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1. Introduction
This manual of best practices has been prepared for the representatives of governments, international organizations, non-governmental organizations and patient communities in Eastern Europe and Central Asia, including HIV activists advocating for expanding access to HIV treatment.

Preparation of this manual was carried out in the framework of the AIDS Fonds project Promoting Universal Access to Treatment as a basic Human Right for PLWH, which was implemented by Eastern European and Central Asia Union of People Living with HIV in Belarus, Georgia, Moldova and Ukraine. The aim of the project is to contribute to an increase in the state budget for antiretroviral therapy, including changes in budget legislation, legislation on intellectual property.
2. Overview 

The purpose of this manual is to describe a successful experience in the target countries and at the international level on the implementation of public health related flexible provisions of the WTO TRIPS Agreement in order to increase the availability of ARVs. This manual also attempts to outline priorities for further advocacy in this area for activists in the field of HIV in Belarus, Georgia, Moldova and Ukraine, as well as in other countries in Eastern Europe and Central Asia. 

For this purpose, public health-related flexible provisions of the WTO TRIPS Agreement, which can be used by countries to address the critical problems in public health (the “TRIPS flexibilities”), and potential threats to access to ARVs contained in the free trade agreements are briefly described in the third chapter of the manual. 
The fourth chapter describes the experience of the compulsory licensing mechanism implementation and experience in resisting to introduction of TRIPS-plus provisions in the draft European Union association agreements, which were signed by Georgia, Moldova and Ukraine. Also, in this chapter the international experience and potential priorities for patent law reform and patent oppositions are described. Methodology of quick medicines patent search and patent opposition organization algorithm are briefly outlined in subchapter 4.4. 
The fifth chapter outlines the main conclusions and recommendations for further work in advocating the treatment expansion using the TRIPS flexibilities.
In addition, the manual includes in Annexes 1 and 2 a compilation of model legislative provisions useful for promoting use of TRIPS flexibilities.
3. Description of public health-related flexible provisions of the WTO TRIPS Agreement
There is a number of patented ARVs in Belarus, Georgia, Moldova and Ukraine increasing of competition for which can bring a substantial reduction in the cost of these medicines and create the potential for further expansion of treatment programs in these countries (hereinafter - the "Priority ARVs"). Table 1 below lists the Priority ARVs, patents on them, and the potential savings if generic equivivalents are on the market.

Table 1.
Priority ARVs in Belarus, Georgia, Moldova and Ukraine in descending order of priority for the potential economy of state funds 
	International non-proprietary name of the Priority ARV
	Patent number, date of patent application filing
, patent owner
	Price of reference ARV of patent owner for the country, USD per tablet

	Price of generic version of ARV, USD per tablet

	Potential annual savings, USD


	BELARUS

	1. Lopinavir/Ritonavir 200 mg/50 mg (LPV/r)
	EAPO № 11924
In force since 21.08.2004 until to 2024
ЕАPO № 14446
In force since 21.02.2006 until to 2026
ABBVIE INC. (US)
	0,506

(2014, Abbvie, Global Fund, Belarus)
	0,2

(2012, Aurobindo, Global Fund, Belarus)
	257 379

(2013)

	2.Tenofovir/Emtricitabine/Efavirenz 300 mg/200 mg/600 mg (TDF/FTC/EFV)
	ЕАPО № 17764
In force since 13.06.2006 until 2026 
BRISTOL-MYERS SQUIBB AND GILEAD SCIENCES LLC (US) 
	4,083

(2013, Merck, Global Fund, Belarus)
	0,533

(2011, Cipla, Global Fund, Belarus)
	194576

(2013)

	3. Darunavir, 600 mg (DRV)
	ЕАPО № 007120
In force since 16.05.2003 until 2023

JANSSEN R&D IRELAND (IE)
	10,93

(2014, Janssen, Global Fund, Belarus)
	1,50

(2014, Hetero, MSF)
	88 296

(2014)

	4. Raltegravir, 400 mg.
	ЕАPО № 7060
In force since 21.10.2002 until 2022. 
Extended for Belarus until 30.06.2024
INSTITUTO DI RICERCHE DI BIOLOGIA MOLECULARE P. Angeletti SPA (IT)

ЕАPО № 12418
In force since 02.12.2005 until 2025
MERCK SHARP AND DOHME CORP. (US),
 INSTITUTO DI RICERCHE DI BIOLOGIA MOLECULARE P. Angeletti SPA (IT)
	5,7

(2013, Merck, Global Fund, Belarus)
	2,4

(2014, Hetero, MSF)
	54648

(2013)

	GEORGIA

	1. Raltegravir, 400 mg.
	GE3848 - until 2022
GE5086 - until 2025 
Merck Sharp and Dohme
	14,118

(2013, MSD, Global Fund, Georgia)
	2,4

(2014, Hetero, MSF)
	288 263

(2013)

	2. Darunavir, 600 mg (DRV)
	Patent search is needed.
	5,8

(2013, Janssen, Global Fund, Georgia)
	1,50

(2014,  Hetero, MSF)
	92 880

(2013)

	3. Lopinavir/Ritonavir 200 mg/50 mg (LPV/r)
	GE5083

Until 2026
Abbott
	0,506

(2013, Abbott, Global Fund, Georgia)
	0,28

(2011, Aurobindo, Global Fund, Georgia)
	90 304

(2013)

	MOLDOVA

	1. Lopinavir/Ritonavir 200 mg/50 mg (LPV/r)
	EAPO № 11924
In force since 21.08.2004 up to 2024
ЕАPO № 14446
In force since 21.02.2006 up to 2026
ABBVIE INC. (US)
	0,506

(2013, Abbvie, Global Fund, Moldova)
	0,28

(2011, Aurobindo, Global Fund, Georgia)
	154 659
(2013)

	2. Darunavir, 600 mg (DRV)
	ЕАPО № 007120
In force since 16.05.2003 until 2023

JANSSEN R&D IRELAND (IE)
	12,54

(2013, Janssen, Global Fund, Moldova)
	1,50

(2014, Hetero, MSF)
	104 002
(2013)

	UKRAINE

	1. Lopinavir/Ritonavir 200 mg/50 mg (LPV/r)
	UA85564
In force since 23.08.2004 until 2024
ABBVIE INC (US)

UA89220
In force since  21.02.2006 until 2026
ABBVIE INC (US)
	0,404

(2014, Abbvie, MoH Ukraine)
	0,2

(2012, Aurobindo, Global Fund, Belarus)
	6 660 102
(2014)

	2.Tenofovir/Emtricitabine/Efavirenz 300 mg/200 mg/600 mg (TDF/FTC/EFV)
	UA42699
In force since 06.08.1993 until 2018
MERCK SHARP AND DOHME (US)
	1,35

(2014, MSD, Global Fund, Ukraine)
	0,487

(2013, Aurobindo, Global Fund, Moldova)
	1 956 223
(2014)

	3. Darunavir, 600 mg (DRV)
	UA100835
In force since 31.03.2005 until 2025
TIBOTEC PHARMACEUTICALS LTD (IE)
	7,59

(2014, Janssen, MoH Ukraine)
	1,50

(2014,  Hetero, MSF)
	991 696
(2014)

	4. Abacavir, 300 mg (ABC)
	UA56231
In force since  14.05.1998 until 2018
GLAXO GROUP LIMITED (GB)
UA60293
In force since  28.03.1996 until 2016 года
THE WELLCOME FOUNDATION (GB)
	0,386
(2014, GlaxoSmithKline, MoH Ukraine)
	0,191

(2013, Aurobindo, Global Fund, Georgia)
	586 950
(2014)

	5. Raltegravir, 400 mg.
	UA77454
In force since  21.10.2002 until 2022
MSD ITALY SRL (IT) 
UA87884
In force since  02.12.2005 until 2025
MERCK SHARP AND DOHME CORP. (US),
 INSTITUTO DI RICERCHE DI BIOLOGIA MOLECULARE P. Angeletti SPA (IT)
	8,96

(2014, MSD, Institute of epidemiology and infection diseases by Gromashevskiy NAMN Ukraine)
	2,4

(2014, Hetero, MSF)
	423 120
(2014)


Table 1 and diagrams below shows that in terms of potential savings in Belarus, Georgia, Moldova and Ukraine the following ARVs should be considered as priority: lopinavir/ritonavir 200 mg/50 mg (LPV/r), tenofovir/emtricitabine/efavirenz 300 mg/200 mg/600 mg (TDF/FTC/EFV)
 and darunavir 600 mg (DRV). The total savings on these medicines can be up to 10.6 million USD per year, subject to elimination of patent barriers and increased competition. It is in relation to the Priority ARVs should be the focus in work on compulsory licensing/government use, patent oppositions, as well as attracting generic manufacturers in the market.
	Diagram 1. Potential savings for Belarus.
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	Diagram 1. Potential savings for Georgia.
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	Diagram 1. Potential savings for Moldova.
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	Diagram 1. Potential savings for Ukraine.
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Public health-related flexible provisions of the WTO TRIPS Agreement
The WTO TRIPS Agreement provided for strengthening of intellectual property rights protection, including for medicines, in all member countries of the WTO.
 However, the TRIPS Agreement also contains a so-called "flexibilities" that countries can use when incorporating the agreement into national law to balance public health needs with intellectual property protection.
In order to protect the right to health, developing countries have the right to use the following TRIPS flexibilities:

1.
To determine appropriate patentability criteria, tighten the practice of granting patents on medicines, to exclude the possibility of patenting therapeutic and diagnostic methods, second use, minor modifications in the form, dosage; 
2.
To issue compulsory licenses (CL) and use patents for public purposes (government use);
3.
To adopt an international principle of exhaustion to facilitate parallel import;

4.
To determine the limited exceptions to patent rights, including the Bolar exception;

5.
To provide a procedure for patent oppositions and revocation of patents.

TRIPS-plus provisions
USA, EU and European Free Trade Association (EFTA), as well as other developed countries and organizations representing their interests, actively promote bilateral or regional free trade agreements, the so-called TRIPS-plus provisions which go further in raising protection of intellectual property rights on medicines than that provided in the TRIPS Agreement.
 Such provisions may restrict access to medicines, as these standards detain or restrict the introduction of competition from generics, and include the following TRIPS-plus provisions: 

1.
extension of the patent term in excess of 20 years;

2.
introduction of data exclusivity, i.e. the prohibition to register generics, by relying on data from clinical trials of the branded/reference medicine
, for 5-11 years from the date of registration of the branded/reference medicine;


3.
introduction of patent link with marketing authorization (i.e. obliging state registration authority to check whether there will be a patent infringement that may occur as a result of medicine market authorization);
4.
creation of new mechanisms to enforce patent rights (for example, simplification of blocking customs clearance of imported generic medicine, introduction of criminal liability for patent infringement, etc.).
Signed by Georgia, Moldova and Ukraine agreement on the establishment of a deep and comprehensive free trade area (DCFTA), which is a part of the association agreements with the EU, contain a number of TRIPS-plus provisions, including the extension of the patents, data exclusivity, mechanisms of enforcing patent rights (please see chapter 4 below for more details).

