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Novarl:ls drags DRL to US
court for patent violation .

fe Bureau
Hyderabad, Sept8 -

WITZERLAND-BASED
Novartis AG and Novartis

Pharmaceuticals Corpo-

ration (NPC) have sued Dr Red-
. dy’sLaboratoriesinatheUnited
States'District Courtfor the Dis-
trict of Delaware for a patent in-

fringement action on the drug |

Gleevec.

The action relates to an Ab-
breviated New Drug Applica-
tion (ANDA) filed by DRL, with
theUnited StatesFoodand Drug
Administration(USFDA){orap-
proval to market generic ver-
sions of Novartis’ Gleevec,
which is used as a targeted ther-
apy for treating certain types of
leukaemia. Gleevecisoneof the
best selling drugs of Novartis
clocking sales revenues worth
over $4billion.

“Upon information and be-
lief, this court also has personal
jurisdiction over DRL Inc and
DRLLtdbecausethey havebeen
sued previously in thisdistrict,
didnotchallengethisCourt’sas-
sertion of personaljurisdiction
over them, and availed them-
selves of - this forum by seeking
affirmative relief in this juris-
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,.,The‘action relates to an Abbreviated New Drug
‘Application filed by DRL with the US FDA for

approval to market generic versions of
Novartis’ Gleevec, used as a targeted therapy
for treating certain types of leukaemia

diction by answering com-
plaints and asserting counter-
claimsforthe purposeof litigat-
ing a patent infringement
dispute in at least fifteen cases
since 2004,” the court said. This
includes cases against Teijin
Ltd, Genzyme Corporation, Pfiz-
erIne, FreseniusKabiUSALLC,

amongothers,

NPC holds an approved New
Drug Application (NDA) for

Gleevec tablets for 100 mg and -

400 mg Imatinib . mesylate,
whichwasapproved by the FDA
on April 18, 2003. Novartis AG .
has two patents 051 and RE932
andNPCisanexclusivelicensee

tothisdrug.
Inits letterdated July16, DRL:

| notifiedNovartisthatithadsub- -

mitted ANDA to.the Federal
Food, Drug and Cosmetic Act
seeking approval to engage in
the commercial manufacture,

“use, offertosellor saleof tablets

containing 100 mg and 400 mg of
Imatinib mesylate. DRL stated
thatitsdrugarebioequivalentto
Novartis’100mgand 400mgIma-
tinib mesylate Gleevec tablets.
As said inthe notice, DRL's AN-
DA wassubmittedtoobtain FDA
approval to engage in the com-
mercial manufacture, use and
salepriortotheexpirationof the -
051 patent and the RE932
patents. DRL notified Novartis
that its ANDA contained a.
“paragraph IV certification” .
and termed the 051 and RE932 :
patents are invalid, unenforce-

“able or will not be infringed by

the manufacture, useor sale.
“DRL had notice of the 051

patent and the RE932 patent at
thetimeof itsinfringement. No-
vartis will be substantially and
irreparably .damaged and
harmed if DRL's infringement
is not enjoined. Novartis does.
not have an adequate remedy at
law;” the ordersaid.






