is regulated the 

opposition procedure. It allows third parties (Art. 9 CEP) to file an opposition in the assumptions that the 

invention is not patentable, there was not enough, clear and complete disclosure to be executed by a person 

versed or expert in the matter, or that the object of the conferred patent exceeds the content of the application as 

it has been published. The term offered is nine months after the granting of the patent. The procedure establishes 

the revocation or limitation of the patent at any time of its legal life. The European procedure of the EPO 

regulates the appeal and request for revisions, open to any of the parties, highly technical and commissioned to 

Boards of EPO (art. 107).   
237

 Under Art. 100 CPC is regulated the post grant opposition procedure. Art. 99 CPC allows third party file an 

opposition in grounds such us: the invention is not patentable, there was not sufficient, clear and complete disclosure 

to be executed by a person versed or expert in the matter, or that the object of the patent conferred exceeds the content 

of the application as it has been published. The procedure establishes the revocation or limitation of the patent at any 

time of its legal life. The European procedure of the EPO regulates the appeal and the request for revisions, open to 

any of the parties, highly technical and commissioned to Boards of the EPO under art. 107.   
238

 From 2012 till 2016, it was applied before the USPTO 5656 patent review. Source:  U.S. Patent & Trademark 

Office, Patent Trial And Appeal Board Statistics 2 2016, 

https://www.uspto.gov/sites/default/files/documents/aia_statistics_september2016A.pdf; https://perma.cc/S8G8-

68GR 
239

 “The recently enacted Leahy-Smith America Invents Act ("AIA") creates certain private enforcement 

measures, namely a third party post-grant review proceeding to challenge patent validity at the PTO.  Yet, in 

contradistinction to many other public law regimes, what the patent system lacks is robust privately initiated 

litigation to challenge the validity of suspect patents”, LA BELLE, Megan M., “Patent Law as Public Law”, 20 

GEO. MASON. L. REV. 41, 2012, pp. 43. 
240

 35 U.S.C. § 301 (2000); 35 U.S.C. § 311(a) (2004); 35 U.S.C. § 315(b)(1) (2000) ; 35 U.S.C. § 141 (2005). 
241

 For a review of the regulation in national legislation with peculiar characteristics such us Austrian and Poland 

legislation, vid. MURRAY, K., VAN ZIMMEREN, E., Dynamic Patent Governance … op. cit., p. 301.  
242

 G2/06 WARF/Stem Cells, [2009] E.P.O.R. 15 (EPO Enlarged Bd. App.); T-0315/03. In re The President and 

Fellows of Harvard College/Method for Producing Transgenic Animals (6 Jul. 2004) (EPO Bd. App.). 
243

Vid. MURRAY, K., VAN ZIMMEREN, E., Dynamic Patent Governance … op. cit., pp. 302-303 

https://www.uspto.gov/sites/default/files/documents/aia_statistics_september2016A.pdf
https://perma.cc/S8G8-68GR
https://perma.cc/S8G8-68GR


 

70 

 

and technological development have shown original designs, as it has been happening in the 

specialized US centralized model
244

. Other examples are shown by the cases of Japan
245

, 

China
246

 and India. An obvious and well-discussed example is the dual European design 

between entitlement and enforcement actions. 

This issue deserves other assessment concerning judicial enforcement. Even when it is not the 

purpose of the research, it must be pointed out two aspects that directly influences the 

mentioned mechanisms and broadly speaking impacts the ex post phase of the patent. These 

are the legitimacy to undertake actions to defend a patent and the use as defendant against an 

infringement action suit by the patent holder; it must be argued as defence to infringement, of 

identified mechanisms, namely, the exceptions but also and, above all, the assessment of 

abuses by the patentee by the courts. It is a relevant issue in the context of anti-competitive 

practices. 

The enforcement action deserves an analysis in view of judicial issues. It has been confirmed 

in relation to the legitimacy of third parties, namely the competitor. The illustrative case is 

that of competitors that respond to the tort and reconvene the demand, being widely conceived 

as a private mechanism of enforcement. MURRAY considers that this perception reduces the 

impact and motivations of the participation of third parties to economic-commercial interests 

that are not comparable with public interests, perhaps more diffuse but equally required. 

The patent enforcement should concern to the patent holder, but the doctrinal and 

jurisprudential position has been confirmed in relation to the legitimacy of third parties 

closely related with the competitor. The illustrative case is that of competitors that respond to 

the complaint and reconvene it, being widely conceived as a private enforcement mechanism. 

MURRAY considers that this perception reduces the impact and motivations to participate by 

third parties with have economic-commercial interests that are not comparable with public 

interests, perhaps more diffuse but equally required. 

In this light, the abusive exercise of patent rights does not find corrective mechanisms, and 

third parties are prevented from challenging the behaviour of patent holders within the patent 
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NARD expresses: “the court represents the first significant consolidation of a particular area of law in 

American history. The Federal Circuit has exclusive subject matter jurisdiction over patent cases”, NARD, Craig 

Allen, The law of …op. cit., pp. pp. 23-26, 571-590. 
245

 In Japan, a judicial system has specialized Courts in IPRs (District Court) in Tokyo y Osaka. They have 

competences with regard to patents and industrial design infringements. The Intellectual Property High Court has 

competence to deal with appellation in cases of infringement. Vid. KESAN, Jay P., “Office Oppositions and 

Patent Invalidation in Court: Complements or Substitutes?”, TAKENAKA, Toshiko, (editor), Patent Law and 

Theory. A Handbook of Contemporary Research, Edward Elgar, Cheltenham- Northampton, 2008, p. 269. 
246

 Vid. LIU, Lijuan, “Prior Art Defence in the Chinese Patent System”, Perry, Mark (Ed.), Global Governance of 

Intellectual Property in the 21st Century, Reflecting Policy Through Change, pp. 11-27. 
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system where the legal position is granted. In these situations, it corresponds inter alia to the 

system through the public authorities to exercise action in order to preserve the public interest. 

If the legitimated actors in the system do not act through, for example, the mechanism of 

compulsory licenses, it is not possible to deploy these mechanisms. But never that action will 

correspond to third party with positive legitimation. It is still the order that provides for it, the 

Competition las, although the interests prevailing in this sector will be the competitor 

interests
247

. But that likewise subrogate the competitors option to the competition authority. 

Following this argument, it has been confirmed that the third party best positioned to take 

action is the competitor.  

The legitimacy to bring an action against the infringement of the patent is recognized to the 

patent holder, patent holder successors and to the licensee, as configured by the standard 

regarding the content of the patent license. In relation to the legitimacy of the licensee, it calls 

for divided assessments when recognizing whether it is possible for it to take an independent 

action even when the licensee does not act, is an exclusive license, or decides to take an action 

as co-defender joined to the patent holder. In these kind of cases, other contractual 

assessments are required since the abusive effects of contractual clauses deserve detailed 

analysis and correlates with the behaviour of the patent holder in the light of the exeptio non 

adimpleti contractus
248

. 

The diversity of ex post corrective mechanisms provides equal diverse solutions in the light of 

the regulation of the balance between public and private interests within the patent system, 

that the system must consider. The complexity of the mechanisms systematization does not 

prevent to consider the elements that should regulate them in the legislation for the operation, 

given the harmonization and similarities that it presents and its contextualization replaying to 

the operation functioning conditions. 
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 It should be noted that the defence of consumers interests is included among the objectives of Competition 

Law. 
248

 Thus, certain patent holder behaviors can legitimize the licensee to breach the contract or contract la using the 

exception exeptio non adimpleti contractus. It must also relate to the royalty payment and the refusal to pay the 

licensee.  
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CHAPTER II. A PROPOSAL OF FUNDAMENTALS FOR IMPROVING 

THE EX POST CORRECTIVE MECHANISMS FOR PUBLIC 

INTERVENTION WITHIN THE CUBAN PATENT SYSTEM 

The chapter focuses on a diagnostic of the major theoretical shortcomings of the Cuban ex 

post corrective mechanisms for public intervention within the Cuban patent system. The 

chapter also seeks to elaborate the theoretical proposal of fundamentals that ensure the 

configuration, interpretation and use of the ex post corrective mechanisms within the Cuban 

patent system from a dynamic patent governance approach in the light of the system 

improvement.  

It has been possible to prepare the chapter based on the methodology of the triangulation and 

the theories of dynamic governance, and the methods of theoretical-juridical, historical 

research, analysis, synthesis, induction and deduction, exegetical, and the review of 

Documents, texts and national, international legislation and foreign system elements 

examined. It argues the influence and impact of the dynamic patent governance approach 

within the Cuban patent system in the light of the principles, policies and the national 

industrial property and science and innovation systems, that throw some lights concerning 

inconsistencies, complexity and challenges of the Cuban patent system, economy and society 

in Cuba.  

2.1. The ex post corrective mechanisms for public intervention within the current Cuban 

patent system. A regulatory challenge to consider 

The Cuban patent system has experienced a massive transformation. Substantive patent law, 

and enforcement patent law has been modify under the Decree-Law No. 290/2011
249

. It has 

been an outcome related to the modernization of patent legislation that has impacted patent 

law, as well as the related to key issues related such as the acquisition of technologies and the 

foreign investment within the current updating of the Cuban economic and social 
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 The Cuban legislation, Decree-Law No. 290/2011 has realized the following three different types of key 

modifications: 1) it changes the conceptualization of the system with a more “classical” patent protection (Art. 

21, Art. 11-13 Decree-Law No. 290/2011); 2) it introduces new provisions on substantive patent law (e.g. the 

introduction of several new exclusions in terms of patentable subject matter (Art. 21.3 and 22 Decree-Law No. 

290/2011), certain limitations on patent holder’s rights, such as an experimental use exception (Art. 47 NCPA), 

the so-called Bolar exception, detailed rules on the grant of compulsory licenses (Art. 53-57 Decree-Law No. 

290/2011) and special provisions on inventions obtained within the framework of an employment relationship 

(Art. 11-13 Decree-Law No. 290/2011), and 3) the new legislation introduces new enforcement measures that 

improve the system by administrative and judicial actions  (Art. Title V, art. 135-156 Decree-Law No. 

290/2011). 
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model
250

.These factors have led to a theoretical debate on patents due to the expansion of the 

conception, justifications and objectives of the Cuban patent system. The Cuban patent 

system has been configured in compliance with the TRIPs Agreement international 

obligations. It also complies with the recognition of the relevance of innovations within the 

knowledge-based economy with regard to national technological sectors in which patents 

have potential opportunities for national development, and recognizes the interactions among 

technologies and sectors of national economy and society such as foreign investment in 

prioritized sectors
251

. They have been delineated and allow to appreciate the relationships 

between patents, acquisition and transfer of technologies, and insertion within international 

trade landscape. 

The many challenges to the Cuban economy within the current global context and the 

challenges it poses for national and foreign operators in Cuba, as well as the intention to  

strengthening the Cuban economy based on knowledge from the experience of technological 

sectors such as biotechnology and the pharmaceutical industry, confirm the need for a 

theoretical, legislative and practical new approach to the Cuban patent system, in order to  re-

establish the justifications of patents within the Cuban context replacing the previous 

protection scheme provided by the certificates system.  

The adoption and implementation of the international obligations in compliance with TRIPs 

Agreement provisions was one of the most urgency areas given the previous Cuban protection 

scheme limitations
252

.As has been explained by the national doctrine, the implications of the 

adoption of the TRIPS Agreement obligations were monumental
253

. The political decisions 

needed in order to implement and start the modernization of the Cuban patent system required 

of a growing maturing to adopt a legislative policy and properly regulatory techniques useful 

to the Cuban conditions. were monumental
254

  It was superior in comparison with other areas 

such as Trademarks and Geographical indications. TRIPs Agreement implied among others 
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Vid. Para. 94, Conceptualización del Modelo Económico cubano; Plan Nacional de Desarrollo Económico y 

Social hasta 2030: propuesta de visión de la Nación, ejes y sectores económicos estratégico, Eje Estratégico: 

(Conceptualization of the Cuban Economic Model; National Plan for Economic and Social Development up to 

2030). Human potential, science, technology and innovation, specific objective 151.12; Strategic axis Effective 

and socialist government and social integration, objective 69.9, VII Congress of the Cuban Comunist Party, 

April, 2016.   
251

The Portfolio of business opportunities has been launched since 2014 and updated annually. This document 

defines the priority sectors in the foreign investment policy in Cuba. 
252

  Vid. GONZÁLEZ ZALDÍVAR, Yudesky, La regulación de la patente a partir de los ADPIC, Tesis presentada en 

opción al grado científico de Doctor en Ciencias Jurídicas, Facultad de La Habana, Editorial Universitaria, La 

Habana, 2008. 
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 Vid. WTO TRIPS COUNCIL, Review of Legislation, Cuba, Addendum, February 18, 2013.  
254

WTO TRIPS COUNCIL, Review of Legislation, Cuba, Addendum, February 18, 2013.  
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the expansion of the patentable subject matter, the nature of patent as the universal form to 

protect inventions, the reinforcement of the exclusive rights by the patent holders, and 

obligations with regard to the regulation of enforcement actions to the defence of the patent 

rights, all of which have demanded particular assessments within the Cuban context. The 

consequences for developing countries have been largely discussed, and Cuba is above all a 

socialist, developing country, thus, the implications to other developing countries with regard 

to regulate patent are commons to Cuba.  

In addition, Cuba acquires technologies and it has been recognized the limited capacity to 

generate technologies and access to new technologies available in the market without 

existence in Cuba
255

. Other situation was related to the certificate system, which was the 

implemented protection scheme in Cuba, had limited the applications in such sector of 

technology in which inventors´ certificate was available. The capabilities to work patented 

inventions sill can be remarked as an additional challenge to face within the Cuban system. 

The Cuban patent system is supported in foundations and rationales that made it a particular 

system, embedded in a socialist social, economic and political context in which patents 

operates, and based on a socialist model to protect inventions and technical creativity, thus, 

both caused differences in comparison with the more classic patent system within market 

economy contexts commonly regulated in comparative law.  The many modifications 

introduced in international legislation, and the peculiarities of the Cuban social, economic and 

political context demanded of a theoretical construction adjusted to regulate patents in Cuba 

seeking benefits.  

The major significant modifications within the Cuba paten system is the change to a 

protection system based on the patent protection that repealed the certificates system 

previously regulated under the Decree-Law No. 68/1983. It completely changes the 

conceptualization of the system with a more “classical” patent protection. The regime changes 

the entitlement provided under the dual certificate system and the State-owned patents
256

. In 

fact, a more classic patent protection has been implemented. Thus, the entitlement is shaped in 

order to replaces the dual certificates system –both certificates of patents and certificate of 
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Vid. para. 135 Conceptualización del Modelo Económico cubano. 
256

 The legislative technique avoids a large theoretical discussion regarding compliance with the Art. 27.1 TRIPs 

Agreement concerning how inventions can be protected and the State-owned inventions under the certificates 

system. In a complaint in the WTO, the panel did not help clarify the incompatibility of the certificate system 

with TRIPs Agreement obligations, particularly the State ownership provided under the inventors´certificate. 

Cuba complained US Omnibus Law 111.  
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author of invention or inventor´s certificate-
257

. Indeed, this change aims at bringing the 

system in line with the comparative law protection schemes. In fact, it goes beyond the 

previous solution with regard to entitlement under the Decree-Law No. 160/1995
258

. This 

substantial change substantially modifies the entitlement and personal legitimacy to apply and 

being a patent holder. It regulates an employee inventions regime to entitled the patent holder. 

It has had several implications in order to the coherence of the system, while certificates 

system was the socialist response to protection that combined the moral recognition of the 

inventor, with the protection of the intellectual creative activity by the State
259

. Indeed, the 

constitutional foundation of the protection of intellectual creativity in Cuba deserves a 

                                                 
257

 The dual certificate system Soviet model launched an alternative to the protection of inventions since its first 

legislation. It had the merit namely to provide be consistent with the protection of intellectual creations within 

that throws some lights concerning the design of a proper model to protect that inventions within the economic, 

political and social socialist context. The model was not free if insufficiencies and distortions as literature and 

legal changes in the follow on legislation can show, unfortunately only told by experts based on the classical 

hegemonic patent system approach. The new Cuban patent system abolished the comparative law reference to 

certificates system that was started in the former USSR in 1919. For a detailed reference with regard to the 

certificates system and the Soviet model. Vid. CAENEGEM, William A. Van , Inventions in Russia: From Public 

Good to Private Property, Law Faculty Publication Bond University, 1993, pp. 232-258,  

http://epublications.bond.edu.au/law_pubs/.  

The certificates system basically employed a dual certificates system.  

The other titles to protect technical intellectual creations were t it protected besides certificates for inventions, 

innovations, technical improvements and rationalization proposal for local and lesser inventive technical 

solutions kept out of the subject matter of inventions.  It served as experimented model to other socialist 

countries. China in a short period and the East Europe socialist republics adopted the certificates system model. 

For instance, Yugoslavia used the inventors’ certificate since 1948 until 1960, when the Soviet model was 

abroaded. See Popovic, D. V., Serbia. Intellectual Property,  VANHEES, H. (editor), IP Encyclopaedia, Kluwer 

Law International B.V, Alphen aan den Rijn, 2016, p. 44. Bulgaria enacted a legislation under the certificate 

system from 1950, and the 1961 and 1968 amended legislation maintained the inventors ´certificates until 1993 

when a new classic patent model was adopted repealing the previous system.  

México experimented the certificate system.  Concerning the effects within the Mexican context,  RANGEL 

MEDINA considered it in the following terms:  “(…) copia en grado de tentativa que sirvió de modelo (…) una 

figura híbrida, gris, sin perfiles definidos, que no responde a los propósitos perseguidos por quienes la 

importaron, ni armoniza con la realidad jurídica, social, cultural, económica y política (…) y medrosa solución 

que ni adoptó lo positivo del sistema soviético ni acabó con el civilizado y tradicional respeto al sistema clásico 

de patentes.”. Vid. RANGEL MEDINA, David, Derecho de la Propiedad Industrial e Intelectual, Universidad 

Autónoma de México, México D.F., 1998, p. 39. 
258

 Under the provision, the Cuban government passed an amendment to the Decree-Law No. 68/1983 related 

with patents in 1995 to comply with TRIPs Agreement rule non-discrimination according to sector of 

technology: Particularly the legislation provided to grant the certificate of patent replacing the inventors´ 

certificate to protect the pharmaceutical invention.   
259

 The Cuban Constitution of 1976 establishes the constitutional foundation in order to protect intellectual 

creativity in Art. 9 and 39 letters e) and f). It reaffirms that the State stimulates and makes research feasible and 

prioritizes that aimed at solving problems that concern the interest of society and the benefit of the people, and 

that the State encourages workers to join the scientific work and the development of science. They support the 

promotion and freedom of creation and the duty of the Cuban State to the educational, scientific, technical and 

cultural activity. In view of current constitutional reforms within the Cuban socioeconomic model updating 

context. Vid.MORENO CRUZ, Marta, “Políticas públicas para el desarrollo de la ciencia, la tecnología y la 

innovación. Una mirada desde el contexto cubano actual”, MATILLA CORREA, Andry, Walber DE MOURA AGRA, 

Bruno Novaes BEZERRA CAVALCANTI (Coords.) El Derecho Público en perspectiva. I Simposio Brasil-Cuba de 

Derecho Público, UNIJURIS, La Habana, 2016, pp. 189- 209. 
259

 Idem. 

http://epublications.bond.edu.au/law_pubs/
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reformulation in order to recognize the functions of patents within a patent policies landscape. 

It is the opinion argued by MORENO CRUZ
260

.    

The certificate system considerably limited the patent applications in key sectors to the 

national economic activities. The reluctance with which foreign patent applicants observed 

the certificate system limited the access to and negotiations on patented technologies in a 

country that essentially acquires foreign technology like Cuba. It is also among the reasons 

why national technological obsolescence in industrial sectors has not been overcome with the 

exploitation of the issued patents. In addition, it complicated the acquisition of technologies 

given the high costs of technology abroad, where market benchmarks fix their valuation and 

make their acquisition a lot expensive to the Cuban economy. These situations lead to high 

outlays for no patented technologies in Cuba that has been negotiated following external 

competitive context rules, or to the acquisition of technologies close to the expiration of their 

validity and/or old technologies.  

