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e Reporte de Busqueda Internacional de la solicitud de la
referencia.

o Opinién Escrita.

Ruego a usted continuar con el presente tramite.
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PCT

INTERNATIONAL SEARCH REPORT
(PCT Article 18 and Rules 43 and 44)

: PATENT COOPERATION TREATY 9&

Applicant’s or agent’s file reference FOR FURTHER sev Form PCTISAZ220
cim ACTION us wall as, where applicable, item § below.
{nternationat application No. (Earliest) Priotity Dute (day/montl/ycar; tnternational filing dute (duy/montlfyvcr)
PCT/CU 2004/000006 23 April 2003 (23.04.2003) 22 Aprit 2004 (22.04.2004}
Apphcant

CENTRO DE INMUNOLOGIA MOLECULAR

‘This ipternational scarch report has been prepared by this International Searching Authorily and is transmitted to the applicant
aceordinin to Article 18, A copy ix being transmitied to the International Bureau.

“This insernational scarch repoit consists of atoaiof _S  sheets.

O nisabso accompanicd by a capy of cach prior el ducusent cited in this report.

). Basis af the report
a. With rq,.nd 10 the Tanwwuge, the international seurch was earried out on the basis of the internationa] applicatian in the
tanguage in which at was Niled, unless otheswise indicated under this item.
3 The intermational scarch wis canried ous on the basis of u trmsktion of the intemational application fernished
1 this Authority (Rule 23.1(b)).

b. @ With regard to any nucteotide and/er amine neid sequence discloscd in the internationud application, see
continuatian of this firs: sheet

go

B8 certain claims were found unsearchable (see comtinuatjon of this firs1 sheer)

D Unity of lavention Is lacking {sce continution ol this first sheet)
. With regard o the uile,

- tab
&

E the text is approved 23 sulimitied by the applicant.
[ the text hus been established by this Autharity to read as follows:

5. With regend 1o the abstract,
B the e is approved as submirted by the npplicant,

3 tve vext has bewn established, according 1o Rule 38.2(b], by this Autharity a8 it appeurs in the continuation of this lus

shect. The apphicani may, within one mumh from the date of mailing of this internationzt search report, sulimi
coments (o this Authority.

G. With regmd 10 the drawings,
a. the figure of the drowings to be published with the abstract is Figure No.

0o suggestesd by the upplicani.

O as setected by this Authuity, because the applicant failed Lo suggest o figure,

O sclected by ks Autharity, becausc this figure better characierizes the invention,
b [ nune of the figures is 1o he published with the absicaer

Far FCTASA 21D (st sheet) (January 2004)
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INTERNATIONAL SEARCH REPORT Internationat application No,

‘ PCTICU 2004/000006
muation of first sheet . -

Continuation No. &
Nucleotide and/or amino acid sequence(s)

(Continuation of item 1.b of the first sheet)

1. With regard to any nucleotide and/or amino acid sequence disclosed in the international

application and necessary to the cla:med invenlion, the intemationat search was carried out
on the basis of;

b. formal of material: in computer readable form

Continuation No. II:

Observations where cettaln claims were found unsearchable

{Continuation of item 2 of first sﬁeetf

This international search report has not been estabhshed in respect of certain claims under
Article 17{2)(a) for the following reasons:

Claims Nos.: 21, 22 because they relate to subject matter not required to be searched by this
Authority, namely:

Remark: Although claims 21 and 22 concern the treatment of the human or animal body by
therapy or 8 method of diagnosis practised on the human or animal body (see PCT Rule 39 1
(iv)) the search was carried out and based on 'the alleged effects.



gy

INTERNATIONAL SEARCH REPORT
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\]’lnwmﬁunal appiicaiion No.

Information on patent family members LPCT/CU 2004/000006
Palent documant cited Publication Paient family " Publication
in s@arch repirt date mamben(s) L. date
R DO
EP A $#73782 none

Pz PCTASALI0 (patent Family annex (shect 03) (Januzry 2004)
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INTERNATIONAL SEARCH REFORT Internationa! application No.
: PCT/CU 2004/000006

A. CLASSIFICATION OF SUBIECT MATTER

CO7K 16/46, AB1K 39/395
Accoeding to Intemational Patent Classification (IPC) or to both national classification snd 1PC

B. FIELDS SEARCHED

Minimum docutnertation searched {classification system foltowed by clussification symbois)
COTK 16/46, AG1K 39/395

