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to be of particular relevance the principle or theory underlying the invention

“E” earlier application or patent but published on or afier ths international “X” document of particular relevance; the claimed invention cannot be
filing date considered novel or cannot be considered to involve an inventive

step when the document is taken alone

“Y”  document of particular relevance; the claimed invention cannot be
considered to involve an inventive step when the document is
combined with one or more other such documents, such combination
being obvious to a person skilled in the art

“&" document member of the same patent family

Date of the actual completion of the international search

Diate of mailing of the international search report

30 May, 2012 (30.05.12) 12 June, 2012 (12.06.12)
Name and mailing address of the ISA/ Authotized officer

Japanese Patent Office

imile No, Telephone No.

Form PCT/ISA/210 (second sheet) (Tuly 2009)
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C (Continuation). DOCUMENTS CONSIDERED TO BE RELEVANT
Category* Citation of document, with indication, where appropriate, of the relevant passages Relevant to ¢laim No,
= Takuma NARITA et al., “A new method ot detect 1-8 (Partial)

the clinical sign of intraglomerular
hypertension in human and its significance in
analyis of mechanisms of development and
progression of early stage of diabetic
nephropathy”, Akita Igaku, 2005, vcl.32, no.2,
pages 89 to 93, 3. Rinsho Ovo

A Naocki KANEMATSU et al., “Development of a novel 1-8 (Partial)
highly sensitive immunoassay for adiponectin
using dried blood on filter paper disc and
application to assess changes in adipconectin
due to exercise / tea-catechin intake”,
Technical bulletin of Tokushima Bunri
University, 20092, no.78, pages 7 to 23, fig. 1

A Mamiko NISHIOKA et al., “Nyochu Resistin 1-8(Partial)
Oyobi Nyochu Insulin Juyotai « ni yoru Tonyobyo
Risk Shihvo no Kochiku to Eiyo Management eno
Oyo”, Eiyogaku Zasshi, 2007, vol.65, no.5,
Supplement, page 158

A Mamiko NISHIOKA et al., “Nyochu Resistin Oyobi 1-8 (Partial}
Yuri Insulin Juyotai o ni yoru Tecnyobyo Risk
Shihyo no Kochiku to Eiyo Assessment enc Oyo”,
The Japanese Society of Nutrition and Food
science Taikai Kecen Yoshishu, 2008, wvol.62nd,
page 285

= GLASSCCK Richard J., Diaketic Nephropathy: 1-8 (Partial)
Staging and Progression, Dliabetes Front, 2010,
vol.2l, No.&, Page.T728

A JP 2009-85685 A (Medical & Biological 1-8 (Partial)
Laboratories Co., Ltd.),

23 April 2009 (23.04.2009),
abstract

(Family: none)

A JP 2001-116751 A (Eiji ISHIKAWA), 1-8 (Partial)
27 April 2001 (27.04.2001),
abstract

(Family: none)
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Box No. IL Observations where certain clalms were found unsearchable (Continuation 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 Claims Nos.: 9-11
because they relate to subject matter not required to be searched by this Authority, namely:
Claims 9-11 pertain to prophylactic or therapeutic method, and thus relate
to a subject matter on which it is not required to carry out an international
search under the provision of PCT Rule 39.1 (iv).

2. [ claims Nos.:
because they relate to parts of the international application that do not comply with the prescribed requirements to such an
extent that no meaningful international search can be carried out, specifically:

3. [ Craims Nos.:
because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a).

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

This International Searching Authority found multiple inventions in this international application, as follows:
See extra sheet.

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

2 |:| As all searchable claims could be searched without effort justifying additional fees, this Authority did not invite payment of
additional fees,

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

4. 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.:
In claims 1 to &, the parts relating to assaying insulin as a biomarker.

Remark on Protest |:| The additional search fees were accompanied by the applicant’s protest and, where applicable, the
payment of a protest fee,

D The additional 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.

I:l No protest accompanied the payment of additional search fees.

Form PCT/ISA/210 (gontinuation of first sheet (2)) (July 2009)
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Continuation of Box No.III of continuation of first sheet (2)

(Takuma NARITA et al., “A new method ot detect the clinical sign of
intraglomerular hypertension in human and its significance in analyis
of mechanisms of development and pregression of early stage of diabetic
nephropathy”, Akita Igaku, 20053, vol.32, no.2, pages 89 to 93) discloses
the evaluation of the progression level of diabetes by assaying multiple
kinds of biomarkers inurine. Therefore, thematter per seisnot aspecial
technical feature. As (Naoki KANEMATSU et al., “Development of a novel
highly sensitive immuncassay for adiponectin using dried blood on filter
paperdiscandapplication to assess changes inadiponectindue to exercise
/ tea-catechin intake”, Technical bulletinof Tokushima Bunri University,
2009, no.78, pages 7 to 23) discloses, the ICT-EIA method is merely one
of commonly employed immuncassay methods and, therefore, the assay method
is not a special cne.

Accordingly, it is not considered that the inventicn of claim 1 of
the present application has a special technical feature.

Consequently, claims 1-8 of the present applicaticn involves the
following inventicon groups.

First invention group: In the inventions in claims 1-8, the parts
relating to a methed for evaluating the progressicn level of a diabetic
disease characterized by comprising assaying cne or more kinds cof
diabetes-related biomarkers in urine, said biomarkers including insulin
as an essential facter that is combined with other bicmarker (s) selected
from the group consisting of resistin, adiponectin, leptin and CRP.

Second invention group: In the inventicons in c¢laims 1-8, the parts
relating to a method for evaluating the progressicon level of a diabetic
disease characterized by comprising assaying one or more kinds of
diabetes-related biomarkers inurine, saidbiomarkers including resistin
as an essential factor that is combined with other biomarker (s) selected
from the group consisting of adiponectin, leptin and CRP.

Third invention group: In the inventions in claims 1-8, the parts
relating to a method for evaluating the progressicn level of a diabetic
disease characterized by comprising assaying cne or more kinds of
diabetes-related bicmarkers in wurine, said biomarkers including
adiponectinasanessential factor that is combinedwithotherbiomarker (s)
selected from the group consisting of leptin and CRP.

Fourth invention group: In the inventicns in claims 1-8, the parts
relating to a method for evaluating the progression level of a diabetic
disecase characterized by comprising assaying one or more kinds of
diabetes-related biomarkers in urine, said biomarkers including leptin
combined with CRP.

Form PCTASAS210 (extra sheet) (Fuly 2009)
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