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INTERNATIONAL SEARCH REPORT

JP 2010-534341 A 2010.11.4

International application No.
PCTAJS 0870320

A, CLASSIFICATION OF SUBJECT MATTER
IPC(8) - GO1TN 33/53; GO1N 33/48 (2008.04)
USPC - 436/86, 436/63

According to International Patent Classifieation (IPC) or to both nationsl classification and IRC

B. FIELDS SEARCHED

PC{8) -GO1N 33/53; GO1N 33/48 {2008.04)
USPC - 436/86, 436/63

Minimum documentstion searched {classification system followed by classification symbols)

USPC -436/65, 86, 510, 519

Documentation searched other than minimum documentation to the extent that such documents are included in the ficlds searched

Electronic data base consulted during the international search (name of data base and, where practicable, search terms used)
PubWast ( PGPB,USPT,.EPAB.JPAB), Geogla, Goegle Scholar, PubMed
Search Terms Usad: pregnancy, premature, birth, delivary, preterm, biomarker, trypsin, Inhibitor

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category*

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

Relevant to claim No.

Y
para [0015-0018, 0106 and 0137 |

[0005, 0013, 0058 and ODE0]

[0056-0059)

IS 20040197930 A1 (Rosenfeld et al.) 7 October 2004 (07.10.2004) entire documant, asp:

US 20060127962 A1 (Buhimschi et al.) 15 Juna 2006 (15.06.2006) entire document, esp; para

US 20070054329 A1 (Fung et al.) B March 2007 (08.03.2007) entire docurnent, esp: para

1-5, 8-16, 27-31
1-5,8-16, 27-31

1-5, B-16, 27-31

D Further documents are listed in the continuation of Box C.

O

*
upAT

Special categories of cited documents:

document defining the general state of the art which is not considered
to be of particular relevance

earlier application or patent but published on or after the intemational
filing date

document which may throw doubts on priority claim(s) or which is
cited 1o establish the publication date of another citation or other
special reason (a5 specified) )
document referring %0 an oral disclosure, use, exhibition or other
means

document published prior to the international filing date but later than
the priority date claimed

wgm

wm

“r

“p

“T"  later document published after the international filing date or priority
date and not in conflict with the application but cited to um[?nsmd
the principle or theory underlying the invention

of particular rel ; the cl
gonsidered novel or cannot be considered
step when the document is taken alone

document of particular relevance; the claimed invention cannot be
cansi 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
“&" docutnent membes of the same patent family

“X" d invention cannot be

to involve an inventive

"

Date of the actual completion of the internatipnal search

2 January 2008 (02.01.2008)

Date of mailing of the international search report

12 JAN 2009

Name and mailing address of the [SA/US

Mall Stop PCT, Attn: ISA/US, Commigsioner for Patents
P.0O. Box 1450, Alexandria, Virginia 22313-1450

Facsimile Ne.  571-273-3201

Authorized officer:
Lea W. Young

PCT Halpdask: 571-272-4300
PCT OSP: 5T1-272-7774

Form PCT/ISA/210 (second sheet) (April 2007)
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INTERNATIONAL SEARCH REPORT Intemational application No.
PCTUS 0B/70320

Continuation of Box |Il Obsarvations whare unity of invention is lacking

The species are as {ollows:
Species 1: SEQ ID NO:1 ’
Species 2: SEQ ID NO:2 .

Species 3: SEQ ID NO:3
Spacies 4: SEQ ID NO4

The claims are desmed fo correspord to the species listed above in the fallewing manner:

Group I: Clalms 1-16 nd 27-31 is diracted to methods and a kit for avaluating the risk of preterm birth in a pregnant subject. The first
mantioned Invention is Group | limited to SEQ ID NO: 1. Additional feas are required for each additonal sequence within Group 1.

