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-3 Seeks __a_% presence among global food and %_m regulators to ensure good s%__anssm practices

FDA ==%==_mm drug safety collaboration
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_sE:eE.“ The US Food and Drug Ad-
ministration (USFDA) will step up its
regulatory presence in India, its com-
missioner Margaret Hamburg said
on Tuesday in Mumbai.

She met her Indian counterparts
as well as corporate executives to
wrap up her week-long visit to India
after recent import bans on drugs
from a handful of plants in the coun-
try. She called for more collaboration
among regulators to improve drug
quality and safety

“Currently we have 12 E<mw:mm.
tors on board. We are looking at in-
creasing staff by adding nine addi-
tional posts in India. We are looking
for the right people who will be re-
cruited and trained for the job,” said
Hamburg.

The need to pump up field staff in
India comes amid US banning use of
drugs made at Indian plants of Ran-
baxy and Wockhardt.

Hamburg said that India supplies
up to 40% of over-the-counter as well
as prescription drugs and up to 80%

Margaret Hamburg (in saffron drass), commissioner of the US FDA, interacts with India’s
women entrepreneurs at a Cli-organised event on the ‘role, opportunities and challenges
of women in Indian pharmaceutical and food industries’ on Tuesday in Mumbal, Swat
Piramal (third from right), vice-chairperson, Piramal Enterprises, is alsc seen.

‘of active pharmaceutical ingredients

or APIs to the US.
India has a whopping $14-billion
market share in the global pharma-

ceutical sector and is second only to
Canada as an exporter of drugs to the
Us.

Over 560 pharmaceutical firms

based oﬁ of India that manufacture
or market drugs which are supplied
to the US, are under the scrutiny of
the FDA. Last year, nearly 160 India-
based firms, including over a 100
manufacturing plants, were inspect-
ed by the FDA investigators to ensure
quality control and compliance
measures.

Hamburg said that India was not
represented on the global platform of
food and drug regulators and that she
had urged that it play an active role
to ensure good manufacturing
practices.

The Drug Controller General of
India on Monday said that he sees
scope for India’s Central Drugs
Standard Control Organisation
working with the FDA and improv-
ing regulatory practice, adding that
the Indian regulator will continue to
follow its own quality standards. “We
don't recognise and are not bound by
what the US is doing and is inspect-
ing,” G N Singh said. “The FDA may
regulate its country, but it can’t regu-
late India on how India has to behave
orhow to deliver.” - WithinputsfromReuters
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