4. Best practices in implementation of TRIPS flexibilities in Belarus, Georgia, Moldova and Ukraine.

Despite the fact that a number of developing countries of the Global South (e.g., Argentina, Brazil, India, Thailand) use extensively the TRIPS flexibilities to solve acute problems in public health, developing countries with concentrated HIV epidemics in Eastern Europe and Central Asia do not take active steps to exploit these opportunities. 

The work of governments, international organizations and non-governmental sector on the use of TRIPS flexibilities in health care and resisting to TRIPS-plus provisions through the implementation of patent reform, compulsory licensing and activation of patent oppositions only relatively recently started in Belarus, Georgia, Ukraine and Molodova. Useful experience in these areas is described below.
4.1. Adoption of Compulsory Licensing Regulations For Inventions related to 
Medicines in Ukraine
Although Ukraine has a general procedure for compulsory licensing of inventions for any type of technology
, which, however, has never been used in 10 years of its existence, it was decided to develop a separate special procedure for compulsory licensing of inventions of medicines. This decision made it possible to form an understanding and a willingness within the Ministry of Health of Ukraine to use the mechanism of compulsory licensing. At the same time, the indirect negative consequence was that the adoption of a special order for compulsory licensing of medicines automatically prohibits the use of general compulsory licensing procedure for public health purposes.

During the preparation by the Ministry of Health of the draft Resolution of the Cabinet of Ministers of Ukraine "On Approval of Regulation on Issuance by the Cabinet of Ministers of Ukraine of Permission to Use the Patented Invention (Utility Model), Related to Medicines" the most difficult issues were the questions of determining the amount of adequate remuneration, government use procedure or the use of patents in emergency situations, the possibility of overcoming data exclusivity. CO "All-Ukrainian Network of People Living with HIV / AIDS" with the support of Eastern European and Central Asian Union of PLWH took an active part in the work on the draft Resolution. 

The following steps could be distinguished in the preparation of the compulsory licensing regulation in Ukraine:

	2010 
	In order to investigate the possibility of compulsory licensing of essential medicines, in the first place, ARVs, the Ministry of Health of Ukraine and the Research Institute of Intellectual Property of Ukraine, with the support of the International Renaissance Foundation and the United Nations Development Programme, established the Working Group on intellectual property and access to medicines. The working group included representatives from the Ministry of Health, Research Institute of Intellectual Property, State Intellectual Property Service, the State Pharmaceutical Centre of Ukraine, public organizations.
The Regulation on the Working Group provides that it is an advisory and expert body.
 The main tasks of the Working Group was to study international experience in the application of compulsory licensing and government use and develop proposals for the implementation of these mechanisms in Ukraine. 

	May 25th,  2012
	Decision of the Council of National Security and Defense of Ukraine "On providing the population with quality and affordable medicines" was approved by the decree of the President of Ukraine 
. In this decision, the Ministry of Health of Ukraine was instructed to "work on the issue of implementing the provisions of the Agreement on Trade-Related Aspects of Intellectual Property Rights to protect public health and improve the accessibility of medicines by introduction of compulsory licensing system for medicines"
. This willingness of the government to consider the possibility of compulsory licensing has been associated with the general policy of import substitution in the economic development of Ukraine, which was announced in 2011. 

	March 2013
	The research on the possibilities to reduce the cost of ARVs, conducted by Pascal Boulet with the support of the International Renaissance Foundation, identified priorities for compulsory licensing in Ukraine and was presented to representatives of the Ministry of Health and the State Service of Ukraine on Social Diseases. The most suitable candidates for the reduction of the cost of ARVs in Ukraine were recognized Aluvia (lopinavir/ritonavir) and Atripla (tenofovir/emtricitabine/efavirenz), because of the existence of patent barriers to these medicines in Ukraine and opportunities to purchase their generic versions at much lower prices than Ukraine was buying in 2012.

	May 2013
	All-Ukrainian Network of PLWH collected recommendations of international experts in the field of access to medicines to the draft CL Resolution and sent it to the Ministry of Health of Ukraine

	May 25th ,  2013
	At the request of the trade attache of the US Embassy in Ukraine to Deputy Prime Minister of Ukraine a meeting in the Ministry of Health of Ukraine with representatives of the Embassy of the United States, western pharmaceutical companies and manufacturers of innovative medicines association (APRAD) was organized. During the meeting it was decided to consider the APRAD’s proposals to the draft CL Resolution and include APRAD representatives into the working group.
 CO "All-Ukrainian Network of People Living with HIV/AIDS" opposed such a heavy-handed lobbying by the patent holders. Unfortunately, many of the APRAD proposals were included in the final version of the CL Resolution, which significantly reduced the opportunities for the application of the mechanism of compulsory licensing of patents for medicines in Ukraine.

	June 2013
	All-Ukrainian Network of People Living with HIV, together with UNDP and the International Renaissance Foundation prepared and submitted to the Deputy Minister of Health Draft Resolution favorable in terms of access to medicines.

	August-September 2013
	During the coordination of the project with the Ministry of Economy, the State Committee for Entrepreneurship main issues raised by the state authorities were the formula of the calculation of adequate remuneration, the conditions  of CL termination, the timing of the procedure, and why the point of view of representatives of pharmaceutical companies, patent holders was not taken into account.

	December 4th , 2013 
	The Resolution of the Cabinet of Ministers "On Approval of Regulation on Issuance by the Cabinet of Ministers of Ukraine of Permission to Use the Patented Invention (Utility Model), Related to Medicines” № 877 was adopted. The mere fact of the resolution adoption was a progressive step by the government; however the Resolution is unlikely to be used to reduce the cost of ARVs due to a number of shortcomings.

	July 2014
	All-Ukrainian Network of People Living with HIV with support of ECUO and international legal group "Astapov Laweys" organized a round table to inform the representatives of the generic manufacturers of ARVs in Ukraine of the Resolution № 877, its potential benefits and the necessary proposals for its improvement from generic manufacturers. Also, at the meeting there were described possibilities to use voluntary licenses for ARV of the Medicines Patent Pool http://www.medicinespatentpool.org/, which include Ukraine, as well as the possibilities of using the mechanism of patent invalidation (judicially).

	October 15th ,2014
	During the parliamentary hearings of the Committee on Science and Education of the Verkhovna Rada of Ukraine the All-Ukrainian Network of PLWH representative voiced problems with the availability of medicines, including ARVs, due to patent monopolies. The Committee recommended to the Cabinet of Ministers of Ukraine to develop a procedure for the use of compulsory licensing of inventions, utility models and industrial designs.



Lessons from the above experience of Ukraine of developing a specific procedure for medicines compulsory licensing may be considered by Belarus, Georgia, Moldova and other countries in Eastern Europe and Central Asia, during development of the administrative procedure of compulsory licensing to reduce the cost of ARVs.
Based on the experience of Ukraine the following potential problems in the development of the regulation on compulsory licensing could be outlined:

1) too complicated procedure for the issuance of compulsory license, including too many government bodies involved in the decision-making process. The Minister of Health should have the authority to make a decision to grant a compulsory license or government use of the patent by himself;

2) too unrealistic mandatory conditions (background) or grounds for issuing a compulsory license (CL) (for example, the procedure for issuing Ukrainian CL has two additional mandatory conditions for the issuance of CL, which are very difficult to comply with).

3) too complex formula for calculating adequate renumeration (difficult to gather baseline data); or amount of renumeration makes a CL economically unjustified for the generic manufacturer;

4) admission of representatives of pharmaceutical companies (patent owners) to develop text of regulations or informal influence on decision-makers;

5) failure to collect suggestions from representatives of the generic industry to the draft order of compulsory licensing;

6) non-resolution of the data exclusivity issue in the compulsory licensing context;

7) there must be an opportunity to issue a CL without a precise definition of all the patents and patent applications related to the medicine;
8) no provision for government use. 
4.2. Opposing to inclusion of TRIPS-plus provisions into EU association agreements with Georgia, Moldova and Ukraine
Despite the proactive stance of civil society and international organizations, a number of TRIPS-plus provisions, harmful to expanding access to HIV treatment (data exclusivity, the patent term extension, measures of enforcing patent rights), were enshrined in the European Union association agreements with Georgia, Moldova and Ukraine, which were signed by these countries in 2013-2014.

Activists of these countries, together with regional organizations (ECUO, ITPCru, AHF, EHRN) opposed the inclusion of TRIPS-plus provisions in the draft agreements with the EU
, but it has not produced significant results.

Georgia
	August 2013
	Activists brought to the attention of the Ministry of Health of Georgia the problems that can be caused by the TRIPS-plus provisions contained in the draft of the Association Agreement between Georgia and the EU, in particular, the introduction of the data exclusivity.

	October 2013
	NGO 'Real people, real vision’ approached Prime Minister of Georgia, Minister of Foreign Affairs and the Minister of Health, Labour and Social Welfare with an appeal not to include provisions on data exclusivity and other TRIPS-plus provisions.


	27 June 2014 
	In Brussels, the Association Agreement between European Union and Georgia was signed.
It should be noted that as a result of active advocacy by activists and conscious position of the Georgian delegation data exclusivity regime in the Association Agreement between the EU and Georgia was included in a quite soft formulation. The period of data exclusivity starts counting in Georgia since the date of medicine registration in Georgia or in the EU, depending on where the registration occurred earlier.



Moldova
	July 2012
	Representatives of civil society in Moldova have begun the process of advocacy for the elimination of data exclusivity from the draft EU Association Agreement with Moldova, which was actively negotiated at that time. Number of petitions describing possible negative consequences of the inclusion of TRIPS-plus provisions, in particular, the introduction of data exclusivity regime in Moldova, was sent by the representatives of Moldovan civil society (as well as MSF and EATG) to the Prime Minister of Moldova and ministries, conducting negotiations with the EU delegation, as well as to the European Commission. UN Special Rapporteur on the right to health, Anand Grover, also sent an appeal to the European Commission on this matter. In the official response from the European Commissioner for Trade it was stated that the provisions included in the draft agreement shall not affect the price of medicines. Representatives of the Moldovan government delegation had informed that they will take into account these concerns, however, they ceased to provide information on further negotiations.

	28 November 2013
	Before the scheduled initialing by Moldova of the text of the agreement at the Vilnius summit, the League of people living with HIV in Moldova sent another appeal to the government of Moldova on threats of introduction of TRIPS-plus provisions. The formal response of the State Agency on Intellectual Property (AGEPI) was that these provisions have already been partially introduced in Moldovan legislation, and additional provisions (i.e., data exclusivity) should not harm access to medicines.

