JOSE LLOREDA CAMACHO & CO.

Calle 72 No. 5-83 Piso 5, Bogotd, D.C. Tel: 6069700 Fax 6069701
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SUPERINTENDENTE DE INDUSTRIA Y COMERCIO

DIVISION DE NUEVAS CREACIONES

E. S. D.

‘ Re: PI.-GILEAD SCIENCES, INC.; K.U. LEUVEN RESEARCH &
DEVELOPMENT Y PUERSTINGER, GERHARD-Solicitud de Patente

de Invencién en Fase Nacional PCT para “COMPUESTO DE

PIRIDAZINA CRISTALINO”.-Clase CO7D 471/04.-Expediente
numero 09-144.800-

1. Me refiero a mi solicitud de patente de 17 de Diciembre de 2009.

2. Anexo me permito presentar a usted documento completo de la

‘.. Opinion Escrita, correspondiente a la solicitud Internacional nimero PCT/

g US2008/008259, actualmente en tramite de Fase Nacional en ese despacho,
‘ bajo el nimero de la referencia.

3. En consecuencia, ruego a usted tomar -atenta nota de lo anterior y

proceder de conformidad.

Atentamente,

LA -
ALICIA LLOREDA RICAURTE
T.P. 53.215
MOF/nerr.- :




PATENT COOPERATION TREATY

::I\EEI)'EF?I:IEATIONAL SEARCHING AUTHORITY _ ‘ % s
| To: _ | | PCT %
WRITTEN OPINION OF THE @
INTERNATIONAL SEARCHING AUTHORITY

(PCT Rule 43bis.1)

see form PCTASAR20

Date of mailing .
(day/month/rear)- see form PCTASAR210 (second sheet)

Applicant's or agent's file reference FOR FURTHER ACTION

see form PCTASA220 See paragraph 2 below

International application No. Internétional filing date (day/fnonth/j/ear) Priority date (day/month/ear)
PCTAS2008/008259 03.07.2008 06.07.2007

International Patent Classification (IPC) or both national classification and IPC

INV. CO7D471/04 A61K31/4353 A61P31A2

Applicant . .
GILEAD SCIENCES, INC.

1. This opinion contains indications relating to the following items:

K Box No. | Basis of the opinion

[} Box No. I Priority

0 Box No. lll Non-establishment of opinion with regard to novelty, inventive step and industrial applicability

O Box No. IV Lack of unity of invention ‘

& Box No.V Reasoned statement under Rule 43bis.1(a)(i) with regard to-novelty, inventive step or industrial
- applicability; citations and explanations supporting such statement

Box No. VI Certain documents cited

.D Box No. VIl Certain defects in the international application

X Box No. Vill Certain observations on the international application

2. FURTHER ACTION

If a demand for international preliminary examination is made, this opinion 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 one to be the IPEA and the chosen IPEA has notifed the
International Bureau under Rule 66.1bis(b) that written opinions of this International Searching Authority

will not be so considered. :

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months
from the date of mailing of Form PCTASA/R220 or before the expiration of 22 months from the priority date,
whichever expires later.

- For further options, see Form PCTASA/220.

3. For further details, see notes to Form PCTASA220.

Name and mailing address of the ISA: Date of completion of Authorized Officer
' s this opinion S
European Patent Office f ‘ . . j s:
Q)) D-80298 Munich POTISAR10 Usuelli, Ambrogio : Q) :
— Tel. +49 89 2399 - 0 Tx: 523656 epmu d %, &
Fax: +49 89 2399 - 4465 * | Telephone No. +49 89 2399-7366 g g

Form (PCTASAR237) (Cover Sheet) (April 2005)




WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING AUTHORITY PCTAUS2008/008259

Box No.| Basis of the opinion

1. With regard to the language, this opinion has been ‘established on the basis of:
i  the international application in the language in which it was filed

O atranslation of the international application into , which is the language of a translation furnished for the
purposes of international search (Rules 12.3(a) and 23.1 (b}). :

2. O This opinion has been established taking into account the réctification of an obvious mistake authorized
by or notified to this Authority under Rule 91 (Rule 43bis.1(a)) '

