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-Concept note-
Project title: 
A Concept Note for the Intellectual Properties; TRIPS Flexibilities for access to cheaper medicine and drugs. 

Partners:                         UNDP, Ministry of Health and Wellness, Ministry of Trade and CIPA



Background

According to the 2013 report, The Southern African Regional Programme on Access to Medicines and Diagnostics (SARPAM) supported, SADC member states on 18 September 2012, to discuss 2 papers at a regional consultative meeting. The papers were a concept note on “Trade, TRIPS and Access to Medicines: Challenges and Options for the SADC region”, and a paper on “Pharmaceutical Patents, TRIPS Flexibilities and Access to Medicines in Southern Africa Development Community (SADC)”. In addition, a bibliography, glossary and database were presented of legal experts that are willing to support SADC member states fixing their IP legislation in the interest of access to medicines. 

At the meeting SADC Member States’ representatives discussed and developed action plans for national implementation, especially on maximizing TRIPS Flexibilities, reducing TRIPS+ and various IP issues impacting on access to medicines. 

The report indicates that the Botswana delegation attended and presented a list of interventions to be taken in this regard. In this context one of the Botswana delegation’s requests was a workshop on TRIPS and access to medicines. The SARPAM lead consultant visited Botswana 10-12 December 2012, and met with senior Ministry of Health (MOH) staff, Drug Regulatory Unit, Central Medical Stores and the Registrar of Companies and Intellectual Property to discuss a possible workshop between Trade, IP and Health officials on the impact of TRIPS and national IP Laws on access to medicines. 

It further goes on to state that around this period the Botswana National AIDS Coordinating Agency (NACA), with support from the UNDP was conducting a rapid assessment of the status of implementation of the TRIPS Flexibilities in Botswana. SARPAM, the UNDP, NACA and MOH agreed to collaborate on this workshop given that the rapid assessment and the SARPAM work complemented each other. The UNDP’s interest in this workshop was to provide a platform to share the findings of the TRIPS rapid assessment and obtain broader stakeholder input on a way forward regarding the identified gaps. SARPAM and the UNDP provided financial and technical support for the workshop which was held on the 25-27th March, 2013.

During the 2013 TRIPS Flexibilities meeting, the arrangement was to form a TWG which will facilitate the implementation of the   recommendations made on the workshop. The draft TOR for the TWG was done. And due to the challenges of implementation as often alluded by the government, implementation of these recommendation was never carried out.  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 the Botswana National Drug Policy in the context 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. It is now August 2017 and to there has not been much progress in setting up TWG. 

Given that it took long to implement the recommendations and there is a likelihood of having new people in the TWG, UNDP Botswana office will work with Global office to procure the services of the consultant to come and sensitive the committee on TRIPS flexibilities. The consultant will then help CIPA with technical assistance to identify and capture domestic, regional and international laws and policies to help with implementation of TRIPS flexibilities. The consultant will also assist MOHw (CMS) to develop an electronic database of patented medicines and their generic equivalents/substitutes. 

In 2016 June in an effort to achieve HIV epidemic control, Botswana launched the test and treat for all as a fast track strategy. Botswana acknowledged that test and treat will result in more people being eligible for and put on treatment. This will put more burden on the country resources especially with donor agencies reducing their financial support.  It is also recognised that second line ARV drugs can be more expensive. 
The CMS had a data base for drug price shared by the SADC which is no longer updated. This database assisted Botswana in negotiating for cheaper prices of essential medicine. Thus, TRIPS Flexibilities would benefit the country if the 2013 recommendations can be implemented. 
1. Programme/Project Objective

· To work with MOHw, Ministry of Trade and CIPA to establish a TWG to implement the recommendations of 2013 workshop

· To procure an experienced International Consultant to sensitive the committee (TWG) on TRIPS flexibilities 
2. Outputs and activities

1. Output: TWG established and functioning 
Key indicative activities:
· Work with MOHw, Ministry of Trade and CIPA to determine the constitution of the TWG
· MOHw to invite members of the TWG 

