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29 November 2011 
 

Shri Salman Khurshid  
Honourable Minister for Law & Justice,  
Ministry of Law and Justice  
A-Wing, 4th Floor, Shastri Bhawan  
New Delhi 110 001  
Fax: +91-11-2338-4241 
 
 

Re : Novartis challenging health safeguards in the Indian Patent Law  
and 

Re:  India’s legal defense key to protect access to affordable generic medicines 
 
 
Dear Mr. Khurshid,  
 
We write on behalf of the Asia-Pacific Network of People living with HIV/AIDS (APN+).  APN+ works 
alongside 30 country members represented by national networks of People Living with HIV/AIDS 
(PLHIV) or smaller organizations of PLHIV.  The majority of our members all rely on generic ARVs 
which are produced and supplied by India.  Our global partners in Africa and Latin America also rely on 
generic medicines from India.  
 
We are writing to highlight an extremely important court case in India - Novartis AG v. Union of India 
and others (SC 20539 – 20549/2009). The case is the final stage of an ongoing battle by Novartis’ two-
fold attempt to patent an anti-cancer medicine and weaken health safeguards in the Indian Patent law. 
 
This case filed by Novartis against the government of India, is pending before the Supreme Court and is 
related to the interpretation of Section 3(d) of the Indian Patent Act. The final arguments are set to start 
before a new bench in the last week of November 2011. The case will determine the future of generic 
competition. 
 
When India, as part of its obligations as a member of the World Trade Organization (WTO), introduced 
patents on medicines in 2005, it did so in a way that sought to prevent the abuse of the patent system in 
order to protect access to domestically produced affordable generic medicines. While introducing 
product patents on new medicines (molecules) to comply with the TRIPS agreement, the Indian 
parliament also specifically introduced - Section 3(d) in the Patents Act -which is designed to prevent 
drug companies from abusively patenting new forms of known medicines.  
 
Thanks to section 3(d), since 2006, patent applications on salt forms, child-friendly formulations and 
fixed-dose combinations of AIDS drugs have been rejected in India, which has safeguarded their generic 
production and availability from India.  
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However this provision is now under serious legal challenge. In 2006, when the Indian patents office 
ruled that Novartis did not deserve a patent for imatinib mesylate (Gleevec) on the grounds that the 
application claimed a new form of a drug too old to be patentable in India, the company embarked on a 
series of lawsuits, against Section 3(d) of the patent law.   
 
Novartis first sought to have Section 3(d) declared unconstitutional in the High Court of Madras. Having 
lost that case in 2007 Novartis is now finally before the Supreme Court attempting to ensure that section 
3(d) is interpreted and applied by Indian courts and patent offices in a way that allows even small 
changes to an old medicine to be patentable.  
 
If Novartis succeeds in weakening the interpretation of Section 3(d) for the purpose of obtaining a patent 
on a specific salt of the anti-cancer drug imatinib, it would force India to grant far more patents than it 
currently does or is required to under international trade rules or envisioned by India’s lawmakers. This 
will have huge ramifications on generic production and the availability of affordable medicines for 
people across the developing world and indeed its own citizens.  
 
We have seen firsthand the dramatic effect that the introduction of Indian generic versions of costly 
AIDS medication has had on access to treatment for millions of people living with HIV in the developing 
world. Patients in India and other developing countries depend on the continued ability of the Indian 
generic pharmaceutical industry to produce safe, effective and affordable medicines.  
 
We trust that you share our concerns regarding this litigation by Novartis and are doing everything in 
your power to ensure that section 3(d) of the Indian Patents Act is vigorously defended by the 
government against this action designed to thwart access to affordable generic medicines.  
 
Looking at the impact of the case on access to affordable medicines, we urge you to appoint the 
senior most legal advisor for the government of India - the Attorney General – to the case.  
 
Mr. Khurshid, the Indian government has our full support in this legal matter. A strong legal 
defense is necessary to prevent Novartis from making the section 3(d) safeguard in the patent law 
meaningless. So many lives depend on it worldwide.  
 
Sincerely, 
 

 
Shiba Phurailatpam 
Regional Coordinator APN+ 
 
 
 
 
Cc. Mr. P K Chaudhery, Secretary, Department of Industrial Policy & Promotion, Ministry of Commerce 

Mr. P K Pradhan, Secretary, Department of Health & Family Welfare, Ministry of Health & Family Welfare 


