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This is exemplified by Biocon of Bangalore. 
The Indian company has come from the 
opposite direction to biologics innovators, 
starting out as a manufacturer of active phar-
maceutical ingredients and advancing up the 
value (and complexity) chain to the point 
where it now has a first-in-class, anti-CD6 
antibody, itolizumab, in phase 3 development 
in India for treating psoriasis. As founder and 
president Kiran Mazumdar-Shaw told the JP 
Morgan Healthcare conference held in San 
Francisco in January, the thrust of Biocon’s 
commercial development is to take advantage 
of its low-cost base in India to build markets 
worldwide.

In the case of biosimilars, Biocon first 
attempted to do this in Europe by paying 
€30 ($39.7) million for a 75% stake in a 
German pharmaceutical and marketing 
boutique, AxiCorp, in February 2008, and 
embarking on a phase 3 European trial of 
its insulin biosimilar product, Insugen. In 
2011, Biocon sold its stake in AxiCorp after 
signing a much broader insulin and insulin 
analog deal with New York–based Pfizer 
in October 2010. Pfizer paid Biocon $200 
million up front, anticipating as much as 
$150 million in development and regula-
tory milestones, along with potential sales 
royalties on four insulin and insulin analog 
products—Insugen and biosimilar versions 
of Sanofi’s Lantus, Novo Nordisk’s NovoLog 
and Eli Lilly’s HumaLog. In March, this deal 
was prematurely terminated because both 
companies wanted to focus on “individual 
priorities for their respective biosimilars 
businesses.” Biocon, however, had already 
received $100 million from Pfizer to build 
its biosimilars facility. Despite this setback, 
Mazumdar-Shaw said Biocon “remains 
committed to delivering its biosimilar 
insulins portfolio to global markets,” and 
“will pursue a commercial strategy on its 
own and through new alliances in other 
markets.”

In another relationship, Biocon is collabo-
rating with the US generics specialist Mylan 
to develop biosimilar monoclonal antibod-
ies (Nat. Biotechnol. 27, 786, 2009). The deal 
involved five (un-named) biosimilars, the 
first of which Mylan expects to launch in less-
regulated markets in 2013. The Canonsburg, 
Pennsylvania–based Mylan also says it will 
be aiming for the US market in 2014 and 
beyond. According to Alan Sheppard, prin-
cipal, global generics, at IMS Health, Biocon 
will have an advantage in terms of cost of 
goods. “This will be quite significant because 
they have the facilities all set up and the over-
heads absorbed,” he says.

Similarly, Momenta Pharmaceuticals of 
Cambridge, Massachusetts, sees its biosimi-
lars collaboration with Baxter International 
as a way of using its expertise in the detailed 
structural analysis of complex molecules 
to advance beyond biomolecules, such as 
enoxaparin, its biosimilars version of low 
molecular weight heparin, to larger and more 
complex biologic drugs. Announcing the 
plan to jointly develop six biosimilar drugs 
(unspecified) at the end of last year, Craig 
Wheeler, president and CEO of Cambridge, 
Massachusetts–based Momenta said the 
intention is to apply the company’s analytic 
skills to create products that are so like the 
reference products as to be “interchangeable.”

Looking at the biosimilars landscape as 
a whole, IMS’s Sheppard says “a diversi-
fied competitive arena” is emerging, with 
big pharma, small-molecule generics 
manufacturers, biotechs, contract research 
organizations, biologics manufacturers and—
bizarrely—electronics companies, all in the 
race. Biosimilars could become the single 
fastest-growing biologics sector in the next 
five years, according to Sheppard. Whatever 
the misgivings of biologics innovators, the 
rise of low-cost competition could hand them 
a new stimulus for growth.

nuala Moran London

Corn rot. 1090 
The number of days taken by 
the European Commission (EC) 
to schedule a vote in the Appeal 
Committee on 1507 maize, 
despite a maximum processing 
time of two months set by law. 
The GM maize was approved 
for cultivation in 2005 by the 
European Food Safety Authority 
and is still waiting for the EC’s 
decision. Ja
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