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and
necessary to the claimed invention, this opinion has been established on the basis of:

a. type of material:
‘ O a sequence listing
0O table(s) related to the sequence listing
b. format of material: '
. ) on paper
O in electronic form
c. time of filingfurnishing:
O contained_ in the international appliéation as ﬁled.
O filed together with the international application in electronic form.
O furnished subsequently to this Authority for the purposes of search.
4. O In addition, in the case that more than one version or cobpy of a sequence iisting andfor table relating thereto
' has been filed or furnished, the required statements that the information in the subsequent or additional

‘ copies is identical to that in the application as filed or does not go beyond the application as filed, as
g appropriate, were furnished.

5. Additional comments:

Form PCTASA/237 (April 2007)



WRITTEN OPINION OF THE | International application No.
INTERNATIONAL SEARCHING AUTHORITY - PCT/US2008/008259

Box No.V Reasoned statement under Rule 43bis.1(a)(i) with regard to novelty, mventlve step or
industrial applicability; citations and explanations supporting such statement

1. Statement

Novelty (N) Yes: Claims 1-20
No: Claims

~Inventive step (IS) ’ - Yes: Claims 1-20
: No: Claims

Industrial applicability (1A) Yes: Claims 1-20
No: Claims

. Citations and explanations

see separate sheet

-Box No. VI Certain documents cited

1. Certain published documents (Rules 43bis.1 and 70.10)
and/or
2. Non-written disclosures (Rules 43bis.1 'and 70.9)

see form 210

Box No. VIl Certain observations on the international application

The following observations on the clarity of the claims, description, and drawings or on the question whether the
) ‘laims are fully supported by the description, are made: .

see separate sheet

Form PCTASA/237 (Aprit 2007)



WRITTEN OPINION OF THE international application No.
INTERNATIONAL SEARCHING :
AUTHORITY (SEPARATE SHEET) : PCT/US2008/008259

Re ltem V !
Reasoned statement with regard to novelty, inventive step or industrial
applicability; citations and explanations supporting such statement

1- Reference is made to the following document:

d1: WO 2005/063744 A (LEUVEN K U RES & DEV [BE]; PUERSTINGER
GERHARD [AT]; GILEAD SCIENCES 1) 14 July 2005 (2005-07-14)

. 2- Novelty _
@ Present compound of formula (1) is not disclosed in d1.
Thus, the requirements of Art. 33.2 PCT are met.

. 3- Inventive Step v
The most relevant compound disclosed in d1 is the compound of example 317, which
differs from present compound of claim 1 in that the phenyl ring is substituted by two
fluorine atoms instead of two groups CF3.

The data disclosed in example 5 of d2, indicate that in the anti-HCV replicon test
present compound was found to be 330 times more active than compound 317 of d2.
This surprising effect supports the presence of an inventive activity of present
compound (1) in any crystalline (or amorphous) form.

Thus, the requirements of Art. 33.3 PCT are met.

Re ltem Vi
‘ Certain documents cited

d2: WO 2008/005519 A (GILEAD SCIENCES ING [US]; LEUVEN K U RES & DEV
® [BE]; PUERSTINGER GERHA) 10 January 2008 (2008-01-10)

The compound obtained in example 1b of d2 appears to have the same features of
present compound of claims 1 to 4. '

Re Item VIl
Certain observations on the international application

In claims 2 to 4 it is not indicated which methods andimeans have been used for

Form PCT/ISA/237 (Separate Sheet) (Sheet 1) (EPO-April 2005)



WRITTEN OPINION OF THE 3 International application No.
INTERNATIONAL SEARCHING , .
AUTHORITY (SEPARATE SHEET) : PCT/US2008/008259

obtaining the DSC, DHf and X-ray data. The indications of the analytical procédures
adopted for measuring these parameters are essential for the clarity of the claims, since
different conditions and/or instruments may result in different analytical data.

