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Shortcutsin manufacturmg and quahty control,ala Ranbaxy, are hampermg lnd:an pharma S nse

Rx for In

unit in Toansa under impo-
rtalertisabigblowtoit. A
lothastobedone if Indiais
to be ca]led the global pharmacy of
theworld, nowand infuture.
Daiichi-Sankyo, the Japanese inn-

ovator company, is in control of Ran-

baxy for almostfive yearsbutregula-
tory problems continue to plague the
company. The USFDA is looking at
Ranbaxy with a magnifying lens. Of
the 21 warning letters issued by the
USFDA in 2013, 10 were sent out toIn-

- dian companies. In comparison, of

_ the23warningletters issued in2012,
- only one was sent to an Indian com-

. pany. With almost 40% of generic

drugs dispensed in the US coming
from India, the USFDA has tolook at
Indian pharmamore close}y

Biggest Pill Popper
The USFDA office in India has aro-

. und 20 persons. Now, more inspecti-

ons are being conducted by them.

These are surprise inspections, un-

like in the past when the FDA head-
quarters in Maryland (US) would
have to plan and give advance notice
to overseas pharma units to condu-
ct inspections. No generic company
with global ambitions can disregard
the US market because of its sheer
size of $350 billion — including a ge-
nericsmarketof $35billion. Theadd-
ed attraction is the “first to file” op-

toput Ranbaxy’s bulk drug’

portunities in the US that gives the
generics company a six-month mar-

'ketmg exclusivity, leading to a big

spike in revenues and profits. Con-
structive engagement with the USF-
DA isanecessity.

Indian pharma should understa-
nd that the cost of non-compliance is
crippling. Firefighting takes away
all the energies of the company. The-

- reisloss of businessand reputation,

and the brand takes a beating. I can
think of many reasons for non-com-
pliance. Sometimes company per-

.sonnelarerewardedaccordingtothe

numberof abbreviated new drugap-
phcatlons that havebeenfiled in var-
ious markets. This is unacceptable.
Tt may lead to data fudging in the de-
velopment phase. Dossiers should
notbefiled insuchcases.

InQSQT Pressure Cooker

When the manufacturing, quality
assurance (QA), quality control(QC)
and regulatory teams find somethi-
ngisnotright, thebatchhastobedes-
troyed. Data integrity should be par-
amount. One of the problems is also
the pressure on CEQs to deliver gro-
wth both in the topline and bottom-
line. Thisisknown in India as QSQT,
or quarter sequarter fak, syndrome.
The phenomenon is seen worldwide,
and in every sector. The result is cut-
tingcorners.

Boards of companies and stake-
holders should also have a medium-
to-longer-term perspective for fixing
performance parameters instead of
pressing for immediate gains. The

 architecture and technology of man-

ufacturing systems and processes in
pharmaceuticals are also being con-
stantly upgraded.

There is the concept of Quahty by
Design, or QbD. Theseareall good de-
velopments, reducing the role of hu-
man intervention. But “quality” is

Fix responsibility for regulatory misdemeanours and
if some heads have to roll, so be it. The signal should

be strong within and outside the company

something that has to be ingrained
inthe culture of anorganisation.
When Indian pharma units fait in
inspections conducted by foreign re-
gulators, the glare also falls on the
Indian drug regulator, known as the

-Central Drugs and Standards Con-

trol ‘Organisation, headed by the
Drugs Controller General of India
(DCGI). Ranbaxy was summoned by
the DCGI recently and given an ulti-
matum to shape up. The message
was clear. Brand India will not be tar-
red by the failure of Ranbaxy tomeet
inspection standards. The custom-
ary cup of tea offered during meet-
ings was missing thistime.

Only One Way: Up

How do we build a bridge between
the USFDA and Indian pharma? The
time has come to hold workshops at
various locations in India, conduct-
ed by the USFDA, inviting groups of
companies to understand the con-
cepts and practices suggested by the

“watchdog on manufacturing, clini-

cal practices, QA, QC and data integ-
rity, across the supply chain. This
started during the recent visit of
Margaret Hamburg, commissioner,

* USFDA, toIndia.
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There is need for internal debate.
Responsibilify hastobefixed forreg-
ulatory lapses. If heads have to roll,
so be it. The signal should be strong
within and outside the company.

Indiahassomegreatpharmacom-
panies that seli affordable and quali-
ty generic drugsacross geographies.
These drugs are used to treat cancer,
AIDS, diabetes, hypertension, cardi-
acproblems and so on. They are con-
tributing to the healthcare needs of

people around the world.
There is room for improvement =

and Indian pharma will rise to the
occasion. There has been no big in-

stance of any regulatory body inthe |

world that has instructed an Indian - |
pharma unit, including Ranbaxy, to.

withdraw a product from the market . |

because it is substandard. >
The pedigree, reputation and cre-
dibility of our companiesmustbere-

‘established. Ranbaxy has 14,000 ded-

icated employees. The Indian phar-
maceutical industry’s objective sho-
uld be to be perfect a capitead calcem -
(from head to toe). We are capable of .
achievingthisgoal. -

Thewriter isformer president,
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