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PallaviAil
Mumbai, June1

tried for more than a decade
now to develop new mole-
cules but they've had littleluck so
far. Qver the last 15 years or so,
several of them, including Glen-

H NDIAN pharma firms have

mark, Biocon Cadila Healthcare, -

DrReddy’s Laboratories, haveput
in the time and resources to try
and discover some blockbuster
drug or other but their efforts
haven'tpaid off.

Atleast four of Glenmark's ex-
perimental drugs were returned
or abandoned by partners, accord-
ing HSBC analysts. Apart from
Crofelemer —atreatmentfor HIV-
related diarrhoea and in-licensed
from San Francisco-based Napo

Despite efforts,

Pharmaceuticals — none of its
pipeline drugs has fructified into
marketable products.

Oglemilast, a drug meant to
target asthma and chronic ob-
structive pulmonary disorder
(COPD), for which Glenmark
partnered with Teijin Pharma for

marketing rights in' Japan and
Forest Laboratories for US rights,
was abandoned after_the drug
failed to meet the main goals of a
mid-stage study in2009. .
Similarly, other out-licensed
molecules such as melogliptin, an
anti-diabetic licensed to Merck,

and GRC6211, a potential
painkiller with Eli Lilly as the
licensing partner, were also
junked after statistically insignifi-
cant results.

Otherstoo havemet with little
success. Dr Reddy’s Laboratories
scrapped its promising anti-dia-

betic experimental drug, Balagli-
tazone, around 2011 after thedrug
failed to yield the requisite re-
sults. It had an out-licensing
agreement with Swedish drug-
maker Novo Nordisk.

‘Earlier in2002, Ranbaxy had li-
censed  out a prostate research

DISSIPATING BEFORE HALF-LIFE

new molecules elude Indian pharma

moleculetoSchwarzPharma. Yet,
the deal hit aroadblock in Novem-
ber 2004, after the German compa-
ny terminated clinical trials due
tounclear pre-clinicalfindings.
Sujay Shetty, ED and leader -
pharma life sciences, Pricewater-
house Coopers, notes that NCE-
styled research can be very diffi-
cult and takes years to be
perfected. “So there is no shame
with * some molecules: being
Jjunked,” hesays. Nevertheles,out-
licensing products guarantees
milestone-based payments, arev-
enue model-which yields returns
even if the product does not mate-

.. rialise in the end. Analysts agree

that Mumbai's Glenmark has suc-
cessfully monetised its NCE pro-
gramme in this manner.
mContinued on Page 2
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Pharma...

' The company also has a
new biological entity (NBE)
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;’)rogramme — where novel
drugsareengineeredfrom bi-
ological productssuchaspro-
teins,antibodies, virusesand
vacceines.

An out-licensing strategy
is one where the licensee as-
sumes control over develop-

ment of the drug or a new’

chemical entity (NCE) with

_the benefit of marketing

rightstosomegeographiesas

. areward if the product is ap-’

proved.If’snotjust the exper-
tisewhichmakesIndiancom-
panies reach out to their
olderpeers. Funds play anim-
portant part. “Even the
biggest balance sheet in the
Indian pharmaceutical in-

dustry today cannot support
a robust NCE programme,”
Murali Nair, partner, EY, ob-

_serves. He adds that globally

too, theratio of the success of
developing' a marketable
drug from a promising mole-
cule is very low. “Indian com-
panies are developing only a
handful of molecules,” he
pointsout.

Glenmark gets a sieady
flow of milestone-based pay-
ments from various outli-
censing agreements it has
signed with drug majors. JP
Morgan analysts peg the rev-
enues at about $232 million
till date.

Glen. Saldanha, CMD,

Glenmark Pharmaceuticals,
says his [irm has moved up
the innovation and drug dis-
covery valuie chain. “For
NCEs, we are looking at out-
licensing at the phase 2 stage
while for NBEs, we are look-
ing at out-licensing opportu-
nities in the pre-clinical
phase itself,” Saldanha told
FE. He added that the firm
has three R&D facilities, in
India, the United Kiugdom
and Switzerland, employing
over 500 scientists dedicated
primarily to drug discovery
and not just generics re-
search.’

“Indian companies can
manage development by
themselves up to Phase-Ior
sometimesPhase- [T of clini-
cal trials. After that point,
you need to conduct global
studies, forwhichapartneris
essential,” said Alok Dalal,
pharma sector analyst with
Motilal Oswal Financial Ser-
viges. .






