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Intemational application No

PCT/IB2006/003925

A, CLASSIFICATION OF SUBJEGT MATTER
INV. GOIN33/68 #01N33/558

Accerding to Internattona] Patent Clessiflcation (IPG) or te both netlonal glassification and IPC

B. FIELDS SEARCHED

BO1N

Minimum decumentstion searchad (classification aystem followsd by classification symbols)

Doatmentation searched other than minlmum documsntation to the extent that such documents are Included In the flelds searchad

EPC-Internal

Elecironlc dala hase consultad during the Internatlonal search {name of data base and, where prectical, search tems used)

C. POCUMENTS CONEIDERED TO BE RELEVANT

Category* | Citation of docurneni, with Indication, whers appropriate, of the relevant passages Relevant to clalm No.
X BLACKWELL L F ET AL: "Hormonal monitoring 4-7,
of ovarian activity using the Qvarian 11-14

Monitor, Part I. Validation of home and
laboratory results obtatned during
ovuiatery cycles by comparison with
radicimmunoassay”

STEROIDS, BUTTERWORTH-HEINEMANN, STONEHAM,

MA, US,

465-476, XP00G4430727
ISSN: D039-12BX

2.2.1,2.2.3, fig. 1, 4.9

vol. 68, no. 5, May 2003 (2003-05), pages

whole document, in particular absiract,

-f—

m Further documents are listed in the confinuallon of Box C.

E See patent famly annex,

* Speclal categories of cled documents :

*A" document defining the general state of the art which is not

L documen!whlch mg{abmw doubls on gnbmy clalm(g) or
is cited 10 esablish the publication date of another
cllaibon or other special reason (as specified)
*0" documant referring 1o an oral disclosurs, yge, axhiblion or
other means
*P* document published prior to the intarnational tiing data but
|ater ihan the priotity dete claimed

*T* laler document published afier the 'mlemaﬂona'n‘l‘nng date
of priority date and nod In conflict with the applicafion but
dited o Uthderstand the princlple or theoty underlying the

. considarad te ba of particular relevance Invertion
*E" earher document il published on o aftarihe intemational oy ] Tal,
Tling date X" document of parficular the

cannet be conskiered novel or cannot be considared o
Involve an Inventiva aiep when the decument ls taken alone
¥* dacument of padicular refevance; tha claimad invantion
cannot be conskiered to Involve an Inventive step when the
documettt Is combined with ohe or moe other such doou—
ments, such combinaticn belng cbvious to a person sidied

 the art.

"&" document member of the same palent familly

Date of tha actust compietion of the Inlernatienal search

20 June 2007

Data of mailing of the Intamational ssarch report

17/09/2007

Narma and malling address of the 1ISAf
Enropean Patent Office, P.B, 5818 Patentlaan 2
NE— 2280 HY Bjswiik
Tel. (+31-70) 340-2040, Tx. 31 651 epo nl,
Fax: (+31-70) 340-3016

Authorized ofticer

Lidemann, Susanna

Fortn PCT/ISA/210 {sscard shest) (ARHI 2005)
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C{Contiruation). DOCUMENTS CONSIDERED T0O BE RELEVANT

GCalegory™

Chatleh of docurnanl, with indication, where approptiate, of the relavant passages

Relevan to claim No.

X

BLACKWELL L F ET AL: "Definition of the
potentially fertile period from urinary
steroid excretion rates. Part II. A
threshold value for pregnanediol
glucuronide as a marker for the end of the
potentially fertile period in the human
menstrual cycle™

STEROIDS: STRUCTURE, FUNCTION, AND -
REGULATION, ELSEVIER SCIENCE PUBLISHERS,
NEW YORK, NY, US,

vol. 63, no. 1, January 1998 (1998-01),
pages 5-13, XP004103054

IS5N: 0039-128X

whole document, in particular abstract,p.
7, left col.fig. 4 and 5 and discussion
WO 97/34150 A (ABBOTT LAB [UST)

18 September 1997 (1927-09-18)

the whole document

47,
11-14

11-14

Famn PCTNEA/210 {eontinuetion of second ehoet) (Aprh 2006)
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International applicaton Na.

INTERNATIONAL SEARCH REPORT PCT/152006/003325

Box B Observations where cartain claims were found unsearchable (Continuation of item 2 of first sheet)

This international Bearch Report has nat heen established in respect of certaln daima under Article 17{2}{a) for tha follewing reasons:

1. Cleims Noa.: - - =
II] bec;lu?ae ?I'?ay relate to wb}ec? rhatlser %uq felq%lrald% bs searched by this Authorlty, namely:
Although claims  4-7 and 11-14 (insofar an in vivo methods are encompassed)
are directed to a diagnostic method practised on the human/animal body, the
search has been carrfed out and based on the alieged effects of the
compound/composition.

2. [I Glakms Nos.:

becauga thay relate to parts of the international Applisation that Go not comply with the prasctibed raquirements to such
an extent fhat no meaninglul International Saarch can be carrlad out, specifically:

see FURTHER INFORMATION sheet PCT/ISA/210

3. I:' Clalms Nos.z

because they are dependani clalms and ara not drafted In actordance with the sscond and third sentencas of Rule 8.4(al.

