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Mumbal Aug 29 Drugmak-

rers inthe country arefleeinga

;jegtﬂatoi*ymorass athomeand

_imoving some research and de-

velopment (R&D) to Europe
and the US as they try to boost
margins by. producing high-

' Yaluedrugs.

l Indias ﬂs-bi.]lion-a-year
pharma industry, the world's

. lJargest source of cheap gener-

ies, is already reeling under a
strmgof drugrecalls and qual-
ity control issues that have
called into question theregula-
tox‘soverslght

: Now, companies like Pira-

1

. mal Enterprlses, Sun Pharma-
‘eeutlcal Industries and Lupin
mvestlng millions of dol- .

sandplacingtheirgrowthin
grejg: regulators' hands as
ey seek to add more complex

‘ drugsto theirproductlines.

"We have lost what is called
the India advantage,” ‘said
Swati Piramal, vice-chair of
Mumbai-based Piramail Enter-
prises, which ldst year moved
some clinical trials for new

" drugsabroad, -

"The India advantage was

" saying we-can research mole-

cules...and finish the: clinical

, trialsandthecostwouldbeone-

tenthof the West,"shesaid.
""Now, we have to acquire
small groups of highly spe-

‘cialised people who can work
_onaparticular type of product

and know exactly how to do it.
That's the new alternative—to
really invest in R&D abroad,”
sheadded.

.. -Indian dnigmakers‘relyon .
cheap generics for the bulk of
*{helr revenue, but like -their

global peers, they are focusing
moreon niche markets such as
ophthalmology and oral con-
traceptives, and difficult-to-
make products such ‘as ‘in-
halers and . injectables in

§ e
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Drugmakers look to forgo

| l Expect costs to be offset by fast reahsatlon in lucratlve markets

[ternative —

We have lost what's called the India - .
advantage... We can research molecules and

{ finish trials and the cost would be a tenth -

of the West. Now, we have to acquire'small |
¥ groups of highly specialised people who-can |
work on a particular type of product and-

know exactly how to do it. That's the new
investing in R&D abroad

SWATI PIRAMAL

. Some companies are also making coples of bie-drugs, called biosimilars, the latesttrend -
inthe global pharma industry, which requires lntenslve R&Danda regulator with experience. .
inhandling such sophisticated medicines

i Drugmakers say they are frustrated by the lack of concrete regulations for clinical trials two.
years after the Supreme Court halted 162 studfes citing unethical pracﬁces

= Analysts also partially blame weak regulatory oversight for the import bans |mposed by
the US Food and Drug Admintistration on drugmakers in the past year

vlce-chalrperson. Plramal Enterprises

SEEKINGALTERNATIVE THERAPY

a bid -to achieve higher
proﬁtmargins

Some companies are also
making coples of bio-drugs
called biosimilars, the latest
trend in the global pharma in-
dustry, which requires inten-
sive R&D and a regulator with
experiencemhandhngsuchso-
phisticated medicines,

Like its peers, Piramal does
not disclose how much it
spends on R&D abroad. Indus-
try research firm CRISIL, how-
ever, forecast R&D spending by

India's top 20 pharma firms to’

rise to about 6.5% of total
revenue by 2018 from about
5.8% now. .

- Company execuhmsayﬂ)e
’higher cost of moving abroad
wﬂlbeparﬂyoffsetbyﬂ)eabﬂi
ty tobring high-value drugsto
their main markets in the US
and Europe more guickly: it
takes nearly a year to get clini-

cal trials approved in India
compared to about 28 days in
theUS. :

Thesehigh-valuedrugshold
so much potential that compa-
nies are willing to put up with
long delays before théy can
launch them at home, a fast-
growing market for more ex-
pensive medicines, as India's
regulator only allows drugs
that have been tested locally to
besoldthere.

Moving West
Drugmakers say they are

frustrated: by the lack of con-

crete regulations for clinical

Atrialstwoyearsaﬂ:erﬂ)e

Supreme Courthalted 162stud-
ies citing unethical practices.
GN Singh, the Drug Controller
General of India said the regu-
lator was working on hiring
more staff and simplifying the

process for clinical trials. He

did notelaborate.

Analysts also partially
blame weak regulatory Qver-
sight for-the import bans im-

posedbytheUSEbodandDrug'-

drugmakers in the pastyear.-
In addition to a smoother

ers say moving R&D abroad al-
lowsthemreadyaccésstoapool
of trained talent and better in-
frastructure, which is lackmg
inIndia. .

“Investing in research

abroadlsspeclﬁc to oumpanles L

that want togrow in certainar-
eas for which the best talent

.and regulatory. expertise. is
‘available abroad,” said Shakti
Chakraborty, group president

atLupin.

" Administration on Indisn .

_regulatory process, drugmak- . .

" So far, Indian drugmakers

have looked to Europe and the
United States as they expand
theirR&D. " Reuters






