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Referencia: Expediente No. 08.002.354
Solicitud de Patente de Invencién titulada: “Formas de dosificacién de
liberacion retardada orales altamente biodisponibles de succinato de o-

desmetilvenlafaxina”

Solicitante: Wyeth,

MEMORIAL DE ALCANCE

ALVARO CORREA ORDONEZ, mayor de edad y vecino de Bogota D.C., identificado segiin
aparece al pie de mi firma, en mi condicién de apoderado de la sociedad en referencia,

manifiesto lo siguiente:

El'dia 11 de enero de 2008, bajo el namero de radicacion 08.002.354 presenté la solicitud de
patente de invencién de la referencia, para la cual adjunto‘ informe preliminar internacional

sobre patentabilidad, capitulo I del tratado de cooperacién en materia de patentes,
Atentamente,

ALY ARO CORREA ORDON j

C.C.N0.79.143.366 de Usaquén
T.P.20.281

Anexo: Informe preliminar internacional sobre patentabilidad, capitulo |

BOGLMS/BOGDMS-103907-V1-.DOC - P2007/000404
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PATENT COOPERATION TREATY PCT/US2006/027106

From the INTERNATIONAL BUREAU

PCT

NOTIFICATION CONCERNING KODROFF, Cathy, A.
TRANSMITTAL OF COPY OF INTERNATIONAL Howson And Howson
PRELIMINARY REPORT ON PATENTARILITY 501 Office Center Drive
(CHAPTER 1 OF THE PATENT COOPERATION Suite 210
TREATY) Fort Washington, PA 19034
(PC1 Rule 44his. 1(c)) ETATS-UNIS D'AMERIQUE

Date of mailing (dav/nonih/vear)

24 January 2008 (24.01.2008)

Applicant's or agent's lile reference

AM-101721PCT ' IMPORTANT NOTICE
International application No. International liling dite (davanenih/vear) Prierity date (dazinonth/vear)
PCT/US2006/027106 - 13 July 2006 (13.07.2006) 15 July 2005 (15.07.2005)
Applicant
WYETH et al

The International Bureaw wansmits herewith a copy of the international preliminary report on patentability (Chapter Tof the Patent Cooperittion
Treaty)

JAN 31 2008

The International Bureau of WIPO Authorized olticer

34, chemin des Colombeties Beate Giffo-Schmitt

1211 Geneva 20). Switzerland

Facsimile No. +41 22 338 82 70 c-mail: pt3.pet @ wipo.int

Form PCT7IB/326 (January 2004
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PATENT COOPERATION TREATY

PCT

INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY

(Chapter I ol the Patem Cooperation Treaty)

(PCT Rule 44bis)

Applicant’s or agent’s file reference FOR FURTHER ACTION See item 4 below
AM-101721PCT '

International application No. International filing dute {day/imonth/vear) Privrity date (day/month/year)
PCT/US2006/027106 13 July 2006 (13.07.2008) 15 July 2005 (15.07.2005)

International Patent Classification (8th edition unless older edition indicated)
See relevant information in Form PCT/ISA/237

Applicant
WYETH

1. This international prefiminary report on patentability (Chapter 1) is issted by the International Burean on behalf of the
International Scarching Authorily under Rule 44 bis. 1 (a).
2. This REPOR'F consists of a total of 9 sheets, including this caver sheet,

In the attached sheets. any reference o the written opinion of the International Searching Authority should be read as a reference
to the international preliminary report on patentability (Chapter I instead.

Box No. |
Box No. 11

Box No. Il

Box No. IV

Box No. V

Box No. VI

Box No. VII

LIXDT XU XOX

Box No. VIII

date (Rule 4dbis 2.