¢

Form PCT/ISA/237 (Separate Sheet) (Sheet 2) (EPO-Aprit 2005)



Possible steps after receipt of the international search report (1SR) and
written opinion of the International Searching Authority (WO-1SA)

General
information

Amending claims
under
Art. 19 PCT

Filing a demand
for international
preliminary
examination

&‘Filing informal
comments

End of the
international
phase

Relevant PCT
Rules and more
| information

NSDOCID: <XS 200704010CK_I_>

For all international applications filed on or after 01/01/2004 the competent
ISA will establish an ISR {t is accompanied by the WO-ISA. Unlike the
former written opinion of the |PEA (Rule 66.2 PCT), the WO-ISA is not
meant to be responded to, but to be taken into consideration for further
procedural steps. This document explains about the possibilities.

Within 2 months after the date of mailing of the ISR and the WO-1SA the
applicant may file amended claims under Art. 19 PCT directly with the
International Bureau of WIPO. The PCT reform of 2004 did not change
this procedure. For further information please see Rule 46 PCT as well as
form PCT/ISA/220 and the corresponding Notes to form PCT/ISA/220.

In principle, the WO-1SA will be considered as the written opinion of the
IPEA. This should, in many cases, make it unnecessary to file a demand for
international preliminary examination. If the applicant nevertheless wishes
to file a demand this must be done before expiry of 3 months after the
date of mailing of the ISR/WO-ISA or 22 months after priority
date, whichever expires later (Rule 54bis PCT). Amendments under Art.
34 PCT can be filed with the |PEA as before, normally at the same time as
filing the demand (Rule 66.1 (b) PCT).

If a demand for international preliminary examination is filed and no
comments/amendments have been received the WO-1SA will be transformed
by-the IPEA into an IPRP (International Preliminary Report on Patentability)
which would merely reflect the content of the WO-1SA. The demand can still
be withdrawn (Art. 37 PCT).

After receipt of the ISR'WO-1SA the applicant may file informal comments
on the WO-ISA directly with the International Bureau of WIPO. These
will be communicated to the designated Offices together with the IPRP
(International Preliminary Report on Patentability) at 30 months from the
priority date. Please also refer to the next box.

At the end of the international phase the International Bureau of WIPO will
transform the WO-ISA or, if a demand was filed, the written opinion of the
IPEA into the IPRP, which will then be transmitted together with possible
informal comments to the designated Offices. The |PRP replaces the former
IPER (international preliminary examination report).

Rule 43 PCT, Rule 43bis PCT, Rule 44 PCT, Rule 44bis PCT, PCT Newsletter
12/2003, OJ 11/2003, OJ 12/2003

Y
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BICENTERARIO &
Bogota,
2020

Doctor(a)
LLOREDA RICAURTE ALICIA

REFERENCIA Radicacidn No. 9 144800
Solicitud internacional PCT/US2008/008259
Fecha inicio fase nacional 06/02/2010
Tramite 11
Evento 378
Actuacidn 430

oficio No. N O .l 8 4 zm.
Como resultado del examen de forma, realizado con fundamento en el articulo 38 de
la Decisidn 486 de la Comisién de la Comunidad Andina, articulo 27 del Tratado de

Cooperacién en Materia de Patentes (PCT), regla 51 bis del Reglamento y Circular
Onica de la Superintendencia de Industria y Comercio, se le comunica que:

1. La solicitud no contiene el poder debidamente otorgado, con el lleno de los
requisitos exigidos por los articulos 63 y subsiguientes del Cédigo de
Procedimiento Civil. Adicionalmente, deberd presentar el documento que acredita la
existencia y representacién legal de la sociedad solicitante, cuando ésta fuere
persona juridica.

2. La solicitud no contiene la copia del documento en que consta la cesidn del
derecho a 1la patente del inventor al solicitante o a su causante, conforme a lo
establecido por el articulo 26 literal k) de la Decisidn 486 de la Comisidén de la
Comunidad Andina. Cuando se trate de documentos otorgados en el extranjero, estos
deberan legalizarse de conformidad con lo dispuesto por los articulos 259 y 260 del
cédigo -de Procedimiento Civil. Cuando se trate de las declaraciones a que hace
referencia la Regla 4.17 ii) del Tratado de Cooperacién en Materia de Patentes
PCT., el alcance de las tales declaraciones se determinard segin indigquen
claramente una cesién de derechos del inventor al solicitante o su causante, de
conformidad con lo dispuesto en el numeral 5.2.15 del Capitulo Quinto, Titulo X de
la Circular Unica de Superintendencia de Industria y Comercio.

