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Intarnational application No.

INTERNATIONAL SEARCH REPORT PCT/CU2004/000011

Box 1l Observations where certain claims were found unsearchable {Continuation of Item 2 of first shest)

This Intemational Search Report has not been established in respect of ceriain claims under Article 17(2){a) for the following reasons:

1. m Claims Nos.:
because they relate io subject mafter not required to be searched by this Authartty, namaly:
Although claims 21-27 are directed to methods of treatment of the human/animal
body, the search has been carried out and based on the alleged effects of the
compound/composition.

2. B] Claime Nos.:
because they relate to parts of the International Application that do not comply with the preserihed requirernents to such
an extent that no meaningfud International Search can be carred out, specifically:

see FURTHER IMFORMATION sheet PCT/ISA/210

3. D Claims Nos.:

because they are dependent claims and are not drafted In accordance with the second and third sentences of Rule 6.4(a).

Box I} Ohservations whers unity of invention is lacking (Continuation of tem 3 of first sheet)

This Internaticnal Ssarching Authorlty found multiple taventions in this international application, as follows:

1. D As all required addltiona) search fees were timely pald by tha applicant, this Imemational Search Report covers all
searchable claims,

2, D As all searchable claims could be searchad without affort justifying an additional fae, this Authority did nat Invite payment
of any additional fee.

3. r_—l As ohly some of the requlred additional search feas were imaly pald by the applicant, this International Search Report
covers onty those clalms for which fess werg pald, speclfically claims Nos.:

4. D No raquired additional search faes were timely pald by the applicant. Consaguently, ihls International Searck Report is
resiicted 1o the invertion first mentioned in e clalms; it is covered by claims Mas.:

Remiark oh Protest D The additional search fees were aceompanied by the applicant's protost,

D Mo protest accompanded the payment of additional saarch feas.




(17) JP 2007-509081 A 2007.4.12

International Application No. PCT/CU2004 /000011

FURTHER INFORMATION CONTINUED FROM  PCTASA/ 21(

Continuation of Box II.1

Although claims 21-27 are directed to methods of treatment of the
human/animal body, the search has been carried out and based on the
alleged effects of the compound/composition.

Continuation of Box II.Z2

Present claim 10 retates to compounds defined by reference to a
desirable characteristic or property, namely to "antigens that will
receive an adjuvant effect from the HBsAg of remarkable importance for
their therapeutic activity”. The claim covers all compounds having this
characteristic or property, whereas the application provides support
within the meaning of Article 6 PCT and/or disclosure within the meaning
of Article & PCT for only a very limited number of such compounds. In
the present case, the claims so lack support, and the application so
lacks disclosure, that a meaningful search over the whole of the c¢laimed
scope is impossibie. Independent of the above reasoning, the claims also
lack clarity (Article 6 PCT). An attempt 15 made to define the compound
by reference to a result to be achieved. Again, this lack of clarity in
the present case is such as to render a meaningful search over the whole
of the claimed scope impossible. Consequently, the search has been
carried out for those parts of the claims which appear to be clear,
supparted and disclosed, namely those parts relating to HBcAg, HIV
antigens, HCV antigens, HPY antigens, tumor-associated antigens, and
antigens from a virus which elicits a chronic disease.

The applicant’s attention is drawn to the fact that claims relating to
inventions in respect of which no international search report has been
established need not be the subject of an international preliminary
examination (Rule 66.1(e) PCT). The applicant is advised that the EPO
policy when acting as an Internatienal Preliminary Examining Authority is
normally not to carry out a preliminary examination on matter which has
not been searched. This is the case irrespective of whether or not the
claims are amended following receipt of the search report or during any
Chapter II procedure. If the application proceeds into the regional phase
before the EPQ, the applicant is reminded that a search may be carrisd
out during examination before the EPO (see EPO Guideline C-VI, B.5),
should the problems which Ted to the Article 17(2) declaration be
overcome.
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Internﬂnal Application Ne

