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Table 15FRDREE KB, KORE LR AICRT 57 7 F 1784,

. . BMENB DK17
z K T .
Aokt M) 1733 S ORGSR
- B 12 2.08
PUNLMP 9 65.56 31.5%
LG 23 34.57 16.6f%
HG 14 29.36 14.14%
BATIIRE EEES A 26 49.23 23.74%
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BT DKITHBEL DL EM LRI,

7 a— K Liext -
SIDEE )RR K173%,
T1 EIEDRO RS D | EMaME(acellular)
- HEEOEWYEDH S | EHIlEME(acellular)
. o, HREEOMREME, EHEEL
. BRI B L TR . R
s 1 L C IR FREOMBME, ENICH
T4 8
Ts HEMEICB LT | mVRIRRME, TRV ERE
FE L B L C R ‘Efjﬁ)*{@;ﬁfﬂﬂﬂ‘@\ DR
T6 e
7 EMEIZBI U CREME | mVRERaME, TRV
T8 BRI RS D | EEM(acellular)
Z LT EE, o
HH. | > e . N
N2 BEMECE LRt | EEMAaME(acellular)
o 72 SO R OV _
N3 PEME D PR B RAR | AR (acellular)
FADBTFES Do
N4 HEPEICES L CEME | SRRt (acellular)
N5 FEMEICRE L CRat. | SRR (acellular)
N6 BEMEICB U CRatE | SRR (acellular)
N7 EFM BLClatt | 2 LWl TeEME, it
N8 BB LTt | PREOMEMSE, B
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Table 3:RAH> 5 B L /- M aE iz L 52 K1THBE O H,

Y oAl A2 AER3 B WaEt
B 3 10 5 21 39
Bt 5 20 18 22 65
Tat 8 30 23 43 104
E OB 5 9 5 17
gt |0 1 0 4
HEokaft 3 14 18 21
5T 0 6 0 1 A4
SR 100% 90% 100% 81% 93%
R R 100% 70% 100% 95% 91%

oooooao
ooono

Table 4RO O 7T F L 178 27 B ORI - ELISADR HER,

HEYEY)E (ng/mL) on1 | ops By | EREEE %CV
1000 3.555 | 3.624 3.590 0.049 1%
333.3 3.578 | 3.604 3.591 0.018 1%
111.1 2469 | 2.289 2.379 0.127 5%
37.0 0.844 | 0.832 0.838 0.008 1%
123 0323 | 0.318 0.321 0.004 1%
4.1 0.142 | 0.14 0.141 0.001 1%
1.4 0.087 | 0.081 0.084 0.004 5%
0 0.067 | 0.058 0.063 0.006 10%
&y b F 7 fE=0.082
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Table 53XZICBIT DFEMBADFEERET 270D, KA O EHMILERS FOKITS

(24)
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VR B O,

ot T OD-1 | OD-2 | ¥ | ZEH¥FEZE | %CV
N281-1 B | 0069 | 0070 | 0.070 ~ 0.001 1%
N281-2 B 0.056 | 0.053 | 0.055 0.002 4%
CT7699 B 0.055 | 0.054 | 0.055 0.001 1%
CT7304 B | 0.056 | 0.054 | 0.055 0.001 3%
GC 19-1 A | 0064 | 0066 | 0.065 0.001 2%
GN19-1 B 0.059 | 0.059 | 0.059 0.000 0%
GN19-2 B 0.063 0.06 0.062 0.002 3%
GN19-3 Bk 0.111 | 0.078 | 0.095 0.020 25%
GC24-1 B 0.090 | 0.093 | 0.092 0.002 2%
GN24-1 Bk 0.056 | 0.055 | 0.056 0.001 1%
GN24-2 B 0.062 | 0.061 | 0.062 0.001 1%
GN24-3 B 0.078 | 0.078 | 0.078 | 0.000 0%
. GN24-4 B | 0056-| 0056 | 0.056-| 0.000 0%
G6117-1 B 0.051 | 0.055 | 0.053 0.003 5%
G611.7-2 B A 0.072 | 0.09 | 0.081 0.013 16%
G6717-1 BA 0.092 | 0.09 | 0.091 0.001 2%
G6717-2 B 0.075 | 0.078 | 0.077 0.002 3%
G6817-1 V.Y 0.050 | 0.059 | 0.055 0.006 12%
G6817-2 =38 0.058 | 0.062 | 0.060 0.003 5%
G629-1 oYY 0.088 | 0.095 | 0.092 0.005 5%
G629-2 =X 0.067 0.06 0.064 0.005 8%
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Table 6:EEMRT-PCRIZL AK17T mRNADKRHD =D T4 <w—& Y b,

