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Executive Summary

In 2013, a workshop entitled “The Implementation of Trade Related Aspects of Intellectual Property Rights (TRIPS) Flexibilities in National Intellectual property Legislation for Strengthening Access to Medicines in Botswana”, took place in Gaborone, Botswana. The workshop involved a broad range of stakeholders including government of Botswana (GoB) officials, civil society organizations (CSOs), academia and Inter-governmental organizations (IGOs). The workshop produced a set of recommendations aimed at ensuring the implementation of public interest oriented policy space or “flexibilities” afforded by the Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS) in Botswana. 
In light of the passage of time since the 2013 workshop, personnel developments within the national institutions tasked with implementation of TRIPS flexibilities and concern that slow progress was being made implementing the 2013 workshop recommendations, a follow-up workshop was convened from 7-8 December 2016. The follow-up workshop had the following objectives:
· Capacitating workshop participants on the TRIPS flexibilities

· Garnering an appreciation of current IP laws in Botswana and how they can be applied to health

· Advocating that the Botswana National Drug Policy should incorporate principles  of TRIPS 
· Providing an update on implementation of the 2013 workshop recommendations in light of concern that not much progress had occurred 
· Developing a road-map for implementation of the 2013 workshop recommendations
High level GoB officials participated in the workshop such as Mr. Richard Matlhare who is the National Coordinator of the National AIDS Coordinating Agency (NACA), Ms. Vivian Sebako, Chief Pharmacist at the Ministry of Health (MOH) and Mr. Botsang John, the Deputy Permanent Secretary for Clinical Services at MOH.
The deliberations thoroughly engaged with public health TRIPS flexibilities, analysing their advantages and disadvantages as well as their applicability in a country of Botswana’s profile. Reference was made to experiences in Southern African Development Community (SADC) partners such as South Africa.
The implementation of TRIPS flexibilities in Botswana’s legislation featured prominently. Legislative, policy and institutional factors were considered. The deliberations revealed that one of the key impediments to the introduction of further flexibilities as recommended by the 2013 workshop has been stagnation in the process of formally establishing the Technical Working Group (TWG) for the coordination and monitoring of TRIPS flexibilities in Botswana. To remedy this, the workshop developed a road-map for the implementation of TRIPS flexibilities in Botswana and Terms of Reference (TORs) for the TWG.
Abbreviations
· African Regional Intellectual Property Organization (ARIPO)
· African Union (AU)
· Agreement on Trade Related Aspects of Intellectual Property Rights (TRIPS)

· Anti-Retroviral (ARV)
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· Southern African Regional Programme for Access to Medicines and Diagnostics (SARPAM)
· Tuberculosis (TB)
· Terms of Reference (TORs)
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1. Background

At a September 2012 meeting of the Southern African Regional Programme for Access to Medicines and Diagnostics (SARPAM), the Botswana delegation requested that a workshop on TRIPS and access to medicines be held. Pursuant to this request, MOH, NACA, United Nations Development Programme (UNDP) and SARPAM collaborated and jointly held such a workshop entitled, “The Implementation of Trade Related Aspects of Intellectual Property Rights (TRIPS) Flexibilities in National Intellectual Property (IP) Legislation for Strengthening Access to Medicines in Botswana”. The workshop took place in Gaborone, Botswana from 25-27 March, 2013.
The 2013 workshop convened a broad range of stakeholders including GoB officials, CSOs, academia and IGOs. It produced the following key recommendations: 
· A TWG should be established to coordinate the implementation of TRIPS flexibilities in Botswana. 

· The gaps identified in the Industrial Property Act and the Competition Act should be addressed to facilitate effective application of the TRIPS flexibilities. 

· Botswana should not undermine the use of the TRIPS flexibilities by negotiating them away in free trade agreements. 

· A feasibility study should be conducted to inform the GoB on the pros and cons of local medicines production inclusive of options for regional collaborations in production. 
· The Central Medical Stores (CMS) should be assisted to identify and implement more efficient procurement strategies such as pooled procurement in collaboration with other agencies in the region. 

· The IP office should create a list of patented products and enable the CMS etc. to have access to the database. 

· Technical assistance should be availed to the IP office to enable efficient enforcement of the Industrial Property Act including the role of the office as a patents examiner. 

· The technical and financial position of the Drug Regulatory Unit (DRU).should be strengthened. 

· Steps should be taken to harmonize the essential medicines list with the register maintained by the DRU. 

