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Appllcatlon Ne

CLASSIFICATION QF SPBJECT MATTER

A E
IPC 7 A61K31/567  A6LIK31/4535 A61K31/138

AB1K31/565

According 1o nternationz) Patent Classiticalion {1PC) or to both national classitication and IPC

B. FIELDS SEARCHED

IPC 7 A6IK

Minimum documentation searched {classification system (cllowed by classificalion symbols}

Documentation searched other than minimum documentalion to the extenl thal such documenis are included in the fields searched

EPO-Internal

Electronic dala base consulted during 1he inlernaticnal search (name of dala base and, where practical, search lerms used)

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category ¢ | Citation of document, wilh indication, where appropriata, of he relevanl passages Relevant to claim Mo.
X WO 01 54699 A (ENDORECH INC) 1-27
2 August 2001 (2001-08-02)
cited in the application
claims 1,2,32,34-37; example 8
X 0’BRIEN ET AL: "Hormone replacement study 1,2,4,5,
as treatment of breast cancer - a Phase II 7,9-11,
stury of Org 0D 14 {tibolone)" 13,14,
BRITISH JOURNAL OF CENCER, 16,
vol. 73, no. 9, 1996, pages 1086-1088, 18-20,
XPQ08014536 22,23,
25,27
Y page 1086 1,2,10,
11,19,20
/-
“ Furthar documents are listed inthe continuation of box €. - E ‘Patent family members are listed in annex.

° Special calegories of ciled documents ;

"A* documeni defining the generat slale of the art which is nol
considerad 1o be of particular relevance

*£* earlier document but published on or after the international
filing date

*L* document which may throw doubls on priorily claim(s) or
which is ciled to establish the publication dale of anciher
citation or olher special reason {as specified)

*(>* document referring 1o an cral disclosure. use, ¢xXhibiiion or
other means

"P* document published prior Io the internalional filing date but
later than the priority dale claimed

'T* later document published after the intarnalional filing dale
or priority date and not in conflict wilh the application but
cited to understand the principle er theory underlying the

invention

*¥" document of paticular relevance; the ctaimed invention
cannol be considered novel or cannot be considered o
involve an inventive step when the documenl is taken alone

*¥* documenl of patticular relavance; the claimed invention
cannot be considered te involve an invenlive siep when the
document is combined wilh one or more other such docu—
menis, such combination being obvious to a person skilled

inthe ar.

*&* documeni member nf the same palent famity

Date of the actual completion of the inlerational search

24 October 2003

03/11/2003

Date of mailing of ihe internalional search report

Name and mailing address of the ISA

European Patent Cifice, P.8. 5818 Patenllaan 2
NL - 2280 HV Rijswijk

Authorized oificer

Tel. {+31-70) 340-2040, Tx. 31 651 epon, :
Fax: (+31-70) 3403016 Kanbier, D
Form PCT/ASA/210 fsecond sheet) [Juty 1592)
page 1 of 3. ..
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C.(Continuatisn) DOCUMENTS CONSIDERED TO BE RELEVANT

Catagery ® | Citalion ol dosument, with indicalion where appropriate, of the relevant passages

Relevant to claim No.

X KLOOSTERBOER ET AL: "Effect of tibolone
and/or tamoxifen on DBMA induced breast
tumors in ovarian suppressed rats”

BREAST CANCER RESEARCH AND TREATMENT,

vol. 57, no. 1, 1999, page 136 XPQ08014554
the whole document

X ZOMA ET AL: "Hemodynamic response to
tibolone in reproductive and
nonreproductive tissuss .in the sheep”.
AMERICAN JOURNAL OF OBSTETRICS AND

GYNECOLOGY,
vol, 184, no. 4, 2001, pages 544-551,
XPO08014538
page 544, Yeft-hand column
page 550
X CLEMONS ET AL: "Management of the

menopause in cancer survivors"
CANCER TREATMENT REVIEWS,

vol. 28, no. 6, 2002, pages 321-333,
XP008014556

page 329, left-hand column -page 321
page 322, right-hand column

page 323, left-hand column, paragraph 1
page 323, right-hand column

page 324, right-hand column

X KLOOSTERBOER: "Endocrine prevention of
breast: any role for tibolone?”
EUROPEAN JOURNAL OF CANCER,

vol, 38, no. suppl. 6, 2002, pages
S24-526, XP004389214

figure 1
Y DRAKELEY ET AL: "The management of breast
cancer survivors and those at risk of the
disease"”
THE"JOURNAL OF THE BRITISH MENOPAUSE -
SOCIETY,

vol. 7, no. 4, December 2001 (2001-12),
pages 182-183, XP008014535

page 183, left-hand column, paragraphs 1,2
A MARSDEN ET AL: "Are randomized trials of
hormone replacement therapy in symptomatic
wamen with breast cancer feasible?"
FERTILITY AND STERILITY,

vol. 73, no. 2, 2000, pages 292-299,
XP001148431

page 292-295

page 298, left-hand column, paragraph &
-right-hand column, paragraph 2

-/

1,2,10,
11,19,20

1,3,4,7,
10,12,
13,16,
19,21,
22,25

1,2,4,5,
7.10,11,
13,14,
16,19,
20,22,
23,25

1,2.10,
11,19,20

1,2,10,
11,19,20

1,2,4-6,
10,11,
13-15,
19,20,
22-24

Famm PGTASA/210 {continuation of second sheet) [Juty 1982}

page 2 of 3
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C.({Continuation) DOCUMENTS CONSIDERED TO BE RELEVANT

Calegory *

Citation of document, with indication where appropriate. of the relevant passages

Relevant to ctaim No.

