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Refzrencia : Expediants No. 10014720
Asunto Sclicitud de patente para NUEVOS DERIVADOS DE
ACIDO AZARIFENITLAMINOBENZOICO
Solicitante ALMIRALL, A
I. ALEGATOS CONTESTACION OPOSICION
Yo, Luz Clemsncia de Péez, an ni condicidn de apodsrada Jde la
gocizdad zolicitante ALMIPALL, S.2., por &l pressnte sscorite doy
respuesta & la oposicién formulada por el doctor Tito No& Parra comod
apoderado de la socizdad LAEOFATORIO FRANCO COLOMBIANO S.A. LAFRANCOL
S.2A., en adelante denominada LAFPANCOL 2.A., contra la solicitud Jde
patente para la invencién dencminada  NUEVOS DERIVADOS DE  ACIDC
ACARTFENILAMINORENZQICO que  2e  tvamitca en 21 expediente de 1
referencia
Il. CONTESTACION DENTRO DEL TERMINO LEGAL
El Oficio N° 10280 que dispone el traslade de la oposicién
formulada fu= notificado por fijacidn sn lista 21 24 de juwnio de 2011,
por lo que 2l término concedido ds sesenta (60) dias vence el 22 de

NIT. 860.041.567-2
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geptiembre de 2011; de manera que la oposicidn eszid sgisndo contesta

en término legal.

Il. RESPUESTA A LA PETICION
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consecuencia solicito se declare infundada la cposiciin presantada en
su nonbrs v se otorgue la patenie para la invencidn denominada NUEVOS

DERIVADOS DE ACIDO ACARIFENILAMINOEENZOICO que 3¢ cramita en esce

expediente.

IV. FUNDAMENTO FACTICO DE LA OPOSICION
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4.2, En cuanto a la care
INVENTIVO, ge sefiald qus “las composicicnes farmacéuticas dque
comprenden devivados Jde  Acido azabifenilawminchenzdico, sus

procadimizntos  de preparacidén y  su uso  en  terapila  como

inhibidorzs de la dihidrooro
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2 totalmence conocidos en la industria
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_________ s que involucran

gentes tales Como BEtansrcepi, Infliximals, Adalimumab,
acrolinus, Rituximab, “entre wuchos oitvosg” va son conocidas v

scin plenamenite identificadas enn el sector guimico-farmaciuicico.
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documentos:

ETANERCEPT

THE MERCK INDEX

Ostenta bensficios patentarios
WO 2405475 (1994) vy LIS
(1997)

SOmMo en
605690

INFLIXIMAB

WO 2216853 (1992)

Y|

ADALIMUMAB

WO o7za121 (1997) y US
(2000)

COD0352

(1984) y US
(1998) |

TACROLIMUS > EP 184152 (19508)
RITUXIMAB WO 3 10z6 (1% 5763137

A continuacién ms
Despacho, las razones qusa
1

Lo antericor <3 asi,
ne lleve a demostirar la
requisiceos de  patencabil
Comigidn de la Comunidad
la invencién sc

£.1. En cuantc al wreguisitcoe de  HOVEDAD,
establecs que una invencidn se considerard
comprendida en 21 estads de la té&cunica (articu

de la Comi

Decisidn

RESPUESTA A LOS HECHOS Y ALEGATOS

1cia dz la pretensién
tud un correcto andlisis
normas gque consagran los

, en su opiniédn, adolzace

z3Ce asunco

la citcada normacividad
nueva cuandos no  esta

1o 16 de la Decisién 486

Al rvespecto 2n la Guia para Examsn dz Sclicitudes de Patznte de
invencidén de la Superintendencia de Industria v Comercio, se sstaklscen
los siguientes pasos para la determinacién de la NOVEDAD:
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“Se examinara si 1a invencidén ez nueva o no, de 1s siguisnte
manera:

1- definir cuales son las caractzristicas téonicas esenciales de la

primera reivindicacian independiente

2- comparar, sleamento por elements, las caracteristicas (Eonicas

esenciales con las caractaristicas de 2 materiz divulgada en cada
documento del estado de la técnica

2- verificar, segan  la  comparacién - anterior, =i la invencién

reivindicada es idéntica a lo revelado en 2l estada de 12 téenica, en
cUyo caso & considera que no tiens novedad

4- graminar de  la misma mansra las  olras  reivindicacionas

independientes, y

A- revisar si las reivindicaciones dependientez mencionan elemantos

nuevos.”