· The DRU should take steps to provide guidelines for parallel imports of medicines. 

· Specific capacity building programmes should be created to enable CSOs to better understand and monitor the implementation of TRIPS flexibilities. 

Following a three year period since the 2013 gathering, a follow-up workshop was convened from 7-8 December 2016 in Gaborone, Botswana to assess progress made implementing the 2013 recommendations. This report summarises the deliberations of the latter workshop.
2. Workshop Day One – 7 December 2016
2.1 Chairperson’s Remarks 

(Mr. Richard Matlhare)
Mr. Matlhare acknowledged that despite meaningful deliberations and thorough engagement at the 2013 workshop, there has been little progress implementing recommendations that emanated from that forum. Mr.  Matlhare lamented this state of affairs as an example of the country failing to invest adequate resources in the implementation of sound policies. 
The speaker went on to cite His Excellency the President of Botswana who in his most recent State of the Nation address expressed concern that resource constraints had the potential to undermine the sustainability of the treat all programme. Mr  Matlhare mentioned that the Health Minister has committed to providing resources to the treat all programme through the health financing strategy. 
The presenter noted that implementation of TRIPS flexibilities both nationally and at SADC level could result in significant reductions in procurement costs and that this workshop would be of great assistance in this regard. 
2.2 Opening Remarks and Workshop Objectives 
(Mr. Botsang John (MOH))
Mr. Botsang John began by noting that TRIPS sets minimum standards for Intellectual property rights (IPRs) protection that WTO members must comply with. Among these IPRs are patents which give exclusive rights to pharmaceutical companies for new medicines which result in prohibitive medicine prices. The presenter noted that Infectious diseases kill 10 million people each year due to lack of access to essential medicines for the treatment of HIV/AIDS, respiratory infections, malaria and tuberculosis (TB). Mr John elaborated that in the context of this background, the WTO Ministerial Conference adopted the Doha Declaration which affirmed the rights of members to take measures to protect public health using TRIPS Flexibilities. This was an important milestone as it gave primacy to public health issues over private IPRs of national companies and MNCs. 
Mr John then stated that in 2013, a workshop entitled, “The Implementation of Trade Related Aspects of Intellectual Property Rights (TRIPS) Flexibilities in National IP Legislation for Strengthening Access to Medicines in Botswana”, took place. The recommendations of the meeting included legal reform of the Industrial Property Act and formation of a TWG to coordinate and monitor implementation of TRIPS flexibilities in Botswana. The presenter noted that the Industrial Property Act in its current form has incorporated some TRIPS flexibilities such as compulsory licensing and parallel importation. Mr John concluded that implementation of the 2013 workshop recommendations is important as high costs are denying people access to essential medicines. He thanked UNDP for convening and securing a facilitator for the workshop.
2.3 Workshop Objectives 
(Ms. Vivian Sebako (MOH))
Two main factors informed the need to convene a follow-up to the 2013 workshop. First, through natural attrition, most participants in the 2013 workshop no longer hold the same posts; secondly, there was recognition that little progress had been made implementing the recommendations of the former workshop. Hence, there was a need to chart a way forward to ensure more effective and efficient implementation. With this in mind, the workshop had the following objectives:

· Capacitating workshop participants on the TRIPS flexibilities.
· Garnering an appreciation of current IP laws in Botswana and how they can be applied to health.
· Advocating that the Botswana National Drug Policy should incorporate principles of TRIPS 
· Providing an update on implementation of the 2013 workshop recommendations in light of concern that not much progress has occurred.
· Developing a road-map for implementation of the 2013 workshop recommendations.
· Formation of the TWG and finalisation of the terms of reference.
2.4 IP - Linking it to Health & Access to Medicine 
(Mr. Marumo Nkomo (UNDP Consultant)) 
Mr. Nkomo discussed the link between IPRs and public health, the impact of the TRIPS Agreement and the TRIPS flexibilities. On the link between IP and public health, the presenter explained that the economic rationale of patents is to stimulate innovation and that in the context of medicines, patents can adversely affect affordability. Several examples were provided of medicines in relation to which price reductions ensued following the introduction of generic competition in countries such as India, Brazil, Thailand and South Africa. 
Mr. Nkomo then provided historical background as to how IPRs were integrated into the multilateral trading system and the implications thereof. The discussion dealt with international norms for the protection of industrial property under the Paris Convention, the perceived inadequacies of that regime from the perspective of industrialized countries and how these were addressed by TRIPS. The presenter continued that for developing country members, one of the effects of TRIPS is the erosion of policy space that was available to developed counterparts when they were pursuing their industrialization. One such policy option was the right to exclude pharmaceutical products from patentability. This is a tool that was used for technology diffusion and reverse engineering by certain industrialized countries which today possess leading chemicals and pharmaceuticals industries. 
Next was a discussion of the TRIPS flexibilities in general terms, as garnered from a textual reading of the TRIPS Agreement in the light of Articles 1, 7 and 8 and clarified by the Doha Declaration on the TRIPS Agreement and Public Health (Doha Declaration). Crucially, paragraph 4 of the Doha Declaration states: 
“We agree that the TRIPS Agreement does not and should not prevent members from taking measures to protect public health. Accordingly, while reiterating our commitment to the TRIPS Agreement, we affirm that the Agreement can and should be interpreted and implemented in a manner supportive of WTO members' right to protect public health and, in particular, to promote access to medicines for all”.
Mr. Nkomo then conducted an analysis of the specific flexibilities identified in the Report of the United Nations Secretary General’s High Level Panel on Access to Medicines (UNHLP). Namely: the definition of patentability criteria, parallel importation, government use and compulsory licensing, and, competition policy. 
With regard to patentability criteria, specific attention was paid to inventiveness. Examples of different approaches to inventiveness employed in various jurisdictions were discussed such as South Africa, the Andean Community, European Patent Office (EPO) and India. The approach in Section 3(d) of the Indian Patents Act was discussed at length from legal, political and economic perspectives taking into account contextual considerations in middle-income countries with established or nascent generic pharmaceutical industries. 
As for parallel importation, it was explained that the TRIPS Agreement leaves members free to determine their respective regimes for exhaustion of IPRs. The divergent approaches employed by the US and Japan were explained. The South African perspective was discussed at length, having regard to the PMA v Republic of South Africa case study and the geo-political ramifications.

Government use and compulsory licensing were thoroughly ventilated. Beginning with the text of Article 31 of the TRIPS Agreement, examples of different approaches such as the United States (US), India, Thailand and South Africa were analyzed from legal and political perspectives. The Paragraph 6 system, its substantive waivers and accompanying Chairperson’s statement were deliberated upon at length. The case study of the Paragraph 6 system’s utilization by Canada on the export side and Rwanda on the import side was discussed in detail.

The regional waiver for which only African regional economic communities are eligible was discussed at length. This was tied into discussion on the SADC Pooled Procurement Strategy and advocated as a potential means of strengthening regional pooled procurement. 
2.5 Botswana’s Perspective on TRIPS Flexibilities 

(Dr. Gang Sun (UNAIDS – Botswana Country Office))
Dr. Sun began by describing Botswana’s disease burden. He explained that the country has the third highest HIV prevalence and fourth highest incidence rate in the world. In addition there is a severe TB burden while non-communicable diseases are on the rise. The presenter then introduced the government’s treat all programme which aims to put an additional 100,000 people on antiretroviral (ARV) treatment. 
The presenter then discussed economic challenges to rolling out the programme such as increased demand, lack of economies of scale, high prices in relation to second and third generation treatments exacerbated by slow growth in per capita income, and fiscal constraints. It was further explained that the economic limitations are compounded by treatment challenges, in particular the anticipated increases in resistance which will require transitioning patients to different treatment regimes.
Dr. Sun went on to discuss aspects of the Industrial Property Act that may have an adverse effect on access. These are: the interpretation and application of patentability criteria in a manner that can lead to “ever-greening” and lack of implementing regulations for the patent opposition measures which were introduced by the Industrial Property Act. Thereafter, the presenter discussed the recommendations of the 2013 workshop and stressed the need to pursue their implementation. 
2.6 South Africa’s Experience Implementing TRIPS Flexibilities 
(Mr. Marumo Nkomo) 

The presenter shared the South African experience in implementing TRIPS flexibilities. The discussion focused on the IP Consultative Framework (IPCF) which was approved by Cabinet in July 2016 as the basis for consultations in formulating South Africa’s IP policy. 
The IPCF seeks to ensure a coordinated, holistic and balanced approach to IP policy making that responds to South Africa’s unique innovation and development dynamics. The IPCF and resulting IP policy will advance the following objectives:

· Engender the ethos of the Constitution of South Africa.

