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a7 the Faulh Ceeesinaat Aot 2005 was ihed by

. Apd ASSOTANDL, g, e Losomboer 13, 2035 Wil g reg

3 g s

tearios under ruda 4 of the Patenis Facis |

akes, 2005,

The Applicar., through mei’r agents M/s.

ey & ar, lew Dethi filed reply

statement atong witi crce by way of affidzvit affirined by Dr, Paut Willlam Maniey

of Switreriand Octoler 31,2008, In thelr reply steterrent, th Applizant had regquested

for a heartng under ruie S5 of the Paien

2303, Thay filed another offidavit
sffirmad by Giorgio Lietrn Massimint of Switzeriand.

Before discu:sing the grourds of oppotiticn, it

stinent to brietiy mention
hieve the backaround of the application. The present appricatinn claims §-crystal forn
hyt)-N-fa-metind -3-{4-
-2'»v(amino)phenyl.]-benzan:idg coimnertiauy called as imatinit

of methanesuiphoni,

acid st ‘of A-(4-motippiperazintadn
ByrIGIR-3-y4)pyrimid
r}'\eS\)L.ate. inveution. of the base cosipound, 4+ {4 methylninerazn-1pimethyi - (4-
friethyt®:

-pyridin-cytypyiimidin-2-ylaminaphenyl-bervamine eatted o3 dmatinib had
atready beea disclosi.d in the Eurspean Patent pullication ng EP-4-056-109, published on
Qctober §, 1993, wea its equivalent US Patent o 5521184, stc.
Pfrior publication:

The Oppondr, argued that imatinib mesylate is inown from the US fatent

707 5521184, heveinaiter cailed the 1973 Patent. The patent term extension cerdy

e
granted by US Palens Gffice for the 1993 Patent explicitly mentions imatinib mesylate
{Giveevec)as the product. The Opponant fwrther argued st imaticip mssyiate salt
snherently existed in g P-crysteliine for

vwiich is the most stable forrm of e salc and
further gaid thet eve, the a'fidavit submted by to Applicart states that the f-tonn s

thermodyranmmcatty nore stabk

¢ L et of the mesent apilication sland

aticipated by prior { stication.
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free pase has temn chen catly chanjed ¥ote a v i i) o particuar crvstat toim of

salt has been nade torous’s human intervention. Further e Applicant coid that the

1993 Patent does not dis lose inading i

sviate Lutmeraiy Ui oo

rece fnadinb

mesytate, There i ozt a awe i the

~1993 Patent nor any cladi, Beietor,

) do not agree - sth the conteption of the Applicacl that the 1993 Patent

discloses only the fre= base. The 1993 patent discioses methanas nic acid as one of
the salt forming groups f.:ﬂf: alse the 1993 patent specification states that the required
acid additions salts are ¢itained i 2 custemary manner, Further, claims € to 23 of the
1593 batent clam: a phyrmaceutically  acceptable salt of the base compound. The
patent ferm extension ¢ rtificate for the 1993 patent issued by e US Patent Office
specifically mentions inwptinib mesylate (Gleevec™. as e product. Al these points

cizarly prove that imatiiib mesylate s already kaown from the prior art publications

and ihe Oproney sedsfatonly proved that the salt normally exists in the pP-Torm
which s the most thenodynamicelly stable product. Hence | concluda. that the
Cpponent has succeeded in- proving that this invention s onticipated by pricr

publication.

Dbviousness ©

The Opporent sulaiftted that all the argunrents made i the above ground ae

reiterated. The Ogporen: furiber «ald that eace ibhe frea base iz dhsclo

Fhy taz 1993

Fateny, b is obvicus cor @ person skilled i the art e prepare corresponding

pharmaceutically accepts dle salts i view of the

isclusure provided in the 1993 Pateat

spectfication. The f-forg being the most thavmodypame

y ctabie form, insatinih

mezsylate b

atly ¢

¢ in that form. Flenos the procuct viaims aid gbvious,
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{ g not agree vith the contentions of the Applicant Uiak e 1993 Pateat
[ift

{oses onty the free i ase for the reasons stated in the grounds of previous publication
and 1 <onclude that the Opponent has reasonably succeedad in establishing this grouad

2t opposition oo
Section 3{d)
The Opponent .aid that the application claims only a pelvmaerphic form of

imatitd mesylate. As per secmon 3(d) of the Patents Act, any salt, polymorgh of

carivetive of known supstance s not patentable untess such salt, pelymorph or ather

stance shows enhanced eificacy of the substance. As regards elficacy, the

cificaiion fself stat2s that whereer frorystals  are ysed the imatipib free base o v
Wsawnnitn oo b e Fyen e ffdayly ggbmitted by the Applicant states that “the
Cun_\lct(d studies (o c\:mpare the relative bicavailability of the free base with that of
3- ;ry:mx form of immati; sl mesylate and has sald that the difference in bloavallablllw is
only 30% and also the nifference in bioaveitability mey be due to the difference in their
sotubitity in water. The present patent specification doss not biing out any improvement
in the efficacy of the I crystal form aver the known subtances rather it states the base

can be used equalls in the treatmient of discuses or in the preparation of

aremacotogical agent, wherever the B-arystal is used. Even thy affidavit subrritted on

alf of the Applicant dees not ofove any significant ephancemant of Kivwin esficacy.

Cuuntering the arguments of the Cpponent, the Appucant said that tie case does

ot come under the e lusion provided under seclion 3\d) s do.md Wit it is a mere

sy of a nev Tt of 2 ks substance, The [-aystatling for M of matit

s vodust bocawse the orvstat form ool an

inherent propeity o

vl anid adiitien sali expiliting pobvmecphise
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reiad o Use atfidafit by Me. Mossimini subinittau oft Septernber 22, 2005, wherein b

Las coaducted a sitniy on the relative bicavailobility of the free base sod and imatinid

miegyiate in the [i-uryst dline Term,

{ do not agres ik the contention of the Appicant that this application claims a
new substance. [tis noly a new form of & known substance. tt s found that this patent
applicaion cliims only a new tarm af 2 knewn substance without having any sigmficunt
irnprovernent fn effcas - Even the offidavit submitted on behalf of the Applicant fails to
prove eabanced efficac y of the prasomner over the known substance, chcE _Iionclude

s 2p)

nded by :hg Patents {Amandmantiact, 2605,

atentabe |

t section 3(d). of the
Patents Act, 1970 as a

Priority:

The Opponent waid this appieation was filed in logla on July 17, 1998 s 2
convention application aiming Swiss priority date of Joly 1%, 1997 whereas Switzerland
Was NoL & conventinn ¢ountity on KJ\.A(. dat.e. In the present. cass, Switzeriand became
conventior: country otk in September, 1998, Hence o prigrity may be claimed from

Sediss application.

The Applicant sa:4 that priority date is only ¢ fac)

¢ provided w the Applicant
o aveid antcipation by publication of the invention betwezn priority date and the filing
cate in India, 1t is the discretion of the Applicant to claim priority. | agree with the
Relitch

A of the Opicr.mt that Wis apptication vireagly claims priorty.
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Dated this tie 25" day of January, 2006,

Asst. Cuntreher of Patents & Designs

copyte: 14844
1) M/s. Remifty & Wagar,
Remity House at the Miienicin Plaza
/ Sector - 27, Gigson - 123302
/2) Mis. Cancer Paiients Aid Association,
’ No.&, Mathotre ‘ﬂause‘ Opp. G.P.O,
Mumpai 40001 &





