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_ " INTHE SUPREME COURT OF INDIA -~
[Order XVI Rule 4(1) (a)]CIVIL APPELLATE JURISDICI‘ION
. SPECIALLEAVE PETITION . -
- (Under Article 136 of the Constitution of India) .
S.L.P. (CIVIL) NO. - _____OF2009 - -
.. With prayer for interim relief '

POSITION OF PARTIES .
' BEFORETHE IPAB . IN THIS COURT '

BETWEEN-

 NOVARTIS AG.
_ LICHSTRASSE 35,
-4002 BASEL, SWI'IZERU\ND

' REPRESENTED By .

~ RANINA MEHTA DUTT

" POWER OF ATTORNEY HOLDER -
' “Appellant -~ Pe_titioner' -

o | " in TA/001-005/2007/PT/CH

 AND s o L

1)  UNION OFINDIA
~ THROUGH THE SECRETARY,
' DEPARTMENT OF INDUSTRY, -
MINISTRY OF INDUSTRY AND COMMERCE,

UDYOG BHAVAN NEW DELHI ° Respondent-1 . = = Respondent-1

In TAIOOI 005/2007/PT/CH

oy - CONTR_OLLER GENERAL OF PATENTS& R

DESIGNS . :
THROUGH THE PATENT OFFICE
‘IPR BUILDING', G.S.T. ROAD,

| GUINDY CHENNAI ~600032 - Respondent— Respohde_nt-Z .

- in TA/001-005/2007/PT JCH -

'3)  ASSISTANT CONTROLLER-OF PATENTS &

DESIGNS,
- PATENT OFFICE
'IPR BUILDING', GST. ROAD,.
'GUINDY CHEN_NAI -600032 ~ Respondent-4  Respondent-3
' o in TA/001 005/2007/PT/CH

4) M/S CANCER PATIENT AID ASSOCIATION
THROUGH ITS MNANGING DIRECT OR
5, MALHOTRA HOUSE, OPP: G.P.O., R : '
MUMBAI -400001 . . Respondent— Respondent-4
: in TA/001/2007/PTICH e

5 - NATco PHARMA LTD.



“THROUGH ITS MNANGING DIRECTOR R o \0\4‘;

"NATCO HOUSE' ‘
ROAD NO: ZBANJARA HILLS, R R :
'HYDERABAD-500033. =~ Respondent-3 Respondent5
o | " In TA/002/2007/PT/CH -
6) '_CIPLALTD ) '
© .. THROUGH ITS MNANGING DIRECTOR
© 289, BELLASIS, .
~ OPP: HOTEL SAHIL MUMBAI CENTRAL (E), _ o
) M_UMBAI_ _400 008 - : Respondent—3 Respondent-6

“In TA/003/2007/PT/CH

o RANBAXY LABORATORIES LTD,,

_. THROUTH ITS MNANGING: DIRECT OR
~ C/O RANBAXY RESEARCH LIMITED
PLOT NO. 77 B, SECTOR-18, -

GURGAON 122 001 O
HARYANA o - .Respondent-3- = Respondent-7
' ' _ '_ : in TA/004/2007/PT/CH '
8) HETERO DRUGS LTD., . :

: THROUGH ITS MNANGING DIRECT OR -
" H.NO. 8-3-168/7/1, ERRAGADA, . - ' : ‘
HYDERABAD-500 018. ' Respondent— " Respondent-8 -
s T ; in TA/OOS/ZOO?/PT/CH :

ALL THE RESPONDENTS ARE CONTESTING RESPONDENTS

' A PETITION UNDER ARTICLE 136 OF
| " THE CONSTITUTION OF INDIA
To _ T .
The Hon'ble Chief Justice of India
and His Companlon Judges: of the .
: Supreme Court of Indla

The 'Special'l.'ea_ve Petit_IOn of. the Petitioner most respectfully sheweth:-

«  MOST RESPECTFULLY SHOWETH:

1 “The Petitioner above-named respect:fully submits thié petltion éeeidng
_ speual leave to appeal agamst the impugned order dated June 26 2009 passed'
be the Intellectual Property Appellate Board (IPAB) in respect of MISC Petltion

- nos. 1- 5 of 2007 in TA/1 5/2007/PT/CH & MISC Petitlon No. 33 of 2008 in
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TA/1/2007/PT/CH & TA/1 5/2007/P‘I' /CH disposing of the appeals preferred by -

L the Petltioner

DUESTIONS OF LAW:

The followmg questlons of law arise for con5|derat|on by thls Hon'ble
Court. R ' '

Whether the IPAB was right in. reJectmg the subject applicatlon of the

. Petltloner by applying the tenets of Sectlon 3(d) of the Act?

