
TRIPS and Access to Medicines 

The Story so far…



TRIPS and Access to Medicines : A brief history 
 1981: HIV first clinically observed
 1982-83: Named AIDS
 1984: Discovery that it is caused by a virus
 1986: Virus named HIV
 1987: First ARV approved
 1996-97: Triple combination therapy
 2000: UN Secretary General: AIDS deaths 

estimated at 16 million.
 UN: “…annual cost of ARV treatment for 

a person living with HIV still exceeds the 
annual per capita gross domestic product 
of many least developed countries.” 



2001: The TRIPS Agreement and HIV 



What happened in 2001
 UN efforts to get price discounts and 

donations were not working
 In 2000, Brazil had started local 

production of ARVs and decreased 
prices for itself by 72% 

 Feb 2001: Generic company’s 
offer
 $600 per person per year for 

developing countries
 $350 per person per year for 

international humanitarian 
agencies

 No patents in India 



What happened in 2001

 June: UN General Assembly Special Session
 Access to medicines fundamental to right to health
 Impact of international trade agreements on access to or 

local manufacturing of essential drugs and on development 
of new drugs needs to be evaluated further 

 Strengthen pharmaceutical policies and practices, 
including those applicable to generic drugs and intellectual 
property regimes, in order further to promote innovation 
and the development of domestic industries



What happened in 2001

 1997: South African law 
introduces provisions to 
improve access to generic 
medicines

 SA sued by 39 MNC 
pharma companies

 2001: Public outrage and 
pressure results in case 
being dropped

CASE NO: 4183/98 

THE PHARMACEUTICAL 
MANUFACTURERS' ASSOCIATION OF 
SOUTH AFRICA First Applicant 

v.

THE PRESIDENT OF THE REPUBLIC OF 
SOUTH AFRICA, THE HONOURABLE MR 
N.R. MANDELA N.O. First Respondent



What happened in 2001

 With the implementation of TRIPS 
increasingly leading to a crisis in 
access to medicines, WTO member 
countries met in Doha in 2001.

 Outrage over South African case 
results in WTO discussion on TRIPS 
and health 

 November 2001: All WTO members 
signed the Doha Declaration on 
TRIPS and public health.





SO WHAT DOES THE DOHA
DECLARATION SAY?

Quick Group Exercise



Doha Declaration: Interpretative guide

Paragraph 4:
 The TRIPS 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

Paragraph 5(b):
 … each provision of the TRIPS Agreement 

shall be read in the light of the object and 
purpose of the Agreement …, in particular, in 
its objectives and principles



TRIPS: Article 7

 Article 7
Objectives

 The protection and enforcement of intellectual property rights 
should contribute to the promotion of technological innovation and 
to the transfer and dissemination of technology, to the mutual 
advantage of producers and users of technological knowledge 
and in a manner conducive to social and economic welfare, and to 
a balance of rights and obligations.



TRIPS: Article 8
 Article 8: Principles
 1. Members may, in formulating or amending their laws and regulations, 

adopt measures necessary to protect public health and nutrition, and to 
promote the public interest in sectors of vital importance to their socio-
economic and technological development, provided that such measures 
are consistent with the provisions of this Agreement.

 2. Appropriate measures, provided that they are consistent with the 
provisions of this Agreement, may be needed to prevent the abuse of 
intellectual property rights by right holders or the resort to practices which 
unreasonably restrain trade or adversely affect the international transfer of 
technology.



2001 – 2011: A decade of HIV treatment



Absence of patents leads to “three in one AIDS pill”
Eg. d4T/3TC/NVP (fixed dose combination – FDC)

- Individual compounds were not patented in India
- Simplified treatment in resource poor countries





Competition key to lower prices, better 
formulations

 While ARVs were under monopoly in the early 2000 
s, prices remained high

 Generic competition lowered prices among generic 
producers and even of originator products.

 Fixed dose combinations and paediatric versions 
 Whether or not generic competition can take 

place depends on whether national laws and 
polices INCORPORATE TRIPS FLEXIBILITIES.



Post – 2005?

• Post 2005, all developing countries who are WTO members 
have fully implemented the TRIPS Agreement

• This means they are granting and enforcing 20 year patents 
on pharmaceutical products 



AIDS treatment: second and third line



HEP C TREATMENT COSTS
Sofosbuvir: $1000 a pill; $84000 
for a 12 week course of treatment 

•Gilead: May consider $900-
2500 for some developing 
countries 
•Estimated cost of treatment 
in combination with other 
DAAs, diagnostic and 
genotyping: $174-$354 
without genotyping and 
$264-444 with genotyping

Pegylated Interferon: between 
$2500 - $30,000 (not including 
doctor’s fees, medicines for side 
effects, loss of employment etc.)