Concerning the Cuban system economic and practical foundations, the purpose of patents is 

not related to the competitive functions of patents in technology markets. The foundation for 

Cuba, correlative to this usually recognized function of patents in the foreign context, is to 

create technological and economic capabilities that contribute to national economic 

development through the protection of intellectual creative activity and its economic 

exploitation through import substitution and generation. of innovation, which has set in 

technological sectors such as the Cuban biotechnology and pharmaceutical industry. The 

design of the Cuban economy and the forms of property that contrast with the majority view 

of intellectual creations as private property, are two elements that show that patents operate in 

non-standardized contexts and economic factual conditions that make a difference - countries 

in development, with small-scale economy subject to economic blockade conditions that have 

reached intellectual property rights. Moreover, the technologies operate in market schemes, 

with justified competition as a dynamic element of innovation in the light of dynamic 

efficiencies through the granting of exclusive rights. 

The design of public policies and the interaction of foreign investment, international trade, 

acquisition and transfer of technologies, science and innovation, foster a governance scenario 

of the patent system. In the recent reforms within de Cuban patent system related to the 

updating of the economic model launched and started in 2011, the design and adoption of 

public policies and law has considered issues related to innovation and patents. The key 
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 Idem. 
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public policy areas have been foreign investment and trade, science and innovation in 

universities and the Science sector, industrial Property and biotechnology and pharma 

policies.  

In the case of foreign investment policies, the acquisition of technologies as a priority in the 

definition of this policy area and its legal regulation, confirms the complex role of patents as 

foreign investment policy tools. The foreign investment regime defines and conceives the 

various types of intellectual property rights  as non-monetary contributions to the capital of a 

society, which is in compliance with their conceptualization in commercial and corporate 

law
261

. It establishes the mechanisms for a monetary valuation of assets in the establishment 

of business
262

.Cuba is a country that basically acquires technologies. It is in line with the 

condition of a developing country as well as the complexities of the Cuban economy context, 

additionally affected by the US blockade policy deterrent effects
263

.  

This fact reality imposes a review of the mechanisms that are available within the system in 

order to facilitate the acquisition and exploitation of patented technologies in order to replay 

to the conditions in which the economy activity functions. The granted patents must be 

monitored them in order to avoid that exclusive rights effects harms the political, economic 

and social fundamentals of the Cuban system. Thus, the regulation of public intervention has 

been confirmed as a matter of principles of the Cuban patent protection.  

The new patent policy and industrial property policy, approved in 2014,   is also the 

expression of the wish of the Cuban government to strengthen patent protection in view of the 

growing importance of the knowledge economy264. Patents has been defined in the policies 

related to science, research and innovation 

The legal reform realizes two key regulatory modifications within the Cuban patent system 

when the Decree-Law no. 290/2011 was passed both in the substantive patent law and the 
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Vid. GARCÍA VIDAL, Ángel, “La transferencia de tecnología en el marco de la transmisión de empresa”, 

ÁLVAREZ ARJONA, José M., Ángel CARRASCO PERERA, (dirs.), Adquisiciones de empresas, 4ª edición, Thomson 

Reuters-Aranzadi, Cizur Menor, 2013. 
262

 The foreign investment procedure in Cuba has paid attention to this matter.  Economic association contracts 

are established where IPRs are given, the contract must be assess by the OCPI. It is regulated in such terms 

under Art.57 Law No. 118/2014 and Resolution 129 of the MINCEX. Resolution 129 of the MINCEX 

establishes the methodological basis for the presentation of foreign investment opportunities and the preparation 

of feasibility studies. It foresees in the technical-economic foundation the consideration of aspects related to 

intellectual property and technology transfer. 
263

The deterrent effects of the US economic blockade to Cuban and its impact on Intellectual Property have been 

recognized in reports prepared by the US Government. The report recognizes that the patent legislation is 

modern and complies with the requirements of the international regime and reveals some problems for Cuba 

derived from imposed restrictions. Vid. UNITED STATES INTERNATIONAL TRADE COMMISSION, Overview of 

Cuban Imports of Goods and Services and Effects of U.S. Restrictions, Washington D.C., 2016.  
264

 It has been supported by the biotechnology state owned industry experience. It has driven the function of 

clusters and science within the Cuban economic system.  



 

78 

 

enforcement patent law. Substantive patent improve the regulation of the ex post corrective 

mechanisms: an improved set of exceptions to the rights conferred to the patent holder, and aa 

broader and more detailed design of the compulsory licensing regime have been regulated. 

Concerning enforcement patent law, it has been completely building. The legislation 

introduces new enforcement measures that improve the system by administrative and judicial 

actions
265

. 

Steadfastly, public policies have considered patent within the Cuban economic reform, which 

has pushed to a rationale of patent that has included patent in foreign investment policies, 

trade and science, technology and innovation within the updating of the Cuban economic 

model
266

. Thus, it encompasses with foreign investment and trade in technological sectors in 

which the issued patent has shown potential opportunities, e.g. biotechnological and health 

sectors. 

2.1.1. Safeguarding the public interest and the balance between public and private 

interests by the ex post corrective mechanisms within the Cuban patent system 

The ex post corrective mechanisms for public intervention finds the fundamental and rationale 

in the Preamble
267

. The new legislation stress on the objective to prevent abusive uses of a 

granted patent by the patent holder within the Cuban landscape. In the light of the exercise of 

a patent right within the life theoretically drafted of the patent, the ex post corrective 

mechanisms are a road to realize this core objective when distortions are faced. Form this 

approach it is deduced the relevance of the ex post corrective mechanisms considering these 

are employed when a patent has been granted to protect a patentable subject matter, and it has 

been also guided by the examination and granting in this regard. Indeed, the text rules the 
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Cfr. Title V, art. 135 to 156 Decree-Law No. 290/2011.  
266

 Particularly, guidelines 228 is dedicated to industrial Property. Additionally, associated guidelines are: En 78, 

129, 131, 132, 134, 135, 138, 139. The prioritized areas considered are: investment in research, development and 

innovation; training of human capital; promotion to research; Protection, management and defence of intellectual 

property rights; control of technology transfer; competition policy and defence of consumer rights; 

encouragement to creation and innovation; adaptation of internal policies to the international context, among 

others 

Vid. MORENO CRUZ, Marta, “Políticas públicas…op. cit., pp. 191-198.  In a definition of the prioritized areas to 

direct the investigations are considered: investment in research, development and innovation; training of human 

capital; promotion to research; Protection, management and defence of intellectual property rights; control of 

technology transfer; competition policy and defence of consumer rights; encouragement to creation and 

innovation; adaptation of internal policies to the international context, among others 
267

 See. supra note 8 to consult the Spanish original text. Preamble -fifth exposition of reasons- expresses: “The 

new legislation must guarantee to counter the abusive exercise of the granted rights as well as unjustified 

practices that limit the trade”. (La nueva legislación debe posibilitar contrarrestar el ejercicio abusivo de los 

derechos que se adquieran o el recurso a prácticas que limiten de manera injustificada el comercio).  In this light, 

the rationale of the Cuban patent system has been quoted. This reference is complemented in art. 3 that states the 

role of the Cuban administration in the patent system”.  
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objective namely to face practices that limits in an unjustifiable way the trade, thus, it 

confirms this aim.  

Decree-Law No. 290/2011 indicate a public interest with regard to the grant in the Preamble, 

when the interest of the State to protect public health and access to medicines, as well as its 

mention to the content of Doha Declaration. In addition, nutrition in mentioned. Both are 

probably related with Art. 8 TRIPS Agreement. Furthermore, “essentials objective of general 

public policy, supreme interest of the State”
268

.are mentioned in the Cuban Patent Act. 

Thus, it is possible to build the normative statement of the balance between public and private 

interest driven the Cuban patent system.  

The balance of interests is building as a measure of balance between a regime intended to 

grant exclusive rights of private legal content with the public interests illustrated in the 

general expression of the aforementioned precept, and which is expressed normatively 

through the corrective mechanisms various ex post that the legislation establishes.  

The neglect that follows in the reference to this provision in the regulation of the ex post 

mechanisms is really frustrating for the system, since the intertextual references frustrate an 

alleged corrective regime and the attenuating function of the exclusive rights has been 

demonstrated in the report presented by Cuba in the periodic review of legislation before the 

Council of the TRIPs. The lack of reference to the abusive exercise of rights by the owner, 

and the lack of definition of the content of the public interest, whose references to the 

“supreme interests of the Cuban State” defined in the standard together with the public 

interest in health and nutrition, are appreciable as insufficiencies print imprecision to the 

public interest. The text would refer to the principles of the invention protection in Cuba, 

interpreting the content of the international agreement of the TRIPs Agreement and the space 

for adoption of public policies allowed by Art. 7, 8. 30, 31, 40 TRIPs Agreement. The 

reference provided by the preamble of the Cuban text could turn into a mere declaration the 

one that is destined to serve as the key fundamental of the Cuban patent regime The abuses of 

rights by the patent holder, namely dysfunctional uses for the research as has been remarked, 

is limited considering it does consider the variety of dysfunctional behaviours and the related 

corrective remedies
269

.  It also operates in cases when the safeguard of the public interest 

demands limitative, derogatory measures concerning the scope of the exclusive right 

conferred to the patentee. 
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Cfr. Decreto-Ley No. 290/2011, Quinto Por Cuanto. (Note to the English version. The Spanish text highlights 

“objetivos fundamentales de política general pública, intereses supremos del Estado cubano” in this provision). 
269

Vid. HILTY, Reto M., “Legal Remedies Against Abuse… op. cit., p. 381. 



 

80 

 

The legislative technique does not respond to the casuistic treatment imposed by the 

confrontation vis-à-vis the acts of the patent holder. The patent system is essentially unitary 

and neutral
270

,and regulates ex ante the general solutions for the granting and exercise of all 

patents determined by the principle of non-discrimination
271

. 

It would be appropriate to reorder the ex post corrective mechanisms to face abusive practices, 

and the definition of the of the fundamentals of the regime.  The confrontation of the abuses 

resulting from the exercise of the rights conferred by the patent, which is imprecise in the 

current regime, can be supplemented by the Civil legislation where the abuse of right is 

exposed in Art. 4. Civil Code, understood as intrinsic limit to the exercise of subjective 

rights
272

. The applicability of the legislation to private rights, such as patents in its facet of 

exercise under Art. 8 Cuban Civil Code of 1987
273

, makes it possible to complete the 

shortcomings of the patent regime. 

The case by case manifestation of dysfunctional uses in patents deserves permanent 

monitoring in consideration to the diversity of practices that cause distortions within the 

patent system. The mechanisms defined with ex post corrective purposes are opposed, as 

limits, to the scope of the rights conferred by the patent. In order to determine the 

insufficiencies with regard to the regulation and application, the research will proceed to 

examine the ex post corrective mechanisms. 

2.1.2. Rights conferred to the patent holder and the obligation of exploitation  

The design of rights conferred by the patent in the Cuban legal system is seriously a negative 

right to prevent third parties from exploitation activities. The scope closely and strictly 

interpreted is to prevent and forbid to third parties, thus, it does not imply any obligation to 

exploit by the patent holder. Article 46 Decree-Law No. 290/2011 exegetic analysis does not 

contain a duty to exploit the patent that the patent holder must assume. The national 

legislation embraces the extended trend from the comparative law when states the acts that 

                                                 
270

El sistema de patentes se ha mantenido unitario, neutral y uniforme respecto a las tecnologías protegidas y los 

sectores industriales. A ello responde el diseño normativo y los estándares para proteger a las invenciones en 

cualquier campo o sector de la tecnología en base a su carácter técnico. Esta característica se refleja en el 

principio de no discriminación por sector de la tecnología. Vid. BURK, D. L., LEMLEY. M. A., The patent crisis… 

op. cit., pp. 3-35. 
271

 Esta característica se refleja en el principio de no discriminación por sector de la tecnología. Acuerdo TRIPs, 

artículo 27.1. Para un análisis detallado del principio, Vid. MALBON, Justin, LAWSON, Charles, DAVISON, Mark, 

The WTO Agreement … op. cit., pp. 410-418. 
272

Vid.CHIKOV BARREDA, Naiví, “Artículo 4”, PÉREZ GALLARDO, Leonardo B. (Dir.), Comentarios al Código 

Civil cubano, tomo I.- Disposiciones preliminares. Libro Primero. Relación jurídica, vol. I. Artículos del 1 al 37, 

Editorial Félix Varela, La Habana, 2013, pp. 49-74.  
273

Vid. Ley No. 59, Código Civil cubano, de 16 de julio de 1987, Gaceta Oficial de la República de Cuba, 

Edición Extraordinaria, 15 de octubre de 1987. 
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empower the patent holder to prevent third parties. Technically, it goes to an exact 

reproduction of the content of the international obligation contained in Article 28 TRIPs 

Agreement. 

Closely related with this provision, Art. 9 Decree-Law No. 290/2011 states the right to license 

a patent a rights related to any legal condition of the right, namely, both a granted and/or a 

patent application, thus, it recognize the option to transfer of patents and to agree legal 

transactions concretely by the license. Art. 9.1 Decree-Law No. 290/2011. However, 

introduce wrongly the obligatory nature of the exclusivity clause. It deserves a particular 

analysis.  

A patent act shortcoming is identified when the legal text avoids to determine the exploitation 

measure reference at the moment to state the scope of the rights conferred. The reference is 

coming, however, as conditional proof of the patent holder exploitation: 1) the insufficiency 

or lack of exploitation of Art. 53 as ground of the compulsory licensing regime; 2) the 

exclusive nature of all the patent as has been stated under Art. 9.1 concerning the licenses and 

patent transfer.  

Concerning Art. 9.1 Decree-Law No. 290/2011, it would be appreciated with disconcert when 

the rule is to consider all licenses with the exclusive nature, it is not considered as such only 

when the non-exclusive nature in determined by the contract.  The exclusive nature clause has 

inverted the conception of license as non-exclusive by nature and exclusive when it is 

negotiated by parties, that is the prevailed rule within the technology transfer. The rationale 

followed is counterproductive and it is not clearly understood the rationale within the Cuban 

context.  

The obligatory nature of the exclusive licenses under Art. 9.1 puts in risk the exploitation 

when it limits the capacity to agree the terms and conditions of the license in this regard. The 

patent holder has a legal limitation. Indeed, it is not the ideal exploitation conditions to the 

patent holder, and limit the autonomy to negotiate licenses. Furthermore, it harms the patent 

holder interests, who would refuse to license due to undesirable exclusivity conditions by the 

licensee, and the refusal to license can trigger a ground to use the compulsory licensing 

regime. The provision is a normative deficiency, thus, avoiding this provision would allow to 

facilitate the voluntary licensing regime and the technology transfer.  

Furthermore, it affects the coherence within the legal order with regard to the interpretation 

and employment of the legislation on contracts and its regime in the light of the Art. 43 

Decree-Law No. 304/2012. The referred provision does not rule and presume the contractual 
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exclusivity except it has been agreed by involved parties
274

. This rule provided under the 

specialized industrial property law is a disruption with regard the contractual regime. The 

clearest solution must come from the agreed between the parties that would avoid a 

conflictive interpretation with regard to the nature of the license.  

The exclusivity clause of the patent licenses is a contractual restriction within the Cuban 

patent system that has imprecise practical functions. This provision is reprehensible when it is 

considered the condition in which the technology transfer occurred within the Cuba 

landscape, its undefined rationale and the lack of clear objectives.  

On the other hand, the interpretation of the patent scope is a core task concerning the exercise 

of the rights as well as the balance between public and private interest. It is well known that 

the international obligation does not provide a great space with regard to the flexibilities, the 

interpretation of the scope of the rights conferred allows to reconsider such objectives and 

purpose of the patent system.  

The recognition of the exploitation behaviours would have had the same legal effect that the 

negative right formulation lying on the patent internal structure ad intra. The doctrinal and 

technical configuration of the patent has been part of a negative content to prevent to exploit 

the patent by third parties. The nature of legal position of the patent allows to recognize the 

existence of correlative duties as part of the social pact, such as to exploit by any of the 

acts
275

, in which it is achieved is a more accurate legal construction although little appealed in 

post-TRIPS regulation, which is not inconsistent with the international treaty. A positive 

catalogue as well as a burden or duty of exploitation does not imply strictly the obligation of 

local exploitation but to accredit the meaning of the exploitation that is as intrinsic to the 

system as the negative scope of the ius prohibendi.
276

 

Even when the local exploitation as expression of the obligation to exploit a patent has been 

removed from the modern patent law
277

, it does not prevent to interpretate the exploitation as 
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Vid. Decree-Law No. 304 “De la Contratación Económica”, arts. 3 al 8, principles of the contractual 

negotiation, and art. 43 with regard to the content of the contract.  
275

 Sobre la carga de explotación, exponiendo tesis sobre la explotación, CABANELLAS DE LAS CUEVAS, 

Guillermo, Derecho de las patentes de invención, 2ª edición, 2 t., Heliasta, Buenos Aires, 2004, pp. 409-416.  
276

 Sobre la carga de explotación, en capítulo 2 exponiendo tesis sobre la explotación, Vid.CABANELLAS DE LAS 

CUEVAS, Guillermo, Derecho de las patentes de invención, 2ª edición, 2 t., Heliasta, Buenos Aires, 2004, pp. 

409-416.  
277

 En el ámbito del régimen internacional, se removió la obligación de poner en explotación en el territorio 

nacional la invención patentada, la cual fue matizada por el alcance de otros actos de explotación. Las 

valoraciones obedecieron a la eficiencia económica en la inversión en infraestructura necesaria que podía 

ocasionar pérdidas considerables al titular. y al hecho de que con lo cual se extiende a la importación con el 

Acuerdo TRIPs se incluye en la explotación la importación  
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a patent holder duty. Thus, patent exploitation might be understood as a patentee duty
278

  in 

order to fulfill the goals of the patent grant and the patent system. In this light sufficient 

supply of the market highlights this duty. This approach has been considered to some extend 

in the criterion of sufficient supply of the market that is determined by the national context 

driven by the territorial validity and efficacy of a patent.  Finally, it would be highlighted that 

both individual interest by the patent holder and public interests are pursued to prevent the 

lack or insufficiency of exploitation within the patent system. In order to achieve that, 

corrective mechanisms have been articulated such as the compulsory licenses.  

The exploitation as duty of the legal position is regulated in a controversial space of 

compulsory licenses, deeply revolves on the public interest, and devotes to face the patent 

system distortions concerning the lack or insufficiency of exploitation, which is an expression 

of abuses of the rights conferred to the patent holder. The nature of sanction is lesser smart 

than a definitional intention of the set of negative faculties to prevent others and their positive 

opposes pairs, which verification indicates an option to exploit.  

The exploitation is not completely left to the decision of the patent holder. It is also a 

correlative duty and requisite of the coming into existence of the patent. The way to exploit it, 

by itself or through third parties, is the choice to choose allows to the patentee, who can select 

the alternatives to exploit by itself or through third parties. It is not the exploitation per sea 

discretional behaviour by the patent holder; it is inferred as correlative duty in the light of the 

existence of the patent, as well as a tools of the patent holder to economically realize the 

patent in the way to make it profitable to his/her commercial interests, to cover the investment 

and to take advantage of the competitive opportunity conferred in order to make the 

introduction and first trade act. Finally, it should be considered that the exploitation might be 

attend the market features by the holder, thus, the sufficient supply of the market is 

conditioned by the structure of the national market. 

Interpreting the patent rights as negative rights implies necessarily that the acts prevent to 

third parties are such whose only can be made by the patentee or licensees. Such approach is 

the appropriate interpretation that the legislator had to attend within the Cuban context. 

Moreover, it is not forbidden under TRIPs Agreement , thus, it complies with Art. 28 TRIPs 

obligation
279

.  
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 Vid. CARBAJO CASCÓN, Fernando, “Capítulo XVII. Obligación de explotar. Licencias obligatorias …op. cit., 

p. p. 415. En la legislación española derogada, art. 83.  
279

 Art. 28.1 TRIPs Agreement establishes as a rule that the scope of those conferred by the patent is applied with 

respect to granted patents. This rule of interpretation means that TRIPs Agreement obligation does not require to 
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The Cuban legal text considerably extends the scope of the exploitation acts, thus, a properly 

regulation of the international exhaustion 
280

 has been inadequate.  

It is not defined who should prove the exploitation, and mechanism to verify this prove has 

been compromised
281

. Comparative foreign legislation adopts a burden of proof the 

exploitation by the patentee. This scheme substitutes a scheme based on the inspection and 

notification of the related information by the competent authority
282

. In the light of the 

consequences of such mechanism, an appropriate option might be the implementation of a 

monitor mechanism that allows to verify and check the sufficient supply of domestic, thus, it 

is key for the effectiveness of the corrective mechanisms and the exploitation of the patent. 

