Resources for teaching on access to medicines

1. Legal framework related to protection of intellectual property rights and other information from Patent Offices

· TRIPS – WTO Agreement of Trade-Related Aspects of Intellectual Property Rights: It defines the minimum requirements for member countries in relation to protection of intellectual property

http://www.wto.org/english/tratop_e/trips_e/t_agm0_e.htm 

· Doha Declaration on the TRIPS agreement and public health. It recognizes that on one hand ‘intellectual property protection is important for the development of new medicines’ and on the other, is informed by ‘the concerns about its effects on prices.’ Further it highlights: “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.” It indicates that countries can use TRIPS flexibilities including but not limited to defining the circumstances of urgency for using those flexibilities. 
http://www.wto.org/english/thewto_e/minist_e/min01_e/mindecl_trips_e.htm 
· Eurasian Patent Organization

An organization that foresees regional patents in the CIS countries. It is defined by convention which is not specific what is patentable. Analysis of the convention from the perspective of access to medicines is provided in teaching materials. Text of the Convention:

English: http://www.eapo.org/eng/ea/documents/konvenci.html
Russian: http://www.eapo.org/rus/ea/patsys/documents/convention-ogl.html 

· Armenia Intellectual Property Agency http://www.aipa.am/am/ 

Patent Law in English: http://www.aipa.am/en/legislation/11/#pin 

Patent Law in national language: http://www.aipa.am/am/legislation/ 

· Georgia: Sakpatenti (National Intellectual Property Center): http://www.sakpatenti.org.ge/ 

Patent Law in English: http://www.sakpatenti.org.ge/files/Patent_Law_e.pdf 

Patent Law in national language: http://www.sakpatenti.org.ge/files/patent_law.pdf 

· Moldova: State Agency on Intellectual Property: http://www.agepi.md/ 

Patent Law in English: http://www.agepi.md/pdf/law/l_50_2008-en.pdf 

Patent Law in national language: http://www.agepi.md/pdf/law/l_50_2008.pdf 

· Russia: Ruspatent (Federal Service for Intellectual Property): http://www.rupto.ru/ 

Civil Code (Part IV) in English: http://www.rupto.ru/en_site/policy_law/Civil_Code.pdf

Civil Code (Part IV) in national language: http://www.rupto.ru/norm_doc/sod/kodeks/gk/gk_index.html 

2. Analytical resources: UN and expert organizations

WHO website with teaching resources on intellectual property and access to medicines: World Health Organization (WHO) has adopted a number of documents outlining the need to carefully balance the protection of intellectual property rights when it comes to access to medicines. Its Essential Medicines Department has produced a number of materials looking into access to medicines, different other aspects related to medicines. Its website includes a package of teaching resources on IP and access to medicines – see the link below (but more materials could be found on Essential Medicines department): http://www.who.int/medicines/technical_briefing/tbs/2009_globalissues_rdg_prs/en/index.html 
UNDP: The United Nations Development Programme (UNDP) is responsible for issues related to intellectual property and access to medicines as part of its mandate of technical support in relation to HIV and human rights. It has a growing capacity and role within Eastern Europe and Central Asia to provide relevant support. Below is the link to materials from one of the events by UNDP which was organized to support Ukraine’s discussions around intellectual property and also in their negotiations with the EU/EEA where particularly lots of attention was paid to issues of data exclusivity of clinical data of pharmaceuticals: http://www.undp.org.ua/en/projects-list-all/989
South Center: This intergovernmental organization represents a large group of ‘developing’ countries and is specifically engaged in topics related to trade, access to knowledge and innovation, and global governance. It is a leading technical support provider for developing countries in relation to intellectual property and access to medicines (e.g. their experts were brought in Ukraine and Kazakhstan by UNDP to support dialogue there). They produce a number of their own materials on the subjects, briefings etc: 

http://www.southcentre.org/index.php?option=com_content&view=section&layout=blog&id=8&Itemid=310&lang=en 

Third World Network (TWN): The TWN tracks and supports interests of developing world in global processes including those related to trade. They produce a number of great, easy-to-understand materials and publish picks from others. 

Free trade agreements (bilateral agreements) and access to medicines: http://twnside.org.sg/title2/FTAs/IP_and_Access_to_Medicines.htm 

Information services on health: http://twnside.org.sg/title2/health.info/health.new.htm 

KEI: Knowledge Ecology International: a US-based public health blog and publications on ongoing discussions regarding intellectual property and access to medical technologies. It includes proposals regarding alternative ways to stimulate research and development from the current patent system. http://keionline.org/a2m 

I-MAK: A lawyer organization I-MAK attorneys have been active in mapping the IP landscape for essential medicines and challenging non-meritorious patents on selected drugs. In India, for example, any person can oppose the granting of a patent prior to its grant/rejection. In selected cases where they feel the patents do not comply with the law, they provide technical analysis and legal support; the descriptions of those cases are provided online: http://www.i-mak.org/our-cases/ ; interesting court decisions in India: http://www.i-mak.org/pharma-patent-decisions/ .