SEIFERT ET AL: “Estrogen replacement
therapy in women with a history of breast
cancer”

MATURITAS,

vol. 32, no. 2, 1999, pages 63-68,
XP001148388

page 64, left-hand column

page 66, left-hand column

WO Q1 81415 A (AMGEN INC)

1 November 2001 (2001-11-01)

page 53-54; ctaims 70-74

BURGER H.G.: "Selective estrogen receptor
modulators”

HORMONE RESEARCH,

vol. B3, no. suppl. 3, 2000, pages 25-29,
XFO08014539

page 26, right-hand column -page 28,
right-hand column

PASQUALINI ET AL: "Estrone sulfatase
versus estrone sulfotransferase in human
breast cancer: potential clinical
applications”

JOURNAL OF STEROID BIQCHEMISTRY AND
MOLECULAR BIOLOGY,

vol. 69, no. 1-6, 1999, pages 287-2925,
XP001148387

page 289, left-hand column

page 290, left-hand column, paragraph 6
-right-hand column, paragraph 1

SEIFERT M ET AL: "THE OESTROGEN RECEPTOR
AND ITS SELECTIVE MODULATORS IN
GYNAECOLOGICAL ONCOLOGY"

EUROPEAN JOURNAL OF CANCER, PERGAMON
PRESS” OXFORD, GB',

vol. 36, no. SUPPL 4, 2000, pages S66-S67,
XP001148386

ISSN: 0959-8049

the whole document

1,2,4,5,
810,11,
13,14,
17.19,
20,22,
23,26

1,3,8,..
10,12,
17,19,
21,26

1-3,
10-12,
19-21

1,2,10,
11,19,20

1-27

Form PCT/SA/210 {¢anlinuation of sacond sheat) (July 1982)

page .3. of 3.



(13) JP 2005-531575 A 2005.10.20

International Agplication Mo, PCTEP 03 50178

FURTHER INFORMATION CONTINUED FROM PCTASA/ 210

Continuation of Box I.2

Present claims 1, 4-10, 13-19, 22 and 23 relate to uses, methods and
compositions involving an extremely large number of possible compounds by
use of the term "SERM" in claims 1, 10 and 19. Due thereto, a lack of
clarity (and conciseness).within the meaning of Article 6 PCT arises. to. . .
such an extent as to render a meaningful search of the complete scope of
the claims impossible.

Furthermore, present claims 1-3, 9-12, 19-22 and 27 relate to uses,
methods and compositions involving an extremely large number of possible
disease states by having the disease described as "estrogen-deficiency
related complaint”, which is not considered to be a well-defined therapy
in the sense of Art. 6 PCT.

Consequently, the search has been carried out for those parts of the
application which do appear to be clear {and concise), namely for the
specific compounds and disease states mentioned in the claims and
examples, with due regard being given to the description.

The applicant’s attention is drawn to the fact that claims, or parts of
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 International
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.
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Box1 Observations where certain claims were found unsearchable {Continuation of item 1 of first sheet)

This International Ssarch Report has not been established in respect of certain claims under Article 17{2)(a) for the following reasons:

1. m Claims Nos.:

_ because they relate to subject mattar not required to be searched by this Autharity, namely:

Although claims 10-18 are directed to a method of treatment of the
human/animal body, the search has been carried out and based on the alleged
effects of the compound/composition.

2r m Claims Nos.:  « - '

because they rélate to parts of the International Application that do not comply with the prescribed requirements to such
an extent that ne meaningful Intemational Search can be carrieg out, specifically:

see FURTHER INFORMATION sheet PCT/ISA/210

3. |:| Claims Nos.:

because they are dependent claims and are not drafted in accordance with the second and third sentences ot Rule B.44a).

Box Il Observations where unity of invention is lacking (Continuation of item 2 of first sheet)

w

This International Searching Authority found muitiple inventions in this international application, as follows:

As all required additional search fees were timely paid by the applicant, this International Search Report covers all
searchable claims.

—

2. D As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment
of any additionat fee.

. As only. some of the_reguired additional search.fees were timely paid by the applicant, this International Search. Repart
covers only those claims for which fees were paid, specifically claims Nos.:

4, D No required additional search fees were timely paid by the applicant. Consequently, this International Search Report is
restricted to the invention first mentioned in the claims; it is covered by claims Nos.:

Remark on Protest D The additional search fees were accompanied by the applicant’s protest.

D No protest accompanied the payment of additional search fees.

Form PCTASA/210 (continuation of first sheet (1)) (July 1998)
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Patent document Publication Patent family Pubiication

cited in search report date member(s) date

W0 0154699 A 02-08-2001 AU 2991301 A 07-08-2001
BR 0108107 A 11-03-2003
Wa 0154699 Al 02-08-2001
CA 2395730 Al 02-08-2001
CN 1400904 T 05-03--2003
EP 1251855 Al 30-10-2002
HU 0204211 A2 28-04-2003
JP 2003520817 T 08-07-2003
NO 20023484 A 22-07-2002
Us 2002198179 Al 26-12-2002
Us 2003040510 Al 27-02=20Q3 . . ...
us 2003065008 Al 03-04-2003

W0 0181415 A 01-11-2001 US 2003039654 Al 27-02-2003
AU 5732101 A 07-11-2001
BG 107242 A 30-06-2003
BR 0110391 A 25-02-2003
CA 2407493 Al 01-11-2001
CN 1439021 T 27-08-2003
cz 20023496 A3 14-05-2003
EP 1276767 A2 22-01-2003
HU 0300465 A2 28-06-2003
NO 20025143 A 23-12-2002
SK 15202002 A3 03-06-2003
Wo 0181415 A2 01-11-2001

Form PCT/ISA7210 {patent Family annex} (July 1992)
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