Whether the IPAB was right in- not apprec:atlng the true Import of o
Section 3(d) of the Act'-’ |

Whether the IPAB was nght in def‘nlng the term “effi cacy” appearing in :

‘Sectlon 3(d) of the Act by llmitmg it to mean “therapeutlc eff‘ cacy" in

case of an inventlon relatlng toa pharmaceutlcal drug’ o

Whether the IPAB was rlght in grvmg a restrlctlve mearung to the term

efF cacy" by relymg upon the Judgment by Madras Hrgh Court in case of

'/vavart/s AG v Un/an of Ina?a (2004) ML] 1153 wherem the maln issug _

R before the Court was constltutlonal val:dlty of Sectlon 3(d) of the Act and . ‘

the observatlon rn relatlon to ‘the term “eff'cacy” bemg “therapeutrc-

effi cacy" was a mere ob/ter dicta?

| Whether, in absence of any- guudellnes as to what constltutes “enhanced' A

- effi cacy” of a known substance, the IPAB was rlght in observmg that

enhanced b:o-avallablhty of the drug could not be a craterla to determme 3 |

_ the “therapeutlc efﬁcacy” of a drug espeaally when the Petrt!oner has |

pfaced rellance on certam scaentlf ic l:terature establlshlng othenNIse and-

| which the IPAB chose to Ignore’-‘ s



145

Whether the IPAB was rlght in applylng the prowsmns of 3(b) of the Act

Wthh by no stretch of_ |mag|n_at|on were appllcable to the present case?

o _.Whether the IPAB"Was-‘right in rejecting'the subje(:t apptication .und'er

Sectlon 3(b) of the Act considerlng that none of the Respondents has

'ra:sed thls as- a ground of opposntton elther before the Patent Off ce or -

before the IPAB?

. Whether -t'h'e IPAB was 'right"'in 'observing that the Petitioner wasunder o

an obhgatlon to mentlon relevant closest prlor art in the patent o

- speclﬂcation, conslderlng no suc:h duw was cast upon It uhder Sectlon'

§ 10(4) of the Act at the time of f‘ Iing the applicatlon or othenNise?

"'Whether the IPAB was nght in observmg that for pharmaceutlcal o
_products Section 3(d) mandates higher standard of mventlve step
masmuch as once the IPAB had upheld the novelty, anEHtIVE step and

lndustrlal appllcablltty of the Petitioner's drug, it qualrf‘ ied as an mventlon

: WIthm the meanlng of sectlon 2(1)(]) of the Act and the Act dld not

~..._prescribe @ h:gher standard of mventlv_e step: -for pharmaceutlcal'

- products?

wnether the IPAB was right in rejecting the subject application'on the -
ground of hlgher prlcmg of the drug 1n questlon by erroneously applylng' _
prowsmns of Sectlon 3(b) of the Act whlch has no relatlon mhatsoever A

thereto? o

Whether the IPAB was right in observing 'that efﬁcai:y 'data ought to

, 'have been - part of . the patent specifi cat;on WhiCh was lmposs:ble

tnasmuch as Sectton 3(d) of the Act as it stands today in the statute_

book was not eXIstent at the trn_'le of ﬂllng the sub]ect appllcahon?_ :
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Whether the IPAB was nght in‘ holdmg that 30% more broavallablllty '
demonstrated by the Petrtroners drug was of no consequence in -
decrdlng the patentabllrty of the lnventaon under sectron 3(d) and. -

consequently, denymg product patent to the Petltroneﬂ

: Whet_hér the ,IPAB' was right in- not appreciating"the tests /clinical trials
conducted by the Petltroner whlch admrttedly showed 30% enhancement '
’ of blo-avallabrlrty of the Petrtioners drug over the “known substance"? |

' Whether, glven the uanueness of the eﬁ' cacy requIrement for the grant

. of a patent in India, absence of a defi nitron of “eft‘ cacy” in the Act and

precedents from other ]urlsdlctlons, the IPAB was rrght in not holdmg

- that 30% enhancement of blo-avarlablllty was srgnrﬁcant in propertles' :

with regard to efﬁcacy?

' Whether, grven the uniqueness of the eﬂ’ cacy requrrement for the grant '

| . ofa patent in Indaa, absenc:e of a def‘ mtron of “eﬁ‘ cacy" in the Act and'

- precedents from other ]urlsdlctlons, the IPAB was rtght in not

‘appreaatmg the aft‘ davrts deposed by technlcal experts'-" o

- .Whether the IPAB has rlghtly not appreaated the fact hat in absence of . .

_any gu:dehnes as to what would constltute “efrcacy 'SIQnIf‘cant or

othen/vlse Sectlon 3(d), quI glve unbndled power to Respondent No 3

" to decrde on the patentabrlrty of a product?

As stated above, it may be empha5|zed here that the present caseisa -
glarrng examp[e of the IPAB and Respondent No 3 of reJectlng arbrtrar!ly |
the subJect applrcatron |n respect of the product

DECLARA‘I‘ION IN TERMS OF RULE-4(21)- '

'
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_ The Petrtloner states that no other petrtlon seekmg Ieave to appeal has

| been f led by |t agalnst the impugnecl order dated June 26 2009 passed

by the Intellectual Property Appellate Board (IPAB) rn respect of Mlsc. o

Petrtlon nos. 1 5 of 2007 |n TA/1 5/2007/PT/CH & MISC Petltron No 33 of B
'2008 in TA/1/2007/PT/CH &TA/l 5/2007/PT/CH | |

' DECL_ARATION IN TERMS OF RULE 6

The annexure P1 produced alongwrth the specral leave petltron are true _' .

o coples of the pleadrngs/documents Wthh formed part of the records of

o - the case in the Courtfl' rlbunal agamst whose order the Ieave to appeal |s_ :

A)

: sought by thls petltlon

- Le'ave to 'appe'al is'sought'fOr on the folloWing_ grounds:

Being aggrleved by the-irnpug'nEd order"passed by the IPA'B ‘ the

' Pet|t|oner hereby applles for Specral Leave to Appeal on the followmg,
.'__amongst other grounds whlch are taken W|thout prejudlce to each'

“other:

“ Because the. IPAB while rightly reversing the decision of Respondent No.