· Discuss TORs with TWG 
2. Output: Implementation of 2013 TRIPS flexibilities recommendations 
Key indicative activities:

· UNDP procure International Consultant
· IC train the new TWG on TRIPS flexibilities

· IC work with TWG to identify and capture domestic, regional and international laws and policies to help with implementation of TRIPS flexibilities
· The consultant will also assist MOHw (CMS) to develop an electronic database of patented medicines and their generic equivalents/substitutes

· Provide technical assistance to capacitate IPR regulator to enable efficient enforcement of the Industrial Property Act including the office’s role as a patents examiner

· To work with UNDP to facilitate a 3 days study visit to SA for 6 TWG members to equip them with necessary experience (MOHw, CIPA, MOT, CMS, DRU, Pharmacy)
· To train stakeholders (CSOs, MP sub-committee – Health and HIV/AIDS, Media, Health Professions Council, Nursing and Midwifery Council, Pharmaceutical Society, Medical Practitioners Group) on the link between IP and public health to raise awareness about the need to implement TRIPS flexibilities

· TWG works with SADC to explore regional collaboration:

·  on pool procurement, 
· Between national medicines regulatory authorities 

· To implement and operationalize the regional waiver in the WTO paragraph 6 system
3. Methodology
The consultant will adopt a consultative approach to develop the expected deliverables. Specifically, the consultant will;

· Hold capacity development sessions  with TWG members to strengthen their understanding of TRIPS flexibilities
· Assist TWG to perform an analysis of the factors that constitute strengths, weaknesses, opportunities and threats to the implementation of TRIPS flexibilities. 

· Conduct face-to-face interviews and/or focus group discussions with key national stakeholders such as government departments, civil society organizations, development partners, academia and research institutions and other relevant stakeholders.

· Undertake desk review of relevant documents and databases. 

· Present draft reports and elicit feedback from consultative/validation meetings. 

· Act as main rapporteur at the meetings, recording/ documenting in detail all contributions and outcomes.

· Submit and present the draft reports to Technical Working Group for review and input.
4.  Budget
UNDP has set aside USD 60000 to assist the government to implement the recommendations of the 2013 TRIPS flexibilities report as prioritised in the December 2016 report. The amount will include procurement of a consultant and a bench marking exercise in South Africa. UNDP Regional and Global Offices will also be available to provide technical assistance to the TWG to ensure the project benefit the country.  
Total programme/project budget:

Funding secured:

-
USD
60,000
This request:


             USD    
 
�We have traditionally done capacity building workshops and can easily do this. That said, it takes 2-3 experts to run a whole workshop on IP and public health. It would be difficult for one person to do the entire training. 


�It would be good to get a sense of the specific purpose/objective of the database. Will it be used to make procurement purposes? Also, there is a database for select patented HIV, TB and HCV treatments. Much of that information includes ARIPO of which Botswana is a member. There is no such instrument for NCDs however. And undertaking patent searches for NCDs will be costly, and not necessarily add value. It may be better to have the consultant look at whether access to any essential medicines or vaccines is being impeded by an IP barrier, which would then open the door for the possible use of a TRIPS flexibility.


�It would be helpful again to understand what the exact “desired outcome” is. While UNDP has released a set � HYPERLINK "http://www.undp.org/content/undp/en/home/librarypage/hiv-aids/guidelines-for-the-examination-of-patent-applications-relating-t.html" ��of guidelines� to undertake patent examinations from a public health perspective, as far as I know, patents are not substantively examined in Botswana but by ARIPO on behalf of Botswana.


�Based on our experience in Ghana, it may be helpful to consider doing a parliamentary briefing either for all MPs or for those who are part of a Parliamentary committee dealing with the matter


�See comments above. A more helpful/concrete outcome may be to have the consultant look at whether access to any essential medicines or vaccines is being impeded by an IP barrier, which would then open the door for the possible use of a TRIPS flexibility.
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