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* Drug makers pump up injectables as US patent dlifflooms

PallaviAR
Mumbai, March 12
NDIAN and foreign

generic drug makers
seemtofocusincreasing-
lyontherelatively fast-grow-
ing injectables segment to
ramp up their revenues. A
slew of acquisitions in the
last couple of years in this
space bears this out. Ana-
lysts say even in the high-
risk, high-reward Para 1V
space, injectables are now
gainingtraction.
Research agency Espicom

. estimates the global generics

injectables market at $12.2

billion. This, of course, is
quite small considering the
mammoth size of the global

pharmaceutical industry
(the world’s largest drug-
maker Pfizer’s 2013 revenue
alone was close to $52billion),
but the grqwth potential is
seen to be big. Someof the in-
jectable products. — like
those inoncology segment —
alsooffer veryattractive mar-
gins of 75-80%, which is why
generic drug companies are
eyeing thismarket with new-
found vigour. Shortage of in-
jectables in the US market is
adding tothetrend. -

The $100-billion US
branded-drug market will
lose patent protection by
2018 as a patent cliff is ap-
proaching. Generic players
seegreat scope inthisunrav-
elling of patents, notonly in

conventional, © = chemical
drugs but also in complex bi-
ologics, vaccines, etc, many
of which belong to the in-
jectables category.

The recent spate of deals

would find foreign and Indi-
an firms among aggressive
acquirers. Lupin Laborato-
riesbought Dutch injectables
maker Nanomion February4
in one of thelatest such buy-

ber 2011, The Mumbai-based
drug maker had bought
Japanese specialty injecta-
blescompany I'rom Pharma-
ceutical — a transaction
more focused on making in-

in the injectables segment outs in the space. In Novem- roads into the Japanese mar-
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ket. The company did notdis-
close the size of either of the
transactions. .

The global Hmwa\ma in in-
jectables and infusion medi-
cines, US-based Hospira,
bought "Chennai-based Or-
chid Chemicals and Pharma-
ceuticals’ injectable manu-
facturing facilities for $200
million in August2012.

Dr Reddy’s Laboratories
marked its entry into the sec-
tor with its ¥193-crore pur-
chase of Netherlands-based
specialty injectables compa-
ny OctoPlus in October 2012.

Mylan kicked off 2013

Bangalore-based Agila Spe-
cialties, an injectables com-

Strides Arcolab. Private eq-
uity firm KKR announced its
maiden investment in the
pharmaceutical sector — a
35% stake in Hyderabad-
based Gland Pharma, an in-
jectables  manufacturing
company, for $200 million.
Injectables is already
showing its importance,
with Dr Reddy’s US revenue
in three quarters of 2014 fis-
cal sceing a strong growth,
helped by niche injectable
launches. JPMorgan ana-
lysts estimate its complex
injectables portfolio, market
share benefits and launch of

“witha $1.75-billion buyoutof _smaller products should

support growth over the
next two years.
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* In August 2013, Hyderabad-
based Aurobindo Pharma spun off
its injectables business into a ful-
ly-owned subsidiary named Cure-
pro Pare=nterals “to strengthen
and provide focused growth to the’
injectable business and to lever-
age strategic opportunities,” ac-
cording to a statement issrled at
thetime.
HSBC analysts estimate that
about 50% of known para-IV
generic drug approval applica-
tions are in specialty therapies-a
termmology, used to denote com-
plex injectable medicines. A para-
IV submission allows a generic
firm to challenge a patent and
launch a generic version of the
drug at the risk of being sued by

“theinnovatororselladrugthathas -
. justgone off-patent with the patent
~holder being the only competition.

“There is an emphasis on bio-
logics, vaccines and other such
complex therapeutic products,”
PwC executive director (pharma
life sciences) Sujay Shetty sqlid. He
said margins on injectable prod-
ucts range from 10% to 80%. “Vac-
cines have low margins and com-
mand between 10% and 15% while
oncology products are high-mar-
gin drugs and hasmargins as high
as'75-80%,” headded.

In what reflects the shortage of
injectables in the highly regulated
markets, Johnson &Johnson could
notsupply thechemotherapydrug,
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B Dokil (doxofubicin) from October

2013inthe US due toissues withits
manufacturing partner,
BoehringerIngelheim. India's Sun
Pharma came to the rescue with
‘the generic version of the drug:
Thegrowing significanceof thein-
jectable for top Indian companies

-is evident as doxorubicin, indicat-

ed for ovarian cancer and muitiple
myeloma, contributed about 11%
to Sun Pharma's Q3FY14 revenue.

With J&J stillunableto getitsdrug
to market, UBS analysts estimate:
the dr,ug to contribute about18% to B

SunPharma's FY15earnings. . .
TheUS Food and Drug Adminis-

‘tration says out of the 251 drug

shortages in 2011, 183 or 72% were

thoseof sterileinjectabledrugs.In .
2012, 84 of the 117 reported short-

ages involved injectables. As of
date, according to data hosted on

. theUSFDA website, of the194 drug

shortfalls, 145 are those of injecta-
bles —~ about 75%. The regulator
said there are fewer firms making

older sterile injectable drugs and

the problem is exacerbated by the
limited number of* raw material
suppliers forthe drugs.

“This small number of manu-
facturers and limited production
capacity for older sterile injecta-
bles, combined with the long lead

times and complexity of themanu- *

facturing process for injectable
drugs, results in these drugs being
vulnerable to shortage. When one
company has a problem or discon-
tinues, itisdifficultfor theremain-
ing firms to increase production
quickly andashortage oceurs, ”the
USFDA said.

The Indian generics inj e,_ctables
marketisworth Rs12,174crore and
is growing at 5.31% annually
There is renewed interest in this
market too.