· Align the country’s IP regime to its National Development Plan (NDP) and industrial policy.

· Develop a co-ordinated inter-Ministerial approach to IP.

· Strike a balance between the creators and users of IP.

· Stimulate innovation.

· Facilitate the development of key industries while striking a balance with the public interest.

· Foster investment and technology diffusion.

· Adopt a coordinated approach to IP in sub-regional, regional and international forums.

· Promote public health.

· Comply with international obligations, in particular those pertaining to human rights.
The degree of public engagement; the internal capacity of governments on IP matters; and the degree of government co-ordination have been identified as key factors in national IP policy formulation and law reform. The South African approach to the policy formulation process will endeavor to incorporate these aspects.

As a means of striking a balance between the need for urgent action in some areas and further in depth study in others, the issues have been categorized as immediate, medium term and monitoring and evaluation.

The immediate issues will be analyzed and in depth, tangible reforms suggested in consultation with inter - Ministerial partners and external stakeholders. These issues have been identified as the interaction between IP and public health and South Africa’s approach to international IP cooperation.
The medium term issues have been identified as key areas that require in depth study. This will be done in accordance with international best practices in collaboration with IGOs and developmental partners such as WTO, World Intellectual Property Organization (WIPO), UNDP and United Nations Conference on Trade and Development (UNCTAD).  

The monitoring and evaluation of existing initiatives will be undertaken with the view to undertaking impact assessment and reform where necessary.
3. Workshop Day Two – 8 December 2016
3.1 IP Administration in Botswana and Progress In Implementing the Recommendations of the 2013 Workshop

(Mr. Timothy Leatile Moalusi (CIPA) and Ms. Kelebileng Kokoro (AG Chambers))
The presenters provided an introduction to the IP administration structures in Botswana. They then discussed how TRIPS flexibilities are incorporated into the Industrial Property Act and provided an update on implementation of the recommendations of the 2013 workshop. The presenters explained that the Companies and Intellectual Property Authority (CIPA) is the custodian of the country’s IP laws. 
Mr Moalusi went on to explain that the country incorporates flexibilities such as international exhaustion to facilitate parallel importation and compulsory licensing. As for implementation of the legal reforms recommended in the 2013 workshop, it was indicated that the Industrial Property Act came into force shortly prior to the 2013 workshop. The presenter indicated that CIPA has started an internal process of reviewing the Industrial Property Act in light of the 2013 workshop recommendations and held a stakeholder consultation on 29 November 2016. The point was made that further consultations need to be held with stakeholders to determine the desirability of introducing certain TRIPS flexibilities that are omitted by the Industrial Property Act. For example, there is a need to determine whether the generic industry in Botswana has the capacity to effectively exploit a “Bolar” exception should it be legislated.
3.2 Production and Procurement 
(Mr. Teedzani Singabapha (CMS))
Mr. Singabapha began by explaining that the CMS is GoB’s medical supplies provider, mandated to procure and deliver drugs and other essential health commodities to all public health facilities. The presenter described how lack of domestic pharmaceutical manufacturing capacity in Botswana poses risks to sustainability of supply. The presenter affirmed the 2013 workshop recommendation that a feasibility study should be conducted to ascertain the potential for enhancing Botswana’s manufacturing capacity. 
In the discussions, it emerged that generic manufacturing and pooled procurement as envisaged in the SADC Pooled Procurement Strategy should be pursued to ensure availability of less expensive medicines. To facilitate generic substitution, a database of patented medicines and available generic equivalents should be complied. The point was made that the recently launched Medicines and Patent Licenses Database (MedsPaL) of the Medicines Patent Pool (MPP) can be an excellent resource and that CIPA should seek to collaborate with MPP in this regard.
3.3 CSO Perspective 
(Ms. Felistus Motimedi (BONELA))
Ms Motimedi began by introducing the Botswana Network on Ethics, Law and HIV/AIDS (BONELA) which is a network of individuals and organizations that promote a just and inclusive environment to prevent HIV infection and provide a greater quality of life for people affected by HIV and AIDS through scaling up a coordinated community response and promoting accountability. The presenter went on to describe BONELA’s collaboration with like-minded organizations in the SADC sub-region and made reference to a project it has recently begun working on  facilitating better access to second and third generation HIV/AIDS medicines as well as treatments for Hepatitis C. Finally, Ms Motimedi stressed the importance of forming and operationalizing the TWG to implement the 2013 workshop recommendations. 
4. Group Work