	June 2014 
	Round table was held in Chisinau with the participation of representatives of the Parliament, the Ministry of Health of Moldova, the AGEPI, and civil society representatives, to discuss the possibility of implementing the TRIPS flexibilities into Moldovan legislation and the threats of the Association Agreement with the EU. It was proposed to use every opportunity to delay the process of implementation of data exclusivity regime into national legislation and maximum softening of this mode with various safeguard provisions.

	27 June 2014
	Moldova signed the Association Agreement with the EU. 

	2 July 2014
	Moldova ratified the Association Agreement with the EU. 
The final text of the Agreement contains provisions for the introduction of data exclusivity regime with the longest period of exclusivity in comparison with Georgia and Ukraine, as well as other TRIPS-plus provisions (see. Table 1 below). This disappointing result can be explained by the political aspirations of the Moldovan government to accelerate the introduction of a visa-free regime and the integration with the EU.


Ukraine
	Starting from 2010 
	UNDP and the International Renaissaince Foundation (OSF) actively worked with representatives of the Ukrainian delegation leading negotiations with the EU about the potential harm to the availability of ARVs that could be caused by the TRIPS-plus provisions, which were lobbied by the EU during the negotiations.

	7 December 2011
	Ukraine ratified the Free Trade Agreement between Ukraine and the European Free Trade Association (EFTA), which contained a number of key TRIPS-plus provisions promoted by the European Union (data exclusivity for 6 years and the patent term extension for medicines and agrochemicals). 

	December 2013
	All-Ukrainian Network of PLWH has sent a petition to the Cabinet of Ministers of Ukraine warning about the potential harm to the availability of ARVs in Ukraine, which can cause implementation of TRIPS-plus provisions included in the project of the Association Agreement between Ukraine and the EU, and that inclusion of these provisions in a bilateral international agreement will not allow to remove those provisions from the national legislation in future. However, the response of the State Intellectual Property Service of Ukraine stated that the majority of TRIPS-plus provisions contained in the Association Agreement with the EU are already included in the current legislation of Ukraine.

	27 June 2014
	Ukraine signed the Association Agreement with the EU in version containing TRIPS-plus provisions. 

	16 September 2014
	The Law of Ukraine "On ratification of the Association Agreement between Ukraine, on the one hand, and the European Union, the European Atomic Energy Community and its Member States, on the other hand" is adopted.

	17 September 2014
	Resolution of the Cabinet of Ministers of Ukraine № 847-p approved an action plan for the implementation of the Association Agreement, pursuant to which the Ministry of Economic Development and the State Intellectual Property Service are entrusted to develop a bill by July 2015 on "adaptation of Ukrainian legislation in the field of intellectual property to the EU law and the Association Agreement." It should be noted that the Association Agreement does not prescribe for full adaptation of Ukrainian legislation in the field of intellectual property law to the EU. However, Article 222 of the Agreement provides for full harmonization of data exclusivity regime with the EU regime from the date set by the Commerce Committee. 

At this stage, for civil society, it is important to take an active control of the development process of the above bill, to avoid introduction into the Ukrainian legislation of stronger patent protection than provided by the Association Agreement.


Table 1.
Comparison table of TRIPS-plus provisions contained in the EU association agreements with Georgia, Moldova and Ukraine
	TRIPS-plus provision 
	Georgia
	Moldova
	Ukraine

	Patent term extension
	Yes (art. 186)

For the period of delay between a patent grant and issuance of marketing authorization, reduced to 5 years.

The above period shall not exceed 5 years.
	Yes (art. 314)

For the period of delay between a patent grant and issuance of marketing authorization, reduced to 5 years.

The above period shall not exceed 5 years.
	Yes (art. 220)

For the period of delay between a patent grant and issuance of marketing authorization, reduced to 5 years.



	
	Additional 6 months can be added to this period of extension for products for which pediatric studies were conducted and their results are reflected in the product information.
	Additional 6 months can be added to this period of extension for products for which pediatric studies were conducted and their results are reflected in the product information
	Additional 6 months can be added to this period of extension for products for which pediatric studies were conducted and their results are reflected in the product information

	
	[Georgian legislation already contains similar provisions in art. 5 of the Patent Act.]
	[Art. 69 of the Law of Moldova “On protection of inventions” already contained these provisions.]


	[Ukrainian law prescribes patent term extension for the period of delay, but no longer than 5 years.]

	Data exclusivity and/or market exclusivity
	Yes (art. 187)
6 years of data exclusivity and market exclusivity from the date of registration in Georgia or the EU. DE period counts from the day of registration of the reference medicine in Georgia or the EU
	Yes (art. 315)
5 years of data exclusivity

	Yes (art. 222)
5 years of data exclusivity

	
	+
	+
	

	
	1 year of data exclusivity, if there is a new indication, with a significant clinical benefit in comparison with existing indication.
	2 years of market exclusivity

	

	
	
	+
	

	
	
	1 year of market exclusivity if there is a new indication with significant clinical benefit
	

	
	
	= 8 years of exclusivity
	

	
	[Legislation of Georgia does not provide for the data exclusivity regime.]
	[Legislation of Moldova does not provide for the data exclusivity regime.]
	[Art. 9 of the Law of Ukraine “On medicines” provides for 5 years of data exclusivity (+1 year for additional indication having significant advantage over the existing indication)]

	Customs Register
	No

	Yes (art. 330)
The right of the patent owner to require detention of suspicious shipments at customs border. The right of customs authorities without the application of the patent owner to detain suspicious goods.
	Yes (art. 250)
The right of the patent owner to require detention of suspicious shipments at customs border. The right of customs authorities without the application of the patent owner to detain suspicious goods.

	
	[Legislation of Georgia does not provide for customs register patent rights.]
	[Chapter 12 of the Customs Code of Moldova contains similar provisions.]
	[Art. 397-403 Customs Code of Ukraine contains similar provisions]


In view of TRIPS-plus provisions adopted by Georgia, Moldova and Ukraine in the framework of association agreements with the EU, the following actions for activists can be recommended:

1)
it is necessary to carry out regular monitoring of the implementation of the association agreement in your country. In particular, the government will approve an action plan for the implementation of the Association Agreement and the relevant laws and regulations aimed at implementing the provisions of the agreement shall be drafted. The action plan should be studied and civil society representatives should engage in public discussion of the relevant draft laws;

2) it is necessary to advocate for the maximum possible deferring of the implementation of data exclusivity regime in the national legislation by inclusion of a transition period, for example;
3) activists should work on prevention of inclusion into national legislation of broader formulations of TRIPS-plus provisions than contained in the association agreements, and advocate for narrowing the application of TRIPS-plus provisions by introduction of various safeguard conditions into the national law;

4) to encourage pharmaceutical companies to launch new medicines in the country as soon as possible in connection with data exclusivity regime. For example, it is possible to set a condition that for the company to enjoy data exclusivity period an application for medicine registration in the country should be submitted within two years after the first registration of the medicine anywhere in the world.

4.2. Patent law reform: international experience and potential directions for patent reforms in Belarus, Georgia, Moldova and Ukraine.

The main purpose of the current patent system as it was initially conceived was encouraging innovation, technological progress, ensuring fair compensation to the inventor, and support scientific, economic, social and technological development. The patent system was not intended as an end in itself but as a means to achieve these goals. 

Between the increase in economic growth and a strong patent system, there is some connection, but not as between the consequence and cause.
 According to the report of the World Bank in 2005, there is not enough evidence of the impact of the patent system in the inflow of foreign investments into the country.
 Moreover, the history of developed countries shows that the "weakened" patent regime may be more appropriate for developing countries. For example, the Netherlands abolished patents in the field of chemistry for 47 years (1869-1910), which helped the country to imitate German inventions in chemistry.
 Similarly, between 1960 and 1980 Asian economies emphasised the importance of reverse engineering and imitation. When South Korea adopted patents in 1961 their term was limited to only 12 years and they were not available for foodstuffs, pharmaceuticals or chemicals. Perhaps most strikingly, Italy only introduced a patent system in 1978.
 Thus, many of the developed countries during their development process took lightened, incomplete protection system until they reached an advanced level of development, and many of them violated the patent rights of other countries.

Because of patent offices’ overload, low requirements for granting patents and other reasons, pharmaceutical companies not rarely receive undeserved patent monopolies that do not actually meet the generally accepted standards of patentability - novelty and inventive step. Patent reforms initiated in 2013 in some major developing countries (Brazil and South Africa), is an attempt of governments of these countries to solve the problem of balance between the protection of public health and protection of patent rights. 

It should be noted that the provisions proposed by patent reforms in South Africa and Brazil fully meet international standards, including the TRIPS Agreement of the WTO and the Doha Declaration on TRIPS and Public Health, and supported by international organizations, including WIPO, WTO, UNDP, UNAIDS WHO.
 

Brazil
As a result of seven public hearings conducted during 2011-2012, with the participation of Brazilian and foreign industries, government, the judiciary and the legislature, academia and civil society 

at 9th of October 2013 the Brazilian Center for Strategic Studies and Debates released 363-page report, "The Brazilian patent reform: innovation for national competitiveness"
, which contains a draft legislative provisions needed to implement patent reform in Brazil (http://infojustice.org/wp-content/uploads/2013/09/Brazilian_Patent_Reform.pdf ).

The main arguments for conducting patent reform in Brazil were: work of the patent system in Brazil mainly for the benefit of non-residents (75-80% of patent applications are filed by non-residents in Brazil); a significant decrease in the number of contracts on technology transfer in the pharmaceutical sector, after strengthening patent protection in Brazil; during 10 years after the strenghthening patent protection in Brazil, the number of international patent applications remained the same - 0.3% on a global scale; deficit of payments abroad on intellectual property rights has increased from 1993 to 2012 36 times, from 86 million USD to 3.1 billion USD; Brazil has saved more than 1 billion USD for 4 years due to opportunity to purchase generic versions of antiretroviral drugs.

Patent reform in Brazil provides for (i) introduction of pre-grant oppositions procedure for competitors and third parties; (ii) additional (with respect to the Patent Office) verification and approval of pharmaceutical patents by the pharmaceutical regulatory authority (ANVISA); (iii) excluding the possibility of extending the term of a patent over 20 years; (iv) simplification of licensing procedures for government use of patents; (v) elimination of barrier for registration of generics due to monopoly rights on registration data (i.e. data exclusivity).

South Africa
Patent reform in South Africa is caused by the weakness of the local patent system, which does not examine for patent applications in substance, but only formally. This means that almost any duly filled patent application will be satisfied.
 To change this situation, the South African government is planning the patent reform, that shall include: (1) the introduction of higher standards of patentability; (2) the introduction of stricter examination of patent applications, (3) permit any third party to challenge the quality of patent applications (pre-grant oppositions), (4) the limitation of patent term to 20 years, without the possibility of extension, (5) abolition of monopolies based on data exclusivity and patent-registration linkage, (6) the introduction of simpler mechanisms for parallel importation and compulsory licensing.

