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The hiosimilars
quality imperative

GLOBAL biopharmaceutical in-
dustry sales exceeded $90 billion
in 2009 with double-digit growth,
which is expected to continue into
the foreseeable future. This stellar
performance needs to be seen in the
backdrop of lackluster performance
of the global pharmaceutical indus-
try, which continues to struggle
under the burden of significant re-
duction in innovation productivity,
unprecedented loss of major block-
buster drugs and overall difficult
global economic conditions.

The entry of biosimilars could pave
the way for affordable therapies,
consequently benefiting a larger
patient population on a global ba-
sis. The biosimilars market in India
is estimated at about $127 million
(X600 crore), while the US and EU
markets for biosimilars are esti-
mated to reach $21 billion by the
year 2015.

India has the opportunity to be the
biosimilars capital of the world.
We have the basic endowment, in
terms of competencies and capa-
bilities, for attaining this stature.
We have also made an impressive
beginning, in comparison to other
countries, with first generation bi-
osimilars —insulin, interferon al-
pha, EPO, GCSF and TPA. Indian
companies are also actively work-
ing on developing several biosimi-
lar monoclonal antibodies and bio-
better  products. This beginning
will gain momentum in terms of a
wider range of products, higher
scale of operations and greater
participation in export markets.

However, to be a truly global lead-
er in this space, India would have

to focus on the quality of biosimi-
lars, apart from developing human
competencies and working to ac-
cess regulated markets. Quality is
also important from the perspec-
tive of India earning respect in the
global biopharmaceutical industry
and being able to access regulated
markets.

One of theironies in the Indian
regulatory system is that Indi-
an biosimilar developers and man-
ufacturers have to go througha
demanding evaluation process of
the Institutional ~ Biosafety Com-
mittee (IBSC) and the Review Com-
mittee on Genetic Manipulation
(RCGM), while imported prod-
ucts do not pass through intensive
scrutiny on  quality. Healthcare
service providers are also, by and
large, not sensitive to quality as-
pects of biosimilars and their clini-
cal consequences in terms of poor
efficacy and immunogenecity.

The biosimilar industry also needs
to lay a strong emphasis on quality
of biosimilars, by focusing on the
right sequence, having single cell
clones and conducting extensive
product characterization; includ-
ing such critical aspects as purity,
impurity profiles, host cell pro-
teins, isoform analysis, and glyco-
sylation patterns.

India cannot afford to miss the
global opportunity in the bioge-
nerics space. To become a global
biosimilars leader, industry play-
ers, regulators and clinical prac-
titioners must be sensitive to the
quality imperative and place bi-
osimilars quality at the top of their
development agenda. N\ BS 4
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