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Hon'ble Shri Manmohan Singh        Date 

Prime Minister of India 

Room No. 148-B 

South Block 

New Delhi – 110 001 

Tel: 23012312, Fax: 23016857 

 

 

Subject: Access to Trastuzumab – a life-saving breast-cancer drug   

 

Respected Prime Minister, 

 

We the undersigned cancer survivors and patients, women's groups, public interest organisations, health 

rights groups and treatment activists  are writing to urge you to take immediate steps to make the cancer drug 

trastuzumab available free at public cancer treatment facilities, and at an affordable price in the private 

market.   

 

Trastuzumab is used in treatment of HER2+ type of breast cancer, which affects about one in four patients 

diagnosed with the disease.  

  

Some facts about breast cancer in India   

You may be aware that as many as one lakh women in India are diagnosed with breast cancer every year. 

One out of every 22 Indian women is likely to get breast cancer during her lifetime. One Indian woman 

succumbs to breast cancer every ten minutes. Breast cancer is now the most common form of cancer in urban 

areas, and the second most common cancer in rural areas in India. ICMR data suggest some extremely 

worrying trends – breast cancer is becoming more common in younger women, with almost 50% of patients 

being women under 50. Younger women are showing an increased incidence of HER2+, a particularly 

aggressive form of breast cancer.  

 

Trastuzumab: hope for women with HER2+ breast cancer 

Clinical trials have demonstrated that trastuzumab has a strongly positive impact on HER2+ metastatic breast 

cancer in terms of reducing the rates of recurrence and improving the chances of disease-free survival.  In 

2006, the US Food and Drug Administration approved trastuzumab for treatment of all HER2+ breast 

cancers. It is now the standard practice to prescribe Trastuzumab along with post-surgery chemotherapy for 

women with metastatic breast cancer.  Treatment consists of approximately 12 intravenous doses of the drug, 

administered every three to four weeks over the course of a year.   

 

High costs block access to treatment 

Roche, the Swiss drug major (the originator company) has been marketing trastuzumab in India under the 

trade name „Herceptin‟.  

 
Indian companies are still to register and market a biosimilar version of trastuzumab.  As a result, Roche has 

a complete monopoly over both the private market and the public sector purchases made by the Central 

Government Health Service and Indian Railways.   

 

When Herceptin first became available in India, it was priced at around Rs. 1,10,000 per vial, making it 

unaffordable to all except the very wealthy. In March 2012, soon after the decision of the Indian Patent 

Controller to grant a compulsory license on Sorafenib (a drug used in the treatment of liver and kidney 

cancers), Roche announced a cut in the price of Herceptin from Rs.1.08 lakh per dose to Rs.92,000 per dose 

– a reduction of about 15%. Roche also signed a commercial agreement with Emcure Pharma.  As of August 
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2012, Emcure is offering a repacked and renamed version of trastuzumab (Herclone) to patients at a price of 

Rs.72,000/- per dose – a reduction of around 33% from the price in 2011. 

 
While Roche is using the deal with Emcure and its “voluntary” price reductions to claim that it is concerned 

about access issues, it is clear that the company's pricing policy is motivated by greed for profits and the 

determination to retain control of the Indian market. The price cuts are defensive and pre-emptive measures 

to preserve its patent monopoly in India against the issuance of compulsory licensing and price control 

measures by the Indian government.  

 
The agreement between Roche and Emcure does not involve any transfer of technology or create any 

possibility for the entry of other players into the market - Roche will continue to produce the drug at its 

plants in the US, Singapore and Germany and ship vials to Emcure for packaging.
1   

 
The patent on trastuzumab expires in 2014, but Roche is attempting to maintain its market monopoly by 

filing several new patent applications in the 4 different patent offices in India. If granted, these patents can be 

used to file IP infringement suits claiming damages of crores of rupees against Indian companies who 

develop and launch a bio-similar of trastuzumab. This strategy has already been employed by Roche to 

discourage the entry of a bio-similar of a pegylated interferon (Alpha-2a) used in the treatment of Hepatitis 

C.  