Docimentation searched other thon minimuns docurmentation 1o the extent that such documents are included in the fields serched

Eicc:mmc data base consalted during the intcrnational scarch (name of data basc and, where practicable, scerch torens md)
WPI, CAS, Medline, STN-registry

C. DOCUMENTS CONSIDERED TO BE RELBVANT

Caécgory” Citation of document, with indication, where sppédpeiate, of the relevant passages -} Refovant to cloim No |
Y EP 0872782 B1 (CENTRO DE INMUNOLOGIA MOLECULAR - 5,6, 13, 18, 20, -
. CIUDAD HABANAj 17 Septamber 2003 (17.09.2003) 22,25, 26
claims.
§ _
Y 3 EP 1013761 A2 (KYOWA HAKKO KOGYO CO., LTD) 5,6, 13,18, 20,
18 September 1992 (18.00.1892) . . . . 22,25,26
claims.
B Further documests are tisted in the continuation of Box C. ' . See potent family annex, . .
*  Special enegorles of ented docarnents: . . T Bter document publivhed after the internationad ﬂ!mg date ot
A" diwemeni dafining the generad stake of the an wh:ch is not miécrud ; priority date and not in conflict with the application but ¢ted
1 be ol particular relovaze <. tounderstund the principle or theory urderlying the invention
YE" gorler spplication or pakent but published o0 o afiyr the inu'.ﬂmm.d “X™ docurent of pamicelyr clevange; the claimed invention
filmy date - canndt be considored novel or cannot be considered vinvolve
“17 docanent which may thrse: doulits on priceity clzinds) or whichis . - arinvenlive step when the docutment is tzhen aloni:
cited to ustablnh the publication date of another cilation or other “yt document of particutar sciovance; the chunwd investion
speildi reason (a5 specificd) " cannot beconsidéred 10 inveluc 20 invenhlive step when the
“QF docunent referving s an osdl disclosure, use, exhilntion or other document i combined with one or mgre wther such
means documents, such combination being abviows  a person
“F" docuswent published prior to the wtemational filing dste but Jer dan shitled ip the it
the priority date claited “&™ Socument memiber of the samwe patent family
Date of the aciunl completion of the intemational scarch Date of rmmiling of the international search repon
14 July 2004 {14.07.2004) 30 August 2004 (30.08.2004)
Nanw and mailing address of the ISA/ AT Authorioed ofticet
Austrian Patent Office MOSSER R.
Dresdner Stralie 87, A-1200 Vienna
Facsimite No. +43 7 1/ 534 24 1 535 Telephone No. +43 7/ 1/ 534 24/ 437

Form PCTAR A2 1O {second sheet) (January 2004)
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Intematw.nal apphication No

N(LMBO12852 ) R
abstract

W et mls SR eEf ihl A s e maatra et Hr e e i G et

T e mepta A AR T el matres fs ke e o prmar

PCT/CU 2004/000006
¢ {Cononuation} DOCUMENTS CONSIDERED TO BE RELEVANT .
Category® Crtatron of documient, wath smdication, where approgeiate, of the relevant passapes g Relevan? to claim No
A MARQUINA, G etal Gangliosides expressed in human breast 1-5, 19-26

cancer Cancer research, 1995, Vol 56, No. 22, pages 5165-
5172, Mediine-abstract fonkne), [retrieved on 14 July 2004
(14 07.2004) ]. Retneved from' EPOQUE Medline Database, AN
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Fo m PCTASA 240 (conunvution of sceom! sheet (0)) (Sanwary 2004)
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ACOSTA MARTINEZ, Ada PCT
Av. 1ra # 1001 esq. 10, Miramar, Playa,
Ciudad de la Habana, Cuba WRITTEN OPINION OF THE

INTERNATIONAL SEARCHING AUTHORITY

(PCT Rule 43bis.1)

Datc of mailing 30 August 2004 (30.08.2004)

{day/month/year)
Applicant's or agent’s file reference FOR FURTHER ACTION
cim See paragraph 2 below
International application No. International filing date (day/monthfyear) Priorily'Daic (day/month/vear)
PCT/CU 2004/000006 22 April 2004 (22.04.2004) 23 April 2003 (23.04.2003)

