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Ranbaxy has forked out $500 mas dahages as itpleaded guilty of fel

Stamping out
spurlous drugs
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nNovember 25, 2013, Wockhardt
group CEO Habil Khorakiwala
received a letter from the US
Food and Drugs Administration flagging
several shortcomings of the company’s
two drugs manufacturing units at
Chikalthana and Waluj, both in Au-
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ture drugs, which Wodrtqrdt exports (o spurious. sbbs!a\dard g Ranbaxy, one of India's cluding India.

the USA. The company is expected to
comply with the FDA norms to remain in
meUSmMm.
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new burdupmdumm units: of lhnhmq
at Paonta Sahib, Mohali, Tonsa and De-
'was were under the FDA scrutiny since
2006 when the company consolidated its
marketin the USA, The US regularor is-
sued several warnings and inspected the
facilities before putring Ranbaxy on no-
tice.

I May 2013, Ranbaxy pleaded guilty
1o felony charges relating 1o the manu-
facture and disiribution of certain adul-
terated drugs made ar the company's
manuacturing facilities in Paonta Sahib
and Dewas, and agreed to pay $ 500 mil-
Tion as damages. In Septentber 2013, Ran-
baxy's Mohali unit (00 came under pro-
hibition followed by the January 2014,
banon the Toansa facility, where the FDA
inspectors, amongother deficiencies, no-
ticed tlics too numerous to count in the
sample preparation rooin, The firm is
now left only with its Ohm Laboratorles
in Gloversville, New York, to cater to the
'US market, which constitutes almost 35
per cent of the Ranbaxy's global sale
worth $ 2.3 billion.

“Ranl was given a long rope. How
can they be so casual when it involves
thousands of crore worth of export mar-
ket,” wonders S Srinivasan of the Vado-
dara-based non-governtnental organisa-
tion l.ow Cost Snndard Therapeutics

tegulator USFDA, strong and smart reg-
ulation in a clear, prediciable and trans-
It ecosystem creates a level playing

field for all players in the market.

But why rhe [ndian drugs regulator ~
Central Drugs Standard Control Organi-

sation - or even the UK regulators could
not pick up these flaws in Ranbaxy units?
The difference. officials explain, lles in
theiospection diff
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such drugs are immediatety suspendad for sale In In-
dla il the safety of the Orugs is examined and established

iowed in be sold in india
wNo effective system to deal with sub-standard and adul- idelines f d on recall lert system
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+ g Miuch of the drugs Inspection and Ik:mslllnmem
7T e, with little oversight
ya No system to monilor adverse side-effects of drugs once

launched in market

‘g Extent of corruption in drugs regulatory system brazen,
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& Rs 3000 cr outtay in 12the Plan o spruce up Central and
state drugs authorlties

‘mhittle action.on ground, prrmrl!ymm‘mmnul-
cated Centre-State relations

;i No action initiated
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CNSCO. But the USFDA will call it an
adulierazed product because the process
was not followed in toto,” explains an of-
ficiai of the unton health minisy,
Officials and public hicalth specialists
hint at how the global pharma mdusn—y
pick up isolated cases and _leverly mixup
scparate issues related to spurious drugs,
cournerfeit or look-alike drugs and not-
of-standard drugs to project Lndian phar-
ma industry in a bad light. “There are
quality issues o doubs, biat these should
not be used as a non-iariff barrier target-
ing Indian products,” says Aradhana

journal, Ina 2008 survey, CDSCO found
only 0.046 per cent (A samples out of
24,138) of drugs in retail pharmacy as
spurious. These 11 samples were not ac-
cepred by the manufacturers as their. grn

* hore needs to be done

abstacle for small and medium scale in-
dustry. Ln the lastdecade, almost 40 per
cenu SS1 unlts had beenclosed and sming
upa new pharma unit now costs 10 ritnes
more than whar was needed hefore !hese

uine producis. The 's oW1

past estimates suggest 8-10 per cent snb-
standard medicine that can happen fora
varijety of reasons including siorage
problem,

Storage
Improper transportation and storage of
medicines is a serious problem in the

Johri, secretary in the of

pharmaceuticals io the Union Ministry of
Chemicals and Fertilizers.

The muliinationals, say industry
sources, mix up intellectual property is-
sues (trade mark vielations), rax violations
(inter-state movements) and technicalis-
sues (storage problems can make drugs
sub-standard) with spurinus drugs man-
ufacturing to propagate a campaign

which is senouslv threatening the exis-
find 1
!

country. T sub-
standard by the time they reach con-
sumers. "'In the semi-wban arcas,  many
retail chemists do not have

m I
have launched the cluster schemes in
which Rs 20 crore would be provided to
set up common facilities needed for qual-
ity control like effluent treatment plant,”
says Johri, “Had we been so bad, we would
not have exported medicine worth $ 15
billion to over 150 countries. As many as
360 manufacturing; facilirics are FDA ap-
proved, which is the largest outside the
USA," says the health ministry official.
Imhcpr:sgmeul’Hdlnburg,lnd' and
with the

refrigerators. Most chemist shops sell
chocolates and find it more profitable to
stock them in refrigerators rather than
medicines. Others Swirchi them off on
weekly holidays to save on electricity ex-
penscs. In many places power load she

dingfor8 homsomnrcaday isa routine.
» sensitve drgs are bound

ent regularory agencies. “For instance,
ler's assume, there are 30 industrial

10 be followed while making 2
medicine named “A”. Let us also assume:
theprocess involves initiating a particular
step on the 15th day. Now, if a company
doces it on the 17th day after ensuring that
the cheinicads do not degrade in those two
days, we will still get the drugs of right
quality at the end. It will be all right for

drugs manufacturing sector. “Simply

speaking, countericit refers to unlawful
useof brand names that hurt commercial
interests of a company while fake refers
to products that do not contain any med-
icine or substandard ingredients and
henice are harmiul to public health,” ex-
plains C M Gulhari, 2 former umsu]mnl

o degenerate in such an environment,”
says Gulbari.

‘Under the current regulagons, manu-
facrurers are hauled up for sub standard

underlymg purpose of improving the In-
dnug,i regulation standards using the
USe
One of the components of the agree-
ment isFDA intitnation to respecrive reg-
ulataryauthorities hefare undertakingin-
spccnmc sathat hast-country |||speﬂnﬁ
may join inspections as
“We are pothere totell rhelndmn reg-
ulator how to do their job. But for com-
panies that want to scl their products in
the US marketplace, they do need wocom-

whilc the acwal lies
with either distributors or retailers or
botls. “There is a need to revisic the law,”
hesaid.

10 the World Tlealth O
editor of a pharmaceutical |ndns(ry

The fal leads to tighten-
ing olmlts. which eventually come Bs an

ply with our d practices and
cxpectations, and we think that theough
greater collaboration we can enhance un-
dermndmg about what our standards
and expectations are," says the FDA com-
missioner.
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