CANCER TREATMENT COSTS
Imatinib mesylate: 
Chronic Myloid Luekemia; 
Rs. 1,20,000 per person 
per month

Sorefanib: Liver and 
kidney cancer; Rs. 
2,50,000 per person per 
month  

Trastuzumab (Herceptin): 
Breast cancer medicine: 
Rs. 90,000, 54,000, 
23,000 per injection



INCREASING USE OF TRIPS “FLEXIBILITIES”

“We affirm that the (TRIPS) 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.”

WTO Ministerial Declaration on the TRIPS Agreement and Public 
Health

November 14, 2001



Incorporation of TRIPS flexibilities
 Cambodia (2002): Specific provision 

recognising LDC transition period
 Sri Lanka (2003): Through court 

intervention
 India (2005): Amendment to 1970s 

patent regime
 Philippines (2008): 10 years after 

originally complying with TRIPS
 Amendments through Cheaper Medicines 

Act 

 Indonesia (2016): Amendments to 
patent law





THE THAI COMPULSORY 
LICENSES
2006-2007: 
CLOPIDOGREL (HEART 
DISEASE)
EFAVIRENZ (HIV)
LOPINAVIR/RITONAVIR
(HIV)

2008: 
LETROZOLE (CANCER)
DOCETAXIL (CANCER)
ERLOTINIB (CANCER)



2016: 17 million PLHIV on ARVs



Working of the patent system 
• Pro-health patent examination and 

trainings
• Proper disclosure in patent Applications 

(information and fees)
• Penalties for fraud on the system
• Limit and control divisionals
• Regulate Voluntary Licenses
• Working of the Patent 
TRIPS flexibilities in Enforcement of 
patents 
• No Border measures for patents
• Court proceedings to take public 

interest into account
• Limits on Injunctions and other orders
• Limits on Damages, “judicial” CLs 
• Ensure Civil, not criminal remedies 

TRIPS flexibilities before the grant 
of a patent 
• Patentable Subject Matter
• Patent exclusions 
• Patentability Criteria (including 

prohibition of evergreening)
• High Disclosure Standards 
• Pre-grant Patent Oppositions 
TRIPS flexibilities after the grant of a 
patent 
• Research, Bolar and other exceptions
• Parallel Imports
• Personal Use/small quantity exceptions
• Post-grant Oppositions and Revocation
• Compulsory Licenses 
• Use of Competition Law



TRIPS FLEXIBILITIES: LDCs Transition Periods

 Two Transition Periods:

 2021: General TRIPS Transition Period 
 2033: Pharmaceuticals TRIPS Transition Period 



SDG 3b: Imperative for reviews and 
incorporation of all TRIPS flexibilities 
 “[s]upport the research and development of vaccines and 

medicines for the communicable and non-communicable 
diseases that primarily affect developing countries, provide 
access to affordable essential medicines and vaccines, in 
accordance with the Doha Declaration on the TRIPS 
Agreement and Public Health, which affirms the right of 
developing countries to use to the full the provisions in the 
Agreement on Trade-Related Aspects of Intellectual Property 
Rights regarding flexibilities to protect public health, and, in 
particular, provide access to medicines for all.”



So everything’s fine? 



A reality check



Implementing TRIPS flexibilities – a reality check: 
litigation

Pharma v. South Africa
Novartis v. India
Bayer v. India
Pfizer v. Philippines
Pharma v. Brazil 
Pharma v. Argentina



Implementing TRIPS flexibilities – a reality 
check: lobbying, trainings, etc

 US and EU/MNC organised
trainings:
 Training of Judges
 Training of patent examiners, 

offices
 Training of customs officials, 

police 
 Lobbying with law and policy 

makers 
 Trade sanction threats: 

USTR, Special 301



Lobbying and training











Patent Oppositions in India



Developing country generic industry: merged and acquired



Voluntary Licenses: 
Medicines Patent Pool 



Voluntary licences: Divide and Conquer? 



Most Indian generics take the licenses…is 
there hope for independent production? 

• LDCs have till 
2021 to 
implement 
TRIPS

• Till 2033 to 
grant patents 
on medicines





Free Trade Agreements 
and TRIPS-PLUS provisions

 For developed countries, TRIPS and 
TRIPS flexibilities were a 
compromise

− United States
− Japan
− European Free Trade Association 

(EFTA)
− European Union 



When WTO TRIPS was being negotiated

• Developing countries were told – don’t worry there are 
enough safeguards

• Doha Declaration: TRIPS Agreement can and should be 
interpreted to fulfil obligations for medicines for ALL

• FTAs severely hamper and undermine these safeguards

43



Back to the Future? 
So, what’s happening in your country? 
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