 

Generic competition can ensure access 

Experience shows that competition from Indian companies can bring down the price of essential drugs far 

more effectively than discounts or differential pricing schemes controlled by companies.  In 2001, the cost of 

first line antiretroviral therapy for HIV treatment was brought down from over USD 10,439, (which was a 

discounted price for MSF) to USD 350 per patient per year (PPY) when Indian companies started 

manufacturing affordable generic versions.  Similarly, in the area of biotechnology, the local development 

and registration of recombinant Hepatitis B vaccine by Indian companies has brought prices down from over 

Rs. 1000 per dose to less than Rs. 50 a dose.  

 
More recently, the landmark decision in March by the Patent Controller to allow generic competition on the 

cancer drug sorafenib tosylate (Sorafenib) via a 'compulsory licence' issued to an Indian company brought 

the price of this patented cancer drug down by 97% (from over Rs 280,000 to Rs. 8,800 per month).  

 

We therefore urge the government to immediately institute measures for the local development of 

biosimilars of trastuzumab so that competition can bring down prices effectively for patients in India and 

other developing countries. 

 

Specifically, we request your government (particularly various Ministries dealing with 

pharmaceuticals) to:  

 

 Make trastuzumab available free of cost to patients in government hospitals, and at a reasonable and 

affordable cost in the open market. 

 Constitute a High-Level inter-Ministerial Task Force in the Health Ministry involving biotechnology 

experts from public funded research organisations and civil society organisations to address the 

technological issues that may be involved in production of trastuzumab.  

 Take effective measures to ensure that no secondary patents on trastuzumab are granted or enforced 

in India.  

 Issue compulsory licenses on existing process or product patents that block the development of bio-

similars of trastuzumab, as allowed by the Indian Patents Act, 2005.   

 Provide adequate resources for research and development, manufacture and clinical trials of a bio-

                         
1  See http://smehorizon.sulekha.com/roche-deal-with-emcure-to-cut-prices-of-2-cancer-drugs_pharmaceutical-viewsitem_7646 
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similar of trastuzumab, and ensure a fast track process for regulatory approval.  

 

 

Respected Prime Minister, we look forward to your urgent actions in response to this letter.  

 

(signed)  

 

 Kalyani Menon-Sen, Women's rights activist  

 Third World Network 

 Leena Menghaney, Lawyer 

 

Copy to 

 

Mr. Pulok Chatterjee, Principal Secretary, Prime Minister‟s Secretariat 

Mr. Ghulam Nabi Azad, Hon‟ble Minster of Health and Family Welfare, Ministry of Health and Family 

Welfare 

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

Mr. Keshav Desiraju, Additional Secretary, Dept of Health & Family Welfare, Ministry of Health & Family 

Welfare  

Dr. V.M. Katoch, Secretary, Dept of Health Research, Ministry of Health and Family Welfare 

Mr. G.N. Singh, Drug Controller General of India 

Mr. S R Rao, Secretary, Department of Commerce, Ministry of Commerce and Industry 

Mr. Saurabh Chandra, Secretary, Department of Industrial Policy and Promotion (DIPP) 

Mr. D.V. Prasad, Joint Secretary, Department of Industrial Policy and Promotion (DIPP) 

Mr. Anand Sharma, Hon‟ble Minster of Commerce 

Ms. Chandni Raina, Director, Department of Industrial Policy & Promotion 

Mr. Chaitanya Prasad, Controller General of Patents 

Dr. Ashwani Kumar, Hon‟ble Minister of State for Science and Technology 

Prof. Samir K. Brahmachari, Director General, Council of Scientific and Industrial Research 

Dr. Maharaj Kishan Bhan, Secretary, Department of Biotechnology, Ministry of Science & Technology 

Dr. T. Ramasami, Secretary, Department of Science & Technology 

Mr. Srikanta Kumar Jena, Hon‟ble Minister of State for Chemicals and Fertilizers 

Mr. Dilsher Singh Kalha, Secretary, Department of  Pharmaceuticals 

Mrs. Sonia Gandhi, Chairperson, National Advisory Council 

Ms. Rita Sharma, Secretary, National Advisory Council  

Mr. Y.K. Sapru , Founder Chairman and CEO, Cancer Patients Aid Association 

Mr. D G Shah, Secretary General, Indian Pharmaceutical Alliance 

Mamta Banerjee, Member of Parliament, Rajya Sabha 

Mrs. Brinda Karat, Former Member of Parliament, Rajya Sabha 

Dr. (Smt.) Jyoti Mirdha, Member of Parliament, Lok Sabha 

Prof. K. Srinath Reddy, President, Public Health Foundation of India 

 

 