With regard to the exploitation, patent licenses provide a particular technique that allows to 

interpretate in a different manner the scope of the patent rights. A patent license translates the 

negative right to prevent -ius prohibendi- into positive faculties to exploit by the licensee, 

who receive this authorization by the patentee.  This translation is based on the right to license 

the patent
283

. Contractual issues with regard to patents focus on the transfer of positive 

exploitation faculties to operate, exclusively or non-exclusively in the market
284

. Thus, `patent 

rights are not simply reduced to transfer the right to prevent certain exploitation acts. The 

interpretation of the content of the contract must take as a guide the translation of the negative 

                                                                                                                                                         
recognize rights before the concession, leaving the provisional protection at the decision of the national legislator. Art. 

28.2 in relation to the entitlement does not extend the assignment to the patent application under the general precept of 

applying the rights to the granted patent. Both aspects are chosen by the legislator. Vid. CORREA, Carlos M., 

“Capítulo II. El régimen internacional de las patentes …op. cit., p. 71, 72. 
280

 Art. 48 Decree-Law No. 290/2011.  
281

 In the selected foreign legislation, the case of Spain regulates this burden of proof of exploitation in the holder 

in substitution of an inspection scheme and issuance of valuation report by a competent authority. Vid.CARBAJO 

CASCÓN, Fernando, “Capítulo XVII. Obligación de explotar. Licencias obligatorias”, BERCOVITZ RODRÍGUEZ-

CANO, Alberto (Dir.), BERCOVITZ ÁLVAREZ, Raúl (Dir. adjunto), La nueva Ley de Patente. Ley 24/2015, de 24 

de julio, 1ª edición, Thomson Reuters-Aranzadi, Cizur Menor, 2015, pp. 423-424. 
282

Vid. CARBAJO CASCÓN, Fernando, “Capítulo XVII. Obligación de explotar. Licencias obligatorias”, 

BERCOVITZ RODRÍGUEZ-CANO, Alberto (Dir.), BERCOVITZ ÁLVAREZ, Raúl (Dir. adjunto), La nueva Ley de 

Patente. Ley 24/2015, de 24 de julio, 1ª edición, Thomson Reuters-Aranzadi, Cizur Menor, 2015, pp. 423-424. 
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 It would be defined as the right by which a third party (licensee) is authorized to exploit a patent owned by 

another. (Spanish quotation: “el derecho por el que un tercero (licenciatario) queda facultado para explotar una 

patente de titularidad ajena”). Vid. MARTÍN ARESTI, Pilar, “Capítulo XV. Transferencias, licencias y 

gravámenes”, BERCOVITZ RODRÍGUEZ-CANO, Alberto (Dir.), BERCOVITZ ÁLVAREZ, Raúl (Dir. adjunto), La 

nueva Ley de Patente. Ley 24/2015, de 24 de julio, 1ª edición, Thomson Reuters-Aranzadi, Cizur Menor, 2015, 

pp. 361.  
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 MARTÍN ARESTI argues the following- If the license contract effect is to grant a right of exploitation related to 

patented invention, it seems logical that the reference adopted to establish the measure or configuration of the 

objective scope of the exploitation right conferred, should be the right to exploit by the licensor, and not the right 

to prevent. (Spanish quotation: “Si el contrato de licencia tiene por efecto el otorgamiento de un derecho de 

explotación o disfrute de la invención patentada, parece lógico que la referencia adoptada para establecer la 

medida o configuración del alcance objetivo del derecho de explotación conferido, deba ser el derecho de 

explotación del licenciante, y no el derecho de prohibición que a este le asiste, por mucho que este sea situado en 

la Ley de Patentes en un primer plano, como efecto fundamental de la patente”). Vid. MARTÍN ARESTI, Pilar, La 

licencia… op. cit., pp. 223.  
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faculties and the right to prevent to a positive expression that allows to exercise the exclusive 

right with the same scope in which the exploitation rights are expressed
285

. This approach is 

based on the theory of the exploitation activities/acts that are included in the set of exclusive 

rights and the right to prevent other from any exploitation activity
286

. In this light, the right to 

license is not included as part of the set of patent holder´s rights. Thus, it will not have a 

negative effect when it will be used. In addition, it involves legitimacy issues when pretend to 

defend a patent alleging contractual origin of the legal legitimation.  

Article 28 TRIPs Agreement largely restricts such regulatory options beyond the right to 

prevent. e.g. negative rights to exclude and prevent others, which does not entail an obligation 

to exploit by the patent holder. Most of the scholars support such position with which patents 

are an exclusive right with negative nature. 

By the way, GONZÁLEZ ZALDÍVAR argues the “facultad de explotación en excluisiva”
287

 such 

combine both the negative expression -ius prohibendi- and the exclusive exploitation keeps to 

the patent holder. His interpretation is based on this particular approach.  Indeed, it is close to 

the Spanish doctrine that conceive a patent like a legal position, it means a set of rights and 

correlative duties with regard to patent ius prohibendi and ius excludendi alios.  

Building on positive rights concerning rights to prevent and exclude others offer broader 

opportunities which are shown that the scope of the contractual license of a patent even in the 

different moments and legal situations within the life of the patent. A right to license allows to 

transfer positive rights to the licensee. The position of the licensee is more given to exploit in 

any situation, because it is the expeditious way to achieve economic benefits and revenues of 

the licensed patent.  

                                                 
285

The license is a positive right, the right to license, which empowers exploitation. The right to license is not 

exhausted in the passive attitude of the licensor who waives the right to enforce the ius prohibendi against the 

licensee. Strictly speaking, it grants a right to license sized in a positive sense referring to the permitted 

exploitation which is legitimized by the contract and which coexists with the faculties to prevent of the patent 

holder against third parties. The contract prevents from exercising it, however, against the licensee, but it is 

exercisable against third parties. The license and the granting to the licensee of the right to license as a positive 

exploitation right becomes the legitimizing title of access to the patented invention that was reserved for the 

ownership. The exclusivity of the exploitation will be determined by the patentee according to the contract and 

strategies deployed to respond to their interests, which is reflected in the choice of the content of the legal 

business, the nature of the license as exclusive or negotiation of several patent licenses determined by economic 

indicators. In any case, by means of the license the ownership of the patent remains in the legal sphere of the 

holder. Vid. GUEVARA FERNÁNDEZ, Ernesto, “Contratos de licencia de patentes y creaciones intelectuales de 

carácter técnico: notas a propósito de la intervención de la administración en la dimensión privada del derecho 

invencional.”, Ponencia presentada en Jornada de Derecho de Contratos, La Habana, 2015;  
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 The theory of exploitation acts fixes this aspect. Vid. FERNÁNDEZ NOVOA, C., OTERO LASTRES, J. M., BOTANA 

AGRA, M., Manual de Propiedad Industrial, 2ª edición, Marcial Pons, Madrid, 2013, pp.  160-167.   
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 Vid. GONZÁLEZ ZALDÍVAR, Yudesky, La regulación de la patente a partir de los ADPIC, Editorial 

Universitaria, La Habana, 2008, pp. 28-30. 
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The option of interpreting the legal scope of the patent of ensuring exploitation have sense. 

Contrario sensu it is an option that the legislator must consider in order to confirm with a 

positive statement, the exploitation of the patent, since, without legal declaration, the 

consistency in the text's systematics may be compromised. Art. 28 TRIPs Agreement does not 

exclude a cross-interpretation of the rights based on the positive side of the exploitation acts. 

2.2. Exceptions to the rights conferred to the patent holder 

The exceptions are built as intrinsic limits to the scope of the conferred right to the patentee. 

This antithetic building that confront rights conferred versus exceptions – it means, 

exceptions are opposed and must be tolerated by the patentee- marks the boundaries of the 

catalogue of rights prevent as well as the opportunities to exploit the patent, firstly. 

Exceptions must be opposed against the exorbitant position of the patent holder and seems to 

seek a balance objective within the patent system due to its legal nature.  

The Cuban patent law regulates a broad set of exceptions to the rights conferred to a patent 

holder. The regime has presumably a numerus clausus that indicate the characteristic of an 

regime of precisely fixed limits, e.g. límites tasados, that prevent an adjustable interpretation 

and use of the legal exceptions when other circumstances appear
288.

. It is consistent with the 

patterns of the Civil law legal tradition. The Cuban regimen then is closed to the creative 

activity by judges at Courts that try to create space to new exceptions to the patent rights. It 

will be demanded the intervention of the law-maker to state each modification concerning the 

material scope of the exceptions, thus it destroys the presumed flexibility in order to 

interpretate and use non-ruled exceptions, which is in compliance with the international 

regime, particularly under Art, 30 TRIPS Agreement and the acquis of public interest.  

Art. 47 Decree-Law No. 290/2011 is, by far, superior to the repealed act. It better reflects the 

objectives of the regime. The Cuban experts VÁZQUEZ DE ALVARÉ and MORENO CRUZ 

considers the new regulation with a formulation better than the previous Art. 54 of Decree-

Law No. 68. 

However, certain theoretical aspects deserve attention. The exceptions integrate a normative 

block with which the national law-maker permits to third parties to make certain activities 

driven by the patent system objectives, then they exclude these activities from the habitual 

scope of the patent and the rights conferred to a patentee. Indeed, there are permitted to 
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 Vid. LÓPEZ MAZA, Sebastián, “La posibilidad de utilización por el juez de la regla de los tres pasos”, 

AA.VV., Estudios sobre la Ley de Propiedad Intelectual. Últimas reformas y materia pendientes, 1ª edición, 

Dykinson-ALADDA, Madrid, 2016, pp. 297-337.  
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certain activities that should be consider exclusive rights of the patent holder and then these 

acts are consider infringements.  

The exceptions as limitations to the patent rights are both a mechanism to balance interests   

ex ante located in the legislation and an ex post corrective exercise in the exercise of the 

patent by the patentee. The regulation of exceptions to the patent rights conferred to the 

patentee indicates that the conferred right does not constitute an absolute monopoly and 

independent of the purpose for which it has been granted
289

. Thus, they emphasize that the ius 

prohibendi is not absolute and are conditioned to the purposes of its existence in the legal 

order
290

. 

The diversity of justifications in order to the recognition of the diverse exceptions complies 

with the various objectives of legislative policy, with which the exceptions show the building 

of acts in which the patent holder cannot exercise the rights conferred because these are 

excepted in pursuit of higher interests. 

The option to design exceptions adapted to specific conditions allows the legislator to adopt a 

more prone position to reconcile conflicting interests, as well as a tailored made solution to 

new circumstances with regard to the protection of innovation and patentable technologies. 

The exceptions are not exhausted in the field of patents, which confirms the content of the 

international regime obligation, on the one hand, and the emergence of new validated 

exceptions within national patent systems. 

The regulation of the current exceptions under the new Cuban patent act exceeds the previous 

regime and regulates the most significant exceptions. Such exceptions oriented to incentive 

follow on innovation are relevant, namely, the experimental exception, research and teaching 

exception, are found. The so-called Bolar exception is regulate in order to facilitate the 

experimentation requested in order to obtain any kind of sanitary authorization, thus, it allows 

to consider health interest. In addition, the preparation of master formulas is related to health 

objectives. The access to third parties in certain extend is consider, thus, the right of pre-use 

and the private and non-commercial purposes exception have been introduced within the 

Cuban patent system. the use of inventions in means of transport are regulated by the Cuban 

patent act. 

The experimental exception has been introduced under Art. 47 letter c) Decree-Law No. 

290/2011. The scope of the exception is defined in the acts performed for experimental 
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Vid. LOBATO GARCÍA, Manuel, “Capítulo XII. Los efectos de la patente …op. cit., p. 284. 
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purposes that refer to the object of the patented invention, with which the legislation replicates 

the debate on the exact scope of the permitted acts, namely, it does not specify whether the 

scope of the exception covers all acts that pursue experimental purposes, those performed “on 

the patented rule”, or “with the patented invention” on new objects
291

. In fact, it is not 

possible to elucidate if it is a restricted or wide exception that allows the object to be used to 

experiment with other patents. It has been triggered important controversial and reforms in the 

light of the patent system objective, namely the access and dissemination of the patented 

knowledge in order to facilitate the follow on innovation
292

.  

Certainly, the way in which the experimental use exception is configured will directly affect 

the activities of all researchers, public and private, university and business.  Its incidence in its 

incentive or effect on the flow of new inventions although it is quite difficult to accurately 

measure the exact scope of this effect
293

. 

The experimental exception seems to exclude the exception for purposes of research and 

teaching that is regulated under Art. 47 a). The origin of the scope of copyright and the Berne 

Convention allow interpretation in this is the scope of all the acts carried out in educational 

institutions, regardless of the purposes pursued, whether commercial or not. It seems then to 

be gathered that these two provisions are exclusive, and that acts carried out for educational 

purposes in educational centres and universities are subject to this exception, while the 

experimental exception is used to cover acts performed by entities of the business sector. In 

line with the system itself, the differentiation between commercial and non-commercial 

purposes of the experimental exception is ruled out, since if it is intended for acts performed 

in the business and research sectors other than teaching, such acts will be carried out to obtain 

new marketable innovations.  

In line with the legislation, the differentiation between commercial and non-commercial 

purposes of the experimental exception is ruled out, since if it is intended for acts performed 

in the business and research sectors other than teaching, such acts will be carried out to obtain 

new marketable innovations. This approach confirms the trend that considers to include such 

acts realized essentially with commercial purposes, independently of the scale of the 

exploitation preparatory acts.  

                                                 
291

Cfr. Decree-Law No. 290/2011, Art. 47 c). 
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 It is the case of the patent used as research means, namely research tools.  
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Vid. DI CATALDO, Vincenzo “El uso experimental de la invención …op. cit., p. 136. (note to the English 

edition: it is a free translation of the original quotation in Spanish. See. Spanish version text).  
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Other interpretation would be possible in attention to the open-ended current regulation. Both 

exceptions may be complementary. The exception for teaching purposes would be used for 

activities carried out by professors and researchers, it means a particular exception for the 

benefit persons, namely researches in universities, and other research entities, whose are 

better positioned to innovate and obtain patentable innovations, while the experimental 

exception would cover every experimental acts without differentiating the purpose and/or 

magnitude of the acts. The complementarity among exceptions comes from the complexity of 

the R&D organizational schemes and the relationships among universities and industrial-

enterprises, the co-ownership regimes and other matters that command a distinction between 

the different stages of innovation processes.  

The relevance within the Cuban context lies in the fact that universities are one of the main 

patent applicants and holders, and they are increasingly involved in collaborative projects 

with foreign universities, presumably under co-ownership. The scope of both exceptions with 

regard to the acts that they can do allows to obtain benefits for the use of the patent system in 

order to access to knowledge and patented technology in Cuba to make properly R&D 

activities as well as dynamize the relationships with the industrial-enterprises sector. 

The private and non-commercial uses exception covers such acts performed in a private 

sphere. From the comparative law perspective, this exception takes roots and it has limited 

scope due to its reduction to the private sphere of the third party that is using the invention, 

but it also covers acts performed by non-profit entities. It has not more implications and does 

not need additional comments, then it creates a private space to make activities that does not 

affected the patent holder economic interests as requirement from its scope of use.   

The so-called Bolar exception is one of the regulatory innovations of the Cuban legal system, 

both for the relevance for the development of the pharmaceutical sector and for the public 

interest in health that would ne materialized. It is interpreted in view of the provision that the 

so-called Bolar exception applies to those acts made to obtain any kind of sanitary 

authorization, registration and others made with experimental purposes, to process 

information, to obtain a sanitary authorizations and to prepare a future commercial 

exploitation under Art. 47 g) Decree-Law No. 290/2011
294

.  It is coherently oriented to the 

performance of preparatory acts for commercial exploitation of products which require 

experimentation in order to obtain any kind of authorization before the end of the patent 
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protection.  The provision does not the period to make the covered acts, only conditioned to 

the fact that the exploitations might be made when the validity of the patent has ended.  

The Cuban biotechnology and pharmaceutical industry which combines innovation with 

closed cycle innovation and is both a generator of innovative patented and generic products, 

finds a capital economic growing opportunity. The Cuban economic conditions remark the 

fact that the industry depends on the importation of inputs that in terms of economic policy 

can be a limitation to the incorporation of drugs and medicines in the list of locally 

manufactured products, and makes viable the analysis of their import from generic markets. In 

addition, the Cuban biotechnological and pharma industry is a priority sectors of the foreign 

investment policy, also highlighted in the portfolio of opportunities due to the potential of the 

sector. Other factor to consider is the cost of the experimentation activities which may be a 

disincentive in the use of the exception under the current conditions of the Cuban economy. 

The Bolar exception arises other regulatory questions within the patent system. The protection 

of test data or confidential information related to sanitary or similar authorizations is an issue 

to be solve and regulated in the Cuban legal system. First, its link with the Bolar exception 

reflects non-regulation, acceptable but demanded at a minimum under Art. 39 TRIPs 

Agreement
295

. These two issues must be strictly linked so as not to imbalance the legal sense 

of the exception with regard to the data test protection.  Thus, it is the ongoing chapter of the 

IPRs regulation in Cuba. 

From the governance of the patent system perspective, for instance, it shows an established 

fluent relationship between actors within the Cuban institutional designed scheme: 

BioCubaFarma, OCPI and CEDMED, the sanitary and authorization of medicines authority. 

Similarly, the Cuban health policy is ruled by the Ministry of Public Health, who 

unquestionably plays a key task in these matters as coordinator of the list of basic, generic and 

patented medicines, which is elaborated from the joined decision of these organisms. The 

Cuban health system deserves a few lines to assess the effective public policy on the matter, 

with universal and free access to all levels of the health system, praiseworthy professional 

capacity and that shows indicators of developed countries with efficient systems. This is 

supported by health indicators and indicators of human development, as well as information 

from international organizations and NGOs.The relevance of the exception goes beyond the 

patent system, where only allow to third parties legally obtain a sanitary authorizations and to 

deploy acts seeking to commercialize it avoiding a patent infringement. Indeed, the scope is 
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also related to provide a collaborative regime that contributes to other key aims such as the 

public health, access to medicines and patents. Thus, this scenario is not only closed to the 

regulation of the exception.   

The prior use (prior user right) is regulated under Art. 49 Decree-Law No. 290/2011. The 

prior use defence to a pre users whose have had a patented knowledge before the grant of the 

patent, and those who have in good faith made serious and effective preparations to use the 

invention and patented knowledge
296

which finally arises an ambiguous criterion needed of 

interpretation by Court as a defence against an infringement, it is considered an autonomous 

ex post corrective mechanism to third parties related to the working of a patent. It is an act 

carried out in good faith by a third party that the patentee must tolerate the activity of the pre-

user
297

, whose good faith made serious and effective preparations before the grant, legitimate 

to the commercial use the invention and patented knowledge.  

The prior user act should refer to an activity totally or partially related with the patented 

invention granted to the patent holder
298

with which his/her argument is linked to the scope of 

the defence about an infringement. Notably, the prior use right is not restricted to private use 

and has economic and commercial purpose, namely, “it is conceived as another right, and not 

as an extension of the exclusive right, so it does not confer action to its owner against third 

parties”
299

.  

The legislation does not regulate an individual right of the prior user, which evidences the 

regulation of the transfers of the alleged right cession, which has been linked and limited with 

the company or part of the company that exploits it. This is equally applicable to the claiming 

action of the person acting to subrogate with a better right as patent holder. It does not 

promote the transfer of the prior use right as an independent right within the legal traffic. It 

has been conceived given the requirement of registration as a previous exploitation right per 

se
300

even though it must be understood that it is made against the patentee without a made 

registration, and that this is subsequent to the existence of the patent. 

It is true that the prior use protects certain behaviours on the edge of lawfulness, because they 

are acts of imitation that a third party can use to understand the invention, and that the Cuban 

law does not provide for provisional protection of the application, it can be a defence for 

certain incremental innovations or alternative technologies that the prior user can use. 
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Patent legislation regulates a set of exceptions concerning the use of the patent in transit and 

locomotion with regard to Art. 5ter 1 and 2 Paris Convention. It follows the provision under 

Art. 54 Decree-Law No. 68/1983.  

In order to improve the scope of the exceptions, interpretation criteria are required with regard 

to the unclear aspects of several issues that have been pointed out. Similarly, how third parties 

can use these exceptions is not clear within the Cuban patent system since it does not 

legitimize to take action and can only be used as defences against infringement of patent 

rights. Exceptions mainly operates as defences against infringement of patent rights that can 

use an alleged infringer. Thus, Courts might determine the use of exceptions by third parties. 