This patent reform entailed strong opposition from the US pharmaceutical companies. In particular, the American Association of Pharmaceutical Research and Manufacturers of America (PhRMA) has allocated about 350 000 USD to counter patent reform in South Africa and further strengthening protection of the rights of patent holders.

Directions of patent reform

Based on the directions proposed in patent reforms in Brazil and South Africa the following main areas of patent reform to ensure access to medicines could be distinguished:

1. tightening of patentability criteria - raising the standard of inventive step, the application with all the rigidity of the absolute novelty and inventive step criteria in order to prevent the grant of patents that are not truly innovative, and to stimulate further innovation;

2. prohibition of patenting new forms of known substances that do not improve the therapeutic efficacy of known substances, prohibition of patenting new uses of known substances;
3. introduction of pre-grant and post-grant patent opposition procedure - enabling competitors and third parties to provide arguments to the Patent Office against granting undeserved patents;
4. removing the possibility of extending the validity of patents over 20 years;

5. the introduction of public non-commercial use, also known as the government use - a mechanism similar to compulsory licensing, but more simplified and less restricted type of permission to use the invention without permission of the patent owner;
6. simplification of the mechanism of compulsory licensing to improve the chances of its use;
7. cancellation of data exclusivity and patents-registration linkage;
8. coordination of the decisions on granting patents on medicines with health authorities (e.g., the mechanism of ANVISA in Brazil 
);

9. introduction of Bolar exception - an exception to the protection of patent rights, allowing to carry out preparations for the state registration of generic versions of the medicine before the expiry of the patent (it will facilitate early entrance of generics on the market);

10. Enabling parallel imports - international or regional rule of exhaustion of rights permits importation of originator’s medicines from other countries where they are sold cheaper. The mechanism of importation of unregistered medicines or in foreign packaging is a prerequisite for the application of parallel imports.

These directions of patent reform can be used by Belarus, Georgia, Moldova and Ukraine in order to improve access to medicines. However, the main priorities for patent reform will differ between countries due to regulatory differences, different situations with the registration status of ARVs
, patent offices, which have the right to grant patents for these countries, and other factors.

Belarus
Because Belarus is a member of the Eurasian Patent Organization (EAPO) the EAPO patents cover many of the expensive antiretroviral medicines purchased in Belarus. Therefore, to ensure effective competition from generics focus of interventions should be not only on the neutralization of patents granted by the Belgospatent (Belarussian Patent Office), but also on the EAPO patents. Tightening of patentability criteria in the legislation of Belarus will not affect the quality patent applications examination by the EAPO. In light of this, the priority areas of patent reform in Belarus should be to improve compulsory licensing procedure and the introduction of effective procedures of government use. Patent oppositions procedure should be also facilitated. 

Belarus when entering WTO will have to introduce data exclusivity period of 6 years, as it is obliged to take same obligations as Russia took when entering WTO. Additionally, the Customs Union conducts negotiations with the European Free Trade Association that may push for data exclusivity provision. Taking into account small number of registered generic versions of ARVs in Belarus, introduction of data exclusivity should be prevented in Belarus as long as it will be possible.
Georgia
Non-participation of Georgia in the EAPO and the European Patent Organisation provides full power in the evaluation of patent applications to Georgian Patent Office. Therefore, tightening the requirements for the examination of patent applications and empowerment of patent oppositions can be quite an effective measure to reduce the abuse of patent monopolies in the future. 

Ratification of the Association Agreement with the EU excluded any opportunity of the removal of patent term extension provision, and customs measures in Georgia. Data exclusivity regime is to be introduced in Georgia. Activists may advocate for the transition period before the introduction of data exclusivity. Additionally, at the stage of implementation in national legislation of Georgia it is important to mitigate these regimes by various exclusions.
Moldova

Moldova denounced participation in the Eurasian Convention on April 26, 2012 
. However, the conclusion on 21 October 2013 of agreement on validation of patent applications and patents between the European Patent Organization (EPO) and the Moldovan Patent Office 
 will lead to the creation of yet more patent barriers in Moldova. Thus, tightening of patentability criteria in the Moldovan legislation will not fully affect the quality of patents on medicines in Moldova. In light of this, it is important to increase the opportunities for patent oppositions before and after the grant of the patent, as well as to provide an administrative procedure for issuing compulsory licenses. A simple and effective procedure for government use of patents (public non-commercial use) must also be introduced.

Taking into account that only a fraction of generic versions of ARVs purchased in Moldova is registered, it is important to limit or provide a transition period for the implementation of data exclusivity regime, which Moldova in accordance with the Association Agreement with the EU is obliged to introduce in the near future.

Ukraine
Non-participation of provides Ukrainian Patent Office with full authority in the evaluation of patent applications. Therefore, Tightening of the requirements for the issuance of patents on medicines can be quite an effective measure to reduce unjustified patent monopolies, as Ukraine is not a member of the EAPO and the EPO. 

Ukraine's ratification of the Association Agreement with the EU and the Free Trade Agreement with EFTA countries will hinder the removal of the patent term extension provison, data exclusivity regime and customs measures. However, at the stage of implementation in national legislation of Ukraine the most important is to mitigate these regimes by various exclusions. 
4.3. Using patent oppositions: international experience and opportunities for patent opposition in Belarus, Georgia, Moldova and Ukraine

Patent opposition are an important tool for improving the quality of patents on medicines and preventing the issuance of "evergreening" patents that restrict access to treatment.

"Patent opposition" or "patent observation" is a general term for the way in which one can challenge the validity of the patent - as at the time when the patent application is pending, and after the grant of the patent. Patent opposition procedure may vary from country to country, and may take place in the administrative procedure (for example, the patent office), the courts (for example, in the courts in the form of revocation proceedings, etc.), or both ways. If the validity of the patent is challenged in the course of the passage of patent application examination procedure by the patent office of the country, it is called a "pre-grant opposition". If the validity is challenged when the patent has already been issued, it is called "post-grant opposition".

Patent oppositions to patents on medicines are much more frequently filed and granted than for other patents. Thus, European Patent Organisation (EPO) patents on medicines were twice as likely to be challenged than the average of challenging patents for EPO.
 In Argentina, 25 patent oppositions were submitted by domestic companies including for the HIV medicines efavirenz, ritonavir, lopinavir, raltegravir, elvitegravir and the fixed-dose combination TDF/FTC/EFV
; many of the opposed patent applications were finally rejected.  In India, 25 out of 34 oppositions (73,5%) that were filed by local companies or non-governmental organizations against pharmaceutical patent applications filed between 2005 and 2008 resulted in rejections. 

But before we discuss the situation and opportunities for the patent oppositions in the target countries, the first key step in advocacy work related to intellectual property should be briefly described, namely a patent search.

Patent search is the first step in the evaluation of patent barriers and risks associated with them. This is a step that will allow you to get answers to the following questions:

- whether a granted patent or filed patent application on certain medicine exsists?

- to whom a granted patent or filed patent application belongs?

- what is the validity term of the patent?

Knowing the answers to these questions, you will get a starting point for determining the tools for further work with patent barrier. In the absence of patents in your country for a particular medicine, the unavailability of generic versions can be associated with other factors, such as unattractive market for generic companies, a prohibition to manufacturers of generic versions to make deliveries to your country contained in the global voluntary license with the patent holder, the lack of medicine’s registration in the country, period of data exclusivity, etc.

In the exercise of the patent search the Medicines Patent Pool database http://www.medicinespatentpool.org/patent-data/patent-status-of-arvs/ (in case of ARVs) and the medicines patent search methodology proposed by the UNDP in 2012 can be used (see detailed description below). 
Brief overview of patent search for ARVs and other medicines (UNDP methodology)

Patent search for medicines is a challenging task as it is related to the use of technical language in patent applications, which often contain no explicit mention of the medicine or active substance, and to technical and financial weaknesses of patent offices in developing countries to conduct an exhaustive search. 

Although a full search of patents on medicines requires considerable expertise and experience, a primary search to determine patent barriers related to the medicine, including ARVs, may be done by an untrained persons without a significant investment of time and financial resources. To conduct such search an activist should carry out a few steps using the algorithm described in the «Patent Information and Transparency: A Methodology of Patent Searches on Essential Medicines in Developing Countries», UNDP, 2012.

Below is given a brief description of the abovementioned patent search algorithm with some additions of the author.
1. Search for initial information about patents - FDA Orange Book, Health Canada Patent Register
On the websites of the Food and Drug Administration (FDA) http://www.accessdata.fda.gov/scripts/cder/ob/ and Canadian Medicines Agency (Health Canada) http://pr-rdb.hc-sc.gc.ca/pr-rdb/index-eng.jsp information about approved for use in the US and Canada medicines and related to them patents is published.

Referred above databases by the FDA and Health Canada do not give a comprehensive picture of all kinds of medicines and patents, as they contain information only about the medicines approved in the US and Canada and as some types of patents (e.g., patents on process of obtaining a substance or manufacturing) are not included in these databases, but they greatly facilitate patent searching.

To search for numbers of patents in these databases one needs to know the name of the active ingredient. As a result of the search, one can determine which patents in the US and Canada are associated with the medicine in question. Thus, an initial list of potential patents shall be obtained, on the basis of which one can make a further search of priority application and patent families.
2.
Determine the relevant priority application

It should be noted that the date and number of the priority application is provided to the applicant by a patent office after the filing of the first patent application in the world. Subsequently, the applicant must indicate in patent applications relating to the same invention, number, date and country of the priority application. Thus, the priority application number is used to identify the relationship between the related patent documents of national and regional patent offices. The number of the priority application is the identification code in the world of patents. 

One of the easiest ways to find the numbers and dates of priority application is to use the database of the EPO - Espacenet http://worldwide.espacenet.com/?locale=en_EP. Obtained from the FDA Orange Book and Health Canada Patent Register patent numbers must be entered into Espacenet search system with addition at the beginning of the number without spaces letters “US” or “CA” to US or Canada patent, respectively (e.g., CA2289753). In window “Bibliographic data” in the line Priority number(s) the number of priority application and the priority date will be indicated.
3.
Determine the patent family and the related patents at the national level

Pharmaceutical companies usually have patents for the same medicine in a number of countries, the so-called "patent family." Additionally, one medicine is protected by several patents at the same time in one country, for example, by a substance patent, a patent on a combination, patent on process of obtaining substance, patent on a method of use, etc. Any of such patents can be a barrier to entry of generic versions of the medicine on the relevant market. During the search it is necessary to identify all the patents that relate to the medicine in the given country.