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

CO7K 16/46, A61K 39/395

Applicant
CENTRO DE INMUNOCLOGIA MOLECULAR

1. This opinion contains indications relating 1o the following items:
B cont. No. 1 Basis of the opinion
O cont. No. 1t Priority

D Cont. No. Il Non-establishment of opinion with regard to novelty, inventive step and industrial applicability
0 cont. No. IV Lack of unity of invention

(3] Cont. No. V Reasoned statement under Rule 43bis. 1 (a)(i) with regard to noveity, inventive step or industrial
applicability; citations and explanations supporting such statement

O Cont. No. VI Certain documents cited
O cont. No. viI Certain defects in the international application

O cont. No. VIII  Certain observations on the internationa! application

2. FURTHER ACTION

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the
International Preliminary Examining Authority (“IPEA") cxcept that this does not apply where the applicant chooses an
Authority other than this onc to be the IPEA and the chosen [PEA has notified the International Bureau under Rule 66.1bis(b)
that written opinions of this International Scarching 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 Lo submit 10 the
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing
of Form PCT/ISA/220 or before the expiration of 22 months from the priority date, whichever eapises later.

For further options, sce Form PCTHASA/220.

L.

3. For further details, see notes to Form PCT/ISA/220.

Name and mailing address of the ISA/ AT Authorized officer
Austrian Patent Office MOSSER R.
Dresdner Stralle 87, A-1200 Vienna

Facsimile No. +43 / 1 / 534 24 |/ 535 Telephone No. +43 / 1 / 534 24 [ 437

Form PCT/ASA/237 (cover sheet) (January 2004)
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WRITTEN OPINION OF I'HE International application No
INTERNATIONAL SEARCHING AUTHORITY PCT/CU 2004/000006

Continuation No. |
Basis of the opinion

1 With regard to the language, this opinion has been estabished on the basis of
the international application in the language in which it was filed

2. With regard to any nucleotide and/or amino acid sequence disclosed in the international

application and necessary to the claimed invention, this opinion was carned out on the basis
of

b format of matenal in computer readable form

Continuation 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

1 Statement

Novelty (N) Claims 1-26 YES
Clams - NO
Inventive step (IS) Clams 1-4, 7-12, 1417, 19, 21-24 YES
Claims 5, 6, 13, 18, 20, 22, 25, 26 NO
Industrial applicability (JA)  Claims 1-20, 23-26 YES
Clams 21, 22 NO

2 Citations and explanations

EP 0972782 B1 concerns the murine 14F7 monoclonal antibody produced by the hybridoma

6o

with the deposit ECACC 98101801 The present application concems humanized antibodies .

denved from said 14F7 monoclonal antibody

EP 1013761 A2 relates to a humanized chimera antibody comprising a vanable region of a

mouse monoclonal antibody which 1s reactive with ganghoside and a human antrbody
constant region

A person skilled in the art knows that humanized murine antibodies are less toxic for humans
than animal antibodies EP 1013761 A2 shows methods for the production of hybnd
antibodies Therefore it is obvious that elements from murine and human antibodies can be
combined to create new pharmaceutical tools, especially for the identification of tumor

Form PCT/ISA/237 (continuation (%) (11 + , RIUT




WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING AUTHORITY PCT/CU 2004/000006

associated antigens and treatment of tumor cells. Accordingly, the subjects matters of claims
5, 6, 13, 18, 20, 22, 25, 26 are obvious from the above mentioned patent documents.

With sequence databases it can be shown that the seqldences respectively the sequence

combinations together with the14 F7 antibody are new. A skilled person does not know which
combinations will be the best. Further, it is difficult to find suitable expression systems for the
production of chimeric antibodies. However, the examples of the application demonstrate the

inventive step of the application. Therefore, novelty and inventive step are recognized for the
subject matters of claims 1-4, 7-12, 14-17, 19 and 21-24.

Cancer research, 1995, Vol. 56, No. 22, pages 5165-5172 reveals that unusual gangliosides
expressed in tumors may provide the basis for immunological diagnosis and vaccine therapy. But the
murine 14F7 monoclonal antibody and derivates thereof are not obvious from this document.
Claims 21 and 22 concern the treatment of the human or animal body by therapy (sce PCT Rule 39.1

(iv}). Therefore, industrial applicability is not given for these claims. The industrial applicability for the
subject-matters of claims 1-20 and 23-26 is self-evident.

Form PCT/ISA/237 (continuation (0}) (January 2004}
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