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Figure 1: ROC Curvas for RF, BT and LDA
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INTERNATIONAL SEARCH REPORT International application No.
PCT/AUZ010/001575
A, CLASSIFICATION OF SUBJECT MATTER
int. Cl.

Ci20 1/68 (2006.01) GOIN 33/68 (2006,01)

According to International Patent Classification (IPC) or to both national classification and IPC

B. FIELDS SEARCHED

Minimum documentation searched (classiﬁcaﬁon system followed by classification symbols)

Documentation searched ather than minimum documentation to the extent that such documents are included in the fields searched

Electronic data base consulted during the international search (name of data base and, where practicable, search terms used)

MEDLINE, CAPLUS, BIOSIS, WPI, EPODOC: neurological, neuralgia, Alzheimer, neuropathy, neurodegenerative, apoprotein E,
apoE, apoliprotein E, abeta 42, beta amyloid, abeta, Cortisol, hydrocortisol, Insulin Like Growth Factor Binding Protein 2,
IGFBPZ, IGF Binding Profein 2, pancreatic polypeplide, Cx2 cytokine, IL17, CTLAS, interleukinl7, eytokine ML1, IL23, .27,
interleukin27, interleukin25 (and like terms)

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category* | Citation of document, with indication, where appropriate, of the relevant passages Relevant to
claim No.

WO 2005/052592 (SATORIS, INC.) 9 June 2005
A Table 7

| SOARES, H.D. et al, “Identifying early markers of Alzheimer's disease using
quantitative multiplex proteomic immunoassay panels”, Annals of the New York
Academy of Science, 2009. Vol. 1180, pages 56-67 '

A Whole document

l:l Further documents are listed in the continuation of Box C Sce patent family annex

* Specinl categories of cited documents. . ' .
"A"  document defining the genaral state of the an which is T later document published afier the intcrmational fiting datc or priarity date and not in
not considered &0 be of particular relevance canflict with the application but cited to understand the principle or theory
. underlying the invention
"E'  earlier application or patent but published on or afler the "X"  document of particular relevance; the claimed invention cannot be Dunsniered novel

intemational filing datz or cannol be considered 1o involve an invenlive step when lh: documr.nl is taken
. . alone
"L"  document which may throw doabts on priorily claim(s) "Y"  document of particular relevance; the claimed invention cannot be sonsidered to
or which ig cited to establish the publication date of involve an inventive step when the document is combined with one or more other
another citation or other special reascn (as specified) such 4 , such bination being ebvious to 2 person skilled in the ant
Q" document referring to an oral disclogure, use, exhibition . .
or other meansm né "&"  docurnent member of the same patent family

"F*  document published prior to the imtemational filing date
) but {ater than the priovity date claimed

Date of the actual completion of the intemational search Date of mailing of the international search report

21 January 2011 ' | 08 FEB 201
Name and mailing address of the ISA/AU Authorized officer

AUSTRALIAN PATENT OFFICE SUSAN MACKENZIE

PO BOX 200, WODEN ACT 2606, AUSTRALIA AUSTRALIAN PATENT OFFICE

E~mt'\il .address: pel@ipaustralia.gov.au (150 9001 Quality Certified Service)

Facsimile Ne. +61 2 6283 7999 Telephone No ; +61 2 6283 2690

Form PCTASA/210 (second sheet) (July 2009)



(133) JP 2013-511732 A 2013.4.4

[nternational application No.

INTERNATIONAL SEARCH REPORT
PCT/AU2010/001575

Box No. [I  Observations where certain clalms were found unsearéhable (Contlnuation of item 2 of first sheet)

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

l. I_:I Claims Nos.:

because they relate to subject matter not required to be searched by this Authority, namely:

2. D Claims Nos.:

because they relate to parts of the intemnational application that do not comply with the prescribed requirements to such
an extent that no meaningful interational search can be carried out, specifically:

3. I:l Claims Nos.:

because they are dependent claims and are not drafted in accordance with the second and third santeﬁces of Rule 6.4{a}

Box No. Il  Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

This Internationat Searching Authority found multiple inventions in this international application, as follows:

The claims define a very large number of inventions. The International Search has been limited to the invention
elected by the applicant (See Supplementary Box 1)

1. D As all required additional search fees were timely paid by the applicant, this international search report covers all
searchable claims. .

As all searchable claims could be searched without effort justifying additional fees, this Autharity did not invite
payment of additional fees,

[

3 |:| As only some of the required additional search fees were timely paid by the applicant, this internatignal search report
covers only those claims for which fees were paid, specifically claims Nos..

4, l:l 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 and, where applicable,
the payment of a protest fee.

