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# USFDA officials found
urine spilling over open
draire, soiled uniforms in a
raw- naterial storage area

# As US regulaiors step up
inspections, they're finding
more examples like
Woclarct's

w Firdings highlight the
conrost between working ©
cond'ions inside major
cities and rernole locotions
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THE Indian factory «hat
makes copies of a popular
heart pill sold in the US
turns out to be a jumblz of
dilapidated buildings ‘ith
blighted windows conne.:ted
by flaking pipes and capped
by a rusiy roof

When US Food and I rug
Administration inspec:ors
visited the Wockhardt 1-ant
that produces generic co Jies
of the hzart tablet Topro.-XL
in July, they found urine
spilling over open dreins,
soiled uniforms and mold
growing in a raw-matenial
storage area. They sum-
marised their findings :n a
filing obtainied via a Freedom
of Information Act request,

The document, know.1 as
an FDA Form 483, listec 16
so-called observations at-out
Wockhardt's  factory in
Chikalthanz, 200 miles ast
of Mumba, including con-
cerns ahout quality con:rol.
While the FDA ist't ¢om-
menting on the possibili.y of
enforcement action, sach
forms can be a prelud: to
export restrictions. A typical
one contains only four to
eight entries, said Jshn
Avellanet, rnanaging dire >tor
of Cerulean Associazes, an
FDA compliance consul.an-
cy in Williamsburg, Virgida.

“This is very serioas,”
Avellanet szid in an e-mail
after reviewing the dicu-
ment. “Think of it as a gant
vote of 'no confidence’ f-om
the FDA.”

Wackhardt fell to Rs
549.85 at in Mumbai, the
most since Septernber 17

“Wockhardt's dovm
because its biggest procuct
comes from this facilty”
said Prakash Agarwal, an
analyst at CIMB Secur.tes
India in Mumbai. “That will
be a big overhang on the
stock.”

As US regulators stey. up
inspections, they're finling
more examnples like Vioc-
khardt's. The FDA has .iled
reports on four Indian facili-
ties in the past six mouths
and curbed exports at two
drugmaxers, inciuding Ra-
nbaxy lLaberatories the co-
untry's _argest. The find ngs
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FILTHY RICIH: Wockhardt at present cos

nt of the US market for that pill,

t alone

raakes up about 14 per cert of the company’s 113 5,600 crore in annual revenue

Lighlight the contrast be-
tveen immaculaze headg-
vaiters like Wockhardi's in
Mumbai and wcrking co-
r.ditions at ramote locations
in Incia, where a fifth of the
wiorld’s generics are made.

Weekhar(t's Chikalthana
rlant makes metoprolel, a
generic version of the heart
rill sad by London-based
AstraZenec:. under the
brand nzme Toprol-{L. The
vhite copycat tablets with
beveled edges
approvez for sale in the US
1 July 2010 and belong to a
class of medicires called
teta blockers, which make
e hewurt baat slower and
vith |zs; force.

Wecharct currently con-
tols about 26 per cent of the
US market for that pll,
accerding  to MNeedhan.
Metopredol zlone makes up
abcut 14 per cent’ of the
corapany’s 55 billion rupees
in enmual revenue. Ahout
§11 hillion of generic
Topro:-kL tadlets are suld in
twe US by companies
including Watson Phesma-
ceuticals and  2ar  Pha-
rmaceudeal, data compiled
Ly Danbury, Connecticut-
l:ased IMS Fealth show:

The FDAs  mandate
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Toilets had
inadequate
drzinage piping
with urine found
falling chrecily
on taz floor

IncluZes inspecting overseas
s cleared to selt
es in the U3 ta mon-
The zgencr didn't
repeit Jr.cing contanynatec
pills. The Chikalthana filing
the secend tirne this
egulaior has notec
s from whet it calls
current good ‘mantda using
s ata "hockkandi fac-
The facd t wes ‘ntend-

tary,
ed tc serve as a praducton
backup ater taz FI2A issuec
a waining letter in july abowt

the company's flent ir
Waluj, near the industuial
city of Avrangabad.

The DA curbec the
Waluj plent’s right to export
2 the US, sayiag Wo-
ckhad:'s 1esponse t 2 Form
485 lacked suficient correc-

tive action. The inspectors
noted sever: observations at
Waluj, less than half the total
for Chikzlthana.

Ranbexy, India's largest
drugmaksr, had a third plant
banned fromn exporting
drugs to the JS last week.
Another druginzker, Strides
Arcolab said last week a facil-
ity in Bangalore being
bought by Mylan got a wam-
ing letter after an inspection
in June.

Wockhardt has hired con-
sultants, appointed a new
quality supervisor and is
working on a setter compli-
ance sysiem 1o address the
seport on Chikalthana, it
said in a response to gues-
tioas e-mailzd by the public-
relations frn  Ketchum
Sampark

The FDA carried out the
Chikalthinz irspection from
July 22 to July 33 jeintly with
the Irisk. Medicines Board
and UK Medicines and
Healthcere Products
Regulatory Agzency, which
said in an e-nailed response
to questions that it, too,
identified “a number of
menufac:uring issues.”

The FDA's 10-page report
on Chik:Jthara notes miss-
ing and undocumented
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drug samples and an
instance in which a worker
didn't record observed val-
ues during testing, instead
stating he could remember
the figures “in his head.”

A check of the linen room
found worker unilorms
crusted with dirt. Raw-mate-
rial storage areas had “signif-
icant mold growth” and the
men’s toilets and toilets for
the manufaciuring gowning
areas had urinals with inad-
equate drainage piping, with
urine found to fall divectly
on the floor where it was col-
lected in open drains and
causing an odor, according
to the report.

Inspectors found tablets
stored at the wrong tem-
perature, raw materials
and finished drugs kept in
makeshift storage areas
with no cleaning or tem-
perature procedures, and
condensate droplets falling
from an overhead air han-
dling unit onto shipping
containers of pills, they
wrote. They also exoressed
concern about  quality
control procedures, men-
tioning “mulliple exam-
ples” in which “samples
appeared to have been test-
ed into compliance.”