(All participants)
The remainder of the workshop was dedicated to developing Roadmap for Implementation of TRIPS Flexibilities and TORs for a Multi-Sectoral TWG. The outcomes of the said deliberations are captured in Annexes 1 and 2. 
5. Annexes

Annex 1 – Roadmap for Implementation of TRIPS Flexibilities 
Comprehensive mapping exercise: 

Establishment of TWG:

Establishment of the TWG was identified in the 2013 workshop as a key short term deliverable that would facilitate and drive the implementation of TRIPS flexibilities in Botswana. Regrettably, the TWG is yet to be established and this is seen as a key reason for the lack of progress in implementing the recommendations of the 2013 workshop. 
The following have been identified as key interventions that will enable the prompt establishment of the TWG:

· MOHW will coordinate the establishment of the TWG

· MoHW will determine the structure and format of the TWG

SWOT Analysis: 

The TWG will perform an analysis of the factors that constitute strengths, weaknesses, opportunities and threats to the implementation of TRIPS flexibilities in Botswana. This will allow the TWG to develop a strategy to address any challenges - be they in the form of legislative, policy or institutional constraints. 
Electronic repositories: 

Easily accessible sources of pertinent information are important to allow the TWG to identify where intervention is required. CIPA is well placed to lead the process of accumulating this data. 

Domestic, regional and international laws and policies germane to the implementation of TRIPS flexibilities in Botswana will be identified and captured in an electronic repository. 
In addition, an electronic database of patented medicines and their generic equivalents/substitutes will be developed. 

Legislative reform:

The 2013 workshop identified and recommended certain legislative reforms. It was determined that this process must be preceded by extensive consultation with stakeholders. CIPA began the consultative process with a stakeholder engagement in November 2016. The TWG will serve as a forum for further consultations. It was also determined that in addition to the reforms proposed in the 2013 workshop, discussion on the Public Procurement and Asset Disposal Board (PPADB) Act should be included in the consultations.
Increase advocacy and awareness - raising 

Sensitising the public to the link between IP and public health will help raise awareness about the need to implement TRIPS flexibilities. To this end the TWG should produce policy briefs for public dissemination. In addition, the TWG should partner with the following institutions: 

· CSOs.
· Parliamentary sub-committee (HEALTH - HIV/AIDS).
· Media (Former President Festus Mogae should be approached to serve as an advocate).
· Professional Health bodies e.g. Botswana Health Professions Council (BHPC), Nursing and Midwifery Council of Botswana (NMCB), Pharmaceutical Society of Botswana (PSB), and Medical Practitioners Group of Botswana (MPG).
· Development partners.
Pursuing regional collaboration

Regional cooperation can serve as an effective tool for reducing transaction costs, increasing efficiencies and harnessing economies of scale. In this regard, the TWG should advocate and facilitate Botswana’s meaningful participation in the following regional initiatives:

· The collaboration between national medicines regulatory authorities in SADC known as ZAZIBONA.
· SADC pooled procurement strategy.
· Working with SADC to implement and operationalize the regional waiver in the WTO Paragraph 6 system.
Annex 2 - TORs for a Multi-Sectoral TWG on Access to Medicines
Background:
Implementation of TRIPS flexibilities is a cross-cutting and multi-faceted exercise that must involve a broad range of actors from within government such as the Ministries of Health and Trade as well as stakeholders external to government such as civil society, academia and business. Indeed the UNHLP recommended that countries should establish inter-Ministerial formations to effectively implement TRIPS flexibilities. It is in this spirit that the TWG shall be established.
On the basis of the above the 2013 workshop recommended that a TWG should be established to coordinate and monitor implementation of TRIPS flexibilities in the country. 

Mandate:
The Government of Botswana has made commitment through the National Health Policy and the Botswana National Medicines Policy to ensure that drugs of acceptable safety, efficacy and quality are available and affordable to the general population. However the cost of medicines continues to increase and this requires that strategies be implemented to contain the cost without compromising access.  
The TWG will be tasked with coordinating and monitoring implementation of TRIPS flexibilities to ensure that a proper balance is reached between sustained access and availability of essential medicines and related commodities and affordability of the same. 
Objectives of the TWG:

· Providing a platform for a broad range of perspectives to inform and improve initiatives aimed at promoting access to medicines and other health commodities.
· Assessing and facilitating implementation of the TRIPS flexibilities.
· Raising the profile of public discourse on the link between IP and public health, through public awareness raising activities.
· Championing the need for implementation of TRIPS Flexibilities.
· Identifying and recommending training needs and interventions for key stakeholders implicated by the IP-public health nexus.
· Studying international best practice on the implementation of TRIPS flexibilities.
· Recommending appropriate policy and legislative review. 