Tal y como podrd constatar este Despacho de acuserdoe con una
revisién dzl escritce de oposicidn, el apoderade de la  sociedad
LAFRANCOL Z2.A. simplementes se limitd a afirmar que “las composicionss y
combinacionss farmacduticas que comprendsn derivados de  &cido
azalifenilaminobanzdico, asus procadimientos de preparacidn ¥y su uso en
terapia como inhibidorez de la dihidroovoiaco deshidrogenada (DHODH) ,

son  prac

cocalmentce conocidos en la

punte 4.2 del capitulo ancerior, gue tal y como afirma, “involucran
agences tales come Etansrcept, Infliximab Adalimumaly, Tacrolimus,
Rituximalr, entre otros.”
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norma b strar gque la

invencidn solicid dew LS UL “comprandida

\JPIW 3

Por lo tanto, no 8&¢ hace nacegavio resalizar mayores andlisis para

podzr concluir que la pretensidn invocada para ¢ue sz niesgue la patente
undamence en lo previsto en 21 articulo 16 de 1la

Decizidén 486 d= la Comigidn dz la Comunidad Andina no =2zta llamada a

irmacidn cue =& hace sobre la presunta

ausencia Jdel requisite de novedad, no conscituye prueba idénea que
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con documentos  gue

2. En cuanco al requisico de NIVEL INVENTIVO, el avioicule 18 de la

5
Dzcigidn 426 seflala gue sz caveces de este vaquisito cuando se demusstra

que la invencién “hubizse resultado obvia o s8& hubilere derivado de
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farmacéuticas a qus 82 hace veferencia en la presente invencidn, no
demosted  que ninguno de los documentos seflaladeos =n el punto 4.3
antericr, o la combinacidén de por lo menos dos de ellos (que comstituye
la wegla aplicabls a ssits respecto por nues:iva Oficina de Patentes),
sugieran o hagan ohvia o evidente la presente invencidn
Sohire este vequisito la Guia para EBxemen de Solicitudes de
Pacence de invencidén de la Supervintendsncia de Industria y Comsrcio,
sugiere

Y = 3N

Se examinard si la invendci

Mé&todo Problama-Solucian, que consta de las 3

1- Identificar <l estado de la
reivindicacla

Determinar |a

CEFGAano
a- Definir e efeclo  tdcnico

diferencial

ot

tecnica cercana y del problam

an tiens nivel inventivo,

diferencia 2ntre la invencidn y astado

causado  y  atribuibles

G- Evaluar si la invencidn reivindicada, partiendo el

mediantz el

2

iguisntes etapas:

iEonica cercano a la invencidn

de la téonica

elemeantd

al

Deducir &l problema técnico objetivo

axtado de la

a thonico objetiva, habria sido ohwvia

para la persona madianaments versada en la materia®

unos documentos &n

ea pertinentes concluir, gue la mencién
1 2l esgsrtado de la tEomica silo permite

dzmostrar la existencia de las composiciones a las qgue se alude en el
escrito de oposicidn, pevoe no conduce a Jdenostrar de manera iddnez la
ausencia de NIVEL INVENTIVQO de la invencidn solicitada, pues no =se
demostrd gue ni su combinacién hubiese hecho parte del estado del arte,
menos aln gque la sola zsxistencia de los mismos haya parmitide deducd
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que conposicionzs farmacéuticas qus

agentes talszs como sCansrc
rituximab, etc., pueden sav

los derivados

mi

Q

Tncernacional que se adjuntza al presence

epr, infliximab, adalimumalb, tacrolinus,
conocidas, no los son composiciones que
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Q