- 3'with respéct to "nov‘elty, inventive step, priority date an‘cl refusal of .-

Pet|t|oners subject appllcatron under sectlon 3(d) in regard to process |

cla|ms, erroneously upheld the sard decision on refusal under sectlon'

~ o 3(d) with respect to its product cIa|ms inasmuch as the subject'

appllcatlon of the Petltloner does not fall W|th|n the prohlbltlon

_contemplated by Sectlon 3(d) of the Act
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Because the IPAB falled to apprecnate the true |mport and connotatlons

of sectlon3(d) whrch is reproduced below. o

S‘ect/an 3 Wbat are not mvenbons - Tbe fa//owmg are not lnvent/ons L |

wrth/n the mean/ng of th/s Act "

Clause “(_d);" s

" “the mere mscavery of a new. rbrm of a known substance wbich daes not o

resu/t fn the enhancement of the knawn effr cacy of that substance or the

- mere d/scovefy of any new pmperty or new use fbr a knawn substance

or of tbe mere use of a knawn process machhe or apparatus un/ess

such known pracess result irf a new product or 'emp/oys at least one new

reactant. =~

Exp/anat/on Far the purpases of thls cbuse sa!r:s estefs, etbers I

_ po/ymorpbs, metaba//tes pure form pan‘/c/e size, lsomefs mMures of o
g _‘/someis, : comp/exes, combmatfons and other deﬂvabve of knawn '
o substance sha// be consrdered to be tbe same substance, un/ess they

- differ s/gnrficantly in propertfes mtb regard to eﬁ‘icaqx

Because the IPAB falled to appreCIate that reference to the term L

efﬁcacy” is made twrce in Sect:on 3(d) of the Act On one hand a

e 'j known substance shaII have a “known efﬁcacy” and on the other, the

. new form of the: “known substance" shall be consndered to be the same_- _

substance unIess it dlffers “s:gnn“cantly in propertles Wlth reqard to :

- effi cacy” It was concluded by the IPAB that Imatlnlb as well as }matlnlb
B Mesylate had been dlsclosed in the US Patent Number 5521184

- (herelnafter referred to as “the 1993 patent") but far!ed to apprecuate'- |
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-~ that the 1993 patent merely dlsclosed data obtamed in cells and rodents

‘ and observed that the enhanced eff cacy had to be demonstrated in

" clmlcaf studles

Because the IPAB has not apprecrated that “eft' cacy" needs to have the :

o same meanlng when applymg 3(d) for the known substance and |ts new:'

B _form It erther means precllnicai or cllnlcaf eﬁ'cacy or both It was _
_wrongly alluded by the IPAB that the Petrtroner had to conduct cilmcal N '. '
' studles to prov:de the data demonstratlng the “enhanced effi cacy” If the '

' efr' icacy of the known substance has to have a “known eff‘ cacy it has to

!

_ be denvable from, and quoted by the Examlners In documents dvallable
~in the prror art at the date of patent Flmg Asklng the Petltioner to_

_generate data to demonstrate eff' icacy of a known substance, whlch -

- 'eff' cacy is claimed to be known, documents a mlsconceptron ln the

2}

apphcatlon of Sectlon 3(d)

-Because the IPAB has not apprecrated that clinical effi cacy Is not an:

) mtrrnsrc property of a substance known or not. Chnrcal echacy is shown E
| _only ina specn‘Ic clrmcal settrng In other words, it is shown !n studles for
.-a defined human patlent populatlon (def' ned eg, by ‘age, gender, '
.dlsease status or earlrer treatment), usrng a specn"c form of a drug

'_ substance (e g v a spedf‘ ic salt .or crystal form), in a speclt‘ ed dosage

(e g., 400 mg twrce dally), a mode of admmrstratlon (rnfusron tablet_

' .' dnnk so!utlon drug elutlng stent etc ) and some, tlmes belng applled in
_conJunctlon with co- medicatlon or under other speaf ed arcumstances

'(pre-surgery, before bone marrow transplant etc) anally, the cllnlcal -

studles fi naIIy allow concluswn about the effi cacy of a given drug product

“in'a def‘ ned. settlng No conclusron can be drawn about efﬁcacy m

' general If a drug product is applled |n wrong dosage or to the wrong
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patlents, no cllnlcal effcacy can be estabhshed Thls hlghllghts the

mlsconceptlon of Sectlon 3(d) as such It further hlghllghts that :f 3(d)‘

may be applled at aII 1t can be applled only to new forms of an approved :

drug product For an approved drug efﬁcacy Is demonstrated not in SRR

general but at Ieast ina. glven cllmcal settlng that serves as a basis for

. approval. _Cornpa_rattve s_tudies can be don_e W|th the new form In order -
to gather Section 3(d) data. Apparently', ‘su'c'h"a scenario does not apply
to the PetltIOHE!'S drug- Gl:vec, Wthh as explalned earller ls without -

precedent In other words, no other form of Imatlntb Mesylate had . ' ;

.~ shown effcacy in Chronlc Myelord Leukemla (CML) before Ghvec_' -

B

6)

employlng the [3 crystal form of Imatlnrb Mesylate was tested and

~ approved.

