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Health Action International 

 

 

 

 

• A not-for-profit global network 
 
• Established in 1981 
 
• Made up by consumers, public interest NGOs, 

health care professionals, academics and 
individuals 
 

• HAI Europe: European office, based in 
Amsterdam 

 
• Working on access to medicines and rational 

use of medicines  policy 
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Trade, TRIPS+  
and Access to Medicines 

 

 

 

 



Outline presentation 

• Link access to medicines and trade: IP and 

medicines 

• TRIPS Agreement (1994) 

• 1990s HIV/AIDS crisis South Africa 

• Doha declaration on TRIPS and Public health 2001 

• TRIPS flexibilities & examples 

• Opposition against use TRIPS flexibilities 

• Push for TRIPS+ IP protection US and EU outside 

WTO: Free Trade Agreements 

• Key TRIPS+ demands FTAs 

• Case studies (Andean, India, recent 

developments) 
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Why important? 

• Right to health widely acknowledged 
 

• Yet, 2 billion people lack regular access to 
essential medicines  in developing countries 
 

• Price is a major barrier for access in developing 
countries  
– 20-60% health care spending 
– no universal health insurance 
– high out of pocket expenditure 
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IP and Medicines (I) 

• Patents grant a monopoly period for the owner 
to exclusively sell and market the medicine.  
 

• Patents and other intellectual property 
protection delay competition by prohibiting low 
cost copies (generics) 

 
• Generic drug: a (therapeutically equivalent) 

copy of an originator usually marketed under a 
different brand name 
 

• Generic competition has proven the most 
effective way to lower prices 

 



• A patent grants 20 year monopoly in exchange 
for new technological innovation + publication 
invention 
 

• Process patents: the process by which the drug 
is produced 

 
• Product patents: the chemical formula of the 

drug 
 

• Product patents on medicines are a very recent 
phenomenon 
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IP and Medicines (II) 

1960 1977 

1992 1978 
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How access to medicines 
became trade-related 

• Since early 20th century: move to harmonize 
and internationalize IP protection, but no 
enforcement mechanisms 

 
• In 1980s: intensified push for stronger 

international protection&enforcement IP 
 
• Business community framed IP protection as a 

trade-related issue that belonged in WTO 
(General Agreement on Tariffs and Trade GATT) 

    
     

 

Agreement on the Trade Related Aspects of    
Intellectual Property rights  (TRIPS) 
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TRIPS (1994) 
how it came to pass 

• Proponents (developed):  
IP needed for investment,  
development and technology transfer 
 

o Opponents (developing):  
-  IP will limit development and have immediate  
effect of increase prices 
- Implementation costs 

 
 

 

 

Pressure + promised trade benefits: led to 

signature TRIPS Agreement in 1994 
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TRIPS: revolutionary 
 • 159 WTO members: minimum standards IP 

protection 
 
• IP enforced through WTO dispute settlement 

system 
 
• Pharmaceuticals: 
    -   Globalised 20 year patent monopolies 
    -   Requires product patents on medicines 
 
• Recognises certain flexibilities+ transitions 

period  - BUT: obliges countries to give up much 
of the diversity and flexibility in IP protection  

• http://www.wto.org/english/tratop_e/trips_e/t
_agm0_e.htm 

http://www.wto.org/english/tratop_e/trips_e/t_agm0_e.htm
http://www.wto.org/english/tratop_e/trips_e/t_agm0_e.htm
http://www.wto.org/english/tratop_e/trips_e/t_agm0_e.htm
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After TRIPS: HIV/AIDS Crisis 
(I) 

 
• several developments raised awareness of 

devastating impact of globalisation IP on access 
to HIV/AIDS treatment in developing world: 

 
 
 1998: 40 multinational pharma companies 
sued South Africa: ‘Medicines Act’ in violation 
TRIPS 
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After TRIPS: HIV/AIDS Crisis  

• 6 February 2001: Generic Manufacturer CIPLA 
offers triple-therapy HIV/AIDS for 350 USD per 
patient/year (US: 15,000/year) 
 

• Dramatic price difference: hammered message 
home that drug companies abused monopolies 
in fact humanitarian crisis 
 

• http://fireintheblood.com/ 
 

http://fireintheblood.com/
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After TRIPS: pressure 
Industry? 