estd llamada a prospsrar.
§.2. En cuanto al ragquisito de APLICACION INDUSTRIAL previsto en el
articulo 192 de la Decisién 426 de la Comisién de la Comunidad Andina,

formlado

pode

sz

que

irdaini

demu

<

o

condusca

demostrar

qu

i2idén si cumple con este requisito
stra que la pretensidn dzl apodsrado d= la
eate respecio campoco  escd llamada  a
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VI. PETICIONES

hzchoszs, solicico

infundada 1la

Bl

LAFRANCOL S.A.

nombre  Jds

Vil. PRUEBAS

Ij_ =

ia del
la solicicud

prucbhas.

Informe

oMo ir=s

1—
W}

asunto,

la

|_l
[

Interna
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IX. NOTIFICACIONES

Mi wvepresentada v yo recibirvemos notificacicnes en la Secrataria
de =zu Despacho o &n wmi oficina d= abogade uvbicada =z la carvera 4° N°

té::;cé?éaﬁ1é%’124£§%§;3é5438552
LUZ CLEMENCIA DE PAEZ

C.C. 35.456.344

T.P.A. 23.555

COLO-17153-841-006-8
COLO-17153-264-001-7

Y SCT\SCT\ID-200440\WPC17153
No. M-2011-200440\SCT



PATENT COOPERATION TREATY

PCT

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY
(Chapter T of ihe Patent Cooperaiion Treaty)

(PCT Rule 44bis)
Applicant’s or agzni’s file reference FOR FURTHER ACTION Sze iiem 4 below
N.105537 -~
International application o, Tnternational filing date (dayinonivyzar) Priority date (day/onih/y 2ar)
PCT/EFZ00S/006573 03 August 2003 (05.05.2008) 10 Augusi 2007 (10.08.2007)

Intemational Patent Classification (Sih edifion vnlzse older ediiion indicaied)
Ses relevant information in Farm PCTASA/ZS7

Applicant
ALMIRALL, S.A.

1. This intemational przliinary repori on paientability (Chapizr I) is iszuzd by the International Burzan on behalf of ihe
Internaiional Scarching Auihoriiy under Puls 44 bis.1(a).
2. This PEPORT consicts of a iial of 5 shezis, including ihis cover chezi.

In ths aitachisd chesis, any reference {o the wiiiien opinion of the Internailonal Searchiog Authority chonld be rsad ac a raference
io ihe inizroational preliminary repori on pateniability (Chapter T) instead.

3. This repori coniains indicaiione relaiing to the fllowing iiems:
K{ BoxMNo. T Basis of ths repori
D Box No. I ‘ Priority
D Poxlo. I Mon-establichinzii of opinion with regard to novelty, inveniive ciep and inductrial
applicability
I:I Boz No. IV Lack of unity of invention
& Bourllo. V RPeagonad siateinznt nindey Aviicle 25(2) wiih r2gard io noveliy, inventivs ciep or inductrial
; applicabilily; citaiions and explanailons supporiing such siaiement
|:| Boxz I:Io. VI Certain documeats cited
|:| Box No. VI Cerizin defecis in the infernational application
D Box Mo, VIII Cartain observaiions on ih2 iniemational application

4. The Intemational Pursan will commuaicats hic vepori to designatad Offices in accordance wiih Pules 445i.3(c) and 9241 but
not, zrcept whers the applicant makes an expraes reguect under Ariicle 23(2), before the cxpiration of 30 monihs from (he pricity
date (Rule 44bis .2).