Because the IPAB failed to appreciat'e' that ask"ing a patent 'a'ppl.icant'to

conduct clinical studies 'comp'aring a new form of a‘ known”subs'tance _

with .a' known _su'bstance. that __was.me're'!y a research compou_nd i‘n'a o
clinical settino that allows Obse’rvingr a difference in 'eff icacy is highl\r :
unethlcal That would imply that a research compouncl is tested in
“hiuman patlents for the ﬁrst time for the sole purpose or galnmg patent E

protectton ln Indla The aim of the study would be to demonstrate_'

. mfenor eff‘ icacy of the research compound tested In real pattents If the o

new form of the known substance would be a. drug for the treatment of

a Ilfe-threatena_ng disorder, a drfference in eff cac_v would lmply to put the o

life of.lg p'atien't_s‘ at risk f'or'the:.sake of gai‘ni'ng an. Indian paten't.. This is

~ clearly not the intention of the Indian Legislature when Sect_ion 3(d) was

enact'ed._ o

Because the IPAB erred m not appreCIatlng crucral aspects of the -

Pet|t|oners subject appllcatron for the drug- the B crystal of Imatlnlb '
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. _Mesylate;. which renders the provision of section_ 3(d) inapplicable. The

" crucial aspects are as listed below:.

The Petrtloners drug- Gllvec ls a breakthrough cancer medlclne for the

treatment of CML and GIST Genurne Glivec was onglnally launched as )

the B crystal form of Imatmlb Mesylate There was no other form of.

. Imatlnlb avallable before the development and launch of leec, nelther L

_the alpha form of Imatrnrb Mesylate, nor any other salt of Imatlmb

)

Section 3(d) was mtroduced by the Indlan Leglslature as a means to' )

- prevent “evergreemng" It should only be applrcable, when a known drug

_ product Is replaced by a new verslon of the same product This Is' not the -

o case for Glivec. -

e (i)

- the Indlan Iaw did not provnde for product patents before 1995/2005 In _ o

When Imatrmb free base was first mvented in 1993 and descrlbed in a'.

_patent appllcatlon, the sub]ect apphcatlon could not be made in Indla as :

1998 the lnstant apphcatlon clalmmg the B crystal form of Imatlnlb |
- Mesy!ate was f‘ led as a Black Box app!rcatron, betng the ﬁrst sub]ect' S

apphcatron ever ﬂled in Indla relating to Gllvec It is to be apprec1ated' B

here that no excluswrty could be evergreened in Indla by the_'_

etltloners sub]ect applrcauon, as the Petltroners subJect applicatron is '

) the ﬂrst subject appllcatron for Gllvec in India.

i)

R puts the burden on the Patent Examrner to quote pnor art dlsclosrng S

Sectlon 3(d) refers to- the known eff cacy of a known substance This '-

such k“OW" efﬂcacy DUﬂng the prosecutron of the subject appllcatron' _'
 before - Respondent No.3, the Petrtloner was. asked to produce

' '_comparatwe data in order to demonstrate enhanced effi icacy. Cllnlcal.‘ :

efﬁcacy was. shown by Novartls for the B crystal form of Imattnlb |

E Mesylate It was not shown for any other form of Imatlnlb before. -
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. an exrstlng product Wthh has been studied in clrmral trlals and a newer

20?9

_There is no known chmcal eff‘ cacy for any form of Imatinib other than -

the B crystal form smce |t is the only form that has been studled.'
I

extenswely In patrents In a true evergreenlng srtuatlon, there should be L

: follow-on product whlch would presumably have rts own efr' cacy data At' _

- Ieast in thrs scenano, the eft'cacy of the two compounds may be

o .

.' compared The most obvrous consequence is. that Sectlon 3(d) srmply :
' __does not app!y to Glrvec srnce the known compound d1d not have a

| known effi cacy The other 'consequence Is that if sectlon 3(d) is to be |
apphed in vrew of the ‘Explanatlon clause, ﬂexabrlrty to use a surrogate =

: -for eft‘cacy in th:s case the broavallablllty of the drug shouId be

consrdered. _
Because the IPAB fai_led to appreciate the submission of the Petitioner |

that bi_oavailability' is a critical element of dlinical “efficacy” and Is one

o element amongst' many others whlch can be shown by lhe 'Petitioner to

'establlsh | srgnn" cant dlfference “in propertres wrth regard I:o effi cacy "

[Explanatlon to section 3(d)]. It “may be mentloned that rn fact the' '

‘ Respondent Nos _5, 6 and 7, who are -in the present_proceedings' -
" objecting to bioavailability as an element of .establishi'ng ‘.‘efr_‘lcacy”_are

*getting ~._their manufacturing and marketin'g approval for their own

R ‘pro'ducts under the Drugsand‘ Cosmetics Act, 1940 on the basis of bio-

aVaiIability/'bio-equivalence There are several- possible 'eleme'nts _

' constltutlng the compendlous term eﬁ‘ cacy as Is also establlshed by the? ,'

| :fact that the Iegls[ature has used the plural form propertles as. opposed _

to the slngular form property Therefore, the scope of the term efﬂcacy

' '|s requ1red to be broader and need not be narrowed down to only mean |
clrmcal eff‘ icacy. Hence, enhanced eff' cacy can be demonstrated by any

- _techmcal feature of a new form such as bloavarlabrhty, SOIublllt\/,
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B

- was, so to say, no “known substance” with whlch the compartson could

N

2o

stablllty, hygroscomaty or storablhty, all attrlbutes Wthh are possessed

R by the Petltloners drug _ ‘
Because the IPAB failed to appreclate that ln order to apply the prowslon ..
‘ of Sectlon 3(d) of the Act to a pharmaceutlcal product it has to be |n‘
' relatton to an “approved drug” by the regulatory authonty asa known ‘
substance Il'l the case of a drug can only mean “approved drug”. It I$
- further submltted that “Gllvec" was ongmally Iaunched as B Crystal form -