Courts decisions ought to be a key reference in order to determine the scope of the exceptions 

to the right conferred to the patent holder. However, the corrective utility with regard to the 

functioning of the patent system lies about the prior mechanism to its argumentation as a 

defence by a third party in a complaint in case of infringement at judicial level. The 

implementation of a mechanism related to mediation by the patent office for this and other ex 

post corrective mechanisms would invigorate the system as well as would validate the current 

broader administrative functions held by the administrative authority under Art. 3 Decree-

Law No. 290/2011. 

Similarly, the trend to include in the legal text a provision to regulate the three steps rule test 

to be used by Courts might be an option to consider within the Cuban patent system from the 

governance perspective. If the three steps rule test is introduced, it will be open possibilities to 

incorporate new exceptions as well as concerns and challenges to both the judicial and the 

third parties performances
301

. The admission of this rule from the perspective to allow the 

courts to apply it in accordance with the circumstances that warrant it undoubtedly allows to 

interpret the exceptional nature of the behaviour of third parties individually case by case. It is 

required by the progressive and evolving nature of the technology as well as the related 

behaviours by the patent holder. However, it is flexibility in view of the implementation of 

the international regime. It must not be closed to the recognition of new exceptions and 

judicial interpretation
302

. Considering the limited interpretative performance baggage and the 

procedural limitations for its application, the scope of the exceptions is determined by the law 
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Vid. KUR, Annette, “Limitations and exceptions under the three-step test – how much room to walk the middle 
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reform of TRIPS, Edward Elgar, Cheltenham-Northampton, 2011, p. 243. 
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without a pattern of judicial interpretation. A contrario sensu an administrative interpretation 

will not be accepted in view of this performance is located inside the patent holder private 

sphere as well as third parties interest, thus, its application should be made by courts and 

authorities with competences to provide legal alternative dispute resolution mechanisms.   

From the legal technique perspective, is must evolve to an individual regulation considering 

that the exceptions have different objectives, origin, purpose
303

 and operate at different 

moments of exploitation, beyond the content of the rights of the patentee  that is intrinsic to 

them as normative limitations to the ius prohibendi, which seems to be the driven criterion 

adopted in the text. Regulating the exceptions individually as a legal technique in 

consideration of the diversity of objectives pursued by the exceptions, although it is not the 

predominant technique in the comparative regulation, could improve the Cuban ex post 

corrective regime. 

2.3. Compulsory licensing regime 

Decree-Law No. 290/2011 regulates a complex and fully-fledged regime which recognize 

both requirements and flexibilities under Art. 31 TRIPs Agreement. The legal order 

recognizes through compulsory licensing regime a diversity of public interest goals. It 

particularly regulates such public interest goals related to the exploitation in the national 

territory, and such to face abuses by the patent holder when exercise the rights conferred, both 

statements regulate under Art. 53 Cuban Patent Act, thus, the legislation has highlighted these 

objectives that drive the Cuban regime
304

.  

Compulsory licensing regime is in compliance with international obligations. This approach is 

coherent with regard the regulation of this mechanism, as well as the comparative law and 

practice trends and doctrinal opinion by experts insofar as they address the diversity of 

intrinsic objectives in order to deploy corrective effects in the light of the variety of 

dysfunctional uses by patent holder. MORENO CRUZ and VÁZQUEZ DE ALVARÉ has argued it is 

a vital instrument to prevent the abuse of IPRs and to guarantee a balance between the social 

interests and those of the owners of the patents
305

 

In fact, the compulsory licensing regime has been apparently successfully substantively 

regulated, however, it has shortcomings concerning regulation of the key requirements that 
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y los de los titulares de las patentes”. 



 

94 

 

concerns in view of the interpretation and use in the line of the current provision. The 

redesign of the provision would be desirable and would contribute to the coherence for the 

interpretation and application of the regime.  

Among the main characteristics that should be highlighted with regard to the new conception 

of compulsory licenses is the truthful distinction between types of compulsory licenses based 

on the causes, but which, however, does not find the best regulatory technique. Among the 

comparative law tendencies, the specialization in the regulation of compulsory licenses for the 

different grounds is identified, with the advantage to legally configure such compulsory 

licensing specialties which responds to the requirements to be considered. This specialization 

involves diverse actors in the declaration and personal legitimation within the regime of 

compulsory licenses in line with the requirements of the dynamic governance of the patent 

system in the ex post corrective regime. In a general sense, it provides a systematic regulation 

and illustrates the correlation between grounds, specialties and intrinsic objectives of the 

compulsory licenses and patent system in the ex post corrective regime. This advantage has 

been insufficiently exploited in the legislation. 

The diversity of heterogeneous actors involved introduces the option to review the 

governance approach within the Cuban patent system which allows to consider the existence 

of various heterogeneous actors with different involved. Decisions concerning patent law 

public interest involve diverse actors with capacities to assets the namely “justified public 

interest”. In addition, it has the advantage to permit the participation of authorities whose 

have a better place in order to adopt the decision required to declare a compulsory license.  

The Cuban legal provision states two key objectives within the compulsory licensing regime. 

The Cuban compulsory licensing regime provide the existence of “justified public interest” in 

the exploitation in the national territory. Concerning the statement, the legislation falls into 

mistakes such as the obligation of exploitation that jeopardizes this objective in the light of its 

normative recognition. In this line of reasoning, the ground related to lack or insufficiency of 

exploitation, e.g. failure to work, has been inadequately exposed with regard to consider a 

public interest in the national economy, which is the trend regulated from the comparative law 

perspective in order to avoid the limitations of the local exploitation. The public interest in the 

national economy the purpose seeking for this public interest related to the exploitation in the 

national territory. The current regulation makes the provision inaccurate and target of political 

attacks since the local exploitation has been abroad. In addition, this option has been change 

for a smarter regulation that consider the sufficiency of supply of the national needs.  
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Under Art. 53 Decree-Law No. 290/2011, the patent act states as objective to fix abuses 

related to the patent rights exercise by the patent holder. It has been declared as fundamental 

and foundation of the Cuban patent system in order to trigger the public interest. The 

legislation already indicates it since the Preamble this balance of interest element in the 

regulation in order to attenuate to its minimum expression the grant of patents and its 

unjustified monopoly effect in case of abuses related to the exercise of the patent, that 

operates as the foundation of the inventions protection
306

. 

What is an abuse related to patent rights has not been specified in the patent legislation, thus, 

tit is a simple legal statement rather than a concrete legal criterion to qualify the dysfunctional 

uses by the patent holder. In addition, abuses must be assessed on the basis of certain criteria, 

which does not seem to be provided in the current patent legislation. As an interpretative 

criterion that allow to use it, the legislation has an insufficient when it determine what is 

abuse of rights by the patent holder, thus, it makes the provision too vague and lack of 

concrete meaning.  

In compliance with international regime obligations, it has been successfully introduced the 

general requirements to declare it: individual grant according to the circumstances of each 

case; material scope, that provide the material limits, and temporal scope
307

; geographical 

scope, which circumscribes its effects to the territory or national markets
308

; non-exclusive 

character; non-transferable nature, with those of not being subject to assignment but as part of 

the entity and intangible asset  upon extinction of the compulsory licensee
309

; the regulation of 

the right to obtain a remuneration by the patentee,  in which it is fixed the requirement 

concerning it must be adequate and asses in economic terms considering the individual 

circumstances of this patent. A  matter of procedural guarantee requirement the judicial 

review of the compulsory licensee, as well as the remunerations conditions by a competent
310

, 
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 “Se regulan las licencias obligatorias que pueden ser concedidas por interés público, o para el uso público no 

comercial, o en situaciones excepcionales, o para remediar actos o conductas que constituyan un abuso de los 

derechos por parte del titular, o de actos que causen o puedan causar perjuicios económicos injustificados a la 

economía nacional, sin perjuicio del derecho del titular.” (Compulsory licenses that may be granted for public 

interest, or for non-commercial public use, or in exceptional situations, or to remedy acts or conduct that 

constitute an abuse of rights by the owner, or acts that cause or may cause unjustified economic damage to the 

national economy, without prejudice to the right of the owner.) WTO TRIPS Council, “Review of Legislation, 

Cuba, Addendum,” February 18, 2013, para. 42. 
307

Cfr. Decree-Law No. 290/2011, art. 55.1, associated to art. 31 c) TRIPs Agreement. 
308

Cfr. Decree-Law No. 290/2011, art. 55.2 associated to art. 31 f) TRIPs Agreement. 
309

Cfr. Decree-Law No. 290/2011, art. 55.3, associated to art. 31 d), e) TRIPs Agreement. 
310

Cfr. Decree-Law No. 290/2011, art. 56.2 a). 
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thus it open a debate in this regard
311

. The regulation is a lot scattered across the legal text, it 

makes complex the legal systematic making hard its understanding that obscure its substantial 

content. The employed regulatory technique must be improved.  

The regime allows to identify element to systematize it, indeed, these are the detailed grounds 

and the procedural specialties given the fact that various competent authorities would declare 

it. Grounds allow to group types of compulsory licenses that replay to intrinsic objectives and 

those more focused on general-system objectives. In this light, the compulsory licensing 

specialties are a novelty of the regime, even when it still requires of procedural innovations. 

Compulsory licensing specialties establish a procedural scaffolding in which different actors 

are involved. Thus, it validates an approach based on dynamic patent governance of the 

system by heterogeneous administrative actors in better roles to act within the Cuban patent 

system.  

The legal order regulate the following specialties and procedural types within the compulsory 

licensing regime: 1. exploitation and economic activity, motivated by the public interest in the 

exploitation of the patent in the national territory; it includes the lack, insufficiency, 

suspension of exploitation; dependency of patents; both are related to the operation of the 

patent system; 2. National emergency; 3. public interest in health; 4. non-commercial public 

uses and Government uses; 5. Compulsory licensing regime for export or import medicines 

and pharmaceutical products to countries without technological capabilities, or when their 

production in national territory is insufficient in the light of Art. 31bis TRIPs Agreement; 6. 

anticompetitive practices. Each one of them deserves comments that, in turn, are being made. 

As ground of public interest in the exploitation of the patent, and presumably as abuses - in 

line with the reference of the Paris Convention provision referring to measures to face abuses 

resulting from the exercise of patents in acts of lack or insufficiency of exploitation (failure to 

                                                 
311

 In order to realize the interpretation, these criteria are worthy of certain nuances building for for different 

cases. Among other extremes, the rule of limiting the material and geographical scope of a compulsory license to 

supply the national market is not absolute; the temporality of the compulsory license must consider the economic 

interests of the compulsory licensee, being in that conditioned aspect the subjection to the circumstances that 

gave rise to it; likewise, it is not strictly applicable and in the same magnitude, each and every one of the 

requirements to the catalogue of assumptions foreseen as causes of compulsory licensing. 

The Cuban regime of compulsory licensing recognizes that the licenses granted will be granted on a non-

exclusive basis. The non-exclusive nature allows the holder, compulsory licensor, to exploit the patent without 

prejudice to the corresponding remuneration that is set by the competent authorities. Such a condition would 

operate at least as an attenuation to the economic injury that would result in compulsory licensing for the patent 

holder. Responding to an argument of legislative logic, it is not about emptying the patent content, but subjecting 

it to a restriction designed ex ante by interests that are manifested as supervening circumstances. The owner of 

the patent is not excluded from its exploitation, but must tolerate the exploitation of third parties in parity in 

exchange for receiving an amount in quality of remuneration, which will be set by the competent authority. 
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work)in the international regime
312

-several grounds are included in the legal text: lack or 

insufficient exploitation of the patent
313

; the patentee who has not made serious and effective 

acts to exploit the invention
314

; the patentee who has interrupted the exploitation  for more 

than one year
315

. They are based on the doctrinal arsenal of failure to work and its relationship 

with abuses. However, it is not possible to affirm the existence of public interest in 

exploitation in the national territory considering the dual doctrinal construction that these 

behaviours follow. One the one hand, it is located such abuses of the patentee that must be 

fixed by the regime - with a serious impact in the field of anticompetitive practices – and, on 

the other hand the public interest whose exact construction has been required. 

In addition, the legislator regulates the compulsory licenses for any act that constitutes 

abusive exercise of the conferred rights and for any practice that, as a result of a judicial or 

administrative process, has been determined to be anticompetitive
316

, thereby assimilating 

abuses with anticompetitive practices in an unsatisfactory and confuse manner.  

This legal statement has substantial implications to the extent that the lack or insufficiency of 

exploitation shows a fashion that is not what a is interpreted by the provision. Legislator 

translates the exploitation into a duty of the patent holder, and into a goal of the system to 

promote it, thus, if is not successfully achieved, is fixed by the compulsory licensing regime.  

The legal recognition of the public interest in the exploitation must consider that the 

exploitation is subject to the principle of non-discrimination, 
317

 and thus, it cannot 

discriminate between products locally produced and imported by the patent holder, and that 

the interest public in the exploitation  is consider as sufficient supply of the national market to 

cover and satisfy national needs, as duty to exploit by the patentee. This building has been 

delineated and regulated in terms of sufficiency of supply of the domestic market. Thus, the 

obligation of exploitation does not translate into working a patent, but rather to satisfy the 

national social and economic needs. 

The legislator could state the public interest in the national economy, in which case the 

interpretation would be more accurate instead of adhering to the interpretation of the Art. 5 
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Cfr. Decree-Law No. 290/2011, Art.  53.1 a) 
313

Cfr. Decree-Law No. 290/2011, Art.  53.1 a) 
314

Cfr. Decree-Law No. 290/2011, Art.  53.1 d). 
315

Cfr. Decree-Law No. 290/2011, Art.  53.1 c).  
316

Cfr. Decree-Law No. 290/2011, Art.  .1 g).  
317

Cfr TRIPs Agreement, Art. 27.1.  
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Paris Convention, which does not have, by far, the desired former implications of its 

inception
318

. 

A normative and interpretative technical insufficiency comes from the assumption of the duty 

of exploitation by the patent holder as such. It is surprising this radical building concerning 

the public interest in exploitation, when it does not well establish the scope of the duty to 

exploit as patent holder obligation, nor intermediate mechanisms to incentive the exploitation, 

e.g. licenses of right and others of economic nature e.g. subsidies, public funds, organizational 

alternatives for the exploitation of the patent as collective management entities, negotiation 

mechanisms to facilitate the voluntary licenses. Recently, comparative law illustrates new 

formulations of the obligation to exploit based on the fact that its regulation generates greater 

willingness to operate on a voluntary contractual basis, due to the exceptional and ultimate 

invention nature of compulsory licenses.  

These are established the conditions and general rules with regard to the requirement of prior 

negotiation of a voluntary license on reasonable commercial terms and conditions
319

, as well 

as the request that that these have been non-successful or have not been effective within the 

established time periods
320

and the time in which the patent holder is presumed to have been 

able to fine-tune the invention
321

. Thus, these are a set compulsory procedural rules related to 

this ground
322

. If these are properly interpreted, these must be seen as a manifestation of 

restrictive licensing behaviour, correlating the legitimate interest of the owner with the 

legitimate interest of a third party that filed the compulsory license application. It ultimately, 

as is required by the Cuban law, the public interest related to the patent exploitation. If the 

negotiation terms are not adequate by the potential voluntary licensee who became the 

applicant for the compulsory licences, it should not be imposed the license under harmful 

terms to the patent holder interests in the absence of motivations related to the public interest. 

                                                 
 
318

The new Spanish patent act introduces the ground namely “interest in the national economy”. The Cuban 

provision follows an outdated regulatory trend that was common for developing countries when started the 

TRIPS Agreement rules implementation. For example, this is the designed Brazilian patent legislation Art. 68, 

which motivated a US complain in WTO commented before. 

 
319

Both in this case and in the refusal to license, the application of compulsory licenses is subject to negotiation 

terms. The legislation however does not provide the scope or specification of the terms considered reasonable, an 

additional technical insufficiency. It should be remembered that they are exceptional measures that empty 

content of exclusivity, compelling the exploitation. This being the case, it would be necessary to establish 

criteria, for example, reasonable royalty rates. British legislation sets the rate of remuneration in Section 88 (5) 

.70. 
320

 A period of ninety days is established after the failed negotiation attempt, computed from the date on which 

the potential user communicated to the right holder, by means of a document, the alleged license request. 

regulating the pertinent to the form of establishing the term. 
321

 Cfr. Decree-Law No. 290/2011, Art.  53.3.  
322

Cfr. TRIPs Agreement, Art. Art. 31 b).  
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It seems to be the wish of the legislator when the existence of a public interest justified in the 

exploitation in the national territory is declared in the law. In this sense, the public interest 

will be interpreted restrictively, since the mechanism should not be an option of the 

competitor that undermines the interest of the holder
323

. 

It is stated the existence of “legitimate excuses” when the existence of impediments to 

achieve the exploitation by the patent holder for reasons beyond their diligence. For instance, 

the legislator places the need to obtain authorizations from national regulatory bodies
324

. 

The difficulty to probe the exploitation, as well as the reasons to argue its lack, insufficiency 

or interruption, are a repeated problem. In Cuba, the historical perception that the exploitation 

of patents is none and/or insufficient passes through economic limitations and the limited 

autonomy to make investments and adopt market decisions by the patent holder, both are 

restricted by the economic model in which the patent system is embedded. The degree of 

permissibility of certain arguments such as lack of financial resources, obsolescence, 

competition and market needs all require particular assessments within the Cuban context. 

This type of compulsory licenses would be much useful with regard to the defensive patents –

coverage patents  (patentes de cobertura), in which there are no intention to exploit, as well as 

patent trolls in which their existence is testimonial
325

. 

Moreover, it is inappropriate and unsustainable for the regime that the authority with the role 

to decide the lack or insufficiency of exploitation is the Cuban examination and granting 

office. It has economic and social implications at the moment to make and monitor the 

exploitation which undoubtedly they do not correspond to the OCPI. 

The exceptional situations and urgency ground specialty does not entail larger comments 

rather than to celebrate the distinction which are defined ad extra in the specialized national 

defence legislation. In these cases, the National Defence Council (Consejo de Defensa 

Nacional) decides to declare the compulsory license, identifies the producing entity and 

instructs the entity to exploit the patent. It covers emergencies and extreme and emergency, 

and national defence, which the law does not define. The interpretation concerning the scope 

                                                 
323

 In the German case, the test of public interest in compulsory licenses was interpreted by the Federal Court 

restrictively and prevents competitors from obtaining them. The forum moved after that decision to the 

competition law. “The patentee’s competitors are unable to ‘mask’ their business interest in obtaining a licence 

as public interest. As a result, it is factually impossible for competitors to obtain a compulsory patent licence on 

competition grounds under sec 24 of the PatG”.Vid. MAUME, Philipp. “Compulsory Licensing in Germany”, 

HILTY, Reto M., Kung-Chung LIU, (eds.), Compulsory Licensing. Practical Experiences and Ways Forward, 

Springer-Verlag, Berlin Heidelberg, 2015, pp. 99.  
324

Cfr. Decreto-Ley No. 290/2011, artículo 53.4. 
325

Vid. CARBAJO CASCÓN, Fernando, “Capítulo XVII. Obligación de explotar. Licencias obligatorias …op. cit., 

pp. 405-406. 
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of the ground covers  exceptional situations as related the particular legislation, Law No. 

75/1995, Law of National Defence
326

, which deals with carefully treatment and modulated as 

a “reserva de ley” law with regard to the Socialist Constitution of the Republic of Cuba. From 

the governance perspective, it recognized a key actor within the Cuban landscape, which 

clearly manifests the shared roles with regard to the regime functioning. 

The non-commercial public use is related to government uses. Non-commercial uses are a 

case of particular and autonomous forced licensing in the light of the doctrinal approach and 

comparative law. The Cuban Council of Ministers is the actor with a role to assess it. It is not 

required even if wanted by the legislator, the executive empowers another administrative body 

- the OCPI - in attack against the desired operability. It should be remarked the fact that it 

removes the requirement concerning the negotiation for obtaining a voluntary license. It also 

modifies the ipso facto requirement to notify the patent holder when it is reasonably possible, 

which introduces a tolerated uncertainty despite the effect on legal certainty. 

