

http://myimpact.impactmeasurement.co.in/index.php?id=7cd5b8cc02fc3d230eb2fc64e72d28f4&id2=e688e2ca86f77533e9e5850a01a2f619
http://www.thehindubusinessline.com

‘We need a policy framework that
encourages pharma innovation’
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Hyderabad, june 11

At 47, K Satish Reddy wears two
important hats in the Indian
pharma world. He is the
Chairman of the ¥13,217-crore
Dr Reddy’s Laboratories and also
President of the Indian
Pharmaceutical Alliance (IPA), a
powerful industry body.

He assumed Chairmanship of
the Hyderabad-based Dr
Reddy’sin May,
succeeding his father
and one of the giants of
Indian pharma, K Anji
Reddy. In his first
interview after assuming charge

as Chairman, he shared his views

on a wide range of issues with
BusinessLine.

In recent times, several
Indian Pharma companies
are beset with USFDA
inspections, product recalls
and quality issues. In some
cases, it has had an impact
on both business and
image. How is Dr
Reddy’s handling
_ this situation?
If you see the is-
sue in terms of
USFDA, warn-
ing letters were
issued to quite
a few Indian
companies. y
However, it's not
only Indian com-
panies, but mul-
tinational
companies .
world- * A
wide, in-
cluding

innovative and large generic
companies, got such letters.
Even in India, multinationals
with plants here have been
subjected to these reviews.

So, I don’t see these develop-
ments as a witch hunt. It's ina
way drawing increased atten-
tion towards the regulatory re-
gime inIndia. If you see exports
from India, out of an approxi-
mate $13 billion, $4
billion go to the US.
From the US regula-
tor’s side, there are al-
so concerns about
how to assure the
safety of these products. The
regulator indicated that it

"would step up inspections

abroad. Another major reason
why the whole issue started is
China where controversy arose
on spurious drugs. From the
Indian perspective, the issue is
about Ranbaxy receiving a

string of warnings and alerts,
followed by other companies.

Now, this does not mean that
there is problem with the qual-
ity of the product. It all boils
down to the current good man-

ufacturing practices.

How do you de-link
manufacturing practices
from the quality of
products?

They want to see how systems
are maintained in manufactur-
ing. The FDA is not saying the
quality of Indian firms’ prod-
ucts is bad. For example, there
are different types of recalls in-
cluding the ones which might
happen, due to detections of
package defects, etc, in some
early batches.

From Indian companies’
perspective, there are already
good regulations in place and
the issue is about
standards. As the industry
keeps growing, regulatory
standards keep expanding, the
question is, have we raised the
bar so high that we are notable
totouchit?

Have these issues dented
India’s image? -

Inawayyes. But also, the meth-
od of analysis of the quality of
Indian drugs has been faulty as
has been found in a recent epi-

" sode in the US. So, there has

been a vicious campaign to tar-
nish the image of Indian drugs
aswell.

In the context of the Sun
Pharma-Ranbaxy deal, how
do you see the industry in
terms of consolidation?

The Indian pharma industry is

o

in need of consolidation. But
just one deal will not change
the dynamics. The Sun Pharma-
Ranbaxy deal was a smart one.
But will this lead to more
deals? We don't know. In M&A,
there is also a buyer and seller.
Initial deals have destroyed val-
uations and that’s why consoli-
dation did not take place. Will
this change post-Sun Pharma-
Ranbaxy deal? The valuations
of the deal have to be seen ina
different context. They ac-
quired distressed assets and
turned them around. They got
excellent valuations.

New product launches
would become restrictedly ex-
pensive for small Indian com-
panies. Only the big will have
an advantage.

What are the expectations
from the new Government?
Incentivising innovation
would beamajor requirement.
Companies need to spend
enormous amount on R&D.
Even DrReddy’s took the risk at
a very early stage and proved
that things can be done. How-
ever, a policy framework has to
be provided, which encourag-
es innovation.

The whole regulatory envi-
ronment should be made col-
laborative and all stakeholders
need to be involved. In terms of
expanding the whole health-
care and access, health infras-
tructure has to be built. It can-
not be just left to the private
players. Public-private partner-
ship and newer models that
make it work are essential. We
need more doctors. Human re-
sources have to be created and
skill gaps bridged.
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The method of analysis of the quality of indian drugs has =
been faulty as has been found in a recent episode in the US.
So, there has been a vicious campaign to tarnish the image

of Indian drugs.

K SATISH REDDY
Chairman, Dr Reddy's
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