
                                      28-Apr-15 

Shri Narendra Modi 
Prime Minister of India 
Prime Minister’s Office 
South Block, Raisina Hill 
New Delhi – 110001 
 

Shri Jagat Prakash Nadda 
Minister for Health and Family Welfare 
Room No. 344, A Wing,  
Nirman Bhawan,  
New Delhi 110011 
 

Smt. Nirmala Sitharaman 
  Minister of State  (Independent  Charge)  
  Ministry of Commerce & Industry 
  Room No. 45,  Udyog Bhawan 
  New Delhi 110011 

 

Re:  Affordable Generic Medicines ‘Made in India’ 

Severe adverse impact by increasing intellectual property (IP) barriers 

Shri. Narendra Modi, Smt. Sitharaman and Shri Nadda, 

We are writing on behalf of people living with HIV to express our solidarity for the ‘Make in India’ campaign in 
pharmaceuticals. The Indian generic pharmaceutical industry has not only been producing affordable generic versions 
of life-saving medicines for millions of patients, but has also innovated to make paediatric and fixed-dose 
combinations of HIV medicines that have revolutionised the scale-up of treatment by Ministries of Health across the 
developing world. In line with this, the ‘Make in India’ Campaign has the potential to further promote and encourage 
the manufacture and supply of affordable generic medicines from India. 
 
Millions of people rely on generic medicines ‘Made in India’.  However, a powerful ‘pharma lobby’ of patent 
holding companies, backed by the United States Trade Representative (USTR), the European Commission,  
Switzerland and Japan are on a mission to change this as they feel threatened by the growing technological 
ability of the Indian generic industry to compete with their pharmaceutical companies.  
 
Increasing IP barriers will have a severe adverse impact on Make/Made in India: As patients who rely on a life-
long supply of quality generic medicines to stay alive - we are intimately aware that IP barriers undermine the future 
of the generic industry and the availability of low-cost medicines ‘made in India’.  After India started implementing 
the WTO TRIPS Agreement ten years ago, we have watched with concern as new cancer medicines that have been 
patented are being ‘merely imported’ in small quantities and launched at an exorbitant monthly cost of Rs. 1 lakh to 
1.5 lakh (1580-2380 USD) per patient. In the absence of local generic production (no ‘Make in India’) due to IP 
barriers such as 20 year product patents, new cancer medicines are now priced out of reach of cancer patients and 
publicly-funded cancer hospitals.  
 
IP as frontline strategy will not serve ‘Make in India’: The introduction of a product patent system in 2005 has 
made India dependent on expensive imported patented medicines, despite the existence of an indigenous 
pharmaceutical industry with the capacity of low-cost production. Meanwhile, the introduction of a product patent 
system in the last decade has not increased investments in biomedical innovation by patent-holding multinational 
pharmaceutical companies, particularly in areas relevant to the health needs of India: neglected diseases, TB and 
antibiotic resistance. This is illustrated by the fact that AstraZeneca, the Bristish/Swedish pharmaceutical company, 
last year closed a critical R&D Site in Bangalore, which was involved in drug discovery research for neglected 
tropical disease, tuberculosis (TB) and malaria, choosing instead to focus on more lucrative and wealthy markets.    
 
Increased levels of intellectual property – over and above what international rules mandate – will not bring in 
‘investments’ but create exclusive rights for profiteering and further serve to undermine what remains of generic 
competition from India. 



#Save our Medicines and generic pharmaceutical industry 
 

A. We request the government to not introduce ‘TRIPS Plus’ IP provisions through the backdoor by amending 
the Drugs & Cosmetic Act which is under the Ministry of Health:  
 
1. In particular, not to introduce data exclusivity that bars the CDSCO (Indian FDA) from approving of a 

competitor's product as long as exclusivity on data lasts, even on off patent medicines;  
2. Not provide patent linkage, connecting regulatory approvals to patent status which can not only undermine the 

bolar and compulsory licensing provisions in the Patents Act, but also make the DCGI (Indian drug regulator) 
the patent police for the patent-holding MNCs against Indian generic companies, who make and seek registration 
of affordable generic versions.  

 
B. Safeguards against abuse of the patent system can be systematically undermined. We request the government 

to: 
1. Appoint an independent Patent Controller who will ensure that patent applications are examined without any 

interference from the pharma lobby, who is constantly seeking intervention by senior DIPP officials in patent 
rejection cases; 

2. Stop ‘evergreening’ of patents by not diluting the patentability standard, especially section 3(d); 
3. Operationalise ‘Make in India’ in pharmaceuticals by encouraging more compulsory licensing applications 

which reduce the price of expensively-priced patented medicines by allowing Indian manufacturers to sell the 
generic product; 

4. To be vigilant with regard to  the very real risk of over enforcement measures being applied in India, which 
would be felt beyond its borders, as medicines destined for export could be delayed or stopped due to IP 
enforcement disputes. The enforcement net is also being used to implicate third parties - such as suppliers of 
active pharmaceutical ingredients (API) used for producing generic medicines. 

5. To review the setting up of the US India Trade Policy Forum. The forum will lead to closed-door, continuous 
bilateral negotiations with the USTR on IP issues, which in the long run may lead to TRIPS Plus measures or 
the undermining of public health safeguards in the patent law, in a way that suits foreign right holders rather 
than local conditions, and as such is an attempt to limit the policy space of India. 

 
C. India should safeguard against ‘TRIPS Plus’ provisions in free trade agreements (FTAs) that could delay the 

introduction of generic competition or place additional barriers to the registration and supply of generic 
medicines manufactured in India. Negotiations on the IP chapter are being carried out with the European 
Free Trade Association (IP negotiations led by the Swiss), the European Commission and ASEAN & its 
trading partners under the Regional Comprehensive Economic Partnership (IP negotiations led by Japan). 

 
We believe that the policies of the present government - including those that will be recommended by the IP Think 
Tank it has appointed - will shape the attitude and future of the Indian pharmaceutical industry. Will they become 
the mini GSKs and Pfizers, working only for their own profit, or will they serve national and public interest by 
making medicines affordable for people in India, and across the developing world?  
 
We would like to remind the government that millions of lives depend on affordable generic medicines ‘Made in 
India’. Competition among generic companies has lowered the price of essential medicines by over 90%, effectively 
increasing the capacity of the government to meet the goals of universal health coverage in the future.  
 
Sincerely,  
 

 
 
Vikas Ahuja, Delhi Network of Positive People (DNP+) 
Loon Gangte, International Treatment Preparedness Coalition (ITPC), South Asia 
 

 
 

DNP+ was founded in 1999 as a support group of People Living with HIV/AIDS (PLHIV). The organisation actively works 
towards universal treatment access and providing support to the PLHIV community in Delhi.  

 
Contact: A1-5 Property No 141, Gali No. 3, near IGNOU, Neb Sarai, New Delhi 110068, Ph: 011-29535239 