PCT/CU2004/000011
Patent document Pubilcation Patent family Publication
. clted In search report date member(s) date
EP 0480525 A 15-04-1992 CU 22290 Bl 06-09-1994
AT 176445 ¢ 15-01-1999
AU 6494827 B2 26—05-1994
Al 8557491 A 30-04-1992
DE 69130724 D1 18-02~1999
DE 69130724 T2 17-06-1999
DK 480525 T3 30-08-1999
EP 0480625 A2 16-04-1992
EP 0864649 A2 16-09-1998
GR 3029582 T3 30-06-1999
JP 3189212 B2 16-07-2001
JP b076370 A 30-03-1993
JP 3242640 B2 25~12-2001
JF 2001231582 A 28~08~-2001
WO 03061692 A2 31-07-2003 CA 2471727 Al 31-07-2003
EP 1493447 AZ 06-01~-20605
EP 1493447 A 05-01-2005 CA 2471727 Al 31-07-2003
EP 1493447 A2 06-01-2005
4] 03061692 A2 31-07-2003
W0 0243756 A2 06-06-2002 AU 2161802 A 11-06-2002
BR 0115859 A 30-12-2003
CA 2429543 Al 20~05-2003
CN 1477972 7 26-02-2004
EP 1346727 A2 24-09-2003
JP 2004529861 T 30-09-2004
Us 2004202676 Al 14-10-2004
Fi! 200303948 A 30-03-2004
EP 1346727 A 24-09-2003 AU 2151802 A 11-06-2002
BR 0115859 A 30-12-2003
CA 2429543 Al 20-05-2003
EP . 1346727 A2 24-08-2003
JP 2004529861 T 30-09-2004
Us 2004202676 Al 14-10-2004
CN 1477972 T 25-02-2004
Wo 0243756 A2 06-06-2002
ZA 200303948 A 30-03-2004
EP 1138077 A 26-09-2001 BR 0915946 A 21-08-2001
CA 2362777 Al 08-06-2000
EP 1136077 Al 26-09-2001
CN 1332637 T 23-01-2002
WO 0032229 Al 08~06-2000
WO 9939736 A 12-08-1999 AU 755957 B2 02-01-2003
Al 2297399 A 23-08-1999
CA 2319599 Al 12-08-1999
EP 1053018 A2 22-11-2000
WO 9939736 A2 12-08-1999
JP 2002502828 T 29-01-2002
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INFORME DE BUSQUEDA INTERNACIONAL

JP 2007-509081 A 2007.4.12

Solicitud internacional N°
PCT/CU2004/000011

A, CLASIFICACION DE LA INVENCION

CiP7 A61K39/39 A61K39/295  A61K39/29 A61K39/21
Segin la Clasificacion Internacional de Patentes (TPC) o la clasificacién nacional y Ia IPC

B. SBECTORES COMPRENDIDOS POR LA BUSQUEDA

CIP7 A6IK

Documentacién minima consuftada (sistema de clasificacion seguido de los stmbolos de clasificacién)

comprendidos por la biisqueda

Otra documentacitn consultade ademds do la documentacidn minima, en la medida en gue tales documentos formen parto de los seotores

utilizadas)
EPO-Internal, BIOSIS, WPI Data, PAJ, EMBASE

Base de datos electrdnica consuhada duramie la bésqueds imernacional (nombre de la base de datos y, cuando sea aplicable, términes de bisqueda

C. DOCUMENTOS CONSIDERADOS PERTINENTES

congidera como particularmente pertinent

“E" dooumento antorior, bhoa.dum]afechade presentacton infettacional
o con pnstmundad’ Eu X"