Box Ifl Observations where unity of invention is lacking (Continuation of itom 2 of first sheet)

Thie Intemational Searching Authority feund multiple Inventions In this Intemational application, as follows:

see additional sheet

1. D As all required additional search lees were imely paid by the appiicant, this Intamational Search Report covers all
searchabie claims.

2. D A all searchable claims could be searchad without effort |ustifying an adiitiona! fes, this Authorlty did not Invite payment
of any addltional fes.

3. D As only 56me of the required addifional search fess wers timety paid by thé applicant, this internations) Search Report
covars only those clalms for which jees were paid, specifically clalms Nes.:

4, ]Il No required additiona) search fees wers imsly pald by the appiicani Gonsaouently, this Intrrationat Search Report Is
restrictad i tha Invanilon first mantioned in the claims; it 1s covared by claims Nos.:

1-53, 5B, 57-61

Remark on Frotest D The additional search tese were accompanied by the applicant's prowast.

D No protest acoompanisd the payment of additional ssarch fees.

Form PCT/ISA/210 (cordinuation of first sheet (2)) (January 2004)
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Intemational Application Mo. PCT/IB2006 /003925

FURTHER INFORMATION CONTINUED FROM PCTASA/ 219

Continuation of Box II.1

ATthough claims 4-7 and 11-14 (insofar an in vive methods are
encompassed) are directed to a diagnostic method practised on the
human/animal body, the search has been carried out and based on the
alleged effects of the compound/composition.

Continuation of Box II.1 .

Ciaims Nos.: 1-3, 8~10,15-105

Claims 67 and B8: Rule 39.1(v)} PCT - Presentation of information

Continuation of Box II.2

Claims Nos.:

The present appiication contains 105 claims, of which 20 are
independent. There is no clear distinction between the independent
claims 1, 50, b2, 59, 60, 61 because of overlapping scope. There are so
many claims, and they are drafted in such a way that the claims as a
whole are not in compliance with the provisions of clariiy and
conciseness of Article 6 PCT, as i1t 1s particularly burdensome for a
skilled person to establish the subject-matter for which protection is
sought. The non-compliance with the substantive provisions is to such an
extent, that the search was performed taking into consideration the
non—-compliance in determining the extent of the search (PCT Guidelines
9.19 and 9.25).

The search was based on the subject-matter that, as far as can be
understeod, could reasonably be expected to be claimed later in the
procedure, and the corresponding c¢laims, namely ¢laims 1-48,

Out of these cTaims 1-48, claims 1-3 (and all dependent claims) relate
to an extremely large number of possible methods, since the terms
"binding agent capable of binding an estrogen metabolite™ and "binding
agent capable of binding a progesterone metabolite” lacks clarity in the
sense ofArt. 5 and 6 PCT. Support and disclosure in the sense of Article
6 and 5 PCT 1is to be found however for only a very small proportion of
the methods claimed, see claims 4-7 and 11-14, where the binding agent
is defined to bind estrone and progesterone glucuronide. The
non—-compiiance with the substantive provisions 15 to such an extent,
that the search was performed taking into consideration the
non-compliance in determining the extent of the search of claims 1-3
(PCT Guidelines 9.19 and 9.23).
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International Agplication No. PCT/IB2006 /003925

FURTHER INFORMATION CONTINUED FROM  PCTASA/ 210

The search of said claims was resiricted to the methods claims 4-7 and
11-14,

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 1s advised that the EPD
poticy 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 irrespeciive 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 EPO, the applicant 1s reminded that a search may be carried
out during examination before the EFD (see EPO Guideline C-VI, 8.5},
should the problems which Ted to the Articie 17(2) declaration be
avercome.
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Intemaionsi Appiication Mo, PCT/IB2006 /003925

FURTHER INFORMATION CONTINUED FROM  PCTASA! 21

This International Searching Authority found multipie (groups of}
Tnventions in this international application, as follows:

1. claims: 1-B3, B5,57-61

A method for measuring fertility according to claim 1 based
on agents capable of binding to estrogen and progesterone
metabolites

2. claim: bd

A reader (suitable for performing the method of claim 1)
comprising a holder, a detection element and means for
transmitting according to claim 1.

3. claim: 56

A fertility monitor according to claim 56 comprising a
sample dispenser, a sensor for detecting the presence of at
Teast two analytes, a processor, communication means to
central database or internal data storage comprising estrone
glucuronide and preganediol glucuronide excretion rate data.

4, claims: 62-98

Methods of monitoring the physiologic status/Fertility
status according to claims 62-65

5. claims: 99-102

A method for diagnosing /treating a post—-partum condition in
a female accroding to claims 99 or 101 comprising contacting
said sample with a capture element comprising a binding
agent capable of binding esirogen or a estrogen metabolite.

6. claims: 103-105

Methods of detecting cancer/a reproductive discrder
according fo claims 103 or 105 comprising a binding agent
capable of binding a hormone or hormene metabolite and
correlating the amount of excretion rate of said hormone
metabolite.
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INTERNATIONAL SEARCH REPORT

. International appilsation Ne
information on potent family members

PCT/IB2006/003925
Patsnt document Fublication Patent family Publicatiort
chted in search report date mamber(s) date
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