· Monitoring implementation of TRIPS flexibilities.
· Assessing and improving the viability of local pharmaceutical manufacture.
· Assessing and recommending options for enhanced regional cooperation on manufacturing, procurement and trade in medicines.
Guiding Principles:
The work of the TWG will follow a public health and human rights approach and be guided by health related Acts and Policies.
Composition:
The TWG will be jointly chaired by MOHW/NACA and CIPA. The MOHW will also be the secretariat. 

 It will be constituted by representatives of the following structures:

· MOH –  3 representatives

· A G Chambers  – 2 representatives
· CIPA – 2 representatives 
· Ministry of  Investment, Trade and Industry – 1 representative

· Ministry of Foreign Affairs and International Cooperation – 1 representative

· Ministry of Infrastructure, Science and Technology (MIST) – 1 representative

· NACA – 3 representatives

· CSOs – 3 representatives
·  Experts in Health Economics working outside government – 2 representatives

·  Business Botswana – 2 representatives

· Development partners – 3 representatives

· Law enforcement - 2 representatives
· Professional Bodies dealing with health – 2 representatives
Amendments to the TWG composition can be made as agreed upon by a quorate meeting of the TWG.



Procedures:
Frequency of meetings:

The TWG will hold sufficient scheduled meetings to discharge all its duties as set out in these TORs but subject to a minimum of four quarterly meetings per year. Meetings in addition to those scheduled may be held at the request of any Governmental Department wishing to do so.

Agenda and minutes:

The TWG will establish an annual work plan for each year to ensure that all relevant matters are covered by the agendas of the meetings planned for the year. The annual plan should ensure proper coverage of the matters laid out in 2013 workshop recommendations. Based on the annual work plan, the number, timing and length of meetings, as well as the agendas will be determined. 

External parties may be invited to participate in TWG meetings on an ad hoc basis as deemed fit by the co-chairs.

At least one calendar week prior to each meeting, a detailed agenda, together with supporting documentation will be circulated to the TWG and, where applicable, other invited attendees.

The TWG members must be fully prepared for meetings, thus enabling them to provide appropriate and constructive input on matters discussed.

The minutes shall be completed as soon as possible after the meeting and circulated to the co-chairs for review. The minutes will be formally approved by the TWG at its next scheduled meeting. The minutes shall be circulated to participating TWG members at least week before the next sitting.
Quorum:

A representative quorum for TWG meetings is a majority of members present.
Individuals in attendance at TWG meetings by invitation may participate in discussions but do not form part of the quorum for TWG meetings.
Evaluation:

The TWG will perform an evaluation of the effectiveness of its work every year, and shall submit the findings to the participating bodies.
Annex 3 - Recommendations of the 2013 Workshop
	Subject Matter
	Action Items
	Timeframe
	Responsibility

	1. Implementation Arrangements.


	· A Technical Working Group (TWG) should be formed which will coordinate and monitor the implementation of TRIPS flexibilities in Botswana.

· Draft Terms of Reference should be produced for the TWG.

· TWG work programme should focus on the next 6-18 months to deliver on its objectives.

· The TWG is to be formed after careful assessment of the objectives of the existing committee on Intellectual Property Rights as formed under the aegis of the Ministry of Industry & Trade.

· The assessment should consider how to the TWG is to complement rather than compete with this committee.
	Immediate

Immediate

Short-term

Short-term
	NACA, MOH, MOT with support from UNDP, SARPAM



	2. The Enabling Environment

2.1. Legal Reform (Industrial Property Act and Competition Act)

2.2. Trade Relations
	· Ensure that patent examiners develop stringent criteria for the application of s8 in the context of applications for secondary patents by developing operational guidelines.

· Amend the Regulations by providing for a section along the lines of s41 to cover the process for the filing of objections to applications for patents.

· Repeal Section 22(2) of the Act as it gives ministerial powers to interfere in the scientific examination of patent applications.