Categoria* Identificacién del documento, con indicacitm, enando sea adecuado, N° de Ias reivindicacienes
de los pasajes pertinentes pertinentes
EP 0 480 525 A (CENTRO DE INGENIERIA 1-9,
X GENETICA Y BIOTECNOLOGIA) 12-15,
15 de Abril de 1992 {1992-04-15) 21,22
cited in the application
reivindicaciones 1, 20-22
WO 03/061692 A2 (CENTRO DE INGENIERIA 1-9,
X GENETICA Y BIOTECNOLOGIA; AGUILAR RUBIDO, 12- 16
JULIO,)  31deJuliode 2003 (2003-07-31) 21-23
"Grupo 12"; figura 5; ejemplo 4
=& EP 1 493 447 A {(CENTRO DE INGENIERIA 1-9,
E GENETICA Y BIOTECNOLOGIA) 12—16
5 de Enero de 2005 (2005-01-05) 21-23’
Grupo 12 en ejemplo 1; figura 5; ejemplo 4
W0 02/43756 A2 (CENTRO DE INGENIERIA 1-16,
X GENETICA Y BIOTECNOLOGIA: AGUILAR RUBIDO, 21-23
JULIO,) & deJunicde 2002 (2002-06-06)
ejemplos  3,4,6,9
_/__
Bn In contimuasién del Recuadro C se relaciansn [X] Véase cl Anexo de la farmilia de patentes.
® Categorfas aspeciales de dooumentos oitados: “T" documento ulterior yublmadn uon _posterioridad a la fecha de
“A™ documento gue define el esiado gﬂmml ds la thonica que no se presetaoifn interacional ad y que no estd en conflicto

oon la solicitnd, emq_uesem.m ara comprender el principio o la
teonnquononshgiy lnbasednlsuwenown
documpntodepartm;]m: importancia; la invencién reivindicads no

de idararee ede iderarse
o dom que p&ﬁe plagtear mdashstgbfe dtgw:llﬁilmlfmn(;:) da Setividad irtventiva oando oe sorijdecs ;'f‘éﬂmmmqa‘ﬂm
pr 0 e 35 cita. para determinar prblioact “Y”  dooumanto de especial impoertancia; no pusde considerarse que la
oita o por tna razb espeoisl {vomo la especificads) Invencién Ial.va:llcarla implique aciividad inventiva cuando el
0P documenta gue se refiere 4 una dlvul%?;nm oral, & una utilizacion, a docurerio esté o o con ofro u ofros docum.emms, ouya
una exposicitn ¢ a cualquier otro combinacidn sea mdantupm un experta on la, materia
“P"  documento publicado antes de la focha do presentacitn internacional, .
pero oon. posterioridad a la fecha de prioridad relvindicada & documento que forma pacte de la paisma familia de patentes
Fecha en la que se ha conelnido efectivamente la biisqueda | Fecha de expedicidn del informe de biisqueda infernacional
inemacional 3 de Febrero de 2005 21 de Febrero de 2005

btsqueda intemacionaEyropean Patent Office, P.B. 5818 Patentlagn 2

Nombre y direccion postal de Ia Administracién encargada de la | Funsionario sutorizade

NL — 2280 HV Rilewiji
Tel. (+31-70) 545]—2640, Tx. &1 851 eponl, Lonnoy, 0
Fax: (+31-70) 340-3016 Teléfono N°

Formmlarie PCT/ISA/210 {(segunda hoja) (julio de 1992) Eurapean Patent Qffice, P.B. 5418 Patenliaan 2

NL — 2280 HY Rijswijk
Tel. (+31-70) 340-2040, Tx. 31 651 epo h,
Fax: (+31-70) 3403016
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Solicitud infernacional N°
PCT/CU2004/000011

C (Contimuacién). DOCUMENTOS CONSIDERADOS PERTINENTES

Cateporia*

Tdentificacién del docvmento, con indicacién, crando sea adecuado,
de los pasajes pertinentes

N* de las reivindicaciones
pertinentes

~-&% EP 1 346 727 A (CEMTRO DE INGENIERIA
GENETICA Y BIOTECNOLOGIA) _

24 de Septiembre de 2003 {2003-09-24)
ejemplos 3,4,6,9

EP 1 136 077 A {CENTRO DE INGENIERIA
GENETICA Y BIOTECNOLOGIA)

26 de Septiembre de 2001 (2001-09-26)

VANLANDSCHOQT PETER ET AL: "Saccharomyces
cerevisiae-derived HBsAg preparations
differ in their attachment to monocytes,
immune—-suppressive potential, and T-ceil
immunogenicity.”