Date of issvance of ihis repori
18 February 2019 (16.02.2010)

. - arized office;
The International Bureau of WIPO Authorized officer

34, chemin des Colombettes

1211 Geneva 20, Switzerland Ag nes Wlttmann-Regls

Facsimile Mo. +41 22 333 2270 z-mail: pl06.pei@wipo.int

Form PCT/IB/373 (January 2004)



PATENT COOPERATION TREATY

A
From the . ' .
INTERNATIQNAL'SEARCHING AUTHORITY - :
PCT
. N | WRITTEN OPINION OF THE
see form PCTASAZ20 INTERNATIONAL SEARCHING AUTHORITY
(PCT Rule 43bis.1)
Date of mailing
(Jayimenthiysar)  see form POTASALIG (second sheat)
' Applicant's o.r agent's file reference - FOR FURTHER ACTION
see form PCTASA220 ' E See paragraph 2 below ‘
Interational application Me. International filing date: (Jay:fonthfear) | Prority date (day/meonthi=ar)
PCTEP2008/H0E573 ’ 08.08.2008 . : 1 0.08.2007

International Paien! Classification (IPC) or bath natisnal classification and IPC ' ' )
V. CoTD212374 COTLeaadz CO70I0104 COTDL01A0 A_G1K31/44 AG1F31506 A61P1900 AG1P1700
AB1P3500 A61P3700 A61P31N0 CO7D413H0 : . ’

Applicant | .
LABORATORIOS ALMIRALL, S.A.

| 1. This opinion contains indications relating to the following items:
B BPoxNc.|  Basis of the opinion
O BoxNo.Il  Priority . ‘
R "0 eoxMo. i Mon-establishment of apinion with regard to novelty, inventive step and-industrial applicability
O BowNo. IV Lask of unity of invention '
B Bov Mo,V Reaszoned statzment undir Rule 42bis.1(z)(i) with regard to navelty, inventive step cr industrial
. applicability; citations and esplanations supporting such statement '
D Box No.VI  Cartain documents cited -
O eox No. VIl Certain defects in the international application
0 Box No. VIl Certain observations on the international application
2. FURTHER ACTION
If a demand for internatidnal prefiminary evamination is made, this oginion will usually be considered to be a
written opinion of the International Preliminary Examining Authority ("IPEA") except that this does not apply where
the applicant chooses an Authority other than this cne to be the IPEA and the chosen IFEA has notifad the
International Bureau under Rule 6€.1bis(b) that written opinians of thiz Intarmationzl Searching Authority
will not be so considerad. . '
If this opinion is, as provided above, considered to be a written apinion of .the IPEA, tha applicant is invited fo
. submit to the IPEA a written reply together, where appropriate, with amendmants, befare the espiration of 3 menths
from the date of mailing of Form PCTASAR20 or before the expiration of 22 months from the priarity date,
whichever expires later. : '
‘For further options, see-Form PCTASARZO. |
3. For further details, ses notes to FornyPCTﬁSA)ﬁQD.
Mame and mailing addrese of the 1SA: ) Date of complotion of » Authworized Officar ‘
—_— : -| this opinicn . : fy‘""”‘"m,ﬁ
' Eurcpean Patent Officz - P.B. £318 Patanlldag ™, (o . 3 s 3
,.0))) HL-2280 HV Rijswilk - Pays Bas - %%e'rfnos:?mo | Bosma, Pater H _0)» F
T Tel. +31 70 340 - 2040 Tx: 31 €51 gponl : s %, &
Fav: +31 70 340 - 3018 Tolephons Ho. 431 70 2.10-3865 F o papn-® -

Farm PCT"ASAQQ.T (Cover Shest) (April 2005)




WRITTEN OPINION OF THE | ‘ o " International application No.
INTERNATIONAL SEARCHING AUTHORITY o PCT/EP2008006573

Box No.l Basis of the opinion

1. With regard to the Ianguage this opinion has been establlshed on the basis of:
B the intzrnational Elppllt:atlc:n in the language in Wthh it was filed

O atranslation of the international application into , which is the language of a translation furmshadfor the
purposas of mternatnonal eearch (Rules 12.2(a) and 23.1 (b)).