 

 

 

 

 

 

 

 

• http://www.theguardian.com/world/2001/aug/31/aids.johnvidal  

 

http://www.theguardian.com/world/2001/aug/31/aids.johnvidal
http://www.theguardian.com/world/2001/aug/31/aids.johnvidal
http://www.theguardian.com/world/2001/aug/31/aids.johnvidal
http://www.theguardian.com/world/2001/aug/31/aids.johnvidal
http://www.theguardian.com/world/2001/aug/31/aids.johnvidal
http://www.theguardian.com/world/2001/aug/31/aids.johnvidal
http://www.theguardian.com/world/2001/aug/31/aids.johnvidal
http://www.theguardian.com/world/2001/aug/31/aids.johnvidal
http://www.theguardian.com/world/2001/aug/31/aids.johnvidal
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Changed landscape? 
Doha Declaration (2001) 

• 2001: TRIPS Council: session on access to 
medicines 

 
• Doha Declaration on TRIPS and Public Health  

 
• Consensus: TRIPS (IP) should not interfere with 

public health 
 

• Why did it pass this time? 
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Doha: key achievements 

“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.” 
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Doha: key achievements 
• TRIPS should not interfere with public health 

 
• Emphasized that MS have the right to use TRIPS 

flexibilities to promote public health 
 
• LDCs can postpone protection & enforcement 

of pharmaceutical product patents + test data 
until 2016 

 
• Consensus on impact patents on high prices 

medicines 

http://www.who.int/medicines/areas/policy/doh

a_declaration/en/index.html 

 

http://www.who.int/medicines/areas/policy/doha_declaration/en/index.html
http://www.who.int/medicines/areas/policy/doha_declaration/en/index.html
http://www.who.int/medicines/areas/policy/doha_declaration/en/index.html


17 

Key TRIPS flexibilities 

 
• Countries can set their own patentability 

criteria: 
– Indian Patent Act, Philippines, …..South Africa? 

 
• Compulsory licensing:  

Doha: “Each Member has the right to grant 

compulsory licences and the freedom to 

determine the grounds upon which such licences 

are granted” 

 
• Flexibilities not limited! 
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Compulsory licensing 
• Governments can authorise generic competition for 

products while they remain on patent: payment 
royalty patent owner 
 

• This reduces prices and promotes access to 
medicines by creating competition in the market for 
a particular drug 
 

• Not limited to emergency or urgency! Countries are 
free to use CL for whatever ground they choose 
 

• Problem: These products should in principle be 
produced locally, limited quantity for export. 

 
 

 

 WTO decision par. 6 Doha Declaration 2003: 
production for export under a  compulsory 
license 
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Compulsory licensing: 
examples (I) 

 
• 2001, 2003, 2005: Brazil negotiated lower 

prices for HIV/AIDS treatments using threat CL 
 

• 2007: Brazil issues CL 
 
• 2007: Thailand 4 CLs HIV/AIDS. Save 8,000 

lives/year, USD 3,2 bio./20 years 
 
• Indonesia, Mozambique, Zambia, Eritrea, 

Ghana, India and Ecuador also issued CLs for 
HIV/AIDS 
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Compulsory licensing: 
examples (II) 

• Recent examples: expansion CLs to cancer and 
hepatitis B: 

 
– 2008 Thailand: CLs for several cancer medicines 
 
– 2012: Indonesia 7 CLs, including for hepatitis B 

 
– Jan. 2013: India CL to generic producer Natco on 

liver and kidney cancer drug from Bayer upheld in 
court  

 
• The U.S. regularly uses CLs in a wide variety of 

circumstances  
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Opposition use  
TRIPS flexibilities 

• 2007: Thailand issues government use CL on 3 
HIV/AIDS drugs 

 
EU Trade Commissioner: “TRIPS/Doha Decl. does 

not justify applying CLs wherever medicines exceed 

certain prices” 

 
• 2009: Ecuador decree 118 to improve a2m + 

procedure CL on pharmaceutical patent 
 

 2011 Wikileaks cables demonstrate U.S. & 
Pharma shared info and worked to undermine 
policy 
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… to sum up (I) 
 
• Price is a key barrier for access to medicines 
 
• IP protection (patents) a major factor in price 
 
• Patents medicines not a given: history 
 
• 1994: TRIPS: global standard 20 year patent 

protection pharmaceuticals 
 
• HIV/AIDS crisis South Africa/Asia 
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… to sum up (II) 
 
• 2001: Doha declaration: TRIPS should not 

interfere with public health & LDC extension 
pharmaceuticals until 2016 

 
• Key TRIPS Flexibilities: patentability criteria & 

compulsory licensing 
 
• Compulsory Licensing: Governments can 

authorise generic competition for products 
while they remain on patent.  