' of Imatlmb Mesylate and there Was no other form of Imatlnlb avallable 3

- as a drug before the development and Iaunch of Glivec, nelther the

. Alpha form nor any other salt of Imatlnlb In view of the above, there

' _have been drawn by the Petltloner to establlsh enhanced efﬁcacy In'
'other words, the prowsmns of Sectlon 3(d) are tnapplrcable to the L

| present case

- Because the IPAB erroneously proceeded to observe -that the
patentability does not depend on w_hether the test data on the rat study' .
is,statistlcallysignlf‘rcant'.'Assdmingy vﬁthout admitting, that'SectionB(d) .

| - is applicable to the present case, in order to overcome the impedlment -

o of Sectlon 3(d) of the Act the Petltloner rlghtly estabhshed the rat study

o data as' statlstlcally srgnlf‘cant

Because the IPAB- erred in observmg that b|o~avallablllty and eff cacy are
' not one and the same’ masmuch asitis never been the case of the '
Petitioner that blo-avallablhty and efﬂcacy are the same It is the case of‘_
. Lhc Petltloner thal: In order to establlsh enhanced efﬂcacy of the product R
| enhanced blo-avallabrllty can be one of the crttena B
Because the IPAB whtle nghtly concludlng that Imatln[b and its Mesylate |

salt in crystal form have a dlfference of 30% blO-aVallablllty erroneously e
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| proceeded to observe that they are the same substances wrth respect to

_' therapeutrc eff‘ icacy. It is submrtted that in the fl eld of pharmacology,
generally speakrng, any substance Wthh has a varlance of 20 25% bIo- o
avallablllty (elther more or !ess) isnot consrdered bio equrvalent wrth the '

"other compound under comparrson and cannot therefore be termed

the same substance
Because the IPAB gave an. unduly restrIctlve meanlng to the term

eff‘cacy” thereby hmrtrng |t to “enhanced efﬂcacy" by erroneously_'

' relylng upon Madras High Court judgrnent In case of Navartis AG v
' Unran ofInd/a (2009) MLJ 1153 even though the main issue before the '_

- Court there was the constrtutional validrty of Sectron 3(d) of the Act and

an observatlon by the Court on the term “eff' cacy” was a mere ob/ter :

. drcta

Because the restrlctlve rnterpretatlon of the term eﬂ“ cacy :n respect of

| rnventrons falllng under drugs/pharmaceutlcals/pharmacology has done

anustlce to the Petitioner lnasmuch as crucral and advantageous

-properties of a drug like Improved stabllity, less hygroscopicrty and
_ | |mproved ﬂow propertres are pemnent m determlnlng the eﬁ‘ cacy of a

. d"Ug WEre rgnored

Because the IPAB erred in re]ectrng Petitioner’s arguments and'

correspondmg conclusrve experrmental data/supportrng hterature on the

| relatronshlp between bloavaliabrlrty and efrcacy to demonstrate o

enhanced effcacy of Petltloners drug,_ by wrongly observrng that :

. ‘bloavallabrllty IS not the same as therapeutlc effi cacy and reJectlng the _

. contention of the Petrtloner that bloavallabtlrty is one of the parameters '

_"by which eﬁ"cacy of a drug mav be Judged/established and that -

enhanced btoavallablllty Ieads to enhanced eff‘ cacy



Because the IPAB completely |gnored to take into consrderatton the o

o references that were made by the Petrtloner to varlous text"

B _ b/oavailab/l/h/ of a drug product oﬁen determines the therapeuhc_ _ _.

‘books/;ournals Wthh unequrvocally showed that by mcreasing _

bloavallablllty of a drug, enhanced effi cacy of the drug was obtained

The extracts from these artlcles are reproduced below

_ (ix). Methods in Molecular Blology 437 Drug Dellvery System,
. edited by Kewal K. Jaln, page 186

The drug. toxrcrty to healthy tlssues and the cell -reS/:stance to 'treatments

. descnbed earher pose a twom/d cha//enge for drug dehven/ technology -

to lmprove the de//ven/ selechwty and to overcame the ce/l resrstance -

to simultaneous/y maxlmze the therepeutlc eﬁ‘icacy ana’ mln/mize the

.sideeﬁ"ect:s o

Merefore by rncreesrng broava//abllrh/ of drugs at srtes of act/on, drugs B

in the.se carriers have shown enhanced efficacy agamst resrstant tumors '

and fewer 5/de eﬁ‘ects

(x) Drug Dellvery and Targetmg For Pharmacrsts and
Pharmaceuticals Scientists, page 03: : _
In terrns or' drug eﬁ'cacy, the bfoavef/abrl/ty of a drug is almost as

‘ /mportant as the potency of the actrve agent rtse/f g

(xu) Martms “Physical Pharmacy and. -Pl‘:l';ar_n.iaceuticals'

7 m,rences, Fifth Ed]tlon, page 357:

Thus, b/oa va//abf//ty s concerned wrth how qurck/y and how much of a

' drug appears in the blood afer a speczf ic a’ose is admfnrstered The - -

eﬁ"cac/ of that product because rr aﬁ‘ects the onset, /ntens.ty, and |
durat/on of therapeuhc response of the drug

