
Although generics makers and
i n n ovator firms have staked out
fairly clear positions in the bat t l e
over follow-on pro tein pro d u ct s
( F O P Ps ) , i n d u s t ry co n s o l i d ation may
blur the lines a bit.Some small
b i o tech firms are poised to take on
l a rger co m p e t i tors by pursuing
d e ve l o p m e nt of FOPPs .And some
leading innovator firms are mov i n g
f o rcefully into the generics
b u s i n e s s .

N ova rtis leads the trend with the
planned addition of Eu ro p e a n
generics firms Hexal AG and Eo n
Labs to its Sa n d oz unit.The deal
would make Nova rtis the wo r l d ’s
top generics drug make r, p a s s i n g
Te va and Mylan, while it also
remains a leading innovator firms.
Although some bra n d - n a m e
companies have been burned fro m
the low - m a rg i n ,h i g h - vo l u m e
generic drug business model,
N ova rtis exe c u t i ves ex p e ct to gain
f rom positioning the co m p a ny as a
prime source of both generic and
b randed pro d u cts for major drug
p u rc h a s e r s .

Novartis’s move also reflects
interest in developing FOPPs. In
September 2004, Novartis senior
vice-president Mathias
Hukkelhoven said at the FDA
public meeting on follow-on
biologics that Novartis supported
efforts by FDA and Congress to
establish a robust and responsible
policy for producing safe and
efficacious new versions of protein
products. FOPPs should have to
meet high safety and efficacy
standards, he said, but offer an
opportunity to minimize
duplication of preclinical and
clinical testing to promote patient
access to affordable medicines and
to allow the “most innovative
companies” to succeed.
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