International patent system uses as the key information for the identification of patent families - data on priority application. The easiest way to find a patent family with the help of US and Canadian patents found in the databases of the FDA and Health Canada, is to use the database Espacenet option «INPADOC patent family», which is to the left in the menu when you open bibliographic data on individual American, Canadian and other patents. INPADOC database will show a list of patents from all over the world included in the patent family, as well as related international application PCT. At this stage it is possible to identify the data on international patent applications (PCT), patents granted by the Eurasian Patent Organization, in Ukraine and in other EECA countries, but the information is not always complete, and it should be double-checked in the databases of national patent offices.
4.
Patent search in regional or national databases

Using data on priority application (number and date), as well as the name of invention in an international application, the name of the patent owner or the number of PCT international application, corresponding patent applications or patents can be found in the databases of regional (EAPO, EPO, etc.) or national agencies.

One of the indirect signs that a relevant patent found is contained in the information about the applicant company - often it will be the company associated with the company-originator, which sells the medicine in your country or in the world's major markets.
Below are details of some patent databases in EECA countries:

Eurasian Patent Database, which involves eight state parties formally bound to the Eurasian Patent Convention (EAPC) and another one partially bound (Armenia, Azerbaijan, Belarus, Kazakhstan, Kyrgyzstan, Russia Federation, Tajikistan and Turkmenistan are fully bound; the Republic of Moldova has renounced the EAPC but will still recognize patents granted before its renunciation in 2012) - http://www.eapo.org/ru/publications/publicat/ 

Belarus - http://www.belgospatent.org.by/database/search.php?pref=inv
Kazakhstan - http://www.kazpatent.kz/index.php?lang=rus&uin=1211789431
Kyrgyzstan - http://patent.kg/ru/ip-objects/inventions (Patent Database in not accessible online)
Moldova -  http://www.db.agepi.md/
Russian Federation - http://www1.fips.ru/wps/portal/Registers/
Ukraine - http://base.uipv.org/searchINV/ 
5. Verification by filing information request with the patent office

If one needs to have an official confirmation of patent status, it could be received by filing a request to the patent office by providing data on priority applications. Such services are usually paid, but the quality and reliability of the search can be increased in comparison with self-contained search.
When deciding about filing a patent opposition or lawsuit for the revocation of a patent for ARVs in countries such as Belarus and Moldova should be considered in addition to patents granted by national patent offices, patents granted by the Eurasian Patent Organization. 

Unfortunately, the laws of many countries in the former Soviet Union do not provide for the possibility of filing patent oppositions before the grant of the patent, and in some countries (Moldova) - after the grant of the patent. Therefore, one of the focus areas for patent reform, for example, in Ukraine, should be the introduction of the possibility of filing patent oppositions to the patent office by third parties, including competitors and patient organizations. See Table 3 showing the presence or absence in former Soviet Union countries of patent oppositions procedures and the possibility of a judicial challenge of patent validity.

Table 3. Procedure of patent oppositions in countries of Eastern Europe and Central Asia region 
	Type of procedure
	EAPO
	Belarus
	Georgia
	Kyrgyzstan
	Moldova
	Russian Federation
	Ukraine

	Pre-grant patent opposition
	No
	No, only patent applicant can file appeal 
	Yes

	No
	Yes

	No
	No

	Post-grant patent opposition
	Yes
	Yes

	Yes

	Yes

	No
	Yes

	No, only patent applicant can file appeal

	Judicial invalidation
	Yes
	No
	Yes

	Yes
	Yes

	No
	Yes, patients organization should prove violation of its right/ lawful interest 


Below is described brief algorithm of patent opposition preparation. 
Model algorithm of organization of the patent opposition.

1. Legislation. It is necessary to determine whether an opportunity for filing patent oppositions is provided in the legislation of your country. The following questions should be answered:

- Who is entitled to file an opposition or patent lawsuit in court?

- In what period you need to file a patent opposition or lawsuit?

- What are the grounds for filing a patent opposition or lawsuit?

- What is the procedure for dealing with patent oppositions?

- Whether it is possible to appeal the final decision?

2. Patent search. It is necessary to establish whether there are valid patents in the given state related to the medicine, and then analyze whether they can block competition for generics. Approximate algorithm of patent search is given above in this chapter.

3. Prepare arguments for patent oppositions. Preparation of arguments for patent oppositions on found patent shall involve not only patent law lawyers, but also people skilled in technology and science related to pharmaceuticals, so that they can assess the invention.

Successful patent opposition must demonstrate that one or more of the invention claims do not meet one or more of the requirements of novelty, inventive step and industrial applicability, or are not patentable subject matter.

In preparing arguments for patent oppositions the following basic steps could be used:

1. obtain full text of the patent application, the description of the invention and the claims;
2. identify the subject matter of the patent protection: the patent can protect a molecule or a group of molecules, a salt, a process, a formulation, a combination, a dosage form, or other. 

3. check similar patent oppositions filed in other coutries; 

4. access to prosecution histories of patents in US and Europe; 
5. check whether there were international search reports (International Search Report (ISR) or International Preliminary Examining Authorities (IPEA) report);

6. adapting arguments to the national context: requirements of law, local practice of patent oppositions consideration.
4. The filing of a patent opposition or invalidation claim 

At this stage it is necessary to prepare written legal document (patent opposition, statement of claim, etc.) with the necessary annexes, the requirements for the preparation of which are governed by national law, in the case of filing a lawsuit in court – by procedural legislation. In case of legal action, it makes sense to hold a paid state expertise on non-patentability of a patent prior to the appointment of it by the court, to add such examination materials to the claim.

Patent opposition or statement of claim for invalidation of a patent should at least contain the following information

· Name and legal information of the opponent(s);
· Reference to the law allowing for opposition;
· Reference to the legal standing of the opponent(s);
· Summary of the arguments that justify the request for refusal;
· Summary of the claims made by the applicant;
· The grounds for the opposition (in detail);
· Request for subsequent actions to be taken by the court or patent office, such as revoking or refusing to grant the patent.

When contemplating the possibility of contesting of a patent for ARV it is important to get acquainted with the history of prosection of national patents in countries with strong patent offices (e.g., US, Japan, the EU) and the practice in other countries in the recognition of patents obtained for the same international application (PCT), null and void. Database  www.patentoppositions.org could be helpful for this purpose.
Diagram 5. Quantity of filed worldwide patent oppositions related to selected ARVs based on data of patentoppositions.org 
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It should be noted that the attraction of the public interest through the media to the filed patent opposition or to the invalidation claim may indirectly contribute to the decision by the patent office or the court to revoke the patent.
6. Conclusions and recommendations
Described in this manual instruments related to access to medicines and the protection of patent rights, which can be used by governments of Belarus, Georgia, Moldova and Ukraine and public organizations, advocating for access to antiretroviral therapy, seems to be promising in reduction of the cost of ARVs. For example, the potential savings only on three patented ARVs in these countries - lopinavir/ritonavir 200 mg/50 mg (LPV/r), tenofovir/emtricitabine/efavirenz 300 mg/ 200 mg/600 mg (TDF/FTC/EFV)
 and Darunavir 600 mg (DRV) - may be around 10.6 million. Dollars annually if there will be competition from generic manufacturers.

However, since the legal framework of these countries are not prepared for the institutionalization of practices eliminating unreasonable restrictions of competition in the ARVs market using patent monopolies, the primary step is to reform national patent legislations by the implementation of the TRIPS flexibilities.

Summarizing the results of the analysis of the best practices described in the fourth chapter of this manual, the following focus areas for further advocacy of NGO activists before the parliamentarians, government officials coordinating the protection of intellectual property rights, patent offices and ministries of health in Belarus, Georgia, Moldova and Ukraine could be highlighted:

1) Introduction of preventive measures to ensure the high quality of patents granted in respect to medicines, to reduce quantity of patents on secondary modifications, the new uses of known substances, therapeutic methods and unjustified patents;

Such preventive measures may include tightening the practice of examination of patent applications for medicines and the criteria for patentability for medical inventions, the prohibition of patents on new forms of known substances that do not improve the therapeutic efficacy of known substances, prohibition of patenting new uses of known substances, the introduction of the regulatory (Bolar) exception, mitigation and/or maximum delay in introduction of data exclusivity. These measures should be the main objective of the law-making process aimed at the implementation of patent reform in Belarus, Georgia, Moldova and Ukraine.

2) Improvement of the regulatory framework and proactive use of mechanisms of compulsory licensing or government use;

The procedure of compulsory licensing should be simple and easily used for public health purposes.

Since, in Belarus and Moldova only the judicial procedure of compulsory licensing is provided, while Georgia has no compulsory licensing procedure at all, it is important in these countries to introduce an administrative procedure for compulsory licensing and government use, allowing to make decisions on the use of patents on medicines at the level of ministries and government agencies. It should be noted that the administrative mechanism of compulsory licensing should not be too complex, expensive to administer and not easy to attack by lawsuits. The system for determining the remuneration/royalties should be simple and easily administered. The procedure for the government use of patents should be even easier and more strongly established in law by giving wide discretion to public authorities in the implementation of the right to use a patent without the authorization of the patentee.

In Ukraine, the most important is to improve and increase the use of the existing regulatory framework for compulsory licensing and government use of patents on ARVs.

To activate the mechanism of compulsory licensing it is important to conduct a dialogue with the manufacturers and suppliers of generic drugs to encourage them to use compulsory licensing mechanism. In addition, activists can send requests to the government on behalf of civil society demanding the application of the mechanism of government use of patents to high-priority medicines for the treatment of HIV and other diseases. At the same time, patient organizations may submit requests to the central offices of pharmaceutical companies, patent holders in respect of the priority ARVs to include Belarus, Georgia, Moldova and/or Ukraine in their access programs or to license generics supply to these countries through the Medicines Patent Pool.

3) Institutionalization of the mechanism of patent oppositions and encouraging of its use;

Patent oppositions is one of the little used instruments in Belarus, Georgia, Moldova and Ukraine, which can bring positive results for expanding access to medicines. For successful use of this tool by generic producers and patient organizations prime step of the government should be to improve the legislative regulation of the procedure of patent oppositions (for example, the introduction of the possibility of filing patent oppositions before the grant of the patent in Belarus). In Ukraine, this mechanism should be normatively institutionalized as a whole (introduced mechanism of patent oppositions before and after the grant of the patent). There should also be provided an encouragement for applicants (generic companies), which successfully challenged patent applications (for example, the introduction of the 180-day period of market exclusivity for such generic pharmaceutical companies).
4) Resistance to the introduction of TRIPS-plus provisions in national legislation or to the inclusion of TRIPS-plus provisions in two or multilateral international agreements;

Activists should closely monitor the correct implementation of TRIPS-plus provisions contained in the EU association agreements of Georgia, Moldova and Ukraine, and encourage governments to oppose any attempts to exceed the level of TRIPS-plus commitments contained in the association agreement with the EU.
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1. Если нужно - делаем запрос в патентное ведомств
Annex 1

Model Compulsory Licensing Regulation
1.
General 

1.1. This Procedure establishes the procedure of giving permission by the Ministry of Health to use by the interested persons of the patented invention(s) (utility model(s)), related to the medicines, without the consent of the owner(s) of the patent(s), with payment to the owner(s) of the patent(s) adequate remuneration (hereinafter - the Permit).