(xii) Article on “Dermal Absorptlon' Increased Bloavallablllty g

‘can result in increased efficacy” in American Association of -

Pharmaceutlcal Smentlsts Journal 1999[ 1338



Hey

ﬁ C'Onclueion' Ennancement of  the derma/ b/aava//ablllty af
. g/ucacornm/ds such as BMV wh/ch nerma/ly permeate the skin poorly,

can resuft in 5/gn/f' Teant i /mpravement in tnerapeunc e/fecaveness

" (xm) Extract from Am J 'l‘op Med Hyg October 2008 lssue,'

79(4) 620-3: Pharmacokmetlcs of the anti malarlal drug '

‘piperaquine in healthy Vietnamese sub_]ects

P/perefiume AUC‘ was propart/ana/ ro tne two a'oses restea’ and a o

moderate—fet mea/ enhanced tne blovellab.r//ty of p/peraqume by 41 %, '

; wnlch shou/d /mprove the therapeut/c eﬁ“ cacy of this drug

S (le) Extract from Elsewer pe_riodicals Semin Oncol 200_7; _34-1- _

o Emergmg evidence suggests that tne use af EDTs may promate a mare -
" revarab/e ana’ predlctable pharrnacok/net/c pmf'/e w1t/7 /ncreased -

b/oava/lab/ﬁty of texanes at tne tumor s:te, lmwtmg thezr expasure to o

norma/ tlssues and /mprawng tne therepeuac benef'ts assacreted mth - ‘

_ taxane treatmenr

(xv) Extract from Elsewer perlodlcals Int] Dermatol 1999; 38- |
628-32:

: Canc/usron A nave/ mam formu/at/on with ennanced BMI/ b/oavafbb///t;/ A
- has been sbown to be of /ncreased eﬁ"cacy /n the treatment orf sca/p' _
_ psanays mrnout an assoaated /ncrease in tomaty | |

' (xvu) Handbook of property estlmatlon methnds for chemlcals

Environmental .and health sc:ences By Roberl: S Boethlmg and

- ,Donald Mackay at page 262

Bfaavaﬂabzlfty Is- c/ear/y an /mpon‘ant factar that can aﬁ’ect tne

tnerapeut/c eﬁ?caqr of ttwaly of r:hem/ca/ substances A car Wdare drug o

_ substance ‘that cantafns structura/ features necessan/ for a specrf'c -

| ,pharmaco/og/c property W/I/ nave nm/tea’ /f any, the/apeut/c ya/ue ifit

has low b/oavailab///ty
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Because the IPAB erred i in observmg that the Pehtuoner is not entltled to

make out a case for patent in Its favour by |mport|ng new matter In the. !

" specifi catlon dlscovered/estabhshed Iater and consequently holdrng that o

| patentab:llty WhICh mcludes determrnmg whether the mventron falls

: under ! Sectlon 3(d) or not wull have to be establlshed on’ the basrs of the
. _onginal dlsclosure in the specrf‘ cation The IPAB falled to appreciate the

__followmg key aspects whlch cannot be harmonlzed wrth its observatlon.

- '_ (i) The Petltloners subJect applrcatlon was: f Ied in Indta in 1998 -
- seven years before Sect[on 3(d) as it presently stands, was even

'conceived It follows w:thout argument that the new standards of 3(d) :

T cannot be applled on the present appllcatlon wathout afford!ng the

- a applicant a chance to meet these new criterfa. It has to be apprec!ated

. -. that at least for appllcatlons f‘ led before April 4, 2005 when the new law

-'entered mto force, transmonal rules have to be apphed allowrng the

applicant e1ther to put such data validly on fi le with the Patent Ofﬁce or_ :

' to amend the Specrf catlon by |nclus|on of the requrred data

'(-ii) Conductlng clmlcal studles cannot be a pre-requrslte for grant ofa ~

patent Clmrcal studres comparlng a new form of a known substance with

A known substance can take several years untrl concluswe results are

C i nally obtamed Gwmg a new product to patlents in Phase II or Phase I -

stud|es woulcl destroy the novelty of such product and- render it

' unpatentable m almost alI ]urlsdlctlons worldwude Orlgmator compames '

... developing new Pharma products need a sohd basis allowmg them to

_.make the huge 1nvestment requ1red for the clrmcal development of new -

- products Accordlngly, it undenlably follows that patent f l:ngs clarmlng'_'

the actlve mgredlent of the new. product as well as all other potentlally



lnventlve aspects of the drug product (formulatlon salt or cn/stal form
mode of admmrstratlon, etc) have to be made before chnrcal studtes are

started and hence, cannot mciude the final results of such comparatlve '

e studles

R) Because the IPAB erred in observmg that the Imatznib Mesylate -

| .'was a known substance before the pnorlty date of the Petittoners.‘_

' appllcatlon for patent and consequently holdmg that the hIoavaiIabIlIty -

- studies submltted by the Petrt:oner to demonstrate the enhanced efficacy

| of |ts product—B crystal form of Imatlnlb Mesylate, is not complete

without correspondlng comparison w1th Imatln[b Mesylate salt The IPAB' o
did not appreciate the followmg crucial points in arrrving at this

- erroneous fnding

(i) - Imatmlb free base is the rlght standard for comparatwe data-
under Sectlon 3(d) of the Act Imatinlb but not Imatrnlb Mesylate 157
i specrf‘ cally dlsclosed in Petltloners 1993 patent

- '(u) Whereas the 1993 patent enables a skllled person to prepare ;

' -Mesylate salts of Imatlnlb there is no specuﬁc example prowded in the_ -

1993 patent for the manufacture of any Imatlnlb Mesylate .
{ifi) - The pnor art further compnses a pubhcatlon ln a screntlf' c Journa! :

