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US FDA Plans to Deploy
More Inspectors in India

DIVYARAJAGOPAL

MUMBAI

The US Food and Drug regu-

lator said on Tuesday that it
- will increase the number of

its inspection staff in India.

Currently, the FDA deploys

12 officials in India, which

the regulatory body plans to -

" increase by 19, said Margret
Hamburg, Commissioner,
US Food and Drug Adminis-
trationinthe courseof anin-
teraction in Mumbai.

Hamburg is visiting India
at a time when local drug
makers are under intense

- scrutiny by the US regulator.
The manufacturing sites of
several Indian companies

_have been banned from im-
_porting drugs to the US, be-
cause of quality issues. USF-

. DA hadbanned exports from
all the Indian facilities of
Ranbaxy and Wockhardt.

Hamburg said the FDA

.does not base its action on
popular opinion.

“We don’t take regulatory

action based on public opin-
ion. What yousgereflects the
fact that our presence in In-
dia has increased and it is
not surprising, given that
role of Indian pharmaceuti-

" calmanufacturersinprovid-

ing drugs to US. So, we have

légal and regulatory respon-
31b111t1es to ensure safety,
L quality and
- . efficacy of
‘Currentiy,the drugs that
FDAdeploys  are used by
12 officlals American
‘Inindia, consumers
whichthe within our
reguiatory border”, she
body plans stressed.
toincrease. . In her one
by19 - .- Wweek visit to
India, Ham-
burg has also focussed on the
need for upholding the quali-

ty of spices, sea food and
drugs coming from India. In-
dia is the eight largest expor-

ters of -food products to US.

and 40% of the drugs con-
sumed inUS comefromIndia.
“We are two great democra-

cies and we have lot of

. shared commitments to sci-

ence and research and also
inmy world shared commit-
mentsto improving and pro-
tecting public health,” Ham-

k

burgsaid. Shefurtheradded: -
that the drug controller gen--
eral of India, GN Singh, ex: :
pressed interest in working
with the US regulator. Ham-
burg also said that Indian:
regulators needed to engage -
more .with their interna-:

tional counterparts. “We

come together as a coalition
of international regulators,

we work together to harmo-
nise standards and ap-
proaches and share infor-
mation and often at those
meetings India is not repre-
sented and India is such an
important player on the
global scene, so really hope

" they willjoin uson the table,

soitwill benefit them andal-
s0 benefit rest of us”, Ham-
burgsaid.
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