3. This report contains indications relating to the following items:

4. The International Burcau will communicate this report o designated Offices in accordance with Rules 4edbis ey and 93bis 1 but
nol. exeept where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority

Basis of the report
Priority

Non-establishment of opinion with regard to novelty. inventive step and industrial
applicability

[.ack of unity of invention

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industriat
applicability: citations and explanations supporting such statement

Certain documents cited
Certain defects in the international application

Certain observations on the international application

Dute of issuance of this report

16 January 2008 {(16.01.2008)

FFacsimile No. +41 22 338 82 70

The International Burcan of WIPO

34, chemin des Colombeties Beate Giffo—Schmitt

1211 Geneva 20. Switzerland

Authorized officer

e-mail: ptO3_pet@wipo.int

Form PCT/IB/ATI (Junvary 2004)



’ PATENT COOPERATION TREATY

From the
INTERNATIONAL SEARCHING AUTHORITY

PCT

' WRITTEN OPINION OF THE
see form PCT/SA/220 - | INTERNATIONAL SEARCHING AUTHORITY

(PCT Rule 43bis.1)

’_Dale of mailing
(dayinonihirear) see torm PCTASARZ10 (second sheet)

Applicant’s or aglem's file reference FOR FURTHER ACTION

see form PCTASA220 See paragraph 2 below

international application No, Infernational filing date (day#nonthyear) Priotity date {day/monthirear)
PCTMS2006/027106 13.07.2008 15.07.2005

International Patent Classification (IPC) or both national dlassification and |IPG

INV. AB1K932 AG1K9/50 AB1K31/135

Applicant
WYETH

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

Box Ne. | Basis of the opinion
Box No. Il Priority
Box No. [l Non-establishment of opinion with regard to novelty, inventive step and industrial applicability

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
applicabiiity; citations and explanations supporting such statement

Box No. VI  Certain documents cited
Box No. VIl Certain defects in the international application

OO BORO®E

Box No. VIl Certain observations on the international application

2. FURTHER ACTION

International Bureau under Rule 86.1bis(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 writlen opinion of the |PEA, 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/220 or before the expiration of 22 months from the priority dale,
whichever expires later.

For further options, see Form PCTASAR20.

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

Name and mailing address of the ISA: Date of completion of Authorized Officer -
— this opinion et P,

&

r %
European Paient Office . ; i
-0))) D-80298 Munich E?T%gmo Luangkhat, Nathalie i 0 g
T Tel. 449 89 2399 - 0 Tx: 523656 epmy d . &
Fax: +49 89 0399 - 4465 Telephone No. +49 89 2398-7857 Wy e

Form (PCTASA237) (Cover Sheet) (April 2005)
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WRITTEN OPINION OF THE International application No.

INTERNATIONAL SEARCHING AUTHORITY PCTAUS2006027106

Box No.| Basis of the opinion

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

L1 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. With regard to any nucleotide andior 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 asequence listing
L] table(s) related to the sequence fisting
b. format of material:
0 on paper
3 in electronic form
c. time of filing#urnishing:
L1 contained in the international application as filed.
[ filed together with the international application in electronic form.

0 furnished subsequently to this Authority for the purposes of search.

3. O In addition, in the case that more than one version or copy of a sequence listing and/or 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
appropriate, were furnished.

4, Additional comments:

Form PCTASA/ 237 (April 2005)
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WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING AUTHORITY PCTAS2006027106

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

applicability

The questions whether the claimed invention appears to be novei, to involve an inventive step (to be non
obvious), or to be industrially applicable have not been examined in respect of

O

the entire international application

claims Nos. 23-25 with repest to industrial applicability

because:

[

the said international application, or the said claims Nos. 23-25 with repest to industriat applicability relaté

to the following subject matter which does not require an international search (specify):

See separate sheet

the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear
that no meaningful opinion could be formed (specify):

the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion
could be formed (specify):

no international search report has been established for the whole application or for said claims Nos,

a meaningful opinion could not be formed without the sequence listing; the applicant did not, within the
prescribed time limit:

[ furnish a sequence listing on paper complying with the standard provided for in Annex C of the
Administrative Instructions, and such listing was not availabte to the International Searching
Authority in a form and manner acceptable to it

LI furnish a sequence listing in electronic form complying with the standard provided for in Annex C
- of the Administrative instructions, and such listing was not avaitable to the International Searching
Authority in a form and manner acceptable to it.

