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‘Our propensity for jugaad comes in the ,5% -

of developing quality’ -

Ranbaxy <<_..§_n-zo<<m.q Dinesh Thakur on the importance of accountability starting at the very top of a company
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The year has barely begun and Ran-
baxy is aleady weighed down by
bad news: following a regulatory
observation against its plant in
Yoansa, Punjab, the US last week
imposed a ban on imports from
th Foiiner M taring

days beiire i re
second regulatury rap un Toansa in

.Jess than two weeks. Excerpts from

the interview:

The year began with regulatory
trouble for Ranbaxy in the US.
‘Tough times for Indian drug-

makers this year too?

The simple answer is yes, I think
scrutiny is only going to ificrease
based on data. And here's why

_ First, the US Food and Drug Admin-

Jstration’in India has increased its

. strength t019.
We have read comments from’

the UK regulatory officials about
theirconfidence in the integrity of
data from Indian companies. Clear-

"Iy, regulatory attention and focus

on compliance and quality has
increased.
Second, it seems that the correc-

tive actions being taken by India- -

based companies are falling short
of what is needed to fix the prob-

. lems. Third, national ._.,.nn.__ws_.u are
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collaborating because individually
they don’t have all the resources
needed to inspect every manufac.
turing facility effectively. This will
result in more comprehensive in-
spections going forward.

Lastly, when the news broke last
May, there was a lot of pushback
th T 4 k
was
thdt was noi the case. We
have seen dominos contin-
ue to fall after my case be-
came unsealed at other
India-based pharma com-

voked the . g

Policy against Ranbaxy in Septem-
ber 2008, the only drug exempted
from the import alert was Ganci-
clovir Sodium.

Over 30 other drugs made by
Ranbaxy at the Dewas and Paonta
Sahib facilities were banned from
being imported into the US.-Ran-
baxy was the sole supplier of Gandi
clovir -oral capsules. to the ¥S.
Cor ly, it was d
from the import ban.

Ganciclovir 'is an anthviral used :

to treat infections. There are other
generic drugs in this classavailable
in the US that address the same
therapeutic need. The impaort alert
never said the FDA did not suspect
the quality of the drug; in fact, the
FDA included this drug among the

list of drugs manufactured by Ran- ©
“ baxy at manufacturing sites put
‘under import alert. Indoing so, the .

agencyallowed physicians to make
adecision on whether to continue

use of the drug (identified as ques-

tionable by including it on the im-
port alert list) or use one of its
competitors in treating patients. '

Was it an ideal outcome? Clearly
the answer is no. The important
point here is that the USFDA recog-
nised that their dependence on for-
i facturing sites, where

quently, they have created a new
policy under the FDAsia regulation
to ensure it doesn’t ever find itself
in similar sttuations in the future.

Ranbaxy received an inspection |

tfrom rhe USFDA vo
a. How does

nge
15e sHme con-
suitantasked thein w.

Based on what I experienced at
one company, for far too long, peo-
ple accepted and jmbibed a culture
that was encouraged and reward-
ed. Sclentists and operators were

incentivised to act in a manner .

’

take their lessons, both good and
bad, when they leave one organisa-
tion and join another.

Does india have cultural issues?
For instance, people on the
shop-floor not understanding
the gravity of good

Yos, b, Lour pro-
pensity for jugaad (quick-fix solu-
tions) comes in the way of us
developing quality systems and
products. Public conversation after
Ranbaxy pleaded guilty to felony
charges last May was hijacked. by
2ds who argued that the
at Ranbaxy were noth-
If thes

work, do you expect peo-
ple on the shop-floor to
take it seriously?
Accountability be-
gins at the top, not.
the other way -
around. o

that produced results desired by
the ' whatevt

by Given the re
means necessary. scrutiny, should
The means always justified the peopie be concerned
end. This culture led to what you  about medicines they
see happening to these companies ~ take? - TR
today. It's a very small professional This is a very good ques-_
circle within the industry; people” - tion; Thé answer Lies in.
. - the data, or rather the lack .
: Lot -7 of data for the lacal market.
it Is cominon imowledge that we.
. - have two standards for qualty;: ..’ A N
one for “regulated markets” - :
. which indlude the US and Western
Europe, There:ls.a lower quality

Regulators such as the USFDA and
the UK’s Medicines and Healthcare
Products Regulatory  Agency
(MHRA) take decisions based on
hard data. There are systems availa-
ble, for example the Adverse Event
Reporting System in the US which
captures side effects from all pre-
scripnion drugs. Data oo
AU mv.w_.ﬂ:m arc used €0 ary
fact-based conclusions by these
regulators.

What data to we have to make
similar decisions in India? Does
our . adverse-event reporting sys-
tem capture a majority of side-ef -
fects from drugs sold in the
country? How long have we had a
ssest the history of any