    Examples Thailand, Indonesia, India, Ecuador 
 
• Opposition use TRIPS Flexibilities 
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After Doha: 
US and EU push for more 

 

Higher standard protection to protect industry 

 

No longer possible through WTO: deadlock 

 

New venue: bilateral trade agreements (FTAs) 

 

Ask for more than TRIPs: TRIPS-plus 
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Overview key US and EU 
FTAs since 2001 
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FTAs: TRIPS+ 
(I) 

Data exclusivity: enhance protection of safety and 
efficacy data of medicines patent owner by providing 
up to 11 years if exclusive use of such data to obtain 
marketing approval 

 

Extension patent terms: extending patent term 
protection through supplementary protection 
certificates. The extension will be equal to the time 
elapsed between the filing of the patent and the date 
of the first market authorisation (keeping protection at 
a minimum of 15 years) 
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data excl and a2m  

Data exclusivity & Extension patent terms 

 

- Data excl will apply to all medicines, whether 
patented or not (for example: see MSF slide) 

- De facto: data excl creates additional level 
monopoly protection: 

Impact: 

- Impact studies (Jordan, Peru/Colombia) explain a 
bit about studies: show increase meds expenditure 
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FTAs: TRIPS+ 
(II) 

Enforcement IP:  

significantly strengthening position of IP right holder 
(pharma) to the detriment of generic competitors: 
effectively leading to extended monopolies in 
developing countries 

Potentially obstruct import, transit and export of 
generic medicines 

Example measures : 

- Speed up proceedings, alleged infringer not heard: 
sentences can pass, goods destroyed based on 
mere presumption of infringement 

- Border measures goods in transit: outside 
jurisdisction 
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Impact enf measures 

- Comp report EU: misuse enforcement rights  

 

- Border measures: example seizures: Netherlands, 
Germany and Paris 

 

- Costs implementation  significant (see welfare 
paper overview) / public resources dev countries 
used to protect rights western multinational rights 
holders 
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TRIPS plus: concerns 
international community 

- As seen by WHO (briefing note a2m March 2006): 
from perspective health: preferably not to grant this: 
countries should not trade away their access to 
medicines in FTAs 

 

- EP resolution 

- International organisations: 

- Committee HIV AIDS and the Law 

- UNDP 

- Rapporrteur (Grover) 

Many more…. check 
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Latest move: 
include ISDS 

- IP protected as investment 

- Investor to state arbitration 

- Impact: 

- Regulate for healtH challenge for using 
flexibilities 

- Examples: Philip Morris. Austrialia, recently Eli 
Lily and Canada 
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Recap: FTAs, TRIPS+ & 
Impact 
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In practice: 
Case studies FTA 

negotiations 
- Andean 

- India 

 

Recent developments: 

TPP 

EU-Thailand 
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EU- ANDEAN FTA 
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EU- India FTA 

• Negotiations launched in 2007 
 
• Since 2007 11 negotiating rounds in India and 

Brussels, last round in April 2013 Brussels 
 

• Data exclusivity, enforcement, investment 
chapter 
 

• First negotiations that includes investment 
chapter 
 

http://ec.europa.eu/trade/policy/countries-and-
regions/countries/india/ 

 

http://ec.europa.eu/trade/policy/countries-and-regions/countries/india/
http://ec.europa.eu/trade/policy/countries-and-regions/countries/india/
http://ec.europa.eu/trade/policy/countries-and-regions/countries/india/
http://ec.europa.eu/trade/policy/countries-and-regions/countries/india/
http://ec.europa.eu/trade/policy/countries-and-regions/countries/india/
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What is at stake? 

 
• Pharmacy of developing world 

 
• E.g. HIV/AIDS: through Indian generics it is 

possible to treat an HIV patient for USD61/year 
 

• 80% of donor-funded AIDS medicines in 115 

low- and middle-income countries came from 

India (Waning 2010) 
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Why still generics in India? 

• India made full use transition period TRIPS: only 

product patents on medicines in 2005 

 

• Indian patent law (section 3d) balances public 

health interest by awarding only significant 

innovation but discouraging ‘evergreening’ and 
frivolous claims  

 

• Use compulsory license (kidney liver cancer 

drug Bayer) 

 Any TRIPS plus measure may impact on India’s 
role as generic producer for the developing world 
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The FTA negotiations 

 
• Negotiations: behind closed doors 

 
• European Parliament critical from the start: 
March 2009: FTA should “not preclude access to 
essential medicines” 

 
25 MEPs: December 2010:  
TRIPS+ provisions “would severely affect India’s 
ability to provide affordable medicines for the 

treatment of AIDS, malaria and cancer, not only 

for India but worldwide” 
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Leaked draft July 2010 

 

http://www.bilaterals.org/spip.php?article17290 

 

• Leaked draft confirmed TRIPS plus demands 

 

• Patent term extensions, data exclusivity and 
enforcement measures 

 
• No impact assessment on access to medicines 

in India done 

 

http://www.bilaterals.org/spip.php?article17290
http://www.bilaterals.org/spip.php?article17290
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Data exclusivity (I) 