Group II: Claim 17 is an isolated peptide, the amino acid sequence of which consists of SEQ ID NO 1.
Groug |li: Claim 18 is an isolated peptide, the amino acid sequance of which consists of SEQ 1D NO 2.
Group IV: Claim 19 is an isolated peptide, the amino acid sequence of which consists of SEQ IDNC 3. °
Group V: Claim 20 is an isolated peplide, the amino acid sequence of which consists of SEQ ID NQ 4.

Group VI: Clalm 21 A mixture of Isolated peptides having at least two amino acld sequences selected from tha group consisting of SEQ
1D NO 1, BEQ ID NO 2, SEQ ID NO 3, and SEQ ID NO 4.

Group VII: claim 22 |s an Isolated antibady that is immunologically spacific to a paptide having an amino acid sequence that consists of
SEQIDNO 1.

Group VIII: claim 23 is an isolated antibody that is immunaologically specific to a peptida having an amino acid sequence that consists of
SEQID NG 2.

Group 1X: claim 24 is an isolated antibody that is immunologically specific to a peptide having an amino acld sequence that consists of
SEQID NGO 3.

Group X: daim 25 Is an isolated antibody that is immunelogically spacific to a peptide having an aminc acid sequence that conslsts of
SEQ ID NG 4,

Gmup XI: claim 26 is the antibody of any of claims 22-26 {i.e SEQ ID NOs:1-4), wherein the antibody comprises a monocicnal antibody.

For Groups I-XI, the generic claims are Group |, claims 1-18 and 27-31; Grewp Vi, clalm 21; and Group X, claim 26.

The species listed abava do not relate to 8 single general inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, the
spacies lack the same or corresponding special tachnical features for the following reasons:

The differant amino acld sequences rapresentad by SEQ ID NO:1, SEQ ID NO:2, SEQ ID NO:3, and SEQ ID NO:4 are different
spacies. These polypeptide structures ane not comman to one another but ame different because they are composed of unique amino
acid sequences. Thus, tha genheric claims identified as Groups | and X| comprise four separate inventions each, based upon the number
of species clted In the g ic claims. The generic daims identified In Group VI comprise the six possible combingtions of the four
polypeptide specias as identified. Further, Groups 11-V and ViI-X are separate Inventions because the polypeptide structures are not
common 1o one another but are different because they are composed of unique amino acid sequences. Therefore, at least 22 inventions
are described herein,

No required additional search fees were timely paid by the applicant. Conseguently, this intemational search report is restricted to the
invention first mentionad in tha claims; it is covered by claims Nos.: 1-16 and 27-31 restricted to SEQ ID NO:1 {ie claims 1-5, 8-16, 27-
k1)

Form PCTASA/210 (extra sheet) (April 2007) *



(28) JP 2010-534341 A 2010.11.4

INTERNATIONAL SEARCH REPORT International application No,
FCT/US 08/70320

Bax No. I1 Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

This intemat-ional seatch report has not been established in respect of certain claims under Article 17(2)(a) for the folluwing ¥easons:

i D 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 international application that do not comply with the prescribed requirements to such an
extent that ho meaningful intemational search can be carried out, specifically:

3. D Claims 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.IIl  Observations where unity of invention is lacking (Continuation of item 3 of first shect)

s Lsraational Sarchigs Autority found oucddple faventions i he dareamanehaER FRtiorsi3 AloN deomed to lack unly of
invantion bacausse thay are not 6 linked as to form a single general inventive concept under PCT Rule 13.1.

in ordar for more than ona invantipn to be examinad, the appropriate additional examination fees must be pald.

—-s68 Exira Sheat-—

1. D 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 additional fees, this Authority did not invite payment of
additional fees. .

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

4. )Av{ Mo required additional search fees were timely paid by the applicant. Consequently, this international search report is
restricted 10 the invention first mentioned in the claims; it is covered by claims Nos.:
1-16 and 27-31 restrictad to SEQ ID NO:1 {ie claims 1-5, B-16, 27-31). :
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