D The edditional search fees were accompanied by the applicant's protest but the applicable
protest fee was not paid within the time limit specified in the invitation.

D No protest accompanied the payment of additional search fees;

Form PCT/ISA/210 (continuation of first sheet (2)) (July 2009)
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INTERNATIONAL SEARCH REPORT

Intemational application No.

PCT/AU2010/001575

Supplemental Box 1
{To be used when the space in any of Boxes | to IV is not sufficient)

Cnnﬁnuallqn of Box No: IIL

Lack of Unity of Invention

This International Application does not comply with the requirements of unity of invention because it does not relate
to one invention or to a group of inventions so linked as to form a single general inventive concept.

In assessing whether there is more than one invention clafme‘d, [ have given consideration to those features which can
be considered to potentially distinguish the claimed combination of features from the prior art. Where different claims
have different distinguishing features they define different inventions.

This International Searching Authority has found that there are at least 148, 995 different inventions given that claim 1
is directed towards a method of diagnosis wherein at least four biomarkers selected from a list of 45 biomarkers. As
such, each set of four biomarkers represents a separate invention. Given the extrernely large theoretical number of
inventions defined by the claims, it is not considéred feasible to list each of the inventions. .

It is also noted that seme of the claims (i.e. 13, 22-30) are not limited to kits or methods of analysis of at least four
biomarkers. These claims are directed towards the analysis of at least one biomarker from the biomarkers listed in
these claims. Each individual biomarker or combinaticn as defined in the appended claims (and related kit), represent
additional distinguishable inventions.

PCT Rule 13.2, first sentence, states that unity of invention is mﬂy fulfilled when there is a technical relationship
among the claimed inventions involving one or mare of the same or cofresponding special technical features. PCT
Rule 13.2, second sentence, defines a special technical feature as a feature which makes a contribution over the prior
art, '

The only feature common to all of the claims is the concept of using multiple biomarkers for the aiding in the
diagnosis of a neurological disorder. However this concept is not novel in the light of the following document:

WO 2005/052592 (SATORIS, INC.) 9 June 2005

WO 2005/052592 discloses methods of diagnosing Alzheimer’s disease by analysing multlplc biomarkers, including at
least four biomarkers listed in claim ! of the instant application (see Table 7)

This means that the common feature cannot constitute a special technical feature within the meaning of PCT Rule
13.2, second sentence, since it makes no contribution over the prior art. .

Because the common feature does not satisfy the requirement for being a special technical feature it follows that it

cannot provide the necessary technical relationship between the identified inventions, Therefore the claims do not
" | satisfy the requirement of unity of invention g posteriori.

................. fcontinued in Supplementary Box 2

Form PCT/ASA/210 (extra sheet)}(July 2009)
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INTERNATIONAL SEARCH REPORT International application Ne.
PCT/AU2010/001575

Supplemental Box 2
{To be used when the space in any of Boxes | to VIl is not sufficient)

Continuation of Box No: Supplementary Box 1

Continued - Lack of Unity of Invention

Limitation of Search

Given the large number of inventions defined by the claims (as discussed above), the office undertook informal
consultation with the attorney for the applicant on this issue. In a letter dated 18 January 2011 the attorney on the
applicant’s behalf, confirmed that the applicant elects the following biomarkers, as a set consisting of six biomarkers,
to form the basis an international search and opinion: '

Cortisol )

IGF.BP.2 - insulin-like growth factor binding protein 2
IL.17 — interleukin — 17 .

Pancreatic polypeptide

AcE ECU - apolipoprotein

ABeta 42

As such the International Search Report and Opinion are limited to the above listed set of six biomarkers and related
kits and methods of use relatlng to the diagnosis of neurological disorders preferably Alzheimer's disease,

Form PCT/ISA/210 (extra sheet (2)){July 2009)
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INTERNATIONAL SEARCH REPORT

Information on patent family members

JP 2013-511732 A 2013

Intemnational application No.

PCT/AU2010/001575

This Annex lists the known "A" publication level patent family members relating to the patent documents cited in the
above-mentioned international search report, The Australian Patent Office is in no way liable for these particulars

which are merely given for the purpose of information.

Patent Document Cited in ' Patent Family Member
Search Report : :
WO 2005052592 AU 2004294178 AU 2006254837 CA 2546461
CA 2610268 EP 1692520 EP 1907346
EP 2211183 ] US 2005221348 us 7598049
us 2006094064 us Us 2009239241

WO 2006133423

2007037200

Due to data integration issues this family listing may not include 10 digit Australian applications filed since May 2001.

END OF ANNEX

Form FCT/ISA/210 (patent family armex) (July 2009)
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