• EU asked for data exclusivity in draft text 

 

• Questions European Parliament 

 

• DG Development concerns data exclusivity in 

letter to Trade Commissioner De Gucht 

 

• Commission on the defense: “protection of test 

data can be reconciled with ensuring access to 

medicines” 

 

• Worldwide mass protests civil society 
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Protests 

 

 

 

 

 

http://vimeo.com/20870296 

http://vimeo.com/20870296
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Data exclusivity (II) 

• India also critical about data exclusivity: 

2011: “grant of data exclusivity would have 

considerable impact in delaying entry into the 

market of cheaper generic drugs” 

 

“India shall not take any obligation beyond TRIPS 
and domestic law” 

Commission: “protection test data can co-exist 

with instruments as compulsory licensing and 

exceptions public health needs” 

 June 2011: India rejects data exclusivity (at UN 

high level meeting HIV/AIDS) 
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Battle not over… 

• Enforcement chapter: TRIPS plus 

 

• … in 2011: EU adds investment chapter 

 

• Risk challenging India’s use TRIPS flexibilities 

 

• European Parliament May 2011: asks the 

Commission to: 

“ensure that provisions on investment protection 
do not lessen the parties’ ability to issue 
compulsory licenses or undermine public health 

policies” 
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Current status 
 

• Negotiations in small working groups 

 

• Silence 

 

• Elections India 2014….. 
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TPP 

- Of TPP uitgebreid bespreken, of een kort idee 
geven van wat nu mees actueel is”: 
 

- TPP 

- Thailand (diezelfde week onderhandelingen) 
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EU-Thailand FTA 

• Launched in March 2013 

• Planning: to be concluded in 18 months 

• Unequal negotiating position 

• Negotiations round this week in Cheng Mai, Thailand 
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To conclude 

• Discourse IP, Trade and a2m has changed 
 

• ..… but still EU and US push Trips-plus: even 
exploring new terrains, IP and investment 

 
• Urgency remains: 2nd and 3rd line ARVs & 90% 

preventable NCDs deaths occur in developing 
countries 
 

• No longer only a developing country issue: 
Austerity and access to medicines in Europe 
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……want to take action? 

• http://haieurope.org/work-areas/access-to-essential-
medicines-2/eu-ftas-access-to-medicines/ 

• http://www.oxfam.org/en/campaigns/trade 

• http://www.msfaccess.org/ 

• http://www.citizen.org/Page.aspx?pid=4955 

• http://www.aidsactioneurope.org/partners/action-
against-aids-germany 

• http://www.stopaidscampaign.org.uk/ 

• http://www.tac.org.za/ 

• http://www.actupparis.org/ 

• http://www.bukopharma.de/index.php?page=pharma-
brief 

 

http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://haieurope.org/work-areas/access-to-essential-medicines-2/eu-ftas-access-to-medicines/
http://www.oxfam.org/en/campaigns/trade
http://www.msfaccess.org/
http://www.citizen.org/Page.aspx?pid=4955
http://www.aidsactioneurope.org/partners/action-against-aids-germany
http://www.aidsactioneurope.org/partners/action-against-aids-germany
http://www.aidsactioneurope.org/partners/action-against-aids-germany
http://www.aidsactioneurope.org/partners/action-against-aids-germany
http://www.aidsactioneurope.org/partners/action-against-aids-germany
http://www.aidsactioneurope.org/partners/action-against-aids-germany
http://www.aidsactioneurope.org/partners/action-against-aids-germany
http://www.stopaidscampaign.org.uk/
http://www.tac.org.za/
http://www.actupparis.org/
http://www.bukopharma.de/index.php?page=pharma-brief
http://www.bukopharma.de/index.php?page=pharma-brief
http://www.bukopharma.de/index.php?page=pharma-brief
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More information: 

 

tessel@haieurope.org 

sbloemen@bits-of-information.org  

mailto:tessel@haieurope.org
mailto:sbloemen@bits-of-information.org
mailto:sbloemen@bits-of-information.org
mailto:sbloemen@bits-of-information.org
mailto:sbloemen@bits-of-information.org
mailto:sbloemen@bits-of-information.org
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Broader context: Innovation 
and Access to Medicines 

• Rationale stronger IP protection:  
- protect innovation/knowledge economy,  
- need to attract FDI (good for development 
 

• Tension: knowledge producing/knowledge 
consuming countries 

 
• Are premises rationale valid (because if not… 

then maybe alternative system needed)? 
- Did stronger IP in dev countries lead to more 

FDI (check articles Brook Baker on LDCs) 
- Does stronger IP lead to innovation we 

need? 
 