Under Art. 53.l letter e) it is stated the compulsory licensing specialty with regard to health 

and access to medicines, particularly with regard to sufficient supply of medicines and other 

pharmaceutical inventions. This ground indicates a public interest specifically related with 

health needs, access to patented medicines and drugs and other pharma, thus, it is a clearly 

autonomous speciality. The material scope of the patented invention to the regime is 

interpreted to include medicines and manufactured products for health, procedures for 

obtaining these, diagnosis tools in the medical sector, etc.  

The insufficient sale and offer required is the measure to assets the sufficient supply in the 

national territory regulated by the legislator. In contrast, the comparative law schemes choose  

to regulate a public interest in health
327

. Thus, the comparative law  and practice have 

introduced grounds and modified the national patent law in order to accurately regulate this 

mechanism, which is a regulatory limitation of the Cuban regime, and highlights the relevance 

of health issues in order to include gene diagnosis tools recently
328

.    
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Vid. Law No. 75/1995, National Defence Law, Gaceta Oficial No. 1, January 13, 1995. 
327

     

French legislation specifies 4 circumstances that justify ex-officio licenses, in relation to access to insufficiently 

supplied medicines; medications available at abnormal or altered prices; exploitation contrary to public health 

interests as a specific public interest; patents exploited in a way that results in anti-competitive practices. 
328

 Belgium, Switzerland and France contain general provisions relating to the public interest, but modify their patent 

legislation to expressly include this type of compulsory license. France. Art. L.613-16 FIPC, Switzerland. Art. 0 (c) - 

(e) Swiss Law. In the case of France, the ex-officio mechanism of compulsory licenses for health that covers the means 

of genetic diagnosis is extended in 2004. Switzerland revises in 2007 legislation and the reform enters into force on 

July 1, 2008. Belgium did not accredit regulation referring to the public interest, introduces Art. 31 Bis to recognize 

interest in health as a new independent cause in Art. 31 Bis. Vid. VAN ZIMMEREN, Esther, Gertruii VAN 

OVERWALLE, “A paper tiger? Compulsory license regimes for public health … op. cit., pp. 23-24. 
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There is a technical insufficiency in Cuba with regard to the restrictive material scope which 

is limited to “vaccines or other pharmaceutical products”, and that could well be controversial 

at the time to use it. In the regulation of other countries, the products or procedures covered 

are broadly exemplified. The reference to pharmaceutical products can be raised by foreign 

patent holders, presumable recipients of the measure, as discrimination on the basis of 

technology, considering the fact that pharma has all the qualifying characteristics of the sector 

of industry. Because of its implications, this provision should have been better regulated, first, 

because it is crucial in matters of public interest in health and access to medicines, diagnostic 

means, patented procedures and a long list of pharmaceutical that are essential needs of 

human health. Second, because the industrial sector involved is probably the only industrial 

and technology sector with manufacturing capacity, infrastructure and human resources to 

benefit itself when a compulsory license related to a foreign patent should be declared
329

.  

The provision should be interpreted restrictively with regard to the public health interest. 

Following such perspective, it might be improved the current scope of the provision in order 

to build it as an autonomous and really applicable ground. It should be excluded the 

anticompetitive practices which purpose in to face abuses rather than the public interest in 

health. The insufficiencies of this specialty are also related to the compulsory licensing 

regime for export or import medicines and pharmaceutical products to countries without 

technological capabilities under the Art. 54.5 Decree-Law No. 290/2011. 

The Cuban patent legislation recognize the specialty related to the compulsory licensing 

regime for export or import medicines and pharmaceutical products to countries without 

technological capabilities, or when their production in national territory is insufficient
330

. It 

regulatory regime complies with the paragraph 6 of the Doha Declaration
331

and the 

amendments of the TRIPs Agreement via Art. 31Bis introduced on December, 2017
332

. 

                                                 
329

 BioCubaFarma is a key actor within the Cuban system who has a relevant patent portfolio. BioCubaFarma 

also impacts on the public policies given its peculiar condition and its location in the scheme of public and 

business actors since it was created. In addition, BioCubaFarma has a patent portfolio and manufacture capacity 

bigger than all the others patent holder and actors, and is a 
330

Cr. Decree-Law No. 290/2011, Art.  54.5. 
331

The fourth Ministerial Conference of the WTO, held from November 9 to 14, 2001, approved the Declaration 

on the Agreement on TRIPS and Public Health, the para. 6 recognized that those WTO member states whose 

capacity to manufacture medicines are non-existent or insufficient, would have serious difficulties in making 

effective use of the possibility of granting compulsory licenses referred to in art. 31 TRIPS, thus appealing to the 

TRIPS Council to find a solution to this problem. The Council of the TRIPs adopted the Decision on the 

implementation of paragraph 6 of the Doha Declaration on the TRIPS Agreement and Public Health of August 

30, 2003, where it is advanced that exemption from the obligations of Art. 31 f) and h) of the TRIPs Agreement, 

under certain conditions to permit compulsory licenses when necessary for the production of pharmaceutical 

products or products and their export to an “authorized importer Member State” qualified as least developed 

countries in situations of national emergency or others of extreme urgency, for non-commercial public use. Vid. 
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It is a non-conventional compulsory license specialty related with the access to medicines in 

developing countries
333

. In Cuba, the regulation also contains a provision concerning the 

importation of medicines in health and extreme urgency situations in the national territory and 

it does not exist manufacture capacity. Thus, it is clearly differentiating with regard to the 

mechanism to export patented pharma to countries with demands of these, both recognized 

within the Cuban compulsory licensing regime.   

It is curious to the date the position of Cuba with regard to the international mechanism. Cuba 

has not ratified the amendment of the international treaty within the WTO. However, the 

Cuban legislation introduces the international obligation in a simplified manner, but does not 

state any relevant aspect with regard to the procedure or mechanisms regulated under the 

international obligation. Presumably, it allows direct application of the multilateral regime 

under Art. 31bis TRIPs Agreement, which conceptualization has been copied in the patent 

legislation. Thus, it would indicate the eventually ratification by the Cuban government and 

the deposit of the related ratification instrument of the treaty amendment or the required 

notification. In any case, the similarity in terms of objectives and the recognition of the cases 

regulated in the sui generis international regime is imminent, and it could be an opportunity to 

launch the Cuban medical-pharmaceutical sector as beneficiary. 

The criterion driven the use of this regime is the capacity to manufacture pharmaceuticals and 

drugs by the country that uses the mechanism, both the insufficiency of these products that 

required to import, as well as the capacity in stock to export. The mechanism has a 

mechanism to notify the intention to use the mechanism within the international regime, the 

list of needed patents, and a long list of specificities including control measures against the 

deflection of the manufactured patents diversion of production, which deploys its particular 

use
334

.  

                                                                                                                                                         
HO, C., Access to medicines in the global economy, international agreements on patents and related rights, 

Oxford University Press, New York, 2011, p. 410). 
332

 It is also inserted in the tendency to reflect this assumption of compulsory licensing in national legislation, as has 

happened in the regional regulatory bodies of the European Union and the Member States. Regulation (EC) 816/2006. 

Regulation (EC) No. 816/2006 of the European Parliament and of the Council of 17 May 2006 on the granting of 

compulsory licenses on patents relating to the manufacture of pharmaceutical products intended for export to countries 

with public health problems; Decision of the TRIPS Council on the implementation of paragraph 6 of the Doha 

Declaration on the TRIPS Agreement and Public Health, of 30 August 2003. As a result of this European Community 

standard, this compulsory licensing modality has been transposed into the legal systems. See European comparative 

law: Spain, article 91 e), art. 96, Law of Patents, Law 25 of 2015 includes with an express character in the national 

order an assumption of compulsory license. 
333

Vid. LOIS BASTIDA, Fátima, “Las licencias obligatorias de patentes farmacéuticas por parte de países menos 

desarrollados”, ADI, volumen 26, 2005-2006, pp. 495-516. 
334

Vid.CORREA, Carlos M., “Capítulo II. El régimen internacional de las patentes …op. cit., pp. 105-129, 138-

143.  
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In the Cuban case, it is provided an extinction forms with regard to compulsory licenses in the 

line of the regulatory obligation provided under Art. 5.A.2 Paris Convention. It has been 

wrongly designed the cancellation. The cancellation seeks  the same effects ex tunc of the 

caducity, while the legislator wished to adjust it for its special and only application to the 

compulsory licensing regime under Art. 71 and 72 Decree-Law No. 290/2011
335

.  

Several normative regulatory insufficiencies have been detected as outcome of the diagnostic. 

It should be noted with respect to the legislative regulatory technique seems to be scarcely 

creative, limiting itself to collect and regulate totally the content provided under Art. 31 

TRIPs Agreement and Art. 5 Paris Convention, which was already regulated under the 

repealed la, Decree-Law 68/1983. Thus, this technique culminates in a cryptic, not very viable 

regulation and not very viable. In order to improve the current regulation, it would be much 

more accurate as a regulatory technique to establish the conditions applicable to all 

compulsory licenses, and then specify by type of causes and policy objectives to which they 

contributed, since they are identified such specialties, types of compulsory licenses in which 

different authorities are involved, and these are driven to goals that equally distinguish them. 

It is detected insufficiencies with regard the interpretation as result of inaccuracies related to 

the use of vague terms, whose scope did not specify the provision. These insufficiencies 

require to develop criteria of interpretation. Two ways can solve fill it: the legal definition, 

desirable, or the use of its individual interpretation case by case for each actor that declares 

them, with a risk concerning both the discretional use and the despair solutions it must come. 

For example, reasonable commercial terms, in relation to when they are considered 

reasonable, manifest an uncertainty to the patent holder and compulsory license applicant. 

The interpretation of the requirements to qualify the essential terms in order to make clear the 

effect and objectives is still an additional complexity to use the regime. It must be defined 

supply, and sufficient supply of the market in Cuba. In this line, it is mandatory to adopt a 

regulatory legal technique with regard to exploitation that assimilate or state both exploitation 

and supply of the market
336

. 

The implementation of the regime requires need-for-speed procedures that make it less time 

consuming and efficient in terms of transaction costs, first, and then, a quickly put into 

operation the compulsory licensed patent in order to fix the dysfunctional situation.    
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Cfr. Decree-Law No. 290/2011, Art.  71 y 72.  
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 The legislation of France, Art. L 613-11 distinguishes supply and exploitation, as well as Art. 64 (2) CPE,  
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With regard to the personal scope and the involved actors, it would wish to redesign the 

legitimacy to use and prompt the compulsory licensing mechanism. The legitimacy should be 

broader in order to cover no only the interested third party application. It requires personal 

qualification criteria in terms of technical capability
337

.In addition, it should be recognized the 

capacity of the public authority to offer the compulsory license and to declare the situation 

that trigger the mechanism in order to promote the exploitation. It is found in comparative law 

references with regard to the recognition to public authorities to start the compulsory licensing 

mechanism
338

. 

With regard to practical implication, the compulsory licensing mechanism effectiveness 

should consider the material scope, the invention, and the related technology limitations. To 

put into operation a technology can require several patents and related know-how in order to 

exploit it, it can play against the efficacy of the use of the mechanism. Collaborative 

behaviours between the patent holder and the compulsory licensee should be promoted by the 

authorities.  

With regard to the adequate remuneration, it must be fixed an adjustable compensation rates 

to the different compulsory specialties. Some used approaches would be: comparable 

royalties, costs and profits available approaches
339

. Concerning who fixed it, it should be 

consider the ex parte agreement, in view of the judicial review of the remunerations that the 

international obligation supports.  

Compulsory licenses do not seem to be best   practical solution due to the cumbersome pre-

requisites and formalities, the fact that they require delayed and inflexible procedures, and the 

negative subjective effect that they provoke in the licensees. Nor are the first and immediate 

solution to turn to, given its exceptionality and its intrinsic sanctioning effect, although this is 

temporary. The actors when evaluating them should consider other measures aimed at solving 

the dysfunctions: price reduction, price agreements in advantageous conditions, subsidies, 

negotiation of voluntary licenses in agreed terms advantageous for the parties and adjustable 

in terms of royalties; import as a measure to supply the market. They can operate as 

convenient and less harmful solutions. 
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 France requires a qualified applicant. Belgium requires that the applicant has a economic and technical resources to 

exploit or a good faith to obtain the resources to exploit. 
338

 Compulsory licenses ex officio in France are initiated by a minister. In Belgium they are initiated by a competent 

minister. 
339

 Vid.  BENTLY, Lionel, Brad SHERMAN, Intellectual Property Law, Fourth Edition, Oxford University Press, 

Oxford-New York, 2014, pp. 662-663.  
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The design of public interest in the national economy, rather than exploitation per se implies 

redefining a duty to exploit the patented invention as a public interest in the national economy 

and the efficient realization of an economic activity. With this, trade is combined with 

industry for the creation of technological capabilities and promotion of innovation. 

The mechanism allows the control of market supply of patented technologies related to 

relevant public and industrial policies to operate as a remedy to insufficient market supply by 

importation or local production. It is an instrument that must coordinate and contribute to 

various public policy objectives to avoid conflicts between the patent policy and the 

functioning of the system, which includes the supply, importation and local production of the 

patent. It also combines aspects of commercial policy, foreign investment, industry and 

industrial development. In this context, it is necessary to address the shift of the justification 

of compulsory licenses from a mechanism to promote innovation driven by the interest of 

sufficiently satisfying national needs and demands
340

, and the local exploitation as a tool for 

industrial development, and for the revitalization of exploitation through a broader spectrum 

of possibilities motivated by the sufficient supply of the needs of the national market. Its 

usefulness is not excluded when the conditions of the application of a license allow to 

negotiate as an auxiliary measure a local exploitation, which is not incompatible with its 

declaration itself but which is not legally possible before declaring it. 

From the perspective of dynamic patent governance, compulsory licenses show the diversity 

of heterogeneous actors involved in the Cuban patent system. The mechanism has in actors an 

essential element when it comes to expose how it is triggered, who gets involved and has 

competences
341

.  

Trends has stated that compulsory licenses must be conceived as a right of third parties 

justified by the public interest, thus the majority discretionary nature of the regime must give 

way to an individual mechanism of obtaining a compulsory license. 

Doctrinal aproches promote by ULLRICH has explored the construction of a right to obtain a 

compulsory license by third parties, including the Government. In the comparative scope, the 

distinction between administrative compulsory license, on the one hand, and judicial 
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 Vid. ULLRICH, Hanns, “Mandatory Licensing… op. cit., p. 344  
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 In cases of judicial declaration, it is recognized to declare compulsory licenses in Germany and Switzerland, 

whereby there is a judicial administration of the mechanism. The executive declares them in Italy and Belgium, 

allowing the ministers to unleash the mechanism, and the patent offices as an administrative actor. 
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compulsory licenses, when the second model legitimizes third parties to go to court to use the 

mechanisms expressly
342

. 

The regime must assume substantial modifications to clarify aspects that make it impossible 

or limit its use in accordance with the corrective purposes and balance of interests in Cuba. 

The successful operation of the compulsory licensing regime will depend on the ability to 

monitor the impact of patents on access to products and the satisfaction of public needs, both 

the public interest in health, access to medicines and crucial technologies, and the real 

contribution of protected patents to the national economy. This ability to monitor is the 

sustenance of the entire regime. In the Cuban context a priori it seems to be compromised by 

the task and work of the actors in play. The fact that information is not provided by the 

responsible authority on this subject is a general concern that the patent system must address. 

Another essential aspect will depend on the national technological capabilities of exploiting 

patents as a technical industrial pre-requisite for the use of compulsory licenses when they are 

declared, in order to negotiate their local production. 

2.4.  The ex post corrective mechanisms related to prevent and correct abuses of the 

rights by the patent holder and anti-competitive practices 

2.4.1. Compulsory licenses related to anti-competitive practices. The relationship 

between patent law and competition in Cuba 

The inclusion of anti-competitive practices and abuse of rights by patent holders as a specialty 

of the compulsory licensing regime deserves an individualization in its analysis due to the 

questions raised by this regime. 

From the Art. 53, particularly the special reference in the Art. 53 letter g) to anti-competitive 

practices to correct abuses, two types of abusive exercise of rights in the field of patents could 

be understood, one related with practices related to exploitation, and others related to 

anticompetitive practices per se in the exercise of the conferred right. 

The behaviours that the legislator considers abuses are understood to be constrained to the 

exploitation in the national territory, closely derived the regulation of Art. 5 of the PC in this 

regard. This is a restrictive technique of the scope that implies an interpretation and adaptation 

of the abuses that obscures it and restricts it to local exploitation, surpassed in the 

international and comparative scope. 

                                                 
342

ULLRICH has argued: “the choice of a judicial administration of compulsory licensing system favours a 

transition from granting compulsory licences by the exercise of some discretionary power to granting them as a 

matter of right, i.e. it favours the introduction of a right or a claim to obtain a compulsory licence; at least it tends 

to narrow the margin of discretionary power”. Vid. ULLRICH, Hanns, “Mandatory Licensing… op. cit., p. 338.   



 

107 

 

The legal provision lists the grounds closely related to anti-competitive practices, but that by 

the systematic nature of the rule are endowed with relative independence in their assessment 

as a reason for granting compulsory licenses. These related assumptions include, in particular: 

setting high or discriminatory prices, subject to the existence of supply offers from the market 

at significantly lower prices
343

; refusal to license by the patent holder when the patent owner 

refuses to negotiate a voluntary license
344

 

In good technique, these specifications of the legislation are included from the perspective of 

Competition Law as anticompetitive practices only when in the exercise of the right, the 

conduct of the owner is intentionally injurious and exceeds the exercise allowed by the patent. 

Otherwise, the exclusive would be emptied of the exclusive content of the patent, causing an 

imbalance of rights that undermines the rights of the owner. 

The determination and qualification of anti-competitive practices are subject to prior 

declaration in judicial or administrative proceedings
345

.The thin line between anti-competitive 

practice as abuse of dominant position in the relevant market, and abuse of right, has been 

largely addressed in relation to the relationship between Intellectual Property Law and 

Competition Law. 

Competition law does not is regulated within the Cuban system at present time. Neither 

competition authorities have been created in Cuba. At the first glance, it a serious limitation to 

run a competition law within the Cuban landscape. In fact, the massive limitation with regard 

to competition in the market is also limited by several economic relationship design related 

factors. It does not mean that they do not display competitive relationships within a current 

context in which market elements emerge. It occurs both for national companies seeking to 

obtain a return of their patentable innovations, price policies, subsidies on the main innovative 

items, and the need to export to competitive foreign markets as a means of obtaining income. 

For foreign holders, the Cuban market is not attractive in terms of obtaining the incomes that 

could be recovered in other competitive contexts. Both cases involve risks that are indirectly 

imposed for the acquisition of technologies. 

The factors determined by the economic commercial capacity of the patent holders, the 

conditions in which the actors/subjects of the economic activity operate in the innovative 

sector, the financial resources at their disposal, the markets in which both nationals and 

foreigners operate, constitute a set of contextual elements of the Cuban economy that cannot 

                                                 
343

Cfr. Decree-Law No. 290/2011 Art. 53.1 b). 
344

Cfr. Decree-Law No. 290/2011 Art. 53.1 h). 
345

Cfr. Decree-Law No. 290/2011 Art. 53.1 g). 
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be ignored as conditioning the application of the regime to determine and correct anti-

competitive practices. 

Being the patent technological market tool and having procompetitive functions, this function 

derives from the objectives of the system itself, but clearly, this aspect has been a non-sense 

of regulation. It introduces dissimilar conceptual and theoretical contradictions in ordering in 

general and in the patent system. 

The anticompetitive practices referred to in the patent legislation will only be those involving 

or being versed in patents, or more precisely, in the abuse of a domain position facilitated or 

perpetrated on a patent. Put simply, the patent law does not regulate the competition; it only 

includes provisions related to anticompetitive practices that involve patents
346

. 

The applicability of the provision corresponds to the Cuban courts in the absence of judicial 

authority. This is also a rough, pending field of definition of issues such as jurisdiction and 

competence of the Cuban courts. In relation to the competent court, these aspects could be 

assessed by the Economic Chamber of the People´s Supreme Court and the  

People´s Province Court appeal and cassation, as allowed by its competences regarding the 

activities of the subjects of economic activity
347

. However, if it is considered that there is no 

market economy, applying the provisions of the regime would go through a non-predictable 

concretion. This would render the regime inapplicable, if restrictive interpretations would 

arise and in the absence of auxiliary rules of interpretation. That a conduct can be declared 

anti-competitive in response to the new scenario for Cuban economic activity, in its 

foreseeable application in relation to the technology market in the acquisition and transfer 

processes, keeps the attention on the possible application of the regime. Regarding 

anticompetitive behaviours linked to contractual relationships, these are already assessed in 

court by the court in application of the rules of recruitment provided for that purpose
348

. 