1.2. Procedure has been developed in accordance with [indicate article of a Patent Act or other legislation providing for the possibility of compulsory licensing].

2. The Procedure for Granting the Permission

2.1. To protect public health, or if patented invention(s) pertaining to a medicine is not available to the public at a reasonable price, or because of emergency or other circumstances of extreme urgency, including natural disasters, catastrophes, epidemics, including HIV/AIDS and tuberculosis, [COMMENT: here may be mentioned any grounds for issuing a compulsory license, which will be determined during the development of the procedure for compulsory licensing. WTO TRIPS Agreement does not restrict the grounds for granting compulsory licenses.] at the request of the interested person the Ministry of Health can provide the Permission. The Permission may concern more than one invention and/or medicine.
2.2. The Permission may be issued provided that the interested in obtaining Permission person (hereinafter - the Applicant) proved that there have been efforts to obtain a voluntary license to use the invention from the owner(s) of the patent on reasonable commercial terms and that such efforts have not been successful within a period of thirty (30) calendar days before submitting the application. It is deemed that the Applicant’s efforts to obtain voluntary license have not been successful in the presence of one of the following circumstances:



1)
a written or verbal refusal of the patent owner (or his representative) to grant a 



license;


2)
information from the applicant about the absence of a response to the proposal for authorization addressed to the patent holder (or his representative) not less than 30 calendar days prior to the filing date of the application for the Permission; or


3)
information from the Applicant about non-conclusion of the license agreement on reasonable commercial terms between the patent holder and the Applicant by the fault of the patent holder (or his representative) within period of thirty (30) calendar days after receiving the consent of the patent holder (or his representative) for negotiating license agreement.
2.3. In the case of the Permission in case of emergency or other circumstance of extreme urgency, including natural disaster, catastrophes, epidemics, including HIV/AIDS or tuberculosis, the requirement referred to in paragraph 2.2 of the Procedure shall not apply. However, the patent owner must be notified by the Ministry of Health about the issuance of the Permission as soon as reasonably practicable, but not later than 20 days from the date of the Permission. [COMMENT: This period can be changed.]
2.4. The Permission is issued subject to the following conditions:

2.4.1
the Permission for such use shall be considered on its individual merits; 
2.4.2
the scope and duration of such use shall be limited to the purpose for which it was authorized;
2.4.3
the use under the Permission shall be non-exclusive; 

2.4.4
such use under the Permission shall be non-assignable, except with that part of the enterprise or goodwill which enjoys such use;

2.4.5
such use shall be authorized predominantly for the supply of the domestic market;

2.4.6
the patent owner shall be paid adequate remuneration to be determined by the Ministry of Health.
2.5. The person interested in obtaining the Permission applies to the Ministry of Health with the application for the Permission.

 

The following information should be indicated in the application:

1)
the name of the entity, which submitted the application; its registered address;

2)
the international non-proprietary name of the medicine;

3)
the name and number(s) of one or more patents, which relate to the medicine, information about patent(s) owner(s), its / their registered address;

4)
information about taken by the Applicant efforts to obtain voluntary license to use the invention from the owner(s) of the patent on reasonable commercial terms, and that such efforts have not been successful in accordance with paragraph 2.2 of this Order;

5)
the rationale for the issuance of the Permission and descriptions of how the invention shall be used in the public interest with indication of period of validity of the Permission;

6)
the amount of remuneration to be paid to the owner of the patent calculated according to the formula set forth in this Procedure.
2.6. The Ministry of Health within 30 days [COMMENT: shorter period can be set] after receipt of the application must:

2.6.1
review the application and issue the Permission; or
2.6.2
inform the applicant of leaving the application without consideration in connection with violation of the requirements set by paragraphs 2.4 and 2.5 of this Procedure and return the received materials for further refinement of the documents.

2.7. During the period specified in paragraph 2.6 the Ministry of Health if necessary may consult with the central executive authority on intellectual property.

2.8. In the Permission the following information shall be indicated: the person(s) who is permitted to use the patented invention(s), its location address, the international non-proprietary name of the medicine, period, conditions and procedure for granting the Permission, the amount of renumeration to be paid to the patent owner and payment terms.

2.9. In the case when more than one person applied for the Permission, the Ministry of Health shall issue Permission to all Applicants, if their applications meet the requirements of this Procedure.
2.10. Despite the fact that the Permission may specify a patented invention that will be used by the Applicant, the Permission applies to all patents and patent applications that are relevant to the medicine for which the Permit has been granted.

[COMMENT: Since it is difficult to identify immediately all patents that are relevant to the needed medicine, as well as to avoid errors in patent search, it should be provided in the Procedure that a compulsory license relates to all patents and patent applications that are relevant to the medicine for which a compulsory license is issued.]
2.11. The Ministry of Health shall inform on the decision to issue the Permission the Applicant and the owner of the patent not later than 20 days from the date of entry into force of the decision to issue the Permission [COMMENT: This term can be changed].

2.12. Central authority for intellectual property shall publish in the Official Journal on Intellectual Property the decision adopted by the Ministry of Health to grant the Permission.

2.13. Based on the Permission at the time of state registration of the generic medicine the state regulatory authority may refer to the information specified in the registration dossier of the reference medicine and permit to place the generic medicine on the market. [COMMENT: The exemption from the data exclusivity and market exclusivity regimes should also be provided in the law establishing these regimes for the cases of compulsory licensing].

2.14. The person authorized under the Permission shall pay adequate remuneration to the patent owner in the amount and according to the payment terms specified in the Permission.

2.15. The Permission may be terminated by the Ministry of Health on the following grounds:



2.15.1
expiration of the period indicated in the Permission;

2.15.2
submission by the person, authorized by the Permission, of a reasonable 


request for early termination of the Permission;

2.15.4 failure (improper performance) by a person, authorized by the Permission, to 



comply with the terms indicated in the Permission. 
3. Methodology of calculation of adequate remuneration
3.1. The Ministry of Health sets in the Permission the amout of renumeration for the use of the invention by the method described in this section of the Procedure.
3.2. The amount of remuneration shall not exceed the amount of remuneration, which is calculated according to the Tiered Royalty Method, which is described in the "Guidelines for remuneration for the compulsory use of patents on medical technologies" (WHO, UNDP), and shall be calculated by the following formula: 
(CRM x 0,04) x (IC : I) = MAR,

where:

MAR - the maximum amount of renumeration;

CRM - the unit cost of the reference medicine on the market of the country of origin of the medicine. The cost of the reference medicine on the market of origin can be determined from the data obtained from sources on the Internet (for example, qualityprescriptiondrugs.com, drugstore.com, etc.);

I - income per capita in the country of origin according to the International Monetary Fund;

IC - income per capita [indicate the name of your state] according to the International Monetary Fund.

[Exampe of calculation of the maximum amount of renumeration
	Proxy
	Data

	Unit cost of reference medicine in the US market according to qualityprescriptiondrugs.com
	3,68 USD per tablet 



	Income per capita in US according to IMF data for 2012 
	49 922,11 USD

	Income per capita in Ukraine according to IMF data for 2012 год 
	3 877,28 USD

	(3,68 x 0,04) x (3 877,28 : 49 922,11) = 0,011 USD per tablet


	


]
3.6. If the patent owner disputes the amount of renumeration established for the use in accordance with this Procedure, in the absence of proof to the contrary, remuneration for the use of the invention calculated in accordance with this Procedure is considered adequate. In any case, the amount of renumeration can not exceed 6% of the cost of supply of the corresponding generic medicine under the Permission.

3.7. The person authorized under the Permission shall be exempt from the obligation to pay the renumeration for the use of the invention after the patent expires, the termination of the relevant patent or revocation of patent or parts thereof.

3.8. In the case of the issuance of Permission in respect of the patent application(s), the renumeration shall be deposited in the bank and paid to the patent owner after the patent is granted.
Annex 2 
Provisions of patent laws in other countries facilitating access to medicines
Below please see the provisions of the legislations of several jurisdictions that are aimed at reducing the number of "undeserved" patents and improving access to medicines.

1. Strict patentability criteria 

Brazil

Bill no. H.R. 5402/2013 (Dr. Newton Lima, and Dr. Rosinha)

“Art. 13. The invention carries inventive activity when, for a person skilled in the art, it does not derive in an obvious or evident manner from the state of the art, and provided it represents a significant technical advance in regards to the state of the art.”
2. Patenting of new forms and new use
India

Patent Act 1970, as amended up to Patents (Amendment) Act 2005

CHAPTER II 

INVENTIONS NOT PATENTABLE 

What are not inventions.—The following are not inventions within the meaning of this Act,—

(d) the mere discovery of a new form of a known substance which does not result in the enhancement of the known efficacy of that substance or the mere discovery of any new property or new use for a known substance or of the mere use of a known process, machine or apparatus unless such known process results in a new product or employs at least one new reactant. 

Explanation.—For the purposes of this clause, salts, esters, ethers, polymorphs, metabolites, pure form, particle size, isomers, mixtures of isomers, complexes, combinations and other derivatives of known substance shall be considered to be the same substance, unless they differ significantly in properties with regard to efficacy;

(e) a substance obtained by a mere admixture resulting only in the aggregation of the properties of the components thereof or a process for producing such substance; 

…

(i) any process for the medicinal, surgical, curative, prophylactic diagnostic, therapeutic or other treatment of human beings or any process for a similar treatment of animals to render them free of disease or to increase their economic value or that of their products.
Brazil 
Bill no. H.R. 5402/2013 (Dr. Newton Lima, and Dr. Rosinha)

“Art. 10. [The following are not considered to be inventions or utility models:]

..............................................................................................................................................................

X – any new property or new use of a known substance, or the mere use of a known process, unless this known process results in a new product;

XI – new forms of known substances that do not result in an improvement in the known efficacy of the substance.

Sole paragraph. For the purposes of this Article, salts, esters, ethers, polymorphs, metabolites, pure form, size of particles, isomers, mixtures of isomers, complexes, combinations and other derivatives of a known substance shall be considered the same substance, unless they significantly differ in terms of properties regarding efficacy.” 