CEHURD: Uganda group focused on human rights documentation and strategic litigation which among other issues works on access to medicines, looking into intellectual property, confusion around counterfeit medicines. http://www.cehurd.org/tag/access-to-medicines/ 

3. Activist resources

(activists explaining the threats of bilateral trade/partnership agreements on national patent legislation and access to medicines, explaining specific challenges to access to hepatitis C medicines):

Video: Big Pharma Greed by Hungarian Civil Liberties Union, 2012; duration: 9.23 min; main language - English

Hepatitis C has been dubbed "the silent epidemic” – because the infection can remain unnoticed for several years or even decades after transmission of the virus, and also because this epidemic has received much less public attention than HIV. Hepatitis C is much more infectious than HIV and in the majority of cases leads to potentially-fatal liver cirrhosis. Approximately 2 million people are infected with Hepatitis C every year, many of them belong to marginalized groups such as injecting drug users. The treatment for Hep C (pegylated interferon) is marketed by big pharmaceutical companies (Merck and Roche) and costs thousands of dollars for a few weeks. As a result, access to treatment in transitional and developing countries is very low. Activists at the International AIDS Conference disrupted a seminar sponsored by Roche to protest the high prices and "Big Pharma’s greed”. HCLU’s video advocacy team filmed the action and asked participants to explain their cause.

http://drogriporter.hu/en/bigpharmagreed
Various videos on India’s resistance to the EU pressure to accept higher protection of intellectual property on pharmaceuticals & agriculture

http://donttradeourlivesaway.wordpress.com/videos/
A great resource with materials, videos, analysis, activist letters to officials regarding the ongoing EU-India agreements, the Novartis pharmaceutical company’s case to challenge the India patent law, etc.

Our Health Our Rights

http://www.apnplus.org/main/Index.php?module=publications&f_id=18 

Easy-to-understand material on patents and their impact on HIV by Asian Pacific Network of People Living with HIV. The first section has been translated into Russian.

4. Possible resource people [please note that these are recommended, however, their abilities to assist would need to be inquired]
Boyan Konstantinov, UNDP, placed in Bratislava: legal advice, review of slides in English or Russian, suggesting resources (Raminta still confirming whether his contacts can be shared while he is very open to support)

Olga Baula, public health expert from Ukraine who extremely knowledgeable about the issues while also extremely busy. But she might help to understand some elements related to bilateral agreement negotiations, the most recent changes in Ukraine etc baulapharma@gmail.com 

Raminta Stuikyte, OSF, placed in Vilnius: sharing materials, suggesting additional experts, giving public health advice (in plain language!), English/Russian: Raminta.stuikyte@gmail.com 

OSF Access to Medicine Fellows in Georgia, Moldova and Russia could be excellent sources for making the case about the challenges in the country with access to medicines and introducing examples of what could be done about that (including examples from around the world)

Paata Sabelashvili, Georgian Harm Reduction Network (GHRN), psabelashvili@hrn.ge 

Stela Bivol, Center for Health Policies and Studies (PAS) in Moldova, sbivol@gmail.com 

Denis Godlevskiy, International Treatment Preparedness Coalition in Eastern Europe and Central Asia (located in St Petersburg), denis.godlevskiy@itpcru.org 

Sergey Golovin, International Treatment Prepredness Coalition in Eastern Europe and Central Asia (located in St Petersburg), sergey.golovin@itpcru.org 

5. Other access to medicine topics– recommended resources
Price regulation

· EU policies and impact on generics uptake:    Vogler, S.: The impact of pharmaceutical pricing and reimbursement policies on generics uptake: implementation of policy options on generics in 29 European countries-an overview. In: Generics and Biosimilars Initiative Journal (GaBI Journal), 1(2): 93-100
· EU experience with using external price referencing for price regulation: Leopold, C., Vogler, S., Mantel-Teeuwisse, A., de Joncheere, K., Leufkens, H.G.M., Laing, R.: Differences in external price referencing in Europe - A descriptive overview. In: Health Policy, 104: 1
· Pooled procurement (article by Sisule): http://health.osf.lt/downloads/news/Sisule%20document_69-76.ENG.doc 

Transparency and procurement

· A Users' Guide to Measuring Corruption, jointly produced by UNDP and Global Integrity, is one of the first attempts to explore how best to use existing tools to measure what is increasingly viewed as one of the major impediments to development: corruption.

· Campaign: where is money (for health). A funny video ‘Lord of the Blig’ is showing that there are money out there in Africa that could be used for health. 

· Funny stories, pictures from campaigns addressing corruption in public procurement in tenders in Ukraine and analytical articles are available from the Ukrainian Community Advisory Board (UCAB): http://ucab.org.ua/en. 

Essential medicines 

· Essential medicines: fact sheet (WHO, last update 2010) 

· Essential medicines & human rights: what can they learn from each other (article by Hogerzeil in WHO Bulletin 2008)

· 25 years of the WHO essential medicines lists: progress and challenges MSF review of the WHO Essential Medicine List (review in Lancet 2003, by Richard Laing, Brenda Waning, Andy Gray, Nathan Ford, Ellen ‘t Hoen)

Generics and brand medicines (possible materials for debates)

· Myths and Facts About Generic Drugs by Public Citizen (a leading US antimonopoly advocacy group), http://www.worstpills.org/public/page.cfm?op_id=47 
· Article ‘Why Generics’ (pp6-9) in the Third World Network’s Resurgence Issue No.259 (Mar 2012) Generics under threat: Access to affordable medicines in jeopardy



· Facts about Generic Drugs by US Food and Drug Administration 