It would be wanted to rule the test in order to assess the anti-competitive effects. This test is 

provided by Article 40 TRIPs Agreement, to guide the authorities, and especially the courts, 

entrusted by Decree-Law No. 290 / 2011 to assess and declare anti-competitive practices. The 

                                                 
346

 “Antitrust law, by definition, addresses not the abuse of a right but necessarily the abuse of a dominant 

market position. Whether or not that dominant position is due to IP rights involved, ultimately, is not relevant.”, 

cit.HILTY, Reto M., “Legal Remedies Against Abuse… op. cit., p. 386.  
347

Vid. Decree-Law No. 241/2006, modifying the Civil, Administrative, Labor and Economic Procedures Law 

Ley de Procedimiento Civil Administrativo, Laboral y Económico, enacted on September 26, 2006, Gaceta 

Oficial de la República de Cuba, No. 33. 
348

Vid. Decree-Law No. 304/2012, regulating the economic contractual matters, enacted on Novermber 1
st
, 2012, 

Gaceta Oficial de la República de Cuba, Edición Extraordinaria, No. 62, 27 de diciembre de 2012. Decree No. 

310, De los tipos de contratos, enacted on December 17th, 2012, Gaceta Oficial de la República de Cuba, 

Edición Extraordinaria, No. 62. 
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test exposes the requirements that a practice must be evaluated on its own conditions, 

individually; they must constitute an abuse of the rights in question; have "negative effect on 

competition in the corresponding market"
349

. With this, the “rule of reason” is imposed as an 

international commitment to evaluate vis-à-vis each behaviour under the test
350

. 

It is true that in the documents of the periodic review of legislation reports on the work in the 

legislative project of regulation of the Competition, which has not yet been approved
351

. One 

could wonder about the direct applicability of the standards, rules and principles that are 

international obligations per se, since this does not reach the treaty, which in that case requires 

legislative reception due to the nature of the instruments of the WTO system. 

As final assessments with regard to the regime of compulsory licenses, so as to include the 

analysis of the institute and the challenges of confronting anticompetitive practices, it must be 

proven that the compulsory license as a mechanism of public intervention is exceptional, as 

the State has considered it and the Cuban government in its application. In this regard, it must 

operate as “a means to balance the private interest of the owner with the public interests 

opposed to it”
352

.Only in cases where it is an invention that involves a significant technical 

advance of considerable economic importance and is facing a distortion of the proper 

functioning of economic activity, this mechanism should be used. The Cuban regime of 

compulsory licenses is updated and modernized with the regulation of the requirements 

established in the international framework by using a refined legal technique in its 

systematics, but without the sufficient level of legal-economic contextualization in which it is 

inserted, so that demands of normative adjustments to adjust the domestic regime to the 

circumstances that allow its viability in pursuit of the operation of the patent system. 

The regulation of a regime of compulsory licenses has a subjective effect on the relevant 

operators and holders. It provides an essential tool to respond to situations of public interest of 

diverse origin, dissuading abusive practices and injurious behaviours. It corrects distortions 

and dysfunctions of the patents that these acts motivate. The compulsory license is not the 

optimal solution; insofar as it is compatible with the public interest, it should be promoted by 

the patent system that voluntary licenses are granted and that the exploitation of the patent is 

carried out by the patentee or authorized third parties. Undoubtedly, the single act of 

                                                 
349

Cfr. Art. 40 TRIPs Agreement. 
350

Vid. CORREA, Carlos M., “Capítulo XI. Licencias obligatorias”, CORREA, Carlos M., Salvador D. BERGEL, 

Jorge KORS, Régimen legal de las patentes de invención, t. I, La Ley, Buenos Aires, 2013, pp. 345, 344-348. 
351

Vid. WTO TRIPS COUNCIL, “Review of Legislation, Cuba, Addendum” February 18, 2013, p. 2. 
352

 Vid. BERCOVITZ RODRÍGUEZ-CANO, Alberto, “Notas sobre las licencias obligatorias de patentes”, Actas de 

Derecho Industrial y derecho de autor(ADI), p. 56. (Note to the English version: it is a free translation of the 

original Spanish language quotation. See the Spanish version). 
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meticulous regulation of the regime enshrines its initial objectives, to influence that the 

owners, aware of the imminent threat that constitutes this resource, choose to grant voluntary 

contractual licenses
353

. 

Refusal to license by the patent holder  

Refusal to license within the Cuban context offers a special feature which is conditioned by 

the Cuban social and economic foundations
354

. Its incorporation into the compulsory licensing 

regime can be considered autonomous with respect to the causes that govern the procedural 

specialties systematized above. The refusal to license must be considered as a cause destined 

to encourage the transfer of patented technologies by their holders, exposed to intervening 

solutions of not facilitating the negotiation of licenses in reasonable terms. As a mechanism, 

in the Cuban context it allows to monitor the exploitation of the patent through technology 

transfer operations, when the legislation imposes the public interest that stimulates bargaining 

agreements, a solution that differentiates it from the legal construction in the field of 

comparative Competition Law. 

CORREA has argued that the refusal to permit access to an essential technology to third parties 

(...) may provide sufficient grounds (...) to compel a dominant company to grant licenses in a 

non-discriminatory and reasonable manner
355

.  

It differs in this conception from the typical case of anticompetitive conduct regulated in the 

European and Latin American comparative scope in the field of competition law. Considering 

that there is no regulation of Competition in Cuba, the refusal to license as a reason for 

compulsory license does not aim to correct an abuse of dominant position in the market, but 

to facilitate the exploitation and diffusion of the patented technology when the owner refuses 

unjustifiably to grant licenses, presumably in fair and reasonable terms. 

It becomes a mechanism with its own entity for the operation of the patent system through the 

declaration of compulsory licenses when the owner adopts restrictive or negative licensing 

strategies to license before the presumed negotiations of a third party interested in operating 

as a licensee with the particularity that Anticompetitive behaviour declared per se by the 

                                                 
353

Vid. BERCOVITZ RODRÍGUEZ-CANO, A., “Notas sobre las licencias obligatorias… op. cit., p. 62; CARBAJO 

CASCÓN, Fernando, “Capítulo XVII. Obligación de explotar. Licencias obligatorias … op. cit., p. 410.  

Contrario sensu, a doctrinal sector which considers that this option empties the patent right, then a right to 

receive a remuneration rather than a right to employ the patent.  
354

Cfr. Art. 53.1 h), Decree-Law No. 290/2011. 
355

  Vid. CORREA, Carlos M., Derechos de Propiedad Intelectual, Competencia y protección del interés público, 

B. de F., Buenos Aires, 2009, p. 30. (Note to the English version: it is a free translation of the original Spanish 

language quotation. The original Spanish quotation is the following: “la negativa a conceder a terceros el acceso 

a una tecnología esencial (…) puede sentar suficientes motivos (…) para obligar a una empresa dominante a 

conceder licencias de manera no discriminatoria y en términos razonables”). 
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competent authority is not required. With this, the triggering reason that justifies it will be a 

public interest in the exploitation of the patent when the owner refuses or rejects voluntary 

licensing, behaviour that is harmful to the operation of the patent system. It does not seem to 

be a cause to empty the rights conferred on the holder, so the balance of the owner's interest 

will only be affected by a public interest in danger and not by the mere refusal to license if 

there is no public interest issued in the exploitation
356

. 

It confirms the possibility that the refusal to license can motivate anti-competitive conduct, 

which is different from that established in art. 53.1 h) of Decree-Law No. 290/2011, as well as 

the accuracy of other causes related to prices and market supply. 

2.4.2. Restrictive, abusive clauses and registration of patent transfer 

In order to determine and qualify contractual clauses as abusive, the legal order states a 

mechanism for public intervention. This mechanism concerns the patent private practice 

limiting the autonomy of the parties. It is ordered by the public interest that the State have 

concerning the proper drive of the legal economic traffic. Abusive contractual clauses are 

regulated under Arts. 184 and 185 of the Decree-Law No. 68/1983 are in force
357

. Art. 4.2 of 

Decree-Law No. 304/2012, which is part of and special legal framework, declares the nullity 

of the clauses in the contracts
358

.  

The current legal technique is the following: to recognize a catalogue of abusive clauses that 

works as an ex ante mechanism to be considered in order to declare the nullity of contractual 

provisions ex post. This trend follows the codification system, namely Decree-Law No. 

68/1983. which has been repealed. It also was a picture of the conditions when it as enacted.  

The current act, Decree-Law No. 290 / 2011 -does not regulate this issue. From the 

comparative law perspective, patent legislation mostly offers a set of forbidden clauses within 

                                                 
356

 A practical situation was manifested in the case of the Ozone Technical Office (OTOZ) concerning the 

evaluation of technologies for the production of aerosols used by the pharmaceutical industry. It was identified a 

patented technology and licenses were negotiated with the foreign patent holder on that technology, who refused 

to grant the license In this case, the Cuban Patent office (OCPI) and the public health authorities did not use the 

compulsory licensing mechanism, which was expeditious because it was a medicine included in the national 

basic list of medicines, as well as typical case of refusal to license.  
357

Articles 184 and 185 Decree-Law No. 68/1983 remain in force, These are established under the Title XI to 

regulate clauses restricting competition that should not be incorporated in the commercialization agreements of 

Industrial Property rights. Considering the Decree-Law No. 68/1983 was repealed, it is pending their repeal by a 

rule that regulates technology transfer issues. These are established under the Title XI to regulate clauses 

restricting competition that should not be incorporated in the commercialization agreements of Industrial 

Property rights. 
358

Cfr. Art. 4.2 Decree-Law No. 304/2012. This provision states the following: to consider the nullity and keep 

avoid clauses in which one of the parties is to submit to burden some or disproportionate conditions, and which 

are the result of an imposition of the other party derived from its privileged positioning in the relationship. 
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technology transfer. Although systems choose to incorporate the provisions as part of 

industrial property law and competition law.  

The specialization of the contractual regulation of the patent - and other IPRs –has been 

confirmed as a viable option given the non- typicality and complexities of the contracts and 

the reality of the technological and commercial operations that they intend to regulate. 

Although it would have the potential effect of fracturing the unifying nature of economic 

contracting and the current contractual regulation, its regulation is desirable in the Cuban 

context, as reflected in the draft legislation. 

The complex panorama of anticompetitive practices determined by the behaviour of patent 

owners confirms the need for normative and methodological precision in avoiding the 

flowering of this type of practices in the national context. The need to provide methodological 

tools for contractual negotiation of patent and generally IPRs has been noted, which has been 

the prohibition of clauses in contracts is of practical use for the employer and patent holder in 

the business activities. The spectrum of situations covered by the contractual clauses and the 

risk of becoming abusive is permanent in the exercise of patents, in the types of clauses 

included in patent licensing contracts
359

 and contractual figures with which it is linked in the 

most comprehensive field of technology transfer in the form of mixed contracts or accessory 

clauses referring to know-how or technical knowledge. 

Registration of patent transfers 

The legal requirement that command the notification and registration of the patent transfer by 

the patent holder establishes in Cuba a mandatory regime for patent licensing or transmission 

or cession of goods. The registration has been a mechanism to monitor and control the 

                                                 
359

Licensing contracts establish two types of clauses: those aimed at the object, where the legal rules determined 

in the legislation referring to patents predominate; and those related to the exploitation conditions of the patented 

technical rule that are subject to the autonomy of the parties. The second type of clauses referring to the 

conditions of the exploitation, in which the law of the contract is essential, includes: the counter payment by the 

licensee, including the determination of the royalty; communication of improvements or improvements of the 

invention (grant back clause); confidentiality; the power to grant licenses or sub-licenses related to the obligation 

to work the patent; non-enforceability of the patent holder by the licensee, which may condition the request for 

the  nullity action by the licensee; trade limitations related to territorial aspects and potential markets; relating to 

permitted acts of exploitation, verified in all acts of exploitation, or limited to acts of manufacture, 

commercialization, use, or several of them; relative to limitations of application of the patent to technical fields 

different from the usual one in which the patent is exemplified, when it comes to patents useful to several 

industries; and temporary limitations that indicate the period of exploitation other than the validity of the patent, 

involving evergreening of the patent. In relation to these clauses, the decision of the parties is limited if the effect 

of a bargaining provision is or distort the concurrent economic activity. In doctrine and comparative law, legal 

intervention is recognized as a condition and limit to the autonomy of the will of the contracting parties. In 

general, the abusive effects are identified in the obligations of the licensee. In the European landscape, the 

manifestations of these clauses are exposed in the field of competition law, where Article 101 TFEU limits to the 

parties at the time of setting the contract when it prohibits and declares the nullity of clauses that have the 

purpose or effect to restrict, limit or distort the competition, which is reproduced in national legislation. 
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negotiation concerning IPRs since the Cuban previous regime. The comparative law allows to 

identify both mandatory and optional registration systems
360

. 

The mandatory nature manifested in Cuba is justified considering the functions of the 

mechanism, namely, to monitor the existence and use of patented technologies, contribute to 

the dissemination of knowledge and provide a tool for evaluating the state of technology, that 

has been accredited in the doctrine and practice in order to regulate this mechanism. Doctrinal 

opinion argues that a requirement of such magnitude complies with the value of the 

technology and its control as an instrument of industrial, technological development
361

. 

The registration system is regulated under Art. 127-130 Decree-Law No. 290/2011. The 

legislation regulates broadly the faculty of the OCPI to intervene in contractual matters when 

it recognizes to the administrative authority faculties to consider inadmissible the annotation 

of contractual operations qualified as contrary to the trade and the national economy or 

contrary to the law
362

. 

The registrations display precise legal effects, namely the advertising of the contract or 

business and the third-party effectiveness, as a legal security mechanism. Its obligatory nature 

may include the fact that the lack of annotation turns the business into valid inter partes, 

lacking in third-party allegedly infringing opponents. However, it is questionable that denying 

the annotation because a clause is inadmissible prevents the completion of the business. The 

breadth of the Cuban legal provision, together with the practice that has placed the OCPI in a 

position to dictate various negotiation schemes for the acquisition of technologies by 

executive mandate, has led to an excessive interpretation by the OCPI of the powers to 

intervene in private offices, with the consequent limitation of the patent holders powers and 

the function of the contracts, already conditioned by provisions such as the clause of 

exclusivity of contracts
363

. 

While the methodological work and the work of an expert in this area that the OCPI has 

carried out, in this section, in accordance with the legislation, it is praiseworthy, its work 

cannot result in impeding the activities, but it should be limited to decide the clauses in the 

sense that they are not harmful or contrary to the national economy assessing a priori 

assessments concerning IPRs. To do so, it must assist institutions with functions to offer 
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Vid. MORÁN MARTÍNEZ, Liudmila, “Anotación de los contratos de licencia de propiedad industrial y sus 

efectos jurídicos en Cuba”, Revista de Derecho, No. 44, Barranquilla, 2015, pp. 50-81. 
361

Vid. ILLESCAS ORTÍZ, Rafael, “Derechos convencionales y reales sobre los bienes de propiedad industrial”, 

JIMÉNEZ SÁNCHEZ, Guillermo, Negocios sobre derechos no incorporados a títulos-valores y sobre relaciones 

jurídicas especiales, Civitas, Madrid, 1992, p. 77.  
362

Cfr. Decree-Law No. 290/2011, Art. 129.  
363

Cfr. Decree-Law No. 290/2011, Art. 9.1. 
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assessments of national economic activity in general, as is understood by the responsibilities 

of other OACE that conduct processes and that must evaluate opinions issued by the OCPI, as 

occurs in the foreign investment procedure and the requested compatibility of foreign 

investments within the Cuban landscape. In this sense, the legal security of the annotation 

mechanism is an additional safeguard that cannot distort the meaning of private activity, thus, 

it cannot be use as an excessive limitation to contractual activity. 

In practice, the few notes that come out show that it is not useful. The effect of the 

registrations of the patent becomes a relevant mechanism in order to monitor the exploitation 

that must be test within the Cuban context. Indeed, it needs a strict use following the 

provision and its accepted interpretation. 

2.5. Alternative mechanisms with corrective aims: the convenience and possibilities to 

integrate new corrective mechanisms within the Cuban patent system 

Patent system must be considered such other mechanisms that have corrective effects in 

diverse patent issues as common feature, such as the licensing activities and patent policies in 

which certain licensing models are promoted in certain fields of technologies and innovation 

contexts. It is the case of public mechanisms to control and monitor both the transfer of 

patents and the contractual activity through ex post facto administrative intervention, as well 

as the design of comprehensive and flexible third-party participation mechanisms that allows 

the post-issuance review and could trigger the extinction of the patent. These will be reviewed 

from the perspective of their complementary nature with the ex post corrective mechanisms 

regulated as part of the regulatory implementation of the international patent regime 

obligations. It is part of the functional engineer of the patent whose calibration and regulatory 

refinement is relevant for the functioning of the patent system and the fulfillment of its 

purposes in safeguarding the interests of the patent holders and public interest pursued 

through the balance between public and private ownership that must necessarily be considered 

in the light of the implications within the Cuban landscape. 

2.5.1. Mechanisms related to the exploitation: contractual practices, license of rights and 

schemes to exploit a patent 

In the private phase of the patent, there is a consensus concerning the fact in which the patent 

rights are exercised and the ownership of the patent is ordered impacts, conditions and can 

stimulate or distort the purposes of patents, demanding normative parameters and ex post 

measures in the system that order and attenuate distorting effects. Certain behaviors of 

individual or collective owners and the scope of the patent given by its unpredictability 
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(patent bargaining) demand legally designed public intervention mechanisms to correct 

distortions
364

. The legal order must provide certain intervention guidelines that allow to make 

operational the public intervention, which the patent legislation implements at the level of 

principles. Although in the comparative law this regulation is carried out by the competition 

law, the lacks of regulation within the Cuban context does not eliminate the option that the 

legislation and patent system regulate these behaviours, thus they serve as preventive 

guidelines against the employment
365

. 

The relevance of activities related to the patent contractual licensing increases through 

licensing policies that have contributed to the adoption of individual, collective or 

collaborative licensing schemes that can be used to guarantee access to patented knowledge, 

to promote and disseminate it, and to create favorable frameworks for exploitation and 

enforcement by the patent holder
366

. They have additionally served as alternative models to 

restrictive behavior or abusive practices by patent holders
367

. Some models have motivated 

the creation of access infrastructures
368

 through voluntary
369

 or compulsory
370

 schemes. 

                                                 
364

 Individual and collective behaviours in cases in which ownership is multiple can frustrate the promotion of 

innovation and public objectives of patents. For example, individual ownership may result in blocking patents 

that prevent follow on innovation and ultimately may be considered in the domain of competition law as abuses 

of dominant position. With similar effect, collective ownership may result in patent thickets among other. 
365

 It is insisted that, although not all solutions come from patent law and other legal order sectors also regulate 

that, it is important to patent legislation offers its own solutions and be self-integrating, since it is well worth 

taking this main concept of the contractual field. 
366

 It has been express the following: “imaginative and solid IP license management is a powerful tool for 

advancing both private and public interest”. VAN OVERWALLE, Gertrui, ROSÉN, Jan (Ed.), European Intellectual 

Property Law, Edward Elgar, 2016, p. 112. 
367

Idem, p. 112. 
368

 In the context of IPRs, the doctrine of essential facilities has been developed. The doctrine holds that a right 

has become an essential resource for the development of a new product or provision of an activity in a market 

scheme, in a specific sector and market context. With this, the exercise of ius prohibendi of the owner is reduced 

or becomes null by the refusal to license, which in light of the essential nature will be seen as a brake or obstacle 

to innovation and the well-being of the market and consumers. The interpretation of this doctrine indicates that 

the IPR must be indispensable to guarantee the access and development of the products or activity, with the 

condition that there must be interoperability and compatibility between the IPR and the new IPR, product or 

activity conducted, in the sense that it should not be alternative to it. An illustration of this is the assessment of 

the Microsoft case, where "the Commission and the General Court took a step forward by pointing out that the 

criterion or test of the new product should not be understood in a strict sense, focusing the analysis of the new 

product in the need to ensure interoperability or compatibility between products and procedures when one of 

them has become a "de facto" standard in the market ". This, initially developed by North American 

jurisprudence, has been assimilated by the European jurisprudence of community origin in the Volvo, Magill, 

IMS Health and Microsoft cases. STJUE of October 5
th

, 1988 (As 238/87, Volvo). STJCE from April 6th, 1995 

(As. acumulados C-241/91 y C-242/91, Magill). STJUE from April 29th, 2004 (As. C-418/2001, IMS Health 

GMBH & Co. OHG c. NDC Health GmbH & Co. Kg). STGUE from September 17th, 2007 (As. T-201/04, 

Microsoft c. Commission).  
369

 Licenses of rights are considered as voluntary licensing schemes, when they intervention of the 

Administration in the mechanism is deployed. Among the multiple open access collaborative schemes, patent 

pools and clearinghouses are considered to be relevant. 
370

   Among the compulsory, there can be found the technological standards that are determined by decision of 

the standardization authorities through rules to that effect. Other compulsions can result from de facto technical 
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Licenses of rights mechanism is not regulated in Cuba. This mechanism would be 

substantially useful in order to regulate it in the conditions in which the Cuban patent system 

operates as well as the accredited functions of the Cuban administrative authority
371

. Its 

advantages lie on the fact that it is a midpoint in the exploitation before going to the 

compulsory licensing regime. Second, it is driven to the exploitation requested within the 

national context. The sanction like effect is lesser than the damage of other mechanisms. The 

public offer of contractual licenses by the patent holder and the intervention of the public 

authority combine the interest of the patent holder and the public authority with regard to the 

exploitation and implementation of the patent. The license of rights mechanism in the 

comparative law provides a notification and endorsement to the patent authority, which 

notifies to all third parties and indexes in the procedure of license as a mediator between the 

patent holder and the alleged licensee. In addition, other advantages are considered such as 

the reduction of maintenance fees in a half, which is raised in the comparative regulatory 

experience
372

. 