3. Patent oppositions procedure

India 

Patent Act 1970, as amended up to Patents (Amendment) Act 2005

CHAPTER V OPPOSITION PROCEEDINGS TO GRANT OF PATENTS 
25. Opposition to the patent.—(1) Where an application for a patent has been published but a patent has not been granted, any person may, in writing, represent by way of opposition to the Controller against the grant of patent on the ground— (a) that the applicant for the patent or the person under or through whom he claims, wrongfully obtained the invention or any part thereof from him or from a person under or through whom he claims; (b) that the invention so far as claimed in any claim of the complete specification has been published before the priority date of the claim— (i) in any specification filed in pursuance of an application for a patent made in India on or after the 1st day of January, 1912; or (ii) in India or elsewhere, in any other document…; (c) that the invention so far as claimed in any claim of the complete specification is claimed in a claim of a complete specification published on or after priority date of the applicant's claim and filed in pursuance of an application for a patent in India, being a claim of which the priority date is earlier than that of the applicant's claim; (d) that the invention so far as claimed in any claim of the complete specification was publicly known or publicly used in India before the priority date of that claim. Explanation.—For the purposes of this clause, an invention relating to a process for which a patent is claimed shall be deemed to have been publicly known or publicly used in India before the priority date of the claim if a product made by that process had already been imported into India before that date except where such importation has been for the purpose of reasonable trial or experiment only; (e) that the invention so far as claimed in any claim of the complete specification is obvious and clearly does not involve any inventive step, having regard to the matter published as 

mentioned in clause (b) or having regard to what was used in India before the priority date of the applicant's claim; (f) that the subject of any claim of the complete specification is not an invention within the meaning of this Act, or is not patentable under this Act; (g) that the complete specification does not sufficiently and clearly describe the invention or the method by which it is to be performed; (h) that the applicant has failed to disclose to the Controller the information required by section 8 or has furnished the information which in any material particular was false to his knowledge; (i) that in the case of a convention application, the application was not made within twelve months from the date of the first application for protection for the invention made in a convention country by the applicant or a person from whom he derives title; (j) that the complete specification does not disclose or wrongly mentions the source or geographical origin of biological material used for the invention; (k) that the invention so far as claimed in any claim of the complete specification is anticipated having regard to the knowledge, oral or otherwise, available within any local or indigenous community in India or elsewhere, but on no other ground, and the Controller shall, if requested by such person for being heard, hear him and dispose of such representation in such manner and within such period as may be prescribed. (2) At any time after the grant of patent but before the expiry of a period of one year from the date of publication of grant of a patent, any person interested may give notice of opposition to the Controller in the prescribed manner on any of the following grounds, namely:— (a) … - (k)… [Author - the same grounds as for pre-grant opposition mentioned above] but on no other ground. 

 (3) (a) Where any such notice of opposition is duly given under sub-section (2), the Controller shall notify the patentee.
(b) On receipt of such notice of opposition, the Controller shall, by order in writing, constitute a Board to be known as the Opposition Board consisting of such officers as he may determine and refer such notice of opposition along with the documents to that Board for examination and submission of its recommendations to the Controller. (c) Every Opposition Board constituted under clause (b) shall conduct the examination in accordance with such procedure as may be prescribed. (4) On receipt of the recommendation of the Opposition Board and after giving the patentee and the opponent an opportunity of being heard, the Controller shall order either to maintain or to amend or to revoke the patent. 
4. Bolar Exemption 

USA

the Hatch-Waxman Act 
35 U.S.C. § 271(e)(1) 
“it shall not be an act of infringement to make, use, offer to sell, or sell within the United States or import into the United States a patented invention . . . solely for uses reasonably related to the development and submission of information under a Federal law which regulates the manufacture, use, or sale of drugs or veterinary biological products.”  
EU

Directive 2004/27/EC. 
Article 10(6) 
“[c]onducting the necessary studies and trials with a view to the application of paragraphs 1 to 4 [i.e. bioequvalents and biosimilars] and the consequential practical requirements shall not be regarded as contrary to patent rights or to supplementary protection certificates for medicinal products.”
5. Government Use
Ireland

Patent Act 1992, art.78-1
A Minister of the Government, or a person authorized by a Minister of the government, may use an invention "for any purpose which appears to such Minister to be necessary or expedient for the maintenance of supplies and services essential to the life of the community; for securing a sufficiency of supplies and services essential to the well-being of the community; for promoting the productivity of commerce and industry, including agriculture; generally for ensuring that the whole resources of the community are available for use and are used, in a manner best calculated to serve the interest of the community; for assisting the relief of suffering and the restoration and distribution of essential supplies and services in any country or territory other than the State that is in grave distress; or for ensuring the public safety and the preservation of the State.”
UK

Patents Act 1977, art.55-1
Any government department and any person authorised in writing by a government department may, for the services of the Crown, expropriate and exploit the patented invention without the consent of the proprietor of the patent, that is to say-where the invention is a product, may-... in any event, sell or offer to sell it for foreign defence purposes or for the production or supply of specified drugs and medicines, or dispose or offer to dispose of it (otherwise than by selling it) for any purpose whatever... without prejudice to the foregoing, where the invention or any product obtained directly by means of the invention is a specified drug or medicine, may sell or offer to sell the drug or medicine".
USA

28 U.S. Code § 1498 - Patent and copyright cases

(a) Whenever an invention described in and covered by a patent of the United States is used or manufactured by or for the United States without license of the owner thereof or lawful right to use or manufacture the same, the owner’s remedy shall be by action against the United States in the United States Court of Federal Claims for the recovery of his reasonable and entire compensation for such use and manufacture. 
For the purposes of this section, the use or manufacture of an invention described in and covered by a patent of the United States by a contractor, a subcontractor, or any person, firm, or corporation for the Government and with the authorization or consent of the Government, shall be construed as use or manufacture for the United States.
� From that date 20 year term of a patent is counted. Keep in mind that a 20-year period may be extended for another period of additional 5 years. Thus, if the filing date of the patent application 16.05.2003, the patent will be valid until 16.05.2023, if the patentee will pay in time a fee for maintaining it in force. In addition, for example in Ukraine, this period may be extended at the request of the patent owner, subject to certain conditions, up to 5 years, i.e. to 16.05.2027.


� According to data from the PQR database of the Global Fund to Fight HIV/AIDS, tuberculosis and malaria � HYPERLINK "http://bi-ext.theglobalfund.org/analytics/saw.dll?Dashboard" ��http://bi-ext.theglobalfund.org/analytics/saw.dll?Dashboard�  


� According to data from the PQR database of the Global Fund to Fight HIV/AIDS, tuberculosis and malaria � HYPERLINK "http://bi-ext.theglobalfund.org/analytics/saw.dll?Dashboard" ��http://bi-ext.theglobalfund.org/analytics/saw.dll?Dashboard�  or MSF Report: Untangling the Web of antiretroviral price reductions, 17 Edition, July 2014 � HYPERLINK "http://www.msfaccess.org/content/untangling-web-antiretroviral-price-reductions-17th-edition-%E2%80%93-july-2014" ��http://www.msfaccess.org/content/untangling-web-antiretroviral-price-reductions-17th-edition-%E2%80%93-july-2014� 


� Savings are calculated based on the PQR database on the quantity of medicine purchased in 2013 or 2014 within the program of the Global Fund to Fight HIV/AIDS, Tuberculosis and Malaria. The calculation does not include an adjustment for the possibility of differentiating pricing policy of generic producers, differences in terms of delivery.


� Except for Moldova and Georgia, where TDF/FTC/EFV does not pose a problem in terms of access to medicines. 


� For Georgia, Moldova and Ukraine the TRIPS Agreement is binding, although the provisions of the agreement should be reflected in the national laws to have force. Patent law of Belarus is already reflecting main requirements of the TRIPS Agreement and even provides for higher standards of patent rights protection than the TRIPS Agreement.


� Correa C., Implications of bilateral free trade agreements on access to medicines, Bulleting of WHO, May 2006, 84(5), p. 399


� Generic medicines are registered by reference to the branded/reference medicine registration dossier.


� See Resolution of the Cabinet of Ministers of Ukraine № 8 dated 14 January 2004 "On Approval of Regulation on Issuance by the Cabinet of Ministers of Ukraine of Permission to Use the Patented Invention (Utility Model) or Registered Topography of Integrated Circuits” � HYPERLINK "http://zakon4.rada.gov.ua/laws/show/8-2004-%D0%BF" ��http://zakon4.rada.gov.ua/laws/show/8-2004-%D0%BF� 


� Joint Order of the Ministry of Health and the National Academy of Legal Sciences of Ukraine № 759, dated 28.09.2012 � HYPERLINK "http://moz.gov.ua/docfiles/N759_2012_dod1.pdf" ��http://moz.gov.ua/docfiles/N759_2012_dod1.pdf�. 


� Presidential Decree No. 526/2012, dated 30 August 2012, on the implementation of the National Security Council decision, dated 25 May 2012 � HYPERLINK "http://zakon4.rada.gov.ua/laws/show/526/2012/paran5#n5" ��http://zakon4.rada.gov.ua/laws/show/526/2012/paran5#n5� 


� p. 3 of the Decision of the Council of National Security and Defense Council, dated May 25, 2012, "On Providing the Population with Quality and Affordable Medicines" � HYPERLINK "http://zakon4.rada.gov.ua/laws/show/n0004525-12" ��http://zakon4.rada.gov.ua/laws/show/n0004525-12� 


� News on the MoH Ukraine website about the meeting � HYPERLINK "http://www.moz.gov.ua/ua/portal/pre_20130525_b.html" ��http://www.moz.gov.ua/ua/portal/pre_20130525_b.html� 


� See p. 2.5(8) of the Recommendations of the hearings in the Verkhovna Rada Committee on Science and Education "Intellectual Property in Ukraine: status and development framework"


 � HYPERLINK "http://kno.rada.gov.ua/komosviti/control/uk/publish/article?art_id=61862&cat_id=61640" ��http://kno.rada.gov.ua/komosviti/control/uk/publish/article?art_id=61862&cat_id=61640� 


� Prerequisite condition of compulsory license in Ukraine is documented inability of the patent owner to satisfy the need for a medicine with existing production facilities. The second prerequisite for the issuance of CL is documented unreasonable refusal of the patent holder to grant a voluntary license. The presence of all these prerequisites at the same time will be very difficult to prove. 





� Petion of ECUO to European Parliament (Martin Schulz) � HYPERLINK "http://www.ecuo.org/ru/orc/video/2013/11/29/v-es-bez-patentov-na-zhizn-podpishite-obrashenie-v-evroparlament/" ��http://www.ecuo.org/ru/orc/video/2013/11/29/v-es-bez-patentov-na-zhizn-podpishite-obrashenie-v-evroparlament/� 


� See art 187 of the EU Association Agreement with Georgia � HYPERLINK "http://eeas.europa.eu/georgia/pdf/eu-ge_aa-dcfta_en.pdf" ��http://eeas.europa.eu/georgia/pdf/eu-ge_aa-dcfta_en.pdf� 


� See part 3 of Article 222 of the EU Association Agreement with Ukraine � HYPERLINK "http://eeas.europa.eu/ukraine/pdf/5_ua_title_iv_trade_and_trade-related_matters_en.pdf" ��http://eeas.europa.eu/ukraine/pdf/5_ua_title_iv_trade_and_trade-related_matters_en.pdf� 


� Also, in the Association Agreement between Georgia and the EU data exclusivity period counts from the day of registration of the reference medicine in Georgia or the EU, depending on where the registration took place before. This provision will stimulate original pharmaceutical companies to place earlier their products to market in Georgia.


