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Background

▪TRIPS

▪Access to medicines (Doha and flexibilities)

▪ India as ‘pharmacy of developing world’ is 
ground zero.



Increasing Use of TRIPS “Flexibilities” + 
Strong Patent Law in India Since 2001, 2005
TRIPS flexibilities before the grant of a 
patent:

▪ Pre-grant Patent Oppositions

▪ Patent exclusions and exemptions

TRIPS flexibilities after the grant of a 
patent:

▪ Compulsory Licenses

TRIPS flexibilities in Enforcement of 
patents:

▪ Special courts

▪ Injunctions and other orders

Working the patent system (national):

▪ Licenses

▪ Patent office



THE THAI COMPULSORY 
LICENSES
2006-2007:

• Clopidogrel (Heart Disease)

• Efavirenz (HIV)

• Lopinavir/Ritonavir (HIV)

2008:

• Letrozole (Cancer)

• Docetaxil (Cancer)

• Erlotinib (Cancer)





So everything is fine?





Implementing TRIPS Flexibilities – A Reality Check:
Litigation

▪ Novartis v. India

▪ Roche v. Cipla

▪ Bayer v. India

▪ Pfizer v. Philippines

▪ Pharma v. South Africa

▪ 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, 

officers
▪ Training of customs officials, 

police

▪ Lobbying with law and 
policy makers

▪ Trade sanction threats: 
USTR, Special 301



Lobbying and Training







Indian Generic Industry: Merged and 
Acquired



India: “Pharmacy of the Developing World” (Original Reach)



Curtailed Reach

License coverage – Daclatasvir BMS (Hep C)



FTAs:

▪ IP: Demands for provisions well beyond TRIPS i.e. TRIPS-PLUS.

▪ Investment: Allowing companies to sue governments in private arbitration 
for pro-health policies.

▪ Restrictions on using health safeguards; no protections of domestic 
industry from takeovers; decreased revenues for government health 
programmes?



Free Trade Agreements in Force



Patent Term Extension – Delays in Patent Grants

TRIPS:

▪ Patents only have to be for 20 years

TRIPS+: 

▪ Patent term extension for patent office 
delays

▪ Patent term extension for marketing 
approval delays

▪ A study in Thailand in 2010 concluded 
that spending on medicines would 
increase by $822 million if the patent 
term extension was 5 years.



Data Exclusivity: Creating an Entirely New Monopoly 
on Medicines

▪ Data exclusivity ->à Even if patent is rejected, clinical trials data cannot be used to show 
bio equivalence. Hence non challengeable monopoly.

▪ Jordan (2012): 
▪ 110 new drugs registered in Jordan between 2000 and 2004 

▪ No Patents but over 70% had no competition because of DE 



Intellectual Property Enforcement

TRIPS:

▪ Patents are private rights

▪ Person who infringes to be sued

▪ Customs officials should be empowered 
to act on imports of goods infringing 
trademarks and copyright 

TRIPS+:

▪ Patent enforcement to be paid by tax payer 
money – drug regulator, police, customs, 
judges

▪ “Third party liability”

▪ EU seizures (patents, in-transit, exports) 



Intellectual Property as Investment

TRIPS:

▪ Treaty between two countries – if one 
country sues the other (WTO – EU v. 
Canada)

▪ For companies, they sue governments in 
local courts (Novartis case)

TRIPS+:

▪ Companies sue governments for treaty 
violation 

▪ International arbitration

▪ Includes intellectual property as 
investment

▪ Arbitration panels do not look at human 
rights or constitutional rights 

▪ Awards against governments in the 100s 
of millions of dollars



Theory: Weak Basis for Increasing IP Restrictions in 
Developing Countries

▪ Growth, depends on knowledge. (since Solow, 1958)

▪ For developing countries, the most important determinant of growth is the pace of closing the 
knowledge gap.

▪ Knowledge is a good that is inherently non-rival. 

▪ Implication: global social welfare maximizer would minimize impediments to knowledge transfer.

▪ Abolish intellectual property restrictions that hamper such transfers especially when the 
knowledge has already been produced. 

▪ Argument about ‘absorptive capacity’ overstated. Indian generics producing drugs for 40 years 
before originator in India

▪ But—returns to IP large. IP royalties to US from developing countries -> USAID transfers to 
developing countries.




