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The US Food and Drug Administration (FDA) com- companies.
missioner Margaret Hamburg has said during her
for compliance.
_ tothecountry.

Economic Times , Delhi

Lapses by Some Cos Overshadowed
Good Things: USFDA Chief E,E_:_Eﬁ

ongoing visit to India that recént lapses by a few
drugmakers in the country have clouded good man-

&»QE,Em practices followed by other domestic -

“Unfortunately the many Indian companies that

understand good manufacturing and
quality processes have been overshad-
owed by (the)recent lapses in quality at
——. a handful of v:mnamomczo& firms,”
. Hamburg wrote-in her blog on Wednes-
" day. The US drug regulator has over the
past yearhauled up leading India-based
firms, including Ranbaxy, Wockhardt
and Strides, for failure to comply with
good manufacturing practices.
- Hamburg said in her blog that while
~ the FDA would take appropriate action.
against any company that did not meet
its requirements, the body was willing
to work with the firms to help them ad-
dress the issues they faced in their bid

All consumers deserve access to safe
and affordable drugs and should not
have to sacrifice quality to get that, she
said inher blogon :9.%:.& official visit

The blog appeared a day after she met
chief executivesof leadingIndianphar-
macompaniesatameetinghhosted by in-
dustrylobby Ficei. .

" Separately, after shereturns tothe US,
a group of experts will brief Congress-
men on February 26 on the perils of
‘substandard and falsified medicines
with a focus on India’s quality control
failures’. Harry Lever, a Cleveland Clin-
ic cardiologist who will be addressing
Congressmen, told Bloomberg that he

USFDA chief Margaret Hamburg

would tell the senators that generic drugs made by
India-based companies for heart failure often don’t
work the way they should, raising questions about
theFDA'sability tokeep track of India’s growingge-
nericbusiness.

Hamburg had on Monday met health and family
welfare minister Ghulam Nabi Azad, and com-
merce and industry minister Anand Sharma be-

sides top bureaucrats. Later in the day, she alsomet’

Drug Controller General of India GN Singh.

“Officials at India's ministry of health and family
welfare share this goal. In the spirit of continued
collaboration and a commitment to quality, our
agencies signed the first-ever mSSBoE of intent,”
Hamburgsaid.
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