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Ranbaxy Faces Multi- -pronged wm.&m on Nexium in US
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New Delhi: Ranbaxy rmcoﬂnoﬂmm
is facing i increasing pressure from
different states in the US, rival ge-
neric: drugmakers,
mB:vm. drug retailers and whole:
salers to either immediately _unEm
to market the first generic version
of British-Swedish mnovator As-
- traZeneca’s blockbuster heartburn
drug Nexium (esomeprazole mag-
nesium) or bow out to allow other
companies tolaunch thedrug.

The Gurgaon-based drugmaker,
which was acquired by Sun Phar-
ma in April, was scheduled to
launch in late May the generic ver-
sion of the second-best selling

drug in the US under a six-month’

exclusive marketing opportunity,

but ithas falled to doso till date.
Attorney General of Connecticut

George Jepsen last week urged the

consumer:.

US Food and Drug Administration

.. _-toeither make Ranbaxy deliver on
o -Bugg_m¢0nmnnmv-nmaﬂnwwub=
"cation “and’ allow “other generic

drugmakers in the queue to make
low-priced version of the drug
which earns its parent firm over'$s
billion ayearin the US alone,

In another 'statement, * Jepsen
safl, “Ranbaxy’s actions have
stalled FDA approval of any other
generic &:wmzmngﬂ ives to Astra-
Zeneca’s Nexiuin.” He added that
consumers should not suffer as a
result of the company’s manufac-
nE.Ew problems — problems that

“Ranbaxy may not be motivated to
resolve as it continues to profit un-
der its deal with AstraZeneca”.

‘After fighting a patent battle to
launch the first generic drug, Ran-
baxy had in 2008 settled its litiga-
tion with AstraZeneca, a common
Sn:mnu. practice, todelay its gener-
iclaunch until May 27 this year for
commercial benefits. It also got into

atieupwith AstraZeneca to mcuu_«
raw materials for the same drug,
through which Jepsen has alleged
that ww:goo::s:ﬁgv_daﬁ
Jepsen’s request to the FDA fol-
lows a citizen’s petition filed by an
unnamed ‘generic drigmaker’ in
May, reviewed by ET, which argues
that the FDA should have scrapped
Ranbaxy’s drig applications seek-
ing genericexclusivities; including
Nexiugn, bécause it had originated
from Paonta’ Sahib  and Dewas,

units blacklisted by the US nﬂ_.ﬁ.

regulatorfor manufacturinglapses
and generatingfalsified data.

The petition claims that the scale -

of fraudulent activities at Ran-
baxy makes it implausible that
drugapplications filed at that time
from affected facilities were not
fraught with flawed data. If Ran-
baxy has renewed its application
for the same drugs from another
site, thatshould be treated as a new
application and :the company

sheuld1ose itsstatusas the first ge-
neric applicant and forego the 180
days exclusivemarketing opportu-
nities it is holding onto.

Ranbaxy has been reeling under
_prolonged regulatory troubles in
theUSand all its India-based plants
have now been banned from ship-
ping to that country. Five months

-ago, rival drugmaker Sun Pharma

agreed to buy it from Japanese par-
ent DaiichiSankyofor $3.2 billion.

" A Ranbaxy spokesperson refused

tocomment onthematter but in its
‘response to the US FDA in July, re-
viewed by ET, the company claimed
that these charges were built on an
unsubstantiated conjecturethatall
its applications from select manu-
facturing sites were fraught with
“unreliable data”, which cannot be
assumed astrue.

“The citizen’spetition is vEEG&
on numerous factual errors, gross
mischaracterisations. and ' rank
speculation which cannot form the

.basis of any reasoned %EEOP:

Ranbaxy said in its response. The
company added that changing of
site for a drig application was not
anuncommon practice and did not
make its drug application ‘new’. It

alsoargued that the consent-decree
it had signed with the FDA was a '

court-approved agreement, which

the US drug regulator could not a-

ter unilaterally to revoke any first-
to-fileopportunities.

Ranbaxy and a few other &.Fm
makers are also defendinga suit ini
the district. court of Massachu-
setts with regard to the same drug,
brought upon by consumer groups

and drug retailers which have ac: .

cused it of conspiring with Astra-
Zenecatodelay the genericand de-
prive American consumers of a
cheaper alternative.

Analysts expect Ranbaxy to mE.:
$180-250 million in the first six
monthsif itmanagestosuccessfully
launcha generic Nexium in the US.
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