� Such condition is stipulated in Article 9 of the Law of Ukraine "On Medicines". 


� United Kingdom, Gowers Review of Intellectual Property, report by the government of the United Kingdom, 2006, стр. 59 � HYPERLINK "https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/228849/0118404830.pdf" ��https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/228849/0118404830.pdf� 


� World Bank, Global Economic Prospects 2005. Washington, 2005, p. 110 � HYPERLINK "http://siteresources.worldbank.org/INTGEP2005/Resources/gep2005.pdf" ��http://siteresources.worldbank.org/INTGEP2005/Resources/gep2005.pdf� 


� Adam b. Jaffe and Josh lerner, Innovation and Its Discontents – How our Broken Patent System is Endangering Innovation and Progress, and What to Do About it, princeton, 2004, pp. 86-90.


� United Kingdom, Gowers Review of Intellectual Property, report by the government of the United Kingdom, 2006, p. 59 � HYPERLINK "https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/228849/0118404830.pdf" ��https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/228849/0118404830.pdf�


� Brazil's Patent Reform: Innovation Towards National Competitiveness, 2013, p. 225 � HYPERLINK "http://infojustice.org/wp-content/uploads/2013/09/Brazilian_Patent_Reform.pdf" ��http://infojustice.org/wp-content/uploads/2013/09/Brazilian_Patent_Reform.pdf�


� Brook Baker. � HYPERLINK "http://infojustice.org/archives/31986" \o "US PhRMA Bares its Fangs – South Africa Patent Law Reform and Access to Medicine at Risk Yet Again" �US PhRMA Bares its Fangs – South Africa Patent Law Reform and Access to Medicine at Risk Yet Again�, 18 January 2014 � HYPERLINK "http://infojustice.org/archives/31986" ��http://infojustice.org/archives/31986�


� Brook Baker. Op-Ed: What Patent Reform In Brazil And South Africa Can Mean, 20 November 2013 � HYPERLINK "http://www.healthgap.org/op_ed_what_patent_reform_in_brazil_and_south_africa_can_mean" ��http://www.healthgap.org/op_ed_what_patent_reform_in_brazil_and_south_africa_can_mean� 


� Brazil's Patent Reform: Innovation Towards National Competitiveness,” 2013, pp. 226-228 � HYPERLINK "http://infojustice.org/wp-content/uploads/2013/09/Brazilian_Patent_Reform.pdf" ��http://infojustice.org/wp-content/uploads/2013/09/Brazilian_Patent_Reform.pdf� 


� Brook Baker. Op-Ed: What Patent Reform In Brazil And South Africa Can Mean, 20 November 2013 � HYPERLINK "http://www.healthgap.org/op_ed_what_patent_reform_in_brazil_and_south_africa_can_mean" ��http://www.healthgap.org/op_ed_what_patent_reform_in_brazil_and_south_africa_can_mean�


� Brook Baker. � HYPERLINK "http://infojustice.org/archives/31986" \o "US PhRMA Bares its Fangs – South Africa Patent Law Reform and Access to Medicine at Risk Yet Again" �US PhRMA Bares its Fangs – South Africa Patent Law Reform and Access to Medicine at Risk Yet Again�, 18 January 2014 � HYPERLINK "http://infojustice.org/archives/31986" ��http://infojustice.org/archives/31986� 


� South Africa Draft National Policy on Intellectual Property, 2013 � HYPERLINK "http://ip-unit.org/wp-content/uploads/2013/09/DRAFT-IP-POLICY.pdf" ��http://ip-unit.org/wp-content/uploads/2013/09/DRAFT-IP-POLICY.pdf� 


� Brook Baker. � HYPERLINK "http://infojustice.org/archives/31986" \o "US PhRMA Bares its Fangs – South Africa Patent Law Reform and Access to Medicine at Risk Yet Again" �US PhRMA Bares its Fangs – South Africa Patent Law Reform and Access to Medicine at Risk Yet Again�, 18 January 2014 � HYPERLINK "http://infojustice.org/archives/31986" ��http://infojustice.org/archives/31986�


� Brazil's Patent Reform: Innovation Towards National Competitiveness,” 2013, стр. 130 � HYPERLINK "http://infojustice.org/wp-content/uploads/2013/09/Brazilian_Patent_Reform.pdf" ��http://infojustice.org/wp-content/uploads/2013/09/Brazilian_Patent_Reform.pdf� 


� Например, в Молдове и Беларуси состоянием на апрель 2014 г. в основном были зарегистрированы в основном препараты оригинаторов (брэнды), с небольшим количеством генериков, в то время как в Украине зарегистрировано множество генерических версий АРВ-препаратов.


� PCT Newsletter, январь 2012 г. � HYPERLINK "http://www.wipo.int/edocs/pctndocs/en/2012/pct_news_2012_01.pdf" ��http://www.wipo.int/edocs/pctndocs/en/2012/pct_news_2012_01.pdf� 


� EPO website, Simplifying access to patent protection in Moldova � HYPERLINK "http://www.epo.org/news-issues/news/2013/20131021.html" ��http://www.epo.org/news-issues/news/2013/20131021.html� 


�Patent oppositions database (MSF): how to build an opposition? � HYPERLINK "http://patentoppositions.org/how_to_build_an_opposition" ��http://patentoppositions.org/how_to_build_an_opposition� 


� C. Correa, Tacking the proliferation of patents: how to avoid undue limitations to competition and the public domain, South Centre 2014, стр. 11 � HYPERLINK "http://www.southcentre.int/wp-content/uploads/2014/09/RP52_Tackling-the-Proliferation-of-Patents-rev_EN.pdf" ��http://www.southcentre.int/wp-content/uploads/2014/09/RP52_Tackling-the-Proliferation-of-Patents-rev_EN.pdf� 


� See MSF, “New resources from Argentina now available on PODB”, available at http://news.patentoppositions.org/.  


� See Shamnad Basheer, “Patent Oppositions in India: The ‘Efficacy’ of Section 3(d)”, September 16, 2009, available from http://spicyip.com/2009/09/patent-oppositions-in-india-efficacy-of.html (‘...20 out of the 25 rejections above were based on section 3(d), indicating the “efficacy” of this controversial section’).  


� Patent Information and Transparency: A Methodology of Patent Searches on Essential Medicines in Developing Countries», UNDP, 2012, p. 29 � HYPERLINK "http://apps.who.int/medicinedocs/documents/s19575en/s19575en.pdf" ��http://apps.who.int/medicinedocs/documents/s19575en/s19575en.pdf� 


� Patent Information and Transparency: A Methodology of Patent Searches on Essential Medicines in Developing Countries», UNDP, 2012, стр. 39 � HYPERLINK "http://apps.who.int/medicinedocs/documents/s19575en/s19575en.pdf" ��http://apps.who.int/medicinedocs/documents/s19575en/s19575en.pdf�


� Due to denunciation by Moldova of the Eurasian Patent Convention, only EAPO patents granted before April 26, 2012 or granted, based on applications, filed before April 26, 2012, are valid in Moldova. 


� Article 40-3 of � HYPERLINK "http://www.sakpatenti.org.ge/index.php?lang_id=ENG&sec_id=25" �� Georgia Patent Act� prescribes that prior to the issuance of the patent certificate and the entry of the patent in the Industrial Property Registry it is possible to file patent opposition to the Appeals Chamber within three months after the publication of the decision to grant a patent, together with the application materials. Such a short period for filing objections to the patent is too limiting opportunities for generic manufacturers and patient organizations to submit their objections, and requires prolongation. 


� Article 57 � HYPERLINK "http://agepi.gov.md/pdf/law/l_50_2008-ru.pdf" ��Law of Moldova On Protection of Inventions� provides for the possibility of filing patent oppositions by any person prior to the issuance of a patent to the State Agency on Intellectual Property of the Republic of Moldova within 6 months after the publication of the decision to grant a patent.


� Article 33 of the Law of the Republic of Belarus "On patents for inventions, utility models, industrial designs" gives the right to any person or entity to submit an opposition to the granting of a patent for the entire period of its validity to the Appeals Board of the National Center of Intellectual Property. Procedure for submission and consideration of oppositions regulated in detail by � HYPERLINK "http://www.pravo.by/main.aspx?guid=3871&p0=C20901679&p2=%7bNRPA%7d" ��Regulations on Procedure of Filing of Complaints, Oppositions, Applications and Consideration by the Appellate Board of the patent office�.


� Article 42-1  � HYPERLINK "http://www.sakpatenti.org.ge/index.php?lang_id=ENG&sec_id=25" ��Patent Law of Georgia� provides an opportunity for interested parties during the term of the patent to file patent opposition to Sakpatenti on the grounds that the invention does not meet the criteria for patentability. 


� Articles 31-32 � HYPERLINK "http://patent.kg/index.php/ru/legislation/67-laws/kodeksy-i-zakony-kyrgyzskoj-respubliki/50-zakon-kyrgyzskoj-respubliki-patentnyj-zakon.html" ��Patent Law of Kyrgyzstan�.


� Article 1398 � HYPERLINK "http://www1.fips.ru/wps/wcm/connect/2702c7804e2e0255aa93ae4d80890bf7/gkrf.pdf?MOD=AJPERES" ��Civil Code of Russian Federation�.


� Article 57 � HYPERLINK "http://www.sakpatenti.org.ge/index.php?lang_id=ENG&sec_id=25" ��Patent Law of Georgia�.


� Articles 64-65 � HYPERLINK "http://agepi.gov.md/pdf/law/l_50_2008-ru.pdf" ��Law of Moldova On Protection of Inventions�.


� Patent oppositions database (MSF): how to build an opposition? � HYPERLINK "http://patentoppositions.org/how_to_build_an_opposition" ��http://patentoppositions.org/how_to_build_an_opposition�


� Except for Moldova and Georgia where TDF/FTC/EFV is not an issue in terms of access. 


� On the work of the Medicines Patent Pool please see � HYPERLINK "http://www.medicinespatentpool.org/about/" ��http://www.medicinespatentpool.org/about/� 


� For example, in Ukraine there was detected an attempt to lobby the period of data exclusivity of 11 years, while the Association Agreement between Ukraine and the EU provides a 5-year period of data exclusivity. 
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