2. [0 This opinion has been establiched taking into account the rectification of an obvious mistake authorized
by or notified to this Authority uncler Rule 91 (Rule 43bis.1(a))

3. With regard to any nucleotide and/or amino acid sequence disclosed in the intarnational application and
necassary to thi claimad invention, this opinion has been establishéd on the basis of:

a. type of material:

O asequence listing A : -
0 table(s) related to the sequence listing.

b, format of miaterial: |
'O on paper
O in electronic form .

c time of fllmg/furnlshmg
a (;umdmed in the mternatlondl application as filed.
O filed together with the international appllcatnon in elec:tronic:,form.
O furnished subsequently to this Auihority for lhé purposes of.search.

4. O In addition, iﬁ the case that mdre fhan one version or copy of a sequence Iisiing andfor téble relating thereto
has been filzd or furnished, 1he required statements that the information in the subsequent or additional . -

- COpies is identical to that in the application as filed or does nol go beyond the -application as filed, as
appropriate, weare furmshed ' ,

5. Addltgonal comments:

Form PCTASAL 237 (April 2007)



WRITTEN OPINION OF THE - - . © Intemational application No. .
INTERNATIONAL SEARCHING AUTHORITY ' PCT/EP2008/006573

Box No.V Reasoned statement under Rule 43bis.1(a)(i) with régard to novelty, inventive step or

industrial applicability; citations and explanations supporting such statement

1. Statement

Novelty (N) ' Yes: Claims- 1-31
' No: Claims

* Inventive step (1S) ~ Yes: Claims ~ 1-31
: No: Claims

Industrial applicability (IA) . Yes: Claims  1-31

No: Claims

2. Citations and explanations

'see separate sheet

Form PCTASA/237 (April 2007)



WRITTEN OPINION OF THE- ST - International application No..
INTERNATIONAL SEARCHING o
AUTHORITY (SEPARATE SHEET) - PCT/EP2008/006573

" ReltemV.

1 F’.eference is made to the following documents: ..
D1: WO 03/006425 A (4SC AG [DE]) 22 January e003 cited in the application
D2 WO 2005/07 410_A (ACTIVE BIOTECH AB [SE]) 18 August 2005

2 Claim 30 relates to subject- nnttel considered by this Authonty to be covered by
TTtheprovisions of Rule 39 1(iv)/67-1(ivyPCT: A -
The patentability can be dependent upon the formulation of the clalms The EPO for
example, does not recognize as patentable claims to the use of a compound in medical
treatment, but may allow claims to a product, in particular substances or composmons
for use in a first or further medical treatment.

3 Document D1, which is considered to represent the most relevant state of the art,’
dizcloses 2-(biphanyl-4-ylcarbamoyl)-cyclopent-1-edecarboxylic acid derivatives as
dehydroorotate dehydrogenase (DHODH) ll'lhlbltOl'S for the treatment of a.o.
autoimmune diseases, immune and antiinflammatory diseases.

From this, the subject-matter of the present claims 1-31 differs in that it relates to
specifically substituted 3-(phenyla mino)-pyridine or 5- (phenyl mmo)-gynmldm
derivatives as DHODH inhibitors. '

D2 discloses anthranilic acid compounds as dlhydroorotate dehydrogenase lnhlbltors

The subject-matter of claims 1-31 is therefore novel (Article 33(2) PCT). ' ‘
 Itis noted that the plesent compound claim 26 is restricted in scope irt the medncal use

claim 1 by the provicled proviso in order to disclaim several known compounds '
- (intermediates). ' ‘

4  The problem to be solved by the present invention may be regarded as the
provision of further compounds useful as DHODH inhibitors. -
The soluti'on to this problem proposed in claims 1-31 of the present application'is
considered as involving an inventive step (Article-33(3) PCT) for the following reasons:
The presently claimed 3-(phenylamino)-pyridine or 5- -(phenylamino)-pyrimidine
derivatives differ structurally in several parts of the core structure and substituents from
- the closest prior art D1 as indicated above. '
Aiso D2 does not teach or suggest the presently claimed compounds useful as DHODH
inhibitors.

Form PCTASN3T (Separate Shest) (Shast 1) (EPC-April 2005) ‘ ' ‘