(Cancer Research January 01 1996) that mentlons Imatlmb Mesylate -

Ina foot note in the publlcatlon, it is mentioned that the preparatlon of . o

the Mesylate salt wall be descrlbed at a later pomt in tlme | } '_
B (w) “The Petitioner's subject application for the fi rst time descrlbes the
preparatlon of Imatlnlb Mesylate o | |
(v) Whenever Imatmlb Mesy!ate s actually prepared, it W|Il be i

obtalned |n a def ned form. Dependlng on the condltlons applled lt will
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_be obtamed as monoMesyfate or dlMesylate Furthermore,_ the '

_— monoMesylate wrll be obtamed in alpha crystal alpha2 crystal B crystal

H1 crystal amorphous form, other crystal forms ar mlxtures thereof

‘ (V|) A comparlson wrth Imatm:b Mesylate |s s:mply untenable and '

|mp055|ble, as the express:on “Imatln:b Mesylate" does not rdentlfy a rea! -

‘substance In. order to tdentlfy a real substance further lnforrnatlon -

o needs to be added in order to specify what form of Imatrnlb Mesylate is -

8

addressed Informatlon surtable to that end would be the name (alpha o

- 'crystal, alphaz crystal, [3 crysta_l,jHl crystat,_amorphousform), physical :

| | dat'a.‘ (a. melting _poi.n.t',_.x-ray data, soli'd state -NMR) :or' the c_onditlons
) applied to preparé Im‘atinib Mesylate as these 'conditions will determine -

g the crystal form obtained | | o |

o (vn) The IPAB concluded that Imatlnlb Mesylate is a known substance

for the- purpose of determmlng novelty At the same tlme IPAB :

.'concluded that the B crystal form of Imatinlb Mesylate, claimed in the '
Petitioner's subject appllcatlon, is nove[ Accordmg to Sectlon 3(d),

" new form of a known substance shall be consrdered to be the same

substance |f no srgnlf' icant enhancement of efr‘ cacy is observed There o

“can be no doubt that a known substance and a new form t_hereof in

reality are not the same. 3(d) generates a legal fiction. The critical data

"_,*to be evaluate_d is comparative data about the er‘ﬁcac-*,"'of the known .

substance and the new form of the known substance.

Because the IPAB 'o"ught to have appreciated'the tests /ciinical trials '

o conducted by the Petitioner which admittedly showed 30% enhancement_ :

~of bIO-aVBI[ablllt\/ over the “known substance"
. Because, given the unlqueness of the efﬁcacy requirement for the Qrant "

- of a patent in Ind_ia, absence of a definition of “efﬁcacv’_’ and precedents -
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. from other Junsdlctlons, the IPAB ought to have held 30% enhancement -

of blo-avallablhty was srgnn‘" cant In propertles with regard to eﬂ" cacy
Because the IPAB given the unrqueness of the ‘effi cacy requrrement for_.
the grant of a patent in India, absence of a def‘ nltron of Yeffi cacy” in the
Act and precedents from other Junsdictlons erred in not apprecratmg the :
aft‘ davrts deposed by techmcal experts o

Because the IPAB has farled to apprecrate .that -n absence of any' o
gurdehnes as to what would constrtute “eff‘ cacy signiﬂcant or' .'
otherwrse, Sectlon 3(d) erI give: unbndled power to Respondent No 3 to
decrde the patentablhty of a product As stated above, it may be
emphasrzed here that the present case is a glarmg example of the IPAB '

and Respondent Na. 3 of rejectlng arbrtranly the subject appllcatlon |n

' -_ respect ofa product

Because the IPAB wrongly observed that Imatmrb free base cannot be

the right standard to be used under Sectron 3(d) for companson with ) |
_ Imatinib Mesylate in the B crystal form Under Sectron 3(d) of the Act |

enhanced efﬁcacy needs to be demonstrated and a companson of the"_ .
" claimed new form of a known substance W|th the known substance itself.

has to be accomphshed Hence, the “known substance needs to be a .

substance, wh[ch is factually avallable, i.e., Wthh is exempllf' ied: in the '

- mnor art in a manner that it Gan be obtained by a person skrlled in the

art. Wh_e_reas Imat_lnlb free base is exempllf' ied in the_ 1_993- patent and |
| hence,'conStitutes a known substance, this cannotbe said for any form

~of Imatlnlb Mesylate The concept of novelty can work w:th f Cthl'l, wh:ch

s not the case for Sectlon 3(ci) Efr‘ cacy data as reqmred by Sectlon 3(d) '

of the Act from preclmlcal of clinical studles cannot be generated wrth a

i ctltlous substance SCIentlsts and physrcrans ‘can only test exlstlng' '
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$. @ o substances not substance whrch are deemed to lack’ novelty and thus are -

' I -"‘“ o | “known" for the purpose of novelty determlnatlon

' Consequently, lt lnfalllbly follows that Imatlnlb free .base IS the rrght .
standard for comparlson wath [3 crystal form of Imatlnlb Mesylate and ln.
_ '. any event the 30% lncreased bloavallabllity of the B form of Imatlnlb )
Mesylate over the free base renders the mventron patentable under'. ._

' Sectlon 3(d)

- "X) . Because the IPAB failed to apprer:late that development of a drug and..'
' patent f Img tlmellnes are incongruous and accordlngly, ought not have -