JOURNAL OF MEDICAL VIROLOGY,

vol. 70, no. 4, Agostode 2003 (2003-08),
paginas 513-519, XP0UZ2316328

ISSN: 0146-6615

cited in the application

HARDY E ET AL: "Large-scale production of
recombinant hepatitis B surface antigen
from Pichia pastoris"

JOURNAL OF BIOTECHNOLOGY, ELSEVIER SCIENCE
PUBLISHERS, AMSTERDAM, NL,

vol. 77, no. 2-3, Febrerode 2000 (2000-02),
paginas 167-167, XP004185816

ISSN: 0168-1656

MICHEL M-L: "Towards immunotherapy for
chronic hepatitis B virus infections”
VACCINE, BUTTERWORTH SCIENTIFIC.
GUILDFORD, @B,

vol. 20, 19deDiciembrede 2002 (2002-12-19),
paginas A83-~A88, XP004397477

ISSN: 0264-410X

WO 99/39736 A (YISSUM RESEARCH DEVELOPMENT
COMPANY OF THE HEBREW; REIMANN, JORG;
BARE) 12de Agostode 1999 (1999-08-12)

1-16,
21-23

Formulario PCT/ISA/210 {continuacién de 1a segunda hoja) (julio de 1992}
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INFORME DE BUSQUEDA INTERNACIONAL Solicited internacional N°
PCT/CU2004/000011
Recuadro IT Observacicnes cuando no han podido efectuarse biisquedas sobre clertas reivindicaciones (contimuacion del
punto 2 de la primera hoja)

Este informe de tilsqueda intenacional no se ha establecido respecto de ciertas reivindicaciones, en virtud del Articulo 17.2)a),
por las razones siguientes:

1. Reivindicaciones Noa,;
X1 debido a que se refieren & objetos para los que no se ha solicitado a esta Adminisiracién su bisquada, concretamente:

Although claims 21-27 are directed to methods of treatment of the human/animal
body, the search has been carried out and based on the alleged effects of the
compound/composition.

2. Retvindicaciones Nos.:

X1 debidon que serefierena partes de la solicitud intemacional que no cumplen con 1as exigencias prescritas, de forma que
na puede realizazse una bisqueda internacional significativa, especificamente:

see FURTHER INFORMATION sheet PCT/ISA/210
3, Reivindicaciones Nos.:

?:tﬁidglg gtf ssmreivindicacione dependientes y no estin redactadas de conformidad con 1a segunda y tercera frases de
e 4.8).

Recuadro III Observaciones coando falta la unidad de Ia invencién {(Continnacion del punto 3 de la primera hoja)

La Adminisiracion encargada de la blisqueda internacional ha encontrado invensiones smiltiples en esta soliciiud internacional,
como se indica a continuacion:

1. D Debido a que todas Ias tasas adicionales de biisqueda exigidas fieron pagadas en su momento por el solicitante, este
inferme de blisqueds internacional abarca todes las reivindicaciones para las que puede efectuarse la biisqueda,

2. D Debido a que puede efectuarse 1a bisqueda respecto de todas las reivindicaciones susceptibles de brisqueda sin esfilerzo
que justifigne una tase adiclonal, esta Administracidn no invita a pager ninguna tasa adicional.

3. I__—' Debidoa que sélo algunas de lastasas adicionales debisqueda requeridas fueron papadas en sumomento por €l solicitante,
este informe de biisqueda internacional abarca Gmicamente las reivindicaciones para las que fueron pagadas las tasas,
especificamente las reivindicaciones Nos.:

4 D Bl sclicitante no pagé en su momento 18a tasas adicionales de biisgpeda requeridas. En consecnencia, este informe de
btisqueda uﬂemaflmnal se restringe a la invencién mencionada en primer higar en las reivindicaciones; abarca las
reivindicaciones Nos.:

Observaciin sohre profesta |___:| Las tasas de bisqueds adicional fueron acompatfiadas por protestz del solicitante.
|:| Ninguna protesta acompafié al pago de las tasas de bisqueda adicional.

Formntario PCT/ISA/210 (confinuacién de la primera hoja (1)) (fulio de 1992)
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PCT/CU2004/000011

Continuation of Box II.1

Although cTaims 21-27 are directed to methods of treatment of the
human/animal body, the search has been carried out and based on the
alleged effects of the compound/composition.

