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ATHERAENS.

(o001 9]

RIAMECBUTLAEH. RUGHORFHE ROFHBEAICBVT., Tal. Tanl . RV
lthe] OF#IBE., XEIPHSHIEFSI TRHEVWILERIZVEL, EHELS T
CEICHEEIRETHD, DILT. WAE., TURIYy—2BEES ) 3. 8O *
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EMPDL2EEOLNHEH IR ZSTREENH S,
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1 D0REFENE., BEP, OBEFC. XRBOBOMERBEREETSHEAEADOT 27
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LEDRAD Y- 2BREOMEOBRMICNLTLEETSZTER, EOofEOT—h—L
ANVEEIC, HEOUVRDV -2 LAV NEILhELETEZIZEEED,

foo29]
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ELT&L,

(003 2]
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HlEgEThs, FREOMY EEET7 v s, W2, BEAERBSWEE (ELTSA) .
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COBLEMERZ ARy SICHB o TEBHIES, ARG Ty VAR THAREKICES
LT, BHERCEENLEI NS, EnokrFr2NMTEERICEERT 5, MO HEEET
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because they relate to subject matter not required to be searched by this Authority, namely:

The claimed subject matter relates to methods for treatment of the human body or animal body by therapy and/or diagnosis.

2. B Claims Nos.: 10, 13, 30-31, 36-37
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:

“An agent for the prevention of stroke, heart attack, or cardiovascular disease or for the treatment of a cardiovascular discase™
mentioned in claim 19, “a lipocalin2 binding component” mentioned in claim 13, “a pharmaceutical agent capable of reducing
lipocalin-2 concentrations in the body™ mentioned in claims 30 and 36, and “a pharmaceutical agent capable of reducing the level or
effect of the subject’s circulating lipocalin-2 in the body™ mentioned in claims 31 and 37 all comprise too many agents. Claims 10,13,
30-31,36-37 are so inadequately supported by the description.

3. O ClaimsNos.:
becauss they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a).

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

This International Searching Authority feund multiple inventions in this miernational application, as follows:

See oxtra shoot

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

2. O Asall searchable claims could be searched without effort justifying an additional fees, this Authority did not invite payment
of any additional fee.

3. 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.: 11,2228

4. O No required additional search fees were timely paid by the applicant. Cansequently, this international search report is
restricted to the invention first mentioned in the claims; it is covered by claims Nos.:

Remark on protest [0 Theadditional search fees were accompanied by the applicant’s protest and, where applicable, the
payment of a protest fee.

[0 The additional search fees were aceompanied by the applicant’s protest but the applicable protest fee
was not paid within the time limit specified in the invitation.

B No protest accompanied the payment of sdditional search fees,

Form PCT/SA/210 (continuation of first sheet (2)) (April 2007}
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C (Centinuation). DOCUMENTS CONSIDERED TO BE RELEVANT

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

A [WO2007044994A2 (UNIV COLUMBIA NEW YORK) 11,2228
19 April 2007 (19.04.2007), see whole document, specially sec claims and examples

A |AnneLouise Hemdahl et al, “Expression of Neutrophil Gelatinase—Associated) 11,22-28
[ipocalin in Atherosclerosis and Myocardial Infaretion”,
Arteriosclerosis, Thrombosis, and Vascular Biology, 2006, 26(1):136-142

A losefin Paulsson et al., “Activation of peripheral and in vivo transmigrated neutrophils 11,2228
in patients with stable coronary artery disease”,
Atherosclerosis, 192 (2007) 328-334, Available online 11 Septernber 2006

A [Teruo Inoue et al., “Lipocalin-type prostaglandin D synthase is a powerful biomarker 11,2228
for severity of stable coronary artery disease”,
Atherosclerosis, 201 (2008) 385-391, Available online 16 March 2008

Form PCT/ASA/210 (eontinuation of second sheet ) (April 2007)
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Information on patent family members
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Patent Documents referred Publieation Date Patent Family Publication Date
in the Report
US 2008095782A1 24042008 WO 200804933041 02.05.2008
WO 2008060607 A2 22052008 US 20080254485A1 16.10.2008
CN 101010001A 01.08.2007 WO 2005107793A2 17.11.2005
US 200526119141 24.11.2005
EP 1750500A2 14.02.2007
AU 200524019041 17.11.2005
IP 2007536260T 13122007
WO 200704499442 19.04.2007 US 200703723241 15022007
WO 200704745842 26.04.2007
EP 1946105A2 23072008
EP 1946107A2 23.07.2008

Form PCT/ASA/210 (patent family annex) (April 2007)
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[This Intemnational Searching Authority found multiple inventions in this international application, as follows:
[Document 1: US 2008095782A1 (UNIV HONG KONG), 24 April 2008 (24.04 2008)
Document 2: CN 101010001 A (UNTV COLUMBIA NEW YORK), 01 August 2007 (01.08.2007)

Because lipocalin-2, antibodies against lipocalin-2, a pharmaceutical compogition comprising lipocalin-2 and a
pharmaceutical composition comprising antibodies against lipocalin-2 are known (see document 1 and document 2),
{the following seven group claims do not contain the same or corresponding special technical features which make the
claimed inventions technically interrelated. The claims do not meet the requirement of Rule,13.1 PCT, Rule.13.2 PCT
pnd Rule.13.3 PCT.

1. Claim 11 refers to a pharmaceutical composition comprising antibodies against lipocalin-2.

2. Claim 14 refers to a test kit comprising antibodies against lipocalin-2,

3. Claims 15-18 refer to a test kit comprising a package including an assay for lipocalin-2,

i, Claims 22-28 refer to use of lipocalin-2 in manufacturing a medicament for characterizing a subject’s risk or
progression of cardiovascular disease.

[5. Claim 29 refers to use of lipocalin-2 in manufacturing a medicament for evaluating the likelihood that a subject will
benefit from a treatment with an agent to reduce the risk of cardiovascular discase.

6. Claims 32-33 refer to use of antibodies against lipocalin-2 in manufacturing a medicament for treating or retarding
fthe progress of a cardiovascular disorder.

[7. Claims 34-35 refer to lipocalin-2.

CLASSIFICATION OF SUBJECT MATTER

A61K 38/43 (2006.01) 1
GOIN 33/53 (2006.01) 1
CO7K 14/47 (2006.01) i
A61P 9/00 (2006.01) i

Form PCT/ISA/210 (extra sheet) (April 2007)
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