' called for efficacy data to be present in the specnf catron as fi Ied

Yj : Because the IPAB erred in relylng on an addltlonal ground under section

3(b) of the Act in refuslng the Petitioner’s subject appllcatlon whlch was

“not the case of elther of the Respondents either before Respondent No

3 or before the IPAB

\, L B 2 Because the IPAB falled to apprecrate the true rmport of sectron 3(b) of
| . the Act, Wthh under any concelvable CIrcumstance does not empower
Respondent No 3 or the IPAB to use the issue of pncrng of a drug to

evaluate the patentablhty of an lnventlon

_’Secti'on' 3(b) is as__reproduced_'below: |
' 'Sect/on 3. What are not mvent/ons - The fol/owrng are not /nvent/ons
within the mean/ng of thls Act - '

(b) an rnvent/on, the prrmary or lntended use or cammercra/ explortatran :

of wh/ch would be contrary ta public order or maraﬁty or whrch causes h
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seﬂous prejualrce to human, animal or p/ant life or hea/th or to the

en WI’ 0[7!778/7

. The language of Section 3(b) or srmilar language is included in the .

patent Iaw in about every country of the world It rs wadeiy accepted that
patent protect|on is only excluded if the mventron cannot be used other )

than |n a way which Is contrary to public order or moralrty The declsrve '

| matter is the purpose of the lnventron Typrcal examples of sub]ec:t—_ '
'matter whrch should be excluded from patentabrhty are lnventions likely .
' to mduce rlots or publlc drsorder such as. Ietl:er—bombs Unethical' |

_inventlons would non'nally be grouped under thls item.: Nobody would

argue that the Petitloners B crystal form is unethrcal when |t ls qurte_'
the opposite, it saves lives Therefore, one: cannot envrsage a situation

where the explortatron of the Petrtloners mventlon wollld be contrary to

e publrc order or moralrty let alone belng pre_]udlcral to anrmal human or

plant lafe or to the envrronment '
Because the IPAB erred in observing th'at_a high priceh_for_ a c'a'ncer dru_g
could lead to public disorder.‘There is no basis in the law that supports

pricihg of a drug as 3 reason for patent refusal Itis Well established that

~ the grant or refusal of a patent Is dictated by stnct "patentabllity" criterla -

to be found in the Patent law in dlfferent Junsdrctrons Patentablllty is .

e mvanabiy assessed indepenclently of external factors such as pncrng or :

' market access The issue of prrcrng of a drug has no relation whatsoever'

wrth the patentablllty of iinvention.- Such a crrterron cannot be used to:‘ _

deny .the grant of a patent. Once the patent has been granted the use :

~or abuse of a patent can be regulated by other relevant provrsrons such:

- as compulsory Ircensrng
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Because the IPAB erred in observrng that a grant of a product patent can

create havoc to the lives of poor people and their famrlres affected W|th :

the cancer for whlch the drug Is effectlve

Because the IPAB erred.in obserwng that the grant of a patent ought to_ '

: be prohlbsted because rts explortahon could “create publlc dlsorder_

' among other thlngs" -

;

_ Because the IPAB whilg rightly comlng to the conclu5|on that the _'
' Petltloner ought not to be depnved the fruit of ltS research has grossly '

' erred in observrng that the grant-of a product patent will be abused by '

o the Petltroner and - by not grantlng a product patent the IPAB wrll

© ensure that Glrvec is avallable at affordable prrces, thus wrongly Ilnklng a . _'

o patent to pnce, Wthh aspect Is beyond the scope of the Patent Act.

EE) Because the IPAB falled to observe that adequate mechanisms llke

¥ NI
)
DD)
o

compulsory Iicensmg are provnded in the Patent Act ltself to safeguard ‘

: agalnst any possrble excessive prlcmg

6.

QROUNDS FQR 'INTERIM RELIEF: -
' jBeca'use.by th'e Impugned order,"'the IPAB has remanded the Petitioner’s
; appllcatlon to the Controller at the Chennal Patent Ofl'” ice who will requrre

~-the Petltloner to amend its appllcatlon to limit the clalms {0 only process: |

clarms thereby causmg Petltloner serious preJudlce and irreparable harrn

.. MAIN PRAYER: :
. Itis therefore most humbly prayed that th|s Hon'ble Court may be

gracrously pleased to
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_ deem fit and prOper ln the mterest of ]UStICE

Y

| - o 7 1 5
grant Spemal Leave fo appeal agamst the order dated June 26, 2009

passed by the Intellectual Property Appellate Board Chennai rn respect

of Misc, Petitlons nos. 1- 5 of 2007 in TA/1 5/2007/PT/CH & MfSC Petitron

No. 33 Of 2008 in TA/1/2007/PT/CH & TA/1-5/2007/PT/CH

to pass such other order and further orders as thls Hon'ble Court may

'grant an ad Jntenm ex parte stay on the operative against the ~order
dated June 26, 2009 passed by the Intellectual Property Appeliate Board
Chennal In reSpect of Mrsc Petltlons nos. 1-5 of 2007 in TA/1- -
.,:5/2007/PT/CH & Misc. Petition No 33 of 2008 in TA/1/2007/PT/CH &‘ '
W -TA/1-5/2007/PT/CH | |
Cm

to pass such other order and further orders as this Hon'ble Court may |

L deem fit and proper in the mterest of ]ustrce

AND FOR THIS ACT OF KINDNES-S, THE PET'I‘HONER SHALL EVER PRAY:

Drawnby: " Fledby: |
L . [MEENAKSHI ARORA] |
 Settled by: L : ~ Advocate for the Petitioner -

Drawn on: 10.8. 2009

- Flled on: 11. 82009 :