[J pay the required late furnishing fee for the furnishing of a sequence listing in response to an
invitation under Ruies 13ter.1(a) or (b).

a meaningful opinion could not be formed without the tables related to the sequence listings; the applicant
did not, within the prescribed time fimit, furnish such tables i i i i

the tables reiated to the nucleotide and/or amino acid sequence listing, if in electronic form only, do not
comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions.

See Supplemental Box for further details

Form PCTASA/ 237 (April 2005)
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WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING AUTHORITY PCTAS2006027106

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

1. Statement

Novelty (N) Yes: Claims
No: Claims 1-26

Inventive step (IS) Yes: Claims
No: Claims 1-26

Industrial applicability {A) Yes: Claims 1-22.26

No: Claims

2. Citations and explanations

see separate sheet

Box No. VIl Certain defects in the international application

The following defects in the form or contents of the international application have been noted:

see separate sheet .

Form PCTASA/237 (April 2005)
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WRITTEN OPINION OF THE international application No.
INTERNATIONAL SEARCHING :

AUTHORITY (SEPARATE SHEET) PCT/US2006/027106
Re ltem .

1) The documents cited in the International Search Report (ISR) were numbered
respectively from D1-D7: this numbering results from the citation order in the SR and
will be used for the procedure. Unless otherwise specified, the cited passages of
each document in the ISR will be considered.

D1: WO 2005/077340 A (WYETH CORP [US]; DIORIO CHRISTOPHER RICHARD [US]; SHAH
SYED M [US]; FA) 25 August 2005 (2005-08-25)

D2: WO 2004/096186 A (DEXCEL LTD [IL]; VOLPERT SIMA [IL]; AVRAMOFF AV [iL]) 11
November 2004 (2004-11-1 1)

D3:  US-B1-6 274 171 (SHERMAN DEBORAH M [US] ET AL) 14 August 2001 (2001-08-14)

D4: US 2003/190352 A1 (ESCO! JUAN CUCALA [ES]ET AL) 9 October 2003 (2003-10-09)

D5:  US-B1-6 703 044 (PINHAS! ADEL [IL]ET AL) 9 March 2004 (2004-03-09)

D6: WO 00/76955 A (AMERICAN HOME PROD [US]) 21 December 2000 {2000-12-21)

B7:  US 2006/003007 A1 (ODIDI ISA [CA] ET AL) 5 January 2006 (2006-01-05)

For the present examination it would be assumed that the priority date of present
application is valid so that the P-document D1 and D7 which fall under the definition
of Rule 70.10 PCT is not considered for the PCT phase. However the applicant's
attention is drawn with the fact that the intermediate Documents D1 and D7 may be
relevant for the European Regional Phase with regard to novelty and eventually to
inventive step.

2}  Result-to be achieved

The formulations in claims 1-2 such as "[..] having a delayed release of at least
about one hour and a sustained release over multiple hours to provide a total release
of greater than about 85% within_12 to 14 hours" do not delimit the scope of the
protection to be sought and are rather to be construed as an attempt to define the
invention by a result to be achieved, in particular when they only amount to claiming
the underlying technical problem.

Such definitions are only allowable under the conditions elaborated in the Guideiines
G-Ill, 4.7. In this instance, however, such formulations are not allowable because
it appears possible to define the subject-matter in more concrete terms, viz. in

Form PCT/AISA/237 (Separate Sheet) (Sheet 1) {EPO-April 2005)
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WRITTEN OPINION OF THE International appiication No.
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/US2006/027106

terms of how the effect is to be achieved by incorporating for example the type
and amount of excipients used, ...

Hence applicant's attention is drawn with the fact such formulations in claims 1-2 are
not recognized as a technical feature that can confer novelty to the application, but
as a result to be achieved and therefore will be ignored while assessing
novelty.

Re Item ill.

3) Claims 23-25 relate to subject-matter considered by this Authority to be covered by
the provisions of Rule 67.1(iv) PCT. Consequently, no opinion will be formulated with
respect to the industrial applicability of the subject-matter of these claims (Article
34(4)(a)() PCT).