· Repeal s134(4) which criminalises patent infringements.
· Section 3 (a) of the Competition Act should be amended to create a more holistic approach to dealing with anti-competitive practices in the IPR system in general. 
· Harmonise the IPR legislation with other relevant health sector laws e.g. drugs and medicines laws.

· Create training programmes to enable public health, trade, CSOs and IPR officials to better understand the legal and trade context of TRIPS flexibilities.

· Botswana should not agree to the harmonisation of IPR laws in the context of the EFTA-SACU-FTA or any trade agreement that erodes the TRIPS flexibilities.  
	Short-to-medium

By 2014
	TWG

TWG

MOT as facilitator, UNDP, MOH as advocates.

TWG/MOH, MOT

	3. Production & Procurement

3.1. Local Production

3.2. Regional Production

3.3. Options for Procurement

3.4. The CMS
	· A feasibility study should be conducted to inform the GoB on the pros and cons of local medicines production inclusive of options for regional collaborations in production.

· The CMS should be assisted to identify and implement more efficient procurement strategies such as pooled procurement in collaboration with other agencies in the region.

· Create and maintain a list of products which are subject to patents.

· The CMS should have access to the patents database.

· The CMS should collaborate with other medicines procurement agencies in the SADC region to produce a regional list of essential medicines before implementing the regional pooled procurement strategy.

· The CMS should collaborate with other medicines procurement agencies in the SADC region to exchange operational information and expertise.

· CMS should take steps with the MOH to advance the SADC Pooled Procurement Strategy and achieve cost savings.
	Medium term

Medium Term
	TWG

TWG/CMS

	4. Capacity of the IPR Regulator
	· The IPR office should create a list of patented products and enable the CMS etc to have access to the database.

· Technical assistance should be availed to the IPR office to enable efficient enforcement of the Industrial Property Act including the office’ role as a patents examiner.

· Officers should be assisted with training, including study visits to equip them with the necessary experience.
	Short-Medium Term
	TWG/IPR/MOT with support from UNDP

	5. Medicines Regulator
	· The technical and financial position of the Drugs Regulatory Unit should be strengthened.

· Assist the GoB in the process of granting the DRU autonomous status as a drugs regulatory authority which can then raise its own income.

· Enhance the DRU’s collaboration with other regulators on the harmonisation of regulations at regional and continental levels.

· Take steps to harmonise the essential medicines list with the register maintained by the DRU.

· The DRU should take steps to provide guidelines for parallel imports of medicines.
	Short-Medium Term
	TWG/MOH

	6. Civil Society Organisations
	· Create specific capacity building programme to enable CSOs to better understand and monitor the implementation of TRIPS flexibilities.
	Short-Medium-Long Term
	CSO Forum/TWG/MOT with support from UNDP, SARPAM, NACA, CSO Forum,  Law Society
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	20. Paulina Tsiu
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Annex 6 - Glossary of IP Terms

Bolar (early working) exception: An exception to patent rights allowing a third party to undertake, without the authorization of the patentee, acts in respect of a patented product necessary for the purpose of obtaining marketing approval for the sale of a product.

Compulsory Licence: A licence to exploit a patented invention granted by the state upon request to a third party, for instance in order to remedy an abuse of rights by the patentee.

Copyright: Exclusive rights of the creators of original literary, scientific and artistic works, which are created, without formalities, with the creation of the work, and last (as a general rule) for the life of the creator plus 50 years (70 years in the US and EU). It prevents unauthorised reproduction, public performance, recording, broadcasting, translation, or adaptation, and allows the collection of royalties for authorised use.

Counterfeit medicines: Medicines which are deliberately and fraudulently mislabelled with respect to identity or source. Counterfeiting can apply to both branded and generic products. Counterfeit products may include products with the correct ingredients or with the wrong ingredients, without active ingredients, with insufficient active ingredient or with fake packaging.

Cross-licensing: The mutual exchange of licences between patent holders.

Data exclusivity: A legal provision that data collected (e.g. the results of clinical trials) for the purpose of obtaining marketing approval may not be used for a specified period by the regulatory authorities to grant approval to a generic equivalent.

Data protection: An obligation imposed on third parties to protect test data (e.g. the results of clinical trials) – usually collected in order to comply with government regulations on the safety, efficacy and quality of a broad range of products (e.g. medicines, pesticides, medical devices). For example, TRIPS provides for the protection of such data against unfair commercial use.