R7 | 7= FF54<=—(6"3) | UN—2TFFA<=—(5"3) | EHE(bp)
1 BiF&E 51 CAGTCCCAGCT | E2%%E 52 CCACAATGGT 295
CAGCATGAA ACGCACCTGA
2 BLF&E 53 AGAACCTCAAT | B2%%E 54 TCCACAATGG 973
GACCGCCTG TACGCACCTG
3 Ei%2& 55 CAAGGATGCC | FE#I&%E 56 ACAATGGTAC 432
GAGGATTGGT GCACCTGACG
4 Ei%%& 57 TCCTCAACGAG | Eo%|%E 58 CACAATGGTA 482
ATGCGTGAC CGCACCTGAC
5 ER%%E 59 GGATGCCGAG | Ed%I%EZ10 AATGGTACG 427
GATTGGTTCT CACCTGACGG
6 Ei%%E511 GCAGAGAAG | %% =12 ACCTCTTCC 455
AACCGCAAGGA ACAATGGTACGC
7 BLFE&E 513 GCTCAGCATG | E23%E 214 CCTCTTCCAC 293
AAAGCATCCC AATGGTACGC
8 Bo%& 215 CCATGCAGGC | Ai¥I&E =16 GTGGTCACC 298
CTTGGAGATA GGTTCTTICTTG
9 Bi%%& 517 CCGTCAGGTG | ElFZE 518 TTGTCATCAG 216
CGTACCATT GCAAGGAAGCA
10 | EEFIEE19 GGTGAAGATC | EZ¥%E 520 TTCCACAAT 901
CGTGACTGGT GGTACGCACCTG
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INTERNATIONAL SEARCH REPORT International epplication No.

PCT/US17/45421
A. CLASSIFICATION OF SUBJECT MATTER
(I;'CC - AB1K 35/13, 35/22, 39/395; COTK 16/30; GO1N 33/53, 33/577, 33/88, 33/574 (2017.01)

AB1K 35M13, 35/22, 39/3955, 39/39558; CO7K 16/3038; GO1N 33/53, 33/577, 33/68, 33/6887,
33/57407, 33/57488

According to Intemational Patertt Classification (IPC) or to both national classification and [PC
B. FIELDS SEARCHED

Minimum documentation searched (classification system followed by classification symbols)
See Search History document

Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched
Sse Search History documant

Electronic data base consulted during the international search {name of data base wnd, where practicable, search terms used)
See Search History documant

C. DOCUMENTS CONSIDERED TO BE RELEVANT

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

(LAGUNA, P et al.) Keratin Expresslon Profiling of Transltional Epithelium in the Painful Bladdar
Syndromelinterstitial Cystitls. American Joumnal of Clinical Pathology. January 2006, Val. 125,
No. 1; pages 105-110; abstract; page 106, 1st colurnn, 2nd paragraph and 2nd column, 2nd 2,825
paragraph; page 109, 1st column, 5th paragraph and 2nd celumn, 2nd paragraph; Image 15
and T; DOI; 10,1309MV342BWMDMDOBCTVH

X
Y

US 2016/0187341 A1 (THE RESEARCH FOUNDATION FOR THE STATE LINIWVERSITY OF 2,19-20, 29, 3940
NEW YORK) 30 June 2018; abstract; paragraphs [0024], [0035], [0047). [0068], [0070], [0071],

(0072
8-27. 29-37, 38-41

=
J

(GUELSTEIN, V et al.) Immunchistochamical localization of cytokeratin 17 in transitional cell
carsinomas of the human urnary tract, Virchows Archiv. B, Gell Pathology including Molecular
Pathology. December 1993, Vol 64, No. 1; pages 1-5; summary; DOl
hitps://doi.org/10.1007/BF02915088

Y T{TETV, B} Diagnosis of urothetial carcinoma from urine. Madern Pathology. June 2009, Val. 22, | 12, 26-27, 28-37, 2941
Suppl. 2; abstract; pages S53-559; page 554, 1st column, 2nd and 3rd paragraphs, 2nd
column, 7th paragraph; page 555, 2nd column, 6th paragraph; page §56, 2nd column, 18t
paragraph; DOI: 10,1038/modpathol.2008.183

(CHUNG, BM at al.) Regulation of C-X-C chemokine gene exprassion by keratin 17 and hnRNP [21-24
K In skin nimer keratinocytes. The Journal of Cell Diolegy. 2 Maidi 2015, Epub 23 February
2015, Vol. 208, no. 5; pages 813-627; Figure 2A; DOI: 10,1083/)cb.201408026

Further documents are listed in the continuation of Box C. I:I See patent family annex.