Continuation of Box II.Z

Present claim 10 reiates to compounds defined by reference to a
desirable characteristic or property, namely to "antigens that will
receive an adjuvant effect from the HBsAg of remarkable importance for
thetr therapeutic activity”. The ciaim covers all compounds having this
characteristic or property, whereas the application provides support
within the meaning of Article 6 PCT and/or disclosure within the meaning
of Article & PCT for only a very limited number of such compounds. In
the present case, the claims so lack support, and the application so
lacks disclosure, that a meaningful search over the whole of the claimed
scope is impossible. Independent of the above reasoning, the claims also
lack clarity (Article 6 PCT). An attempt is made to define the compound
by reference to a result to be achieved. Again, this lack of clarity in
the present case is such as to render a meaningful search over the whole
of the claimed scope impossible. Consequently, the search has been
carried out for those parts of the claims which appear to be c¢lear,
supported and disclosed, namely those parts relating to HBcAg, HIV
antigens, HCY antigens, HPV antigens, tumor-associated antigens, and
antigens from a virus which elieits a chronic disease.

The applicant’s attention is drawn to the fact that claims relating to
inventtons in respect of which no international search report has been
astablished need not be the subject of an international preliminary
examination (Rule 66.1{e) PCT}. The applicant is advised that the EPO
policy when acting as an International Preliminary Examining Authority is
normally not to carry out a preliminary examfnation on matter which has
not been searched. This is the case irrespective of whether or not the
claims are amended following receipt of the search report or during any
Chapter II procedure. If the application proceeds into the regional phase
hefore the EPQ, the applicant is reminded that a search may be carried
out during examination before the EPO (see EPO Guideline C-VI, 8.5),
should the problems which Ted to the Article 17(2) declaration be
avercome.

Formularie PCT/ISA/210 {(anexo de familia de patendes) (julio de 1992)
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Informacidn relativa 8 miembros de familias de patentes PCT/CU2004/000011
Documento de patente citado Fecha de Miembro(s) de Ia Fecha de
en €l informe de biisqueda publicacion familie de patentes publicacién
tP 0480525 A 15-04-1992 CU 22290 Bl 06-09-1994
AT 175445 T 15-01-1999
Al 649482 B2 26-05-1994
AU 8557491 A 30-04-1992
DE 69130724 D1 18-02-1999
DE 69130724 12 17-06-1999
DK 480525 T3 30-08-1999
EP 0480525 A2 15-04-1992
EP 0864649 A2 16~-09-1998
GR 3029582 T3 30-06-1999
JP 3189212 B2 16-07-2001
JP 076370 A 30-03-1993
JP 3242640 B2 25~12-2001
JP 2001231582 A 28-08-2001
WO 03061692 A2 31-07-2003 CA 2471727 Al 31-07-2003
EP 1493447 A2 05-01-2005
EP 1493447 A 05-01-2005 CA 2471727 Al 31-07-2003
EP 1493447 A2 05-01-2005
Yo 03061692 A2 31-07-2003
WO 0243756 A2 06-06~2002 AU 2151802 A 11-06-2002
B8R 0115859 A 30-12-2003
CA 2429543 Al 20~-05~-2003
CN 1477972 T 25-02-2004
EP 1346727 A2 24-09-2003
JP 2004529861 T 30-09-2004
Us 2004202676 Al 14-10-2004
ZA 200303948 A 30-03-2004
EP 1346727 A 24-09-2003 AU 2151802 A 11-06-2002
BR 0115859 A 30-12-2003
CA 2429543 Al 20-05-2003
EP 1346727 A2 24-09-2003
JP 2004529861 T 30-09-2004
Us 2004202676 Al 14-10-2004
CN 1477972 71 25-02-2004
Wo 0243756 A2 06-06-2002
ZA 200303948 A 30-03-2004
EP 1136077 A 26-09-2001 BR 9915946 A 21-08-2001
CA 2352777 Al 08-06-2000
EP 1136077 Al 26-09-2001
CN 1332637 T 23~-01-2002
WO 0032229 Al 08-06-2000
WO 9939736 A 12-08-1999 AU 755957 B2 02-01-2003
AU 2297399 A 23-08~-1999
CA 2319599 Al 12-08-1999
EP 1053018 A2 22-11-2000
Wo 9939736 A2 12-08-1999
JP 2002502828 T 29-01-2002

Formulario PCT/ASA/210 (anexo-familias de patentes (julio 1992)
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