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New Delhi, March 28:

- Even as India fights deepen-

ing perceptions about "infe-
rior" quality drugsbeingex-
ported from the country, the
USFood and Drug Adminis-
tration (USFDA)hasnoton-

.ly discredited research that

found impurities in dozens
of genericheartdrugsmade
overseas, including India,
but also said that investiga-

.tors contaminated the sam-

ples during testing.

The research conducted
by Preston Mason, a re-
searcherat Harvard-affiliat-
ed Brigham & Women's Hos-
pital in Boston, had stated

" that many generic heart

drugs made by India-based
companies don’t work as

they should and contain im-.

purities. However, a recent
USFDA test of generic Ator-
vastatin (hypertension

. drug) versions approved by

the regulator, showed no
such problem. Cn the con-
trary, the FDA said impuri-
ties could have entered the
samples during the testing
process because of the

USFDA pans research that found
~impurities’ in India-made drugs

- feBureau

methodology employed.

Indian drugmakers are
relieved after the finding as
the American regulator,
over the past year, has
hauled 'up leading India-
based firms, including Ran-
baxy, Wockhardt and
Strides Arcolab, for failure
to comply with good manu-
facturing practices which
impactthequality of thefin-
ished product.

"We are equally con-
cerned about the quahty
and safety of generic medi-
cines. It is, therefore, reas-
suringtoknow thatthe USF-
DA - fajled to find
contaminants in samples of
generic heart wmedicines
from the US, Canada, India
and Slovenia obtained from
retail pharmacies,” said DG

Shah of Indian Pharmaceu-

tical Alliance.

Last month, Dinesh
Thakur, former Ranbaxyex-
ecutive and whistleblower,
along with Amir Attaran,
law and medicine professor

‘at Ottawa university, and

Roger Bate, author of
Phake: The Deadly World of
Falsified and Substandard
Medicine, discussed the
threat of substandard and
falsified medicines withafo-.

-cus on India’s quality con-

trol failures at a Congres-
sional briefing.
Indiaisalsofacinganim-
minentthreatfrom the US of
being downgraded to a ‘pri-
ority foreign country’ based
on allegations made by
PhRMA and other Ameri-
can trade associations, at-
, tacking India’s intellectual
property regime, particu-
larly its issuance of a com-
pudsory licence on a Bayer
cancer medicine, the adop-
tion of section 3(d)tothelIn-
dian Amended Patents Act
and its Supreme Court's de-
cisionthereunderdenyinga
patent on a Novartis medi-
cine.
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