Re Iltem V.
4)  Novelty and inventive step

4a) The subject-matter of independent claim 1 is not novel and/or not inventive in the
light of D1-D7 because these latter describe a superbioavailable venlafaxine
sustained release composition comprising a/ a core containing at least venlafaxine, a
water insoluble filler such as microcrystalline cellulose, b/ a controlled release coat
comprising ethylcellulose.

4b)} Dependent claims do not contain any features which, in combination with the features
of any claim to which they refer, meet the requirements of the PCT in respect of
novelty and/or inventive step.

4c) Should the applicant renders the subject-matter of the present application novel by
pointing out the importance a technical feature that is not described explicitly in prior
art or by introducing into the claims the use of a specific ingredient or a specific
amount or whatever, inventive step may be recognized only if he demonstrates that
a surprising and/or synergetic effect (with support of experimental data comparing

Form PCTNSA/237 (Separate Sheet) (Sheet 2} (EPO-April 2005)
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WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/US2006/027106

the properties of present and prior art compositions) is attributed to the distinguishing
technical feature that the skilled man in the art will not be able to deduct from the
prior art,

~—
In the absence of a surprising effect directly attributed to the distinguishing feature
or evidence of a particular prejudice, inventive step cannot be acknowledged
because the introduced/distinguishing technical feature will be considered as an
obvious aiternative that the skilled man in the art will perform routinely in order to
obtain a formal novelty.

It is indeed a matter of routine for the skilled man in the art to prepare a
superbioavailable sustained release composition of any drugs, in order to enhance
stability, bioavailability and obtain less side effects, by using conventional ingredients
such the one used in D1-D7. The applicant should provide evidences that it was
not obvious to select a specific mixture used at a specific amount.

The closest prior art document(s) should be identified, and the problems-
solution approach should be applied.

Re ltem Vil.

5)  Any information the applicant may wish to submit concerning the subject-matter of
the invention, for example further details of its advantages or of the problem it soives,
and for which there is no basis in the application as filed, should be confined to the
letter of reply and not be incorporated into the application.

8) Forthe assessment of the present claims 23-25 on the question whether they are
- industrially applicable, no unified criteria exist in the PCT Contracting States. The
patentability can also be dependent upon the formuiation of the claims. The EPO, for
example, does not recognize as industrially applicable the subject-matter of claims to
the use of a compound in medical treatment, but may allow, however, claims to a
known compound for first use in medical treatment and the use of such a compound
for the manufacture of a medicament for a new medical treatment.

Form PCTNSA/237 (Separate Sheet) (Sheet 3) (EPO-April 2005)




e\l

WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET) PCT/US2006/027106

7) Contrary to the requirements of Rule 5.1 (Ia)(ii) PCT, it seems that the relevant
background art disclosed in the documents D1-D7 is not mentioned in the descrip-
tion, nor are these documents identified therein.

8)  The attention of the applicant is drawn to the fact that the application may not be
amended in such a way that it contains subject-matter which extends beyond the
content of the application as filed.

In order to facilitate the examination of the conformity of the amended application
with the requirements of Article 34(2)(b) PCT, the applicant is requested to clearly
identify the amendments carried out, no matter whether they concern amendments
by addition, replacement or deletion, and to indicate the passages of the application
as filed on which these amendments are based (see also Rule 66.8(a) PCT).
Preferably these indications should be submitted in handwritten form on a copy of the
relevant parts of the application as filed.

9)  During the written procedure the applicant is kindly requested to take account of the

~ above objections and give convincing argumentations. It is not at present apparent
which part of the application could serve as a basis for a new, allowable claim.
Should the applicant nevertheless regard some particular matter as patentable, an
independent claim should be filed taking account of Rule 6.3(b) (1), (i) PCT (two part
form claim). The applicant should also indicate in the letter of reply the difference of
the subject-matter of the new claim vis-a-vis the state of the art and the significance
thereof,

Form PCT/NSA/237 (Separate Sheet) (Sheet 4) (EPO-April 2005)



