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band-aid approach of indian Bhariia
industry doesn't seem 1o be working

Are Indian Pharma C

DINESH S THAKUR

Fenow know thatthebe-
haviour thatled Ran-
baxy tosign the "un-

precedented” nozum:aon_do_:
2012 withthe US Food &D
Administration (FNA) was not
i vo manufactu-
ingsites. In2015, the USregu-
1ator broughi its Mohalifacility
and last week its Toansa AP1fa
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Ranbaxy and Wockhardt not alone, practicell

cility under the consent decree.
Clearly, public nobnmmmﬁws::n
made by Lhe company inthe
past citing investments in up-
grading facilities and other cor
rectiveactions don’t seem to
have affected its operating cul-
ture. Therecent FDA observa-
tions on the company’s Toansa
facility remind me of similar
instances whenIwasasked to
investigate theextent of data
fraud back in 2005.

Regulatory action hasnot
been limited just to Ranbaxy ei-

ther; we have read about a simi-
larsitualion at Wockhardtand

toalesser degreeat other firms.

Clearly, Ranbaxy is under grea-
ter serutiny but thatdoesn’t
mean this behaviour doesn't
pervade therestof the industry.
Anobjective evaluation of the
ohservations madeby regu-
latorsat other companies’ facil-
ities indicates that symptoms
aren'tvery different from those
at Ranbaxy and Wockhardt. In
that sense, both Ranbaxy and
Wockhardt are the leading in-

sing on Lethal Drug

ikely industry- -wide

dicatorsof the status of compli-
ance and quality of the indus-
tryingeneral.

Aroot-cause analysis shows
that the short-term, band-aid
approach isn't working.

Culture in any organisation
doesn’t change easily. 1tis
formed over a number of years
from the actions and behaviour
of management and employees.
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Need to Change Cuiture»» 15

of Fraud?

IMA will Seek
Clarity on Drugs

The Indian Medical
Association, 3 group-
ngof 78,000 doctors
:ca across the country, would
beseekingclarity fromthe in-
dian drug regulator onthe
quality of Ranbaxy's drugs, its
general secretary Narendra
Saini told Soma Das.






