Bayer response to concerns raised by Doctors Without Borders regarding access to medicines in India

27 April 2010
Business & Human Rights Resource Centre invited Bayer to respond to the following article:
- “India: Will Pharma Trade Agreements Shut Down the Pharmacy of the Developing World?” Tido von Schoen-Angerer, Executive Director of Access to Essential Medicines Campaign, Doctors Without Borders, in Huffington Post, 19 April 2010
http://www.huffingtonpost.com/tido-von-schoenangerer/india-will-pharma-trade-a_b_543572.html
Bayer sent the following statement to the Resource Centre:

We assume that Mr. von Schoen-Angerer refers to our litigations with regards to our cancer drug Nexavar in India. 

Bayer received marketing authorization for Nexavar from the Drug Controller General of India (DCGI) in January 2008, for the treatment of advanced renal cell carcinoma (RCC), or kidney cancer, and for the treatment of hepatocellular carcinoma (HCC), or liver cancer. Bayer was granted a patent for Nexavar and its active ingredient sorafenib tosylate in India on March 28th, 2008. 

In the same year, Cipla Ltd., a leading generic manufacturer in India, filed for market authorization from the DCGI for a generic version of Nexavar, despite Bayer being awarded exclusive rights by the Indian Patent Office for Nexavar and its active ingredient sorafenib tosylate in India. It is Bayer's position that there are provisions in the relevant Indian laws prohibiting the grant of a marketing authorization in such a situation. The final hearing of this case is scheduled to commence at the Supreme Court of India on August 3 this year. 

Meanwhile, Cipla has filed a written submission at the Supreme Court on April 12, 2010 confirming that the DCGI has already granted marketing authorization for Cipla's generic version of Nexavar on March 23, 2010. According to Cipla, manufacturing authorization was granted on April 6, 2010. 

Following Cipla’s media announcements on a market launch of a generic version of Nexavar, Bayer filed a patent infringement suit against Cipla at the High Court in New Delhi on March 15, 2010. This includes a request for a preliminary injunction against Cipla. The filing has been accepted on March 23. On April 23, 2010 the High Court rescheduled the hearing for July 13, 2010. Furthermore Cipla has filed its counterclaim on April 22, 2010. 

Bayer HealthCare is committed to developing novel, effective and safe therapies for patients in India and around the world. Through extensive investment, research and development, the company is able to provide the highest quality treatments and continue to research potential new therapies and treatments for various diseases. 

We are also committed to making our innovative therapies accessible to patients all over the world independent of their income situation. As part of our corporate responsibility we have implemented patient assistance programs in many countries, including India. 

We are highly dependent on valid and enforceable patent rights, which protect the high and risky investments in R&D for pharmaceutical products (approx 12 years, more than 800 mio Euro for a new substance). IP protection is the pillar, on which the success and viability of all research intensive industry rests. It is under strong IP principles and laws that innovation thrives and is rewarded by additional investment to fund further discoveries. 

IPR and affordable innovative drugs and technologies are not mutually exclusive. Most of the drugs listed in the WHO's list of essential medicines are off-patent (95%). Such drugs would, however, not have been able to be developed and would therefore not be accessible to anyone at all without IPR.