Within the Cuban context, the essential issue would be to involve and advise the patentee in 

the exploitation, then the mechanism would be broader and it would be dedicated to promote 

and allow the exploitation; with which it would impact the means to achieve this aims of the 

patent system through licenses or other external mechanisms that has been labelled by 

economists as incentives in science and innovation contexts, for instance, subsidies and loans. 

The management activity requires of intermediation activities with licensees could be 

deployed to carry out feasibility studies for the implementation of the invention and submit 

reports. This activity is incorporated into the purposes, sometimes forgotten or silenced, of 

patents as a means of information and creation of what MURRAY calls “infostructure”
373

, 

which corresponds to the administrative authority to offer information on patents and 

technologies that guide this activity for the patent community, e.g. researchers, inventors, 

                                                                                                                                                         
standards that have arisen when a product or procedure has become the reference standard for the rest of the 

technology sector due to its role and position in the relevant market. In the case of patents blocks of knowledge 

blocks (blocks building patents) and in certain cases, patent standards have been determined as essential 

infrastructures, an expression of the doctrines of essential facilities. Finally, compulsory licensing mechanisms 

are included among compulsory licenses, especially in their patent dependency specialties closely related to 

cross-licensing contractual schemes, and anticompetitive practices, mainly the refusal to license and the abuse of 

domain position in the relevant market declared by competition authority that indicates a compulsory license. 
371

  This is the case of the mechanism in which the public offer of contractual licenses is mediated by the patent 

holder and the intervention of the public authority. 
372

 The reduction of fees in half is regulated.  
373

Vid. MURRAY, Kali, “The America Invents Act of 2011 and the Emerging Public Infostructure of Patents, 

WIPO-WTO, Research Papers from the WIPO-WTO Colloquium for Teachers of Intellectual Property (2012), 

Geneva, 2013, pp.  121-129. 



 

117 

 

entrepreneurs, civil society. This is undoubtedly an expression of the knowledge 

dissemination objective that drives the quid pro quo of the social pact and should be 

reconsidered in the actions of the public patent authority, when abandons its task of collecting 

fees for rendering services. The paradigm must be the social function and the interpretation of 

the role of the examining and granting authority, better prepared to conduct and execute the 

search for prior art and the state of the art by accessing and managing specialized databases, 

in the quid pro quo in its dissemination extreme, and in the role in the social pact. Its 

motivation cannot be the collection of fees for preparing reports on the state of the art; this 

deformation is rooted in the context of Cuban activity, and constitutes a contradiction to the 

functions that correspond to the public function within the Cuban social system. 

With regard to licensing schemes, experimental schemes in certain technological areas have 

been gaining followers and providing alternative solutions in the private field of exercise that 

counteracts certain restrictive and strategic licensing behaviors adopted by patent holders with 

anticompetitive effects. This is the case of patent pools, the creation of patent standards
374

, the 

so-called clearinghouses -coordination centers for the use of patents-, or mechanisms 

following schemes of typical collective management societies in Copyright
375

. These 

mechanisms have the origin in the public, private or mixed initiative, according to contractual 

origin and the nature of the created entity. They intentionally pursue the purpose to put in 

common a pool of patents that are needed to develop activities with R&D technologies. 

Although it is not the objective of the research, they deserve some notes related to their 

advantages. First, they facilitate such coordinated patent circulation schemes around the 

interests of several patent holders and users, thus, they simplify the transaction costs
376

 and 

the time in negotiations, that individually -patent to patent- put at risk the concertation of 

transfers and raise costs. The benefits in terms of economic efficiency for contractual activity 

                                                 
374

A standard or technical standard thus constitutes, in a broad sense, a set of technical or commercial 

specifications aimed at establishing a common standard or rule for a product (or a part of a type or class of 

products) or for a particular service or process industrial or commercial, with the aim of improving 

interoperability, technical development and innovation for the sake of competitiveness and consumer welfare. 

JANIS M.D., C.R. LESLIE, IP and Antritrust. An Analysis of Antitrust Principles Applied to Intellectual Property 

Law, 3ª ed., Aspen Publishers-Wolters Kluwer, Boston-New York, 2013, pp. 35. 
375

 “the practices of collecting societies, R&D agreements and patent and technology pools have raised the issue 

of the appropriate treatment of cooperation between competitors in IP related fields under the competition 

rules”. ANDERMAN, Steven D., “The competition law/IP ‘interface’: an introductory note” ANDERMAN, Steven 

D. (ed.), The interface between Intellectual Property and competition policy, 1st reprinted, Cambridge 

University Press, 2008, p. 8.   
376

 Vid. GUELLEC, Dominique, Bruno VAN POTTELSBERGHE DE LA POTTERIE, The Economics of the European 

Patent System IP Policy for Innovation and Competition, Oxford University Press, Oxford, 2007. 
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and technology transfer are also highlighted
377

. These organizational schemes designed to 

license and transfer technology challenge the dysfunctional behavior of patent holders, such 

as defensive patents, refusals to license or other restrictive licensing behavior by the owner, 

e.g. patent trolls, patent tickets. With regard to the case of standards, for instance, it has 

shown its usefulness and flexibility in terms of its conformation in technologies where the 

interoperability between patents and the need for a considerable number of these requires 

considerable negotiation and transfer activity. Another element is the flexibility in its 

conformation, which allows the confluence of headlines under the same purpose and the 

visibility of other diverse actors. 

These are negotiation schemes that can be a solution to the lack of exploitation of patents and 

the creation of technological packages to facilitate efficiency, including formulations such as 

cross-licensing models. Likewise, they can legitimize expert actors in the negotiation of 

transfers, especially in the acquisition of technologies, which is declared a priority within the 

context of the updated Cuban economic model in technological sectors. For universities, it is 

equally key concerning the exploitation of patents obtained in research, currently limited in 

the light of the scarce relationships among universities and enterprises. The opportunity 

provided by these models is strengthened concerning the creation of new subjects of 

economic activity, and it is imminent to achieve levels of experimentation, and organizational 

and functional creativity concerning structures dedicated to R&D within the Cuban national 

context. 

Old experiences can be useful, for instance, the creation of patent exploitation funds and 

economic mechanisms of incentive and prize for innovative activity continue to show their 

compatibility with the patent system where economic scenarios facilitate it
378

. For its 

economic base, it is perfectly viable in the Cuban context decades later
379

. The existence of 

patents is not incompatible with incentive mechanisms to innovation with State financing, 

being this practice considered as logical in the certificates system
380

, but does not lose its 

effectiveness. 

2.5.2. Post-issuance review mechanism and third party participatory tools within the 

patent system 
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 Vid. HILTY, Reto, “Individual, multiple and collective ownership: what impact on competition?”, ROSÉN, Jan 

(Ed.), European Intellectual Property Law, Elgar, 2016, pp. 53 y ss.  
378

 This model was compatible with the certificates system in the former Soviet Union. It responded to the 

exploitation of certificates of invention patents in common. 
379

 Vid. CAENEGEM, W A Van, Inventions in Russia: From Public Good to Private Property, Law Faculty 

Publication Bond university, pp. 232-258,  http://epublications.bond.edu.au/law_pubs/.  
380

Vid. CORNISH, William, David LEWELLYN, Tanya APLIN, Intellectual Property … op. cit., para. 3-14, p. 128.  
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The design of third parties participatory mechanisms at the post issuance or post-grant review 

of the patent deserves worthy revision within the Cuban patent system. The Cuban patent 

system allows limited participation through the nullity, which is the form of extinction of 

patents regulated in Arts. 62 to 69 of Decree-Law No. 290/2011. It is provided that its 

impulse corresponds to the director of the OCPI, acting on his own initiative or at the request 

of the interested party. However, it is constrained to its discretionary administrative request, 

in a way against the own acts of the Administration that granted the patent, with the 

repercussions of inactivity that it can lead to and that have been exposed as a principle by the 

Administrative Law. 

The nullity is based on provisions in force at the time that a patent was granted such us false, 

inaccurate or omissions that gave rise to its grant, the invention is not disclosed in a sufficient 

manner, the best way to carry out the invention is not indicated, or the major requirements are 

not complied with. Without further comment, the reasons for the post-issuance review lie in 

these causes.  

The nature of third-party participation mechanisms seeks to allow third-party directly attack 

the validity of an issued patent. The recognition and regulation as part of the review of the 

legitimacy to third parties to suit and complain is a governance element completely 

harmonized with regard to the aims of the patent system. Comparative law allows to state that 

these mechanisms have been incorporated in order to allow to a third party to participate 

taking place into administrative procedure for reviewing the granted patent, with additional 

procedural guarantees of appealing the decision. Concerning the authority that drive the 

mechanism, its regulation has influenced the improvement of the structure and institutional 

design of the administrative authority by requiring judges from the administrators instead of 

examiners. They fulfill the dual function of subjecting the patent to scrutiny and, indirectly, 

the activity of the examiners technical staff. 

The grounds to such reason are acknowledged that they deploy the extinction of the patent for 

declaring its nullity
381

.From the review in the selected foreign legislation, it would be feasible 

to incorporate the cause referred to the object of the conferred patent when it exceeds the 

content of the published request
382

. It is a relevant issue since it recognizes the uncertainty and 

ignorance of the potential future effects that a granted patent can generate and offers the 

attenuation to affectations in the follow-on innovation that would generate granting a patent in 
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Cfr. Decree- Law No. 290/2011, Art. 62.  
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some way. Along with it, it is possible to cover essential patents for the development of 

technology and future research in the form of research building blocks necessary for the 

development of novel technologies on which future applications are based. 

An essential argument concerning the recognition of the post-grant mechanisms to review a 

granted patent is the symbolic relevance of the participation of third parties. With regard to 

patents, a closed vertical relations scheme is established, which is set between the applicant 

and the patent Administration that goes through the internal phases of the life of the patent. It 

reaches the holder relationship with third parties. That is not the vision that patent social 

contract promotes, at least not the one that should prevail in the current situation. The 

participation of third parties is an important symbolic element of Law because it is aligned 

with democratic pretensions of citizen empowerment. Models of good administration and 

good governance promote these participatory mechanisms in the administrative activity, from 

which the patent, although it has substantial characteristics, is an area of activity of the Public 

Administration. This has been an element of increasing renewal of its activity in supranational 

spaces outside the European Community Law as it happens with the European regulation and 

EPO regulation
383

. From the governance perspective, this kind of procedures promotes the 

actions of the epistemic community of patents and the civil society in general on patent issues, 

as its use has been shown in cases such as Myriad, Stem Cell. In addition, these become 

informal actors in the patent system, relevant from the perspective of governance. The public 

interest will be essential in refuting patents without quality or patents that constrain the 

availability of knowledge. 

The mechanisms above mentioned offer interesting paths for the reformulation of public 

intervention and the participation of third parties within the patent system. The options to 

ensure the proper functioning of the patent system are diversified by involving the third 

parties themselves, the epistemic community and the patent civil society and competitors in 

the search of efficient economic options concerning the transactions of patents, to confront 

dysfunctional behaviours, and in the availability of access to the patent. In Cuba these 

mechanisms are not included, thus, these mechanisms report potential opportunities that 

might be considered in order to improve the patent system. 
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2.6. Fundamentals for improving the ex post corrective mechanisms form the dynamic 

patent governance approach 

The dynamic governance approach of the Cuban through the incorporation into the patent 

system of diverse actors in the institutional design of the patent system is manifested in the ex 

post corrective mechanisms. This trend due to the need to guarantee the functioning of the 

patent system. Its assimilation reflects the congruence and coherence with the conditions of 

the political system and Cuban economic model with the dynamic governance of the patent 

system. 

The participation of heterogeneous actors confirms that the Cuban system has expanded and 

diversified its actors and that these have been equipped with tools and mechanisms to 

intervene in the light of the patent system objectives related to technologies, patented 

knowledge, public domain and national development. With this, the recognition that 

heterogeneous actors have an impact on regulation and functioning, and the convenience of 

fostering horizontal dynamic relationships base on coordination among actors is reflected in 

the regulation. 

However, the Cuban patent system must address the reconfiguration of the global patent 

multilevel, fragmented and multi-source system at the time to regulate patents. The life of the 

patent reflects that other actors must necessarily be considered both during the ex ante 

configuration stage – the examination and granting procedure
384

-, and in the ex post corrective 

activity through the mechanisms regulated for such purpose, that considers the consistent 

roles played by the actors. 

The reconfiguration of the system in response to the roles of different actors challenges the 

centralism of the activity realized by the Cuban patent office, the OCPI. In this sense, the 

excessive faculties recognized to the OCPI is counterintuitive when the recognition of 

functions go beyond their essential role: the examination and granting activity of the patent
385

. 
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 Under Art. 36.2 Decree-Law No. 290/2011, it has been allowed the participation of actors. It is the case of 

other regulatory bodies and other national entities, as well as independent experts. The requirements are acts 

impartially and confidentiality. However, it is established as an obligation to provide due collaboration to the 

office. The patent act only specified it with regard to pharmaceutical products, referring to vaccines and other 

pharma. The office must hear the opinion of the health authorities.  

Another case is that related to the disclosure requirement under Art. 26.1 j) and k) 2 Decree-Law No. 290/2011. 

The requirement of disclosure of origin of the genetic resource and biological material establishes 16 months to 

present supporting documents in accordance with Art. 28.2. The authority of access to biological and genetic 

matter, established in Resolution 101 of the Science, Technology and Environment Ministry.  
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 Art. 3. “The Cuban Office of Industrial Property is the entity in charge of granting the rights established by 

this Decree-Law and is in charge of the supervision and control of the proper administration of the processes for 

obtaining, maintenance, enforceability and exercise of industrial property rights acquired by natural and legal 

persons in Cuba and abroad, as well as proposes the measures for its effective and efficient realization”. 
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How the OCPI will fulfill the functions in relation to public policies is a question for 

researchers and for its functional and practical impact. The Cuban patent system demands 

coordination at the policy level to respond to the expanded functions recognized in the 

implementation of measures to update the economic and social model. The position of the 

OCPI in the Cuban institutional design limits the scope of its work beyond methodological 

functions that exceed the examination and concession activity, as the implementation of the 

Internal Industrial Property Systems has shown. It is dangerous related to the functioning of 

the ex post system if it is considered the trend of patent offices to assimilate and reproduce 

harmonized technical criteria imposed by developed countries patent offices that risks the 

capability to take decisions concerning substantive aspects such as technical examination vr. 

gr. claims formats, the state of the art searching. It is an illusion to argue that patent offices 

respond strictly to the interests of the national administration given their technical submission 

to standards and rules that impose a recognition of practices that may ultimately be harmful to 

national interests and that they cannot attack or mitigate
386

. 

Several solutions based on the dynamic patent governance methodology can mitigate the risks 

of the design of the governance system placed in the administrative authority of examination 

and granting authority. The institutional redesign may come from institutional modifications, 

but also from the recognition of the actors and the coordination of roles among them in their 

contribution to the ultimate goals of the Cuban patent system where other scenarios have a 
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The recognition of the current role of the OCPI becomes a limitation of the Cuban patent system insofar as it 

excessively reinforces the role of the administrative actor of examination and concession, which is granted other 

functions, including extraterritorial, concerning the drive of the patent policy within the Cuban patent system. 

Among the harmful consequences can be outlined: 1. the tendency of the global system that causes a loss or 

limited autonomy of the patent office with regard to the examination substantive and technical issues, which are 

affected and determined by internationally harmonized standards. The examination must be conducted in aspects 

that cannot be modified by the examining authority, which can be influenced and led to processes of recognizing 

solutions of foreign offices in the examination (reports of patentability and substantive examinations), to accept 

claims formats in offices that provide coverage for a certain patentable excluded subject matter. Also, those 

motivated by the PCT patent examination path are counted. 2. The problems faced by the offices of developing 

countries affect equally. The major application and patent holders are transnational applicants and foreign 

applicants / holders. In addition, principles such as national treatment, make the protection of nationals and 

foreigners identical in terms of allowing access to the patent system, with which the Cuban system is affected by 

the same realities of technocratic capture, excessive specialization, and majority of patents of foreign ownership. 

3. Empirical studies have identified the risks of industrial capture and  

accommodation to client demands (clientelism) of patent offices, as well as other trends of bureaucratization of 

patent offices. These processes are not, as it is possible to foresee, anything other than the result of the 

examination and granting procedures that sign the work of the office in the rest of its tasks. 4. Presumably, the 

behaviour of the largest applicants and patent holders on a global scale will be replicated in the Cuban market 

without discrimination of technological sectors, at the level of principles, but will be reinforced in key sectors 

such as the biotechnology and pharmaceutical industry where the country has innovative capabilities. The 

technology markets are dominated by transnational corporations with large patent portfolios, which have and 

will eventually project a growing presence in the Cuban market, with synchronic behaviours that they manifest 

in competitive contexts of market economies. These aspects indirectly damage the state sovereignty in the patent 

examination and granting activity. 
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secondary or relative function, without impacting or influencing the system of patents. A first 

scenario can articulate the roles from an executive conciliatory authority, organized as a 

committee or coordinated within the framework of the activities of the executive level, the 

Council of Ministers, with the function of defining the policy of patents in their interactions 

with other public policies, and scrutinize the internal administrative activity of the office. This 

can be through audits of the concessional activity of the office in compliance with its basic 

functions, but also of the catalogue wrongly increased. 

The best placement of the patent policy, as shown by the insufficiency of the Cuban system in 

the exploitation and relations between generators of patents and exploitation on an industrial 

scale, and the projections-aspirations of resizing of the national economic activity (focused on 

attracting foreign investment with technology transfer in the field of international trade firstly, 

and stimulating the knowledge economy in sectors such as the biotechnological-

pharmaceutical industry, on the other hand) would be in the interfaces  among patents, 

innovation, science, and industry. In these, the elements of the processes of R&D are 

combined. For this, it would be vital to agree this coordination of policies at the executive 

level. In fine, it would not correspond to the executing office of the policy, its own design, an 

issue that has occurred on the Cuban scenario. 

An ad hoc structure where the actors of the system are integrated administratively in order to 

conceive and execute a coherent policy, articulated outside the essentially administrative 

activity of examination and concession. In the institutionalized design (of institutions), this 

organization would assume the rest of the excessive functions recognized in the current 

regime of patents to the Patent Office. This would claim the dimension of governance per se 

for itself. It would create communicating channels with other administrative and executive 

authorities, with initiative to provide solutions by coordinating public policies, which could be 

extended to alternative means of disputes settlement in patent offices. Judicial activity is not 

mentioned, considering that absolute independence and impartiality, external to the rest of the 

operators, must be preserved. The trend to agencification across the world has been extended 

in the legal systems. Another trend of institutional design is the creation of specialized courts 

in response to the characteristics of patents (high technical nature, need for experts, for 

instance). 

