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DRL plans 3800-cr biologics
spend before US, Europe toray

BV Mahalakshmi - - .

Hyderabad, June 25: Betting
bigonbiosimilars, Dr Reddy’s

Laboratories has finalised.
" plans to enter regulated mar--

kets such as the US and Eu-

rope. Currently, DRL has a

portfolio of biosimilars, such
as filgrastim, pegfilgrastim,

rituximab and darbepoetinal-

fa, which have commercial
presence in 15-0dd emerging
markets after a modest start
in Russia in 1992. Ahead of its
plan to enter regulated mar-
kets, the company intends to
make investments of around
%800 crore (an upper limit of

$150 million) in the biologics:

segment in near future.

The company has.already
produced four biosimilars —
rituximab called Reditux, fil-
grastim called Grafeel, darbe-

" poetin alpha called Cresp and

pegfilgrastim called Peg-

_ Grafeel. Besides, it had en-

tered into an alliance with
Merck Serono, a division of
Merck KGaA, Darmstadt,
Germany in June 2012 to
strengthen its biosimilar seg-

"ment. The partnership is to

co-develop and globally com-

" mercialise a portfolio of

biosimilar compounds in on-
cology, primarily focused on
monoclonal antibodies

.(Mabs).

Incidentally, the company
had filed a US investigational
new drug (IND)forthe biosim-
flar rituximab in July 2013,
and permission to proceed

-with the phase I trial under

this IND was received during

o)

ey

The company had entered into an alliance

witha division of Germany’s Merck in June

' tHé _?ear. Tt had also filed an-

other US IND for the biosimi-

lar ' pegylated filgrastim,

which is peg GCSF, in Decem-
ber2013andthe permissionto
proceed with the phase I trial
in normal healthy volunteers
under this IND was received
in January 2014.

“In the biologics segrent,
two INDs have been filed dur-
ing FY14, which have been ac-
cepted by the USFDA where

more development will start.-

Weareatthedesign phase. We
have actually four currently

and there are more in the

pipeline in terms of develop-
ment,"sources said. For FY14,
the company reported 3113
crorefromthis segment inthe

.' domestic market.

2012 to strengthen its biosimilar segment

The biosimilars: portfolio
has shown healthy growth
over the recent past. Dr Red-
dy’sisalsoactively marketing
some of these products in se-
lect geographies of Latin
America. In the next few
years, a large number of bio-
pharmaceutical drugs will be
going off-patent in the US and
Europe, and will so create sig-
nificant revenue potential for

companies in the biosimilars -

space. However, entries into

such regulated markets ne- -

cessitate. clinical trials to
prove efficacy of the biosimi-

lar candidates. To address:

this, the company hadentered
into an alliance with Merck
Serono, a division of Merck
KGaA, Darmstadt, Germany.
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