Differential pricing: The practice of setting different prices for different markets, typically higher prices in richer markets and lower prices in poorer markets.

Disclosure of origin: Requirement on patent applicants to disclose in patent applications the geographical origin of biological material on which the invention is based.

Doha Declaration (on TRIPS and Public Health): Declaration, agreed at the Doha WTO Ministerial Meeting in 2001, which states that to the TRIPS agreement should be interpreted and implemented in a way that supports public health and clarifies some flexibilities allowed by the Agreement for that purpose.

Evergreening: Evergreening is a term popularly used to describe patenting strategies that are intended to extend the patent term on the same compound.

Examination: The examination of the patent application, undertaken by a patent examiner, to determine whether the application complies with all the legal requirements for patentability set out in the legislation.

Examination, Substantive: A full examination of the patent application, undertaken by a patent examiner, to determine whether the application complies with all the legal requirements for patentability set out in the legislation. The examination takes into account any documents found during the search.

Exhaustion of rights: Principle whereby the right holders’ intellectual property rights in respect of a product are considered exhausted (i.e. he or she can no longer exercise any rights) when that product has been put on the market by the right holder, or by an authorized party.

Fair Use or Fair Dealing: An exception to copyright allowing third parties to use the copyrighted material in certain circumstances. National copyright laws in most countries incorporate exceptions for copying for personal use, research, education, archival copying, library use and news reporting, based on principles of ‘fair dealing’, or ‘fair use’ (US).

Incremental innovation: Innovation which builds incrementally on previous innovation, as compared with “breakthrough” innovation, a completely novel means to prevent, treat or cure a particular disease.

Intellectual property rights: Rights awarded by society to individuals or organizations over inventions, literary and artistic works, symbols, names, images, and designs used in commerce. They give the titleholder the right to prevent others from making unauthorized use of their property for a limited period.

Multisource: Multisource pharmaceutical products are pharmaceutically equivalent products that may or may not be therapeutically equivalent. Multisource pharmaceutical products that are therapeutically equivalent are interchangeable.

Parallel Imports: The import of a patented product from another country once it has been put on the latter’s market by the titleholder, or other authorised party. For instance, in the EU it is legal to buy a product from a wholesaler in Portugal to retail in the UK, although the product is patented in both countries. The legal status of parallel imports is a matter for national decision, and is related to the issue of the Exhaustion of Rights.

Patent: An exclusive right awarded to an inventor to prevent others from making, selling, distributing, importing or using the invention, without licence or authorization, for a fixed period of time. In return, the patentee discloses the invention to the public. There are usually three requirements for patentability: novelty (new characteristics which are not “prior art”); inventive step or non-obviousness (knowledge not obvious to one skilled in the field); and industrial applicability or utility.

Patent pools: An agreement between two or more patent owners to license one or more of their patents to one another or third parties.

Prior art: Publications or other public disclosures made before the filing (or priority) date of a patent application against which the novelty and inventiveness of the invention in the patent application is judged.

Registration: A formal procedure for obtaining an IP right typically requiring an application and examination of that application. Certain IP rights such as copyright are available automatically without the need for registration. Patent applications in some countries may simply be registered after a basic check.

Regulation: Typically refers to the process by which a governmental authority reviews medical interventions for marketing authorization. Although methods vary, this normally involves determination of product safety, quality and efficacy. Regulation also involves ongoing monitoring and evaluation of safety, efficacy and quality of products that have already obtained marketing authorization.

Reverse Engineering: Process of evaluating something to understand how it works in order to duplicate or enhance it. Particularly relevant in the copyright field where reverse engineering of software may be necessary to ensure interoperability with other programs. Also relevant, for example, to semiconductors and the production of generic medicines.

Search: A search of the prior art by a patent examiner, which brings to the patent applicant’s attention documents which are thought by the patent examiner to establish whether the invention in the patent application is novel and inventive. Primary search material is the disclosures in other patent applications, but all forms of prior art in principle should be covered.

Sui generis: Latin expression meaning “of its own kind”. Data exclusivity is a sui generis form of intellectual property protection.

'Swiss claims': Claim for the use of a substance or composition that has already been used for medical purpose for a 'specified new medical purpose'.

Trade secret: Commercially valuable information about production methods, business plans, clientele, etc. They are protected as long as they remain secret by laws which prevent acquisition by commercially unfair means and unauthorized disclosure.
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