In another scenario, the solution would come from a reinforcement of the judicial node, 

justified in the function of the courts sustained in the impartiality of the decisions as a 

procedural principle of their activity. It would operate as a counterpart to the judicial activity, 
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but in the seat of examination and concession and enforcement of law through judicial 

actions. 

The definition of roles in the Cuban patent system is essential and should evolve to 

collaborative models that capitalize on the role of patents in the Cuban context. The 

mechanisms analysed above show open to the recognition of heterogeneous actors, as 

manifested in the corrective mechanisms. 

The dynamic patent governance imposes assessments on the functioning of patent systems in 

the light of their improvements. It allows to affirm that the operation of the patent system is 

the responsibility of all the involved actors, that the discharge over the administrative 

authority of examination, the OCPI, these functions in order to make more dynamic the 

system, that the system works from the grant to the exploitation and that the actors must 

operate to limit dysfunctional and abusive behaviours by the patent holders within  the Cuban 

context, and that the functioning of the system lies beyond positive regulation, having to be 

adapted to the conditions and Cuban socioeconomic context. These premises will allow a 

governance approach concerning the review of the ex post corrective mechanisms. The 

diversification of actors within the Cuban patent landscape can be verified, based on the 

proposed theoretical assumptions. 

Fundamentals for improving the ex post corrective mechanisms within the Cuban patent 

system 

The insufficiencies concerning the theoretical configuration, as well as such concerning the 

interpretation and employed of the ex post corrective mechanisms within the Cuban has been 

identified before by the diagnosis. This diagnosis allows to propose the theoretical 

fundamentals in order to improve the ex post corrective mechanisms regime. It was pointed 

out the inadequacies with regard to the current legal configuration, interpretation and 

employed as well vis-à-vis. It makes possible to build a proposal for improving the whole 

patent system. The inadequacies of the ex post corrective mechanisms for their regulation and 

the design of an ex post corrective regime aimed at correcting dysfunctional uses in the patent 

system from the perspective of governance of the patent system. 

The patent system legal design lacks principles linked to its objectives, thus, the dynamic 

governance that reflects the Cuban political and social and economic system must be 

improved if the following fundamentals are considered: to recognize the public interest as a 

core principle in order to correct dysfunctional uses from the exercise of the rights conferred 

to the patent holder; to determine the balance of public and private interests as a requirement 
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for the functioning of the patent system as well as fundamentals concerning the regulation of 

the ex post corrective mechanisms. 

The insufficient regulation of the ex post corrective mechanisms, exposed in the diagnosis of 

the corrective mechanisms ex post detected, would be perfected with the budgets: exhaustive 

evaluation of the ex post corrective mechanisms congruent with the Cuban scenario; precise 

determination of the objectives and aims pursued of each corrective mechanism ex post in the 

particular Cuban socioeconomic context; legal formulation of the substantive elements-formal 

and material-and adjectives-procedural and personal legitimacy-ex post corrective 

mechanisms. 

It has been highlighted as insufficiency concerning the theoretical design of the ex post 

corrective mechanisms in compliance with the international obligations that it is limited to the 

use of the flexibilities, and that it demands greater creativity in the calibration of the peculiar 

conditions under which patents operate within the Cuban context. The exhaustive evaluation 

of the ex post corrective mechanisms congruent with the Cuban scenario should be done 

considering the flexibilities allowed in the international legal obligations and exploring the 

relevant comparative law solutions applicable in the national context, in view of the scarce 

application of the correction mechanisms. 

With regard to the theoretical budget for the improvement of the legal formulation of 

fundamentals, the following elements must be considered: conceptual, such as defining the 

content and scope of the mechanisms avoiding the lack of definition of elements, conditions 

and requirements necessary in each case; materials: determination of causes and conditions 

for its application; personal: identification of heterogeneous actors, formal and informal, that 

can act and be beneficiaries of the mechanisms; procedural: determination of the procedural 

aspects of each mechanism that attends to their differentiations in terms of objectives. 

The insufficient construction of interpretative guidelines that allow the application of the 

mechanisms in the situations and intended objectives, and the lack of interpretation criteria for 

the use of the mechanisms due to the inadequacies in the design of the ex post corrective 

mechanisms in question, the theoretical budget will be: determination of the premises for the 

application of the ex post corrective mechanisms that ensure their preventive and non-

discretionary application. These may be contained in the policies, guidelines or work tools of 

the actors involved in the patent system. 

The limited and residual employment of the ex post corrective mechanisms regulated in the 

patent legislation, can be overcome with these budgets exposed above. In relation to the 
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dynamic governance of the patent system, the perception that hinders the dynamic governance 

of the patent system due to the poor performance of heterogeneous actors with roles 

recognized by the organization and system in the ex post corrective mechanisms, has been 

pointed out in the diagnosis. Another related problem is there is not a conception of the 

dynamic governance of the patent system for the operation, given its scarce theoretical 

construction and assimilation. In this direction, the fundamentals are exposed: Recognition of 

the existence of diverse heterogeneous actors in the patent system at a multilevel scale for the 

adequate dynamic governance of the Cuban patent system; adaptation of the institutional 

design that recognizes the formal, primary and secondary actors, and informal actors involved 

in the patent system congruent with the Cuban context. 

The lack of ex post corrective mechanisms related to the exploitation of patents granted, and 

of alternatives that facilitate and encourage it is exposed. In Cuba, the licenses of rights are 

not regulated. The use of negotiation schemes for exploitation can provide solutions in the 

schemes of exploitation of the patent that should lead, as evidenced in the comparative field. 

As a fundamental, it is proposed to consider: Design of new ex post corrective mechanisms in 

order to facilitate the exploitation and implementation of the patented invention, such as the 

right licenses, and public-private collaborative schemes that encourage the use of 

technologies. 

As a theoretical fundamental Design of mechanisms for post-issuance administrative and 

judicial review of the issued patent., it is proposed to fill the lack of mechanisms of this nature 

in the Cuban legal system, considering their relationship with ex post corrective mechanisms 

but with functions aimed to review a patent valid, not to correct distortions directly and 

strictly motivated with dysfunctional uses, but with the very existence of the patent. 

The fundamental, namely Design and recognition of mechanisms external to the patent system 

that coordinate public policies related to patents in health, science and innovation, cultural 

heritage, environment, food security, trade and foreign investment fundamentally. 

The configuration of theoretical fundamentals allows to face the insufficient theoretical 

conception of the patent system from the perspective of the ex post corrective mechanisms for 

public intervention for the assurance of the balance of public and private interests and of 

action of regulated actors in the Cuban system. 

The theoretical legal conception of the Cuban patent system focused on the ex post corrective 

mechanisms for public intervention in order to assure the balance between public and private 

interests, from the perspective of dynamic governance of actors in the patent system in Cuba, 
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should be ensure with theoretical fundamentals, as well as such fundamentals concerning 

interpretation and it use in order to improve the regulation of the ex post corrective 

mechanisms as a regime oriented by the balance between of public and private interests that 

benefits the Cuban society in the line of the principles of the political,  social and economic 

system, and available to heterogeneous actors within the Cuban landscape.  
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CONCLUSIONS 

First: The ex post corrective mechanisms for public intervention within the patent system are 

key and essential to ensure the public interest and patent governancein the light to prevent and 

correct dysfunctional uses, for instance, abuses of the rights conferred to the patent holder, 

indeed, these are an expression of the balance between public and private interests in order to 

attend social requirements related to health, food, environment protection, access and 

knowledge transfer of patented technologies. 

Second:The ex post corrective mechanisms that national patent systems systematize and 

international law support are without made an exhaustive checklist: the exceptions to the 

rights conferred to the patent holder such as the experimental and research exception, the so-

called Bolar exception, the private and non-commercial exception, the pre-use, among the 

most notorious exceptions; the various grounds and specialties of the compulsory licensing 

regime; license of rights; the regulation of the revision of the contract content; the restriction 

of restrictive and abusive clauses in contracts; the registration of patent transfer; the post-

issuance review mechanisms has been recently introduced in reforms within the patent 

systems. The complexity, diversity, and fragmentation of ex post corrective mechanisms 

limits the configuration of a homogeneous corrective regime within the patent system to face 

dysfunctional uses of the patent. 

Third: The trends with regard to the ex post corrective mechanisms highlights: the regulation 

of a variety of mechanisms which origin might be based on legislation and courts decision 

origin in both national legislation and international instruments with high levels of 

harmonization and substantial similarities; the diversity of use and interpretative approaches 

conditioned by national social and economic conditions; the modernization of the ex post 

corrective mechanisms to cover health requirements and social needs for access to knowledge 

and technologies; the recognition and attention to the relationships and patent  impact on 

public policies such as health, science and research, environment protection, food security, 

cultural heritage,  traditional knowledge and foreign investment; the recognition of diverse 

actors involved in the patent regulation at various administrative and judicial bodies and 

levels –national, regional-supranational and internacional-through ex post corrective 

mechanisms, as well as patent enforcement and post-issuance review that modifies the 

hierarchical relationships between actors within classical patent law, and allows interaction 

and fluent relationships between formal and informal actors. 
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Fourth: The insufficiencies with regard to the theoretical conception and configuration, the 

interpretation and implementation and use of the ex post corrective mechanisms within the 

Cuban system of patents identified are the following:  

 Insufficient theoretical design of the ex post corrective mechanisms, mainly the 

compulsory licensing regime with regard to the exploitation and anticompetitive grounds and 

related specialties, as well as elements of the experimental and research exception among 

exceptions to the rights conferred to the patent holder, both currently regulated in the patent 

law.  

 Insufficient construction of criteria of interpretation that allow the properly implementation 

and use of the ex post corrective mechanisms in the light of the objectives and prevented 

situations.  

 Limited and residual use of the ex post corrective mechanisms regulated in the patent 

legislation. 

 Lack of ex post corrective mechanisms related to the exploitation of granted patents and 

the promotion to the patent holder concerning working a patent, for instance, licenses of rights 

and contractual organizational schemes looking for exploitation. 

 Inadequate interpretation of legal provision that make excessive and exorbitant the roles of 

actors in the use of certain ex post corrective mechanisms with regard to examination and 

granting authority roles expanded to other roles and activities, particularly with performances 

as policy maker, reviewer of the contract clauses and in foreign investment authorization. 

 Perception that hinders the dynamic patent governance within the Cuban patent system due 

to the scarce performance of heterogeneous actors with roles recognized concerning the ex 

post corrective mechanisms due to the excessive role of the examination and granting 

authority playing other functions and roles. 

 Patent governance is not conceived, limiting the fluent relationships between actors and the 

requirements in a multilevel patent system, designing in contrast a static, centralized actor - 

the administrative examination and granting authority.  

 Lack of driven principles and guidelines with regard to dynamic governance in compliance 

with the requirements and characteristics of the Cuban political, social and economic Cuban 

system. 

Fifth: The theoretical fundamentals related to configuration, interpretation and 

implementation of the ex post corrective mechanisms within in the Cuban patent system 

should improve the theoretical current conceptualization:  



 

130 

 

1. Legal normative recognition of the public interest as foundation and core principle of the 

Cuban patent system and law to prevent and correct dysfunctional uses related with the 

exercise of the patent rights conferred by the patent holder.  

2. Legal normative design of the balance between public and private interests within the 

Cuban patent system, that should be stated as cardinal, key requirement of the functioning of 

the patent system, as well as cardinal fundamental to regulate, interpretate and implement the 

ex post corrective mechanisms for public intervention.  

3. Exhaustive assessment of the properly, in compliance ex post corrective mechanisms for 

public intervention within the Cuban landscape, that should be regulated in compliance with 

international obligations and take into account the viable, useful comparative law experienced 

solutions.   

4. Determination of the objectives, aims and rationale of each ex post corrective mechanism 

more at the point that complies with the particular Cuban political, social and economic 

conditions.  

5. Legal formulation of the substantive elements-formal and material-and adjectives-

procedural and personal legitimacy –of the ex post corrective mechanisms. 

6. Determination of the premises to implement the ex post corrective mechanisms in order 

to assure the mandatory, preventive use of these mechanism, rather than the discretional 

commonly argued rationale.   

7. Recognition of the existence of diverse heterogeneous actors in the patent system at a 

multilevel scale for the adequate dynamic governance of the Cuban patent system. 

8. Institutional design adaptation within the Cuban patent system in order to recognize 

formal, primary and secondary actors, and informal actors involved in the life of the patent 

within a harmonized, multilevel, fragmented patent system in which it is integrated.  

9. Legal design of new ex post corrective mechanisms in order to facilitate the exploitation 

and working of the patented invention, for instance, the licenses of rights, and public-private 

collaborative schemes that encourage the use of technologies. 

10. Legal design of mechanisms for post-issuance administrative and judicial review of the 

issued patent. 

11. Legal design and recognition of external mechanisms to the patent system that coordinate 

public policies related to patents in health, science and innovation, cultural heritage, 

environment, food security, trade and foreign investment fundamentally. 

 



 

131 

 

RECOMMENDATIONS 

First: Recommendations propose to the Constitutional and Legal Matters Permanent 

Commission of the Cuban Parliament (Comisión de Asuntos Constitucionales y Jurídicos de 

la Asamblea Nacional del Poder Popular), related to the tasks conferred under article 75 letter 

b) of the Constitution of the Republic of Cuba of 1976, with regard to the matter of legislative 

reforms to the Cuban patent act Decree-Law 290/2011 and related Industrial Property 

legislation, in the following topics:  

I. With regard to the mechanisms related to the exploitation of a granted patent: 1) 

Modification of the Article 46 Decree-Law No. 290/2011 in order to recognize the 

exploitation of a patented invention as duty of the patent holder; 2) Regulation of licenses of 

rights as new mechanism within the Cuba legal order, seeking to stablish properly a 

mechanism to notice by the patent holder that should implement the administrative authority 

in order to facilitate the working and exploitation of a granted patent, in the light of the 

rationale of the current institutional design and the actors that make it also responsibility of 

the administrative examination and granting authority from the perspective of an adequate 

patent system governance, as well as duty requested to the patent holder; 3) implementation of 

mechanisms of notice related to the patent exploitation that allows to monitor such 

exploitation and to take legal decisions with regard to the ex post corrective mechanisms; 4) 

Improvement of the functioning and practical utility of the current registration regime of the 

patent transfers.   

II. Concerning exceptions of the patent rights conferred to the patent holder as 

limitations, it should modify the current regulation under the Decree-Law 290/2011 in order 

to: 1) definition of the scope of the research exception  

III.With regard to the three- step rule Art. 30 TRIPs Agreement, to consider the 

incorporation of the Article 30 TRIPS Agreement three-step rule; it should be determined the 

legal rule to apply the rule strictly at legislative and judicial level to answer new 

circumstances that merit the acknowledgement of new vis-à-visexceptions to the rights of the 

patent holder. 

IV. With regard to the Cuban compulsory licensing regime, it would consider to 

reformulate the current regime in force due to the normative insufficiencies that allow to 

improve it: 1) modification of the current specialities-specific systematic regulatory technique 

in order to regulate the compulsory licensing specialties within the regime in the light of 

objectives, material scope (grounds and related particular requirements when are different 
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grounds and aims), personal scope (involved actors with regard to the compulsory license 

declaration), and an independently regulated substantive and procedural regulation to cover 

the compulsory licencing specialities; 2) regulation of the broader opened personal 

legitimation to apply and obtain a compulsory license to third parties and allows it to public 

authorities ex officio, for instance, the Council of Ministers or an interested minister should be 

legitimated to call for an application; 3) regulation of the right to obtain a compulsory license 

by third parties in the light to minimize the discretionary nature; 4) definition of a  properly 

list of common requirements to all specialties within the compulsory licensing regime; 5) 

definition of the scope of the exploitation and the ways in which a patent is working including 

local exploitation;, importation, sufficient supply to satisfy national needs; 6) inclusion of the 

sufficient supply to satisfy national market needs as key requirement with regard to the public 

interest in the national economy and the patent exploitation; 7) definition of the “reasonable 

commercial conditions” scope and content,  that should be determined considering patent 

holder interest, licensor interests and public interest in compliance with international 

obligations; 8) Recognition of a reference with regard to the measure of an adequate 

remuneration as well as the royalty rate and contractual voluntary hypothetic royalty for both 

voluntary license and compulsory license that throw some lights on the minimum royalty rate; 

9) determination of the option concerning the modification of the remuneration by interested 

party and or courts (judicial review).  

V. With regard to the interpretation of the public interest within the Cuban patent system, 

is would regulate and interpretate the public interest in the national economic, modifying the 

current lack or insufficient exploitation of patents (failure to work); it must indicate the scope 

of exploitation activities in the light to indicate the sufficient supplies of national market and 

needs in Cuba. 

VI. With regard to anticompetitive practices and the compulsory licensing regime to face 

anticompetitive practices it should regulate: 1) differentiation between abuses of rights by the 

patent holder and anticompetitive practices as such; 2) regulation of a non-exhaustive list of 

exemplify some conducts and behaviours consider anticompetitive in uses and behaviours that 

must be declared anticompetitive practices by the patent holder, in the light field of the law in 

which it can be regulated and the fact that it does not impede authorities to declare a practice 

as anticompetitive case-by case by judicial authority and a future competition administrative 

authority.; 3) building on the interpretation rules/guidelines in absence of normative 

regulation and competition law in Cuba, as well as the criteria to determine anti-competitive 
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practices which should look to the international acquis Art. 40 TRIPs Agreement test; 4) 

determination of the criteria in order to determine the definition of such abuse of dominance 

position in the specific market determined by the exercise of the right of patents and aligned 

rights that should not regard to the ownership or condition of patent licensee.  

VII. With regard to the compulsory license on the ground of public health, to regulate in a 

way that it meets all health needs, in substitution the current regulation related to “vaccines 

and pharmaceutical products”. 

VIII: With regard to the dysfunctional uses, it should regulate the definition of the content of 

the abusive exercise of a rights conferred to a patent by a patent holder; 2) regulation of abuse 

of rights by the patent holder in the exercise of the faculty of exclusive exploitation and of the 

rights conferred; 3) regulation of a list of abuses, which could be: abuses negotiating 

contractual activity; excessive royalties rates; inclusion of abusive clauses or clauses 

prevented in the legislation by the patent holder in the contract; unjustified enforcement of the 

patent; 4)recommendation to Courts with regard to the cessation of use of the patent by the 

alleged infringer (injunctions) or cautelar/preventive measures before deciding the alleged 

infraction when it seems to be an abuse; 5) recognition of the elements to qualify a 

dysfunctional use under the Art. 4 Cuban Civil Code with regard to abuses of rights in the 

light of the supplementary nature of the civil law related to private rights such as patents and 

IPRs above all.  

IX.With regard to the post-issuance review mechanisms within the Cuban patent system, the 

legislation should regulate a mechanism that consider the following aspects: personal scope, 

providing any interested third parties to use the mechanism in order to review and challenge 

an issued patent; material scope, referring the grounds to use it; adjective elements, providing 

procedural requirements, as well as the regulation of judicial review prompted by third 

parties. Comparative law provides some referential regulated schemes, for instance, the re-

examination procedure and post-grant opposition in the European patent law, and the inter 

parte re-examination procedure in the US patent law.  

Second: Recommendation propose to the Cuban Council of State, related to the tasks to sign 

and ratify international treaties, to deliver the ratification instrument to the amendment to the 

TRIPs Agreement under Art. 31bis, taking into account the current regulation of the 

compulsory licensing mechanism to import-export drugs and medicines to countries without 

industrial capabilities and in extreme health urgency. It has been regulated under Art. 53 

Decree-Law No. 290/2011.   
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Third: Recommendation to the Cuban Patent Office, OCPI, the key actor within the Cuban 

patent system with both administrative competences and public policies related to patente: 1) 

elaboration of guidelines that allows the implementation of the ex post corrective mechanisms 

for public intervention within the Cuban patent system; 2) review the mechanisms seeking the 

availability of patent public information in compliance with the duty to disclosure the patent 

within the patent system; 3) review of the procedures regulated as administration faculty in 

order to facilitate the participation of the actors and third parties; 4) reevaluation of the fees 

required to participate in the patent procedures, that is a limitation to third parties to access to 

patent information, joined to the Cuban Ministry of Finances and Prices; 5) assessment of the 

incorporation of post-issuance review mechanisms and that allows third parties to challenge 

an issued patent; 6) contribution to the improvement of the dynamic patent governance within 

the Cuban patent system promoting the participation of diverse heterogeneous actors within 

the Cuban patent system. 
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