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Overview

Low Cost ARVs and Scale up of Treatment
TRIPS and TRIPS Flexibilities
Way forward for access to ARVs for LDCs
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Access to ARV Treatment

| 8 million on ART by end 2011
15 million is achievable !
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Generic Competition & Treatment Scale-Up - MppF 2012
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Vorführender
Präsentationsnotizen
Alte 1st line: NVP, d4T, 3TC seit dem Jahr 2000 (Brasilien: Generika; Indische Generikafirmen brachten 2001 die 1. Kombitablette auf den Markt.
- 2011 60 $ p.p.p.a Varichem


Wenn man sich die Preise und Anzahl der Menschen, die Zugang zu ARVs haben, anschaut, so ist hier eine klare Korrelation. Je billiger die ARVs wurden – durch generischen Wettbewerb (grüne Linie), desto mehr Menschen erhielten ART in EL – 6,6 Millionen ARV. 
Was hier auch gut ersichtlich ist, dass die Preissenkungen der Originalhersteller immer im Nachschritt zu den Preissenkungen der Generikaindustrie erfolgten und selbst günstigere Preise der Originalhersteller immer noch ein Vielfaches über dem Preis der Generikaindustrie liegen.



Prices of ARVs - 15t - 3" |ine - MSF Untangling the Web 2012

Price comparisons of first-line,
second-line and possible third-line
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1995 GATT, Uruguay Round
Objective: Removing Trade Barriers
Liberalization of International Trade

153 members

TRIPS — Agreement on Trade Related Aspects of
Intellectual Property Rights
TRIPS Compliance:
Middle Income Countries — 2005
Least Dev. Countries — 2016
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Vorführender
Präsentationsnotizen
The WTO founded on 1 Jan 2005 in Marakseh. Its predecssor was the General Agreement on Tariffs and Trade (GATT- formed in 1947). The WTO came out of the Uruguay round. The Uruguay Round began in 1986 and was concluded in 1994. It was the most ambitious round to date, hoping to expand the competence of the GATT to important new areas such as services, capital, intellectual property, textiles, and agriculture. The Agreement on Agriculture of the Uruguay Round continues to be the most substantial trade liberalization agreement in agricultural products in the history of trade negotiations. The goals of the agreement were to improve market access for agricultural products, reduce domestic support of agriculture in the form of price-distorting subsidies and quotas, eliminate over time export subsidies on agricultural products and to harmonize to the extent possible sanitary and phytosanitary measures between member countries.

Overall goal is to improve the welfare of the peoples of the member countries
Whereas GATT had mainly dealt with trade in goods, the WTO and its agreements now cover trade in services, and in traded inventions, creations and designs (intellectual property).
Functions: Administering WTO trade agreements�• Forum for trade negotiations�• Handling trade disputes�• Monitoring national trade policies�• Technical assistance and training for developing countries�• Cooperation with other international organizations  
Standardisierung,Durchsetzung der Rechte/Enforcement, Schlichtung im Fall der Verletzung der Rechte
Das TRIPS stellt ein umfassendes Regelwerk über den internationalen Schutz von Patenten, Copyright dar. The WTO’s TRIPS Agreement is an attempt to narrow the gaps in the way these rights are protected around the world, and to bring them under common international rules. It establishes minimum levels of protection that each government has to give to the intellectual property of fellow WTO membersAbkommen ist verbindlich und muss von allen Mitgliedsstaaten in nationales Recht umgesetzt werden. Darunter fallen Medikamente.
Present Round (from 2001): Doha Round












Pressure from Africa (HIV/AIDS Epidemic) lead to DOHA
Declaration (Nov 2001)

oIt reaffirmed flexibilities of TRIPS members in circumventing
patent rights for better access to essential medicines where
there is a national emergency or other circumstances of
extreme urgency

sEach Member has the right to grant compulsory licences and
the freedom to determine the grounds upon which such
licences are granted
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Vorführender
Präsentationsnotizen
But: compulsory licences were linked to production for domestic market.  What about countries with little or no local production capacity?
it being understood that public health crises, including those relating to HIV/AIDS, tuberculosis, malaria and other epidemics, can represent a national emergency or other circumstances of extreme urgency. 
Countries may be able to issue a compulsory licence to make their own generic versions of patented drugs – but how can a country with no drug industry do that?




1970: Patent Act

process patent for medicines (no product patent)
patent protection limited to 7 years

royalty fees for licences did not exceed 4%

Results:

scale-up of generic production of medicines incl. 1st
line ARVs

Production of FDCs

Export to Africa made treatment programmes in
Africa affordable
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Vorführender
Präsentationsnotizen
(First Patents Act of India in 1856)

number of generic firms increased from 2 237 in 69/70  to 16 000 in 92/93



Origin of ARVs utilized in LICs
Journal of International Aids Society 2010
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Indian Patent Law after 2005 - Important
Amendments to the Patent Act of 1970

Section 5 which prevented product patents on drugs,
chemicals and food items was abolished

To prevent ,ever-greening‘ — additions to section 3 (d)

ere made (addition in bold): the mere discovery of a
new form of a known substance which does not result
INn 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
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Vorführender
Präsentationsnotizen
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 substances shall be considered to be the same substance, unless they differ significantly in properties with regard to efficacy




Patent landscape pre- and post-

Total number of product patents pending or granted, by jurisdiction, for older compounds

(pre-1995) and newer compounds (post-1995)*

M 1995 and later ARVs

W Pre-1995 ARVs
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Changing ARV Patent Landscape, MPPF 2012
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Sustainable Access to ARVs for Developing Countries

Mitglied der
actalliance

- Period for WTO compliance for LDCs needs to be extended
beyond 2016 - Initiative by GrouP of LDCs to extend
transition period for LDCs for as long as country is classified

as an LDC.

- We need to prevent TRIPS plus provisions in FTAs and other
trade agreements

- We need to weigh up, if local production or import from
India provide better access to medicines.

- If LDCs do not use the period to produce newer ARVSs, there
may be little benefit in local production, as 1st line is usually
produced at much lower prices in India.
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Vorführender
Präsentationsnotizen
On 5 November 2012 the Delegation of Haiti on behalf of the LDC Group submitted a duly motivated request to the WTO TRIPS Council for an extension of the LDC transition period, until a Member ceases to be a LDC (IP/C/W/583).  Annexed to the request is a draft decision text for the consideration of the TRIPS Council. The draft decision states: “Least developed country Members shall not be required to apply the provisions of the Agreement, other than Articles 3, 4 and 5, until they cease to be a least developed country Member”.



Thank you very much for your
attention
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