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Biocon set to seek US FDA
approval for biosimilars

Mahesh Kulkarni
Bengaluru, Feb 7

ma company, Biocon, 1s

gearing up to enter the
regulated markets of the US
and the UK witha portfolioof
biosimilars. The company 1s
in advanced stages of com-
pleting global phase-III trials
tor four out of nine biosimi-
lar programmes in pariner-
ship with Mylan, a US-based
drug maker

“Based on the clinical ad-
vancement thus far, the Bio-
con-Mylan biosimilars part-
nership is progressing well
towards four regulatory fil-
ingsin the USand EU in this
calendar vear,” Kiran
Mazumdar-shaw, chairper-
son andmanaging directorof
Biocon, told FE.

Biosimilars are coples of
biological drugs with same
safety andetficacy asoriginal
products. The addressable
market for Biocon in these
countriesis more than$30bil-
lion. "These filings should
provide us with an early
mover advantage for these
products in these key devel-
oped markets,” Mazumdar-
shaw said.

she said Biocon will be fil-

INDIA’S largest biophar-

ing for regulatory approvals
in these markets in a phased
manner during 2016 for four
biosimilars — Trastuzumab
{totreat breast cancer), Pegtfil-
grastim (for chemo-induced
Neutropenia), Adalimumab
(for chronic plague psoriasis)
and Insulin Glargine.

The company has made
huge Investments on re-
search and development to
develop blosimilars along
with Mylan. Itentered into a
partnership with Mylan in
2008 for joint research and de-

velopment of a variety of

biosimilar maolecules for
global markets.
“Asaninnovation-led com-
pany, high R&D spends are in-
herent to our business. We

havesaldour blosimilarspro-

These filings
should provide us
with an early
mover advantage
for these products
in key developed
markets.

KIRAN MAZUMDAR-SHAW,
CMD, Biocon

erams for Trastuzumab, Peg-
filgrastim, Adalimumab and
Insulin Glargine continue to
cross critical milestones in
eglobal phase-III clinical tri-
als,” Mazumdar-Shaw said.

Biocon invested 169 crore
in FY1l4 and 329 crore in
FY15 inR&D. In the first nine
months of FY16, gross R&D
expenses stood at 275 erare.
However, she refused to com-
mentontheexacttimeline for
securingapprovals inthe US
and the EU. “It's extremely
ditficulttforustopredict regu-
latory timelines, but we are
confident of beingamongthe
firstwaveof biosimilarsplay-
ers to enter global markets,”
shesaid.

“We are planning to have
tourfilingsinthis vear Astar

as the approval timelines are
concerned, we do not wish to
commentonthat atthisstage,
but sate to say it would take
probably a yvear or longer.”
Arun Chandavarkar, CEQO &
joint MD of Biocon, recently
saldduringananalystcall.

Biocon has made signifi-
cant amount of investment
on setting up new factories to
manufacture new biosimilar
products as and when it gets
approval in the regulated
markets.

“We are fully geared to ad-
dress this unfolding biosimi-
lars opportunity We have
oglobal scale manufacturing
facilities in Bengaluru for in-
sulins and biosimilar mono-
clonal antibodies and further
expansionot insulinsfacility
1sunderway Our Malaysiafa-
cility also has undergone
process qualification and is
ontrack totile for approvals in
FY17," Mazumdar-shawsaid.

For insulins, Biocon will
be catering to these markets
largely out of Malaysia and
has adeguate capex plans to
expand capacities as it in-
creases market share. The
company has iInvested
around $200 million to setup
an integrated insulin manu-
facturing facility n
Malaysia.