X

* Special categories of cited documenis:

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

“T"  Tater document published after the intemational filing date or priority
date and not in conflict with the application but cited to understand

the principle or theary underlying the invention

the priority date claimed

“E" earlier application or patent but published on or after the international <X 4 of panticul 1 - the claimed invention cannot be
filing date considerad novel or cannot be considered 10 involve an inventive
“Lr dp&mem wllali]chhmﬁg uum doubt:l on prfioriuy ;Iairr_n(s)_ or whict;l is step when the document is taken alone
cited to establish the publication date of ancther citation of Other wyw 4o mont of parti . i ; ;
. particular relevance, the claimed invention cannot be
special reason (as specified) L consigered to involve an inventive step when the document is
“0" dooument refeming to an oral disclosure, use, exhibition or other combined with one or more other such documents, such combination
means being obvious to a person skilled in the art
“p"  document published prior to the international filing date but later than  «g=  gocument member of the same patent family

Date of the actual completion of the international search

6 Cctober 2017 (06.10.2017)

Date of mailing of the international search report

05 JAN 2018

Name and mailing address of the ISA/

Mail Stop PCT, Attn: ISA/US, Commissioner for Patents
P.O. Box 1450, Alexandria, Virginia 22313-1450

Facsimile No. 571-273-8300

Authorized officer
Shane Thomas

PCT Helpdezk: 571-272-4300
PCT OSP. 571-272-7774

Form PCT/ISA/210 (second sheet) (January 2015)
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INTERNATIONAL SEARCH REPGRT International application No.
PCTUSATIABAZY

Box No. 1 Nucleotide and/or amino acid sequence(s) (Continuation of item L.c of the first sheet)

1. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the internationat search was
carried out on the basis of a sequence listing:

a forming part of the international application as filed:
<] in the form of an Ammex C/ST.25 text file.
I:] on paper or in the form of an image file.

b. D furnished together with the international application under PCT Ruls 13/er.1() for the purposes of international search
only in the form of an Annex C/ST.25 text file.

<. D furhished subsequent to the intemational filing date for the purposes of international search only:
|:| in the form of an Annex C/ST 25 text file (Rule 13ser. 1(n)).
D on paper or in the form of an image file (Rule 13fer.1(b) and Administrative Instructions, Section 713).

2, I:‘ In addition, in the case that more than one version or copy of a sequence listing has been filed or furnished, the required
statements that the information in the subsequent or additional copies is identical to that forming part of the application as

filed or does not go beyond the application as filed, as appropriate, were fumished.

3. Additional comments:

Form PCT/ISA/210 (continuation of first sheet (1)) (January 2015)
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INTERNATIONAL SEARCH REFORT International application No.
PCT/US17/45421
Box No. il Observations where certain elaims were found hable (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:

1. 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 ne meaningful international search can be carried out, specifically:

3. Claims Nos.: 28

because they are dependent claims and are not drafted in accordance with the second and third séntences of Rule 6.4(a).

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

This Imernational Searching Authority fouud mulliple inventions in this international application, as follows:

1 I:l As alt required additional search fees were timely paid by the applicant, this international scarch report covers all scarchable
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 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, !:I No requircd additional search fees were timely paid by the applicant. Consequently, this international search report is
restricled to (he invention first mentioned in the claims; it is covered by claims Nos.:

Remark on Protest El 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 Jimit specified in the invitation.
D No protest accompanied the payment of additional search fees.

Form PCT/SA 10 (continuation of first sheet (2)} (Janaary 2015)
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INTERNATIONAL SEARCH REPORT International application Ne.
PCTAS17/45421

C (Continuation).  DOCUMENTS CONSIDERED TO BE RELEVANT

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

2

- (ABBOTT MOLECULAR, INC.) UROVYSION Bladder Cancar Kit (package insert} August 25, 31
2014; [retrieved on 29 September 2017]. Retrieved from the Intemet: <URL:
hitps:/fwww_molecular.abboti/salien-usistatichssets/UroVysion %20 package%20insert % 20RE6%
20-%20watermark.pdf>; page 1, 1st column, 1st paragraph

Y

A +(BOURNET. B ot al,) Gene expression signature of advanced pancreatic ductal 1-27, 2841
adenocarcinoma using low dansity amay on endoscepic ulirasound-guided fine needls

aspiration samples. Pancreatology. January-February 2012, Epub December 2011. Vel. 12,
No. 1; pages 27-34; abstract; page 32, 2nd column, 2nd paragraph; Figure 4, 4th panel; DOL:
10.1016/4.pan.2011.12.003.

Form PCT/I$A/210 (continuation of second sheet) (January 2015)
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