En cumplimiento de 1lo dispuesto por el articulo 39 de la Decisidn 486, se le
requiere para gque dentro del término de dos meses siguientes a la fecha de
notificacién del presente oficio, complete los requisitos anteriormente enunciados.
En caso de no dar cumplimiento al presente requerimiento, 1la solicitud se
considerard abandonada y perderad su prelacién.

Notifiquese el presente oficio conforme a lo dispuesto en el numeral 5.2, literal
e), del capitulo quinto del titulo primero de la Circular Unica No.10 de 2001.

Continua en la pagina siguiente...

Al contestar favor indique el ntmero Sede Centro: Carrera 13 No. 27-00 pisos 2, 5, 7 y 10 PBX: 5870000
de radicacién consignado en el rétulo Sede CAN: Av. Carrera 50 No. 26 - 55 int.2. Tel 5880070
Call Center 6513240. Linea 01800-910165
Web: www.sic.gov.co e-mail: info@sic.gov.co
' Bogot& D.C. Colombia
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Radicacidén No.:9 144800

ALIX CARMENZA ¢ESPEDES DE VERGEL
Directora de Nuevas Creaciones (c)

El anterior requerimiento fue notificado por fijacidn en lista de
fecha

adpall 1 2 F EB- Zmﬁ

Al contestar favor indique el ntGmero Sede Centro: Carrera 13 No. 27-00 pisos 2, 5, 7 y 10 PBX: 5870000
de radicacidén consignado en el rétulo Sede CAN: Av. Carrera 50 No. 26 - 55 int.2. Tel 5880070
Call Center 6513240. Linea 01800-910165
Web: www.sic.gov.co e-mail: info@sic.gov.co
Bogot&d D.C. Colombia
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BICENTENARIO 45,
Bogota,
2020

Doctor (a)

LLOREDA RICAURTE ALICIA
Apoderado(a) y/o Representante de
GILEAD SCIENCES, INC.

K.U. LEUVEN RESEARCH & DEVELOPMENT
PUERSTINGER GERHARD

REFERENCIA Radicacidén No. 9 144800
Solicitud internacional PCT/US2008/008259
Fecha inicio fase nacional 06/02/2010
Tramite 11
Evento 378

- Actuacién 430
‘ Oficio No. J_g 0 ] 8 4 3

Teniendo en cuenta que el capitulo reivindicatorio presentado excede de quince
reivindicaciones, es - necesario que cancele la tasa establecida por cada
reivindicacidén adicional presentada, de conformidad con 1lo dispuesto en la
resolucién de tasas vigente para la fecha de presentacidn de la solicitud, so pena
de que no sean tenidas en cuenta dentro del presente tramite administrativo.

En consecuencia, con fundamento en 1lo previsto por el articulo 12 del Cédigo
Contencioso Administrativo, se le requiere para que dentro del término de dos (2)
meses siguientes a la fecha de notificacién del presente oficio atienda el
requerimiento aqui seflalado. Lo anterior, con el alcance que para tal efecto
establece el articulo 13 de la misma codificacidn, respecto de las reivindicaciones
adicionales.

Notifiquese el presente oficio conforme a lo dispuesto en el numeral 5.2, literal
e), del capitulo quinto del titulo primero de la Circular Unica N° 10 de 2001.

%

ALIX CARMENZA C EDES DE VERGEL
Directora de Npevas Creaciones (c)

El anterior requerimiento fue notificado por fijacidén en lista de
fecha [2 FER 200
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Al contestar favor indique el ntmero Sede Centro: Carrera 13 No. 27-00 pisos 2, 5, 7 y 10 PBX: 5870000
de radicacidén consignado en el rétulo Sede CAN: Av. Carrera 50 No. 26 - 55 int.2. Tel 5880070

Call Center 6513240. Linea 01800-%10165
Web: www.sic.gov.co e-mail: info@sic.gov.co
Bogota D.C. Colombia



