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X BHEDEE FEFICOVWTIE. EEBGREC—ROAIZAITTLET 2 EFEMELTOER A,
E K {F#R (Basic information)
I8 B (Item) HAR:E(Japanese) HEE(English)
SEEA |, s AT Development of histopathological
(Official scientific %% Ik SR - MO AR AR AT BT O methodology without staining using a

title of the study)

(Title of the study

spectroscopy

NOn-staining histopathological methodology
using a spectroscopy

MRS - AR D FRAR S ARAT BT D S

(Brief title))
GE (Reiior:) HZA/Japan
%1 & & B2 (Condition)
I8 B (Item) H&R:E(Japanese) EEE(English)
SRESESL e Eips B o S Esophageal, gastric, colorectal, hepatic,
(Condition) RigfE. B, KE. FREEBLES pancreatic, bile duct, and gallbladder cancer

BB XM
(Classification by

JHIEZRAEZE CHIEE ) /Gastroenterology

JE1E /AT (BF - BB - B ) /Hepato-biliary—pancreatic medicine
Mm% - [EH AT /Hematology and clinical oncology

JHIEZR S ELCHIEE) /Gastrointestinal surgery

specialty) JEHAE 289V R (BF - BB - %) /Hepato—biliary—pancreatic surgery
A /Adult
EERXS2
(Classification by | =4 &% /Malignancy
malignancy)
7/ LEER O Bk LY
(Genomic | I£LV/YES
information)
B #J(Objectives)
I8 B (Item) H A :E(Japanese) HEE(English)
1. Development of histopathological
Byt | 1 HIEREBERERICHT SIEREMAE-M | diagnostic method without staining for
(Narrative B /Eﬁ}i{hEﬁE_LT ) gastrointestinal, hepatic, pancreatic, and
objectives1) | 2- fEIRfEME D& *Enﬁk*ﬁﬂj?ifﬁ’éﬁﬁﬁﬂ' gallbladder cancer.
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ERER A B R
2o

2. Development of method detecting
circulating tumor cells without labeling.

B#92

(Basic objectives?)

A xhtE/Efficacy

2 - 0) H 1
(Basic objectives -
Others)

HERD 1
(Trial
characteristics 1)

HERD 2
(Trial

characteristics 2)

HEDII—X
(Developmental
phase)

ST (Assessment)

I8 B (Item)

H A :E&(Japanese)

HEE(English)

EETOMNLGHE
HH

(Primary outcomes)

DHEICKDIFEEMBDIRLEE,

Accuracy of diagnosis of cancer cells by
spectroscopy.

BIRT7 7 b LT
EH

(Key secondary
outcomes)

HKEIH (Base)

15 B (Item)

HZAR:E(Japanese)

(English)

t
B

£HE2/Observational

R EXTH A/ (Study design)

15 B (Item)

H A :E(Japanese)

(English)

ot
B

(Basic design)

(Randomization)

% N A)):- i
(Randomization unit)

IS4 Rk
(Blinding)

avkOo—JL
(Control)

E 5t
(Stratification)

BB

(Dynamic allocation)

SHERE ERDERE
(Institution
consideration)

Jovysik
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(Blocking)

FRIREER B8R

Efa—F%H5H
&
(Concealment)

' A (Intervention)

I8 B (Item)

H A& (Japanese)

(English)

o
Bl

B
(No. of arms)

()

(Purpose of intervention)

E

*
(Type of intervention)

=

rol 1

—+

(Interventions/Con

o

(Interventions/Control 2

e

(Interventions/Control 3

L

(Interventions/Control 4

o

(Interventions/Control 5

o

(Interventions/Control 6

o

(Interventions/Control 7

:

rol 8

+
N

(Interventions/Con

B

(Interventions/Control 9

| £

(Interventions/Control 10)

TAT~10IZ[E, ST ADHA
ADES, FELE . AR
ADGE. MBS E

AfE (T EREEES., T AT H0) . MADE (REEPCHRELEE) . It
EEI(f %EE") ¥L<nEﬁL’C<T_$L‘ &Iz, ?zi'b*%ﬁgﬁﬁﬁ@/f
- \O

WM (Eligibility)

I8 B (Item)

H A :E(Japanese)

(English)

st
B

(Age—lower limit)

20 &% /years—old LL_E/<=

(4) EEZBHREENRI-N TS,
(6) BRIZKAREE,

(Age—upperJI:imit) 80 i#%/years—old LLF/>=
§Gerz1lv_:l__e5|:ll) B %A /Male and Female
(1) T'EE WICSERRS M- R E ., MBAN (1) patients with histologically proven cancer.
2 s Ee o And benign disease patients without cancer.
EIREE (2)’L2"(’)M801‘¥E (2) age 20-80 years.
(Key inclusion (3) PS 0-1 (3) Eastern Cooperative Oncology Group.
criteria) & performance status 0 or 1.

(4) sufficient organ function.
(5) written informed consent.
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(Key exclusion
criteria)

(1) EfEfE,
I

(2) BEIRDFATREME A H DKM,

FRIREER B8R

(1) synchronous or metachronous malignancy.

(2) pregnant or breastfeeding women.

IS mE%
(Target sample size)

250

FHIEWFEE (Research contact person)

18 H (Item)

HA:E(Japanese)

HEE(English)

(Name of lead
principal
investigator)

ik BER

Hiroaki Ito, MD, PhD

(Organization)

FRFIREE TR EZMmBe

Showa University Koto—Toyosu Hospital

FEEE
(Division name)

HIESRtE 52—

Digestive Disease Center

3
(Address)

RRAIRXZM5-1-38

5-1-38 Toyosu, Koto—ku, Tokyo 135-8577,

Japan

03-6204-6000

h.ito@med.showa—u.ac jp

HEBULEHEZEOPublic contact)

I8 B (Item)

H A :E(Japanese)

B EE(English)

IE \!l ﬁ is
(Name of contact
person)

Fik BR

Hiroaki Ito, MD, PhD

(Organization)

FRAIKZ TRE MR

Showa University Koto Toyosu Hospital

BER
(Division name)

HIESRtE 2 —

Digestive Disease Center

A5
(Address)

HRAVIRXEM5-1-38

5-1-38 Toyosu, Koto—ku, Tokyo 135-8577,

Japan

(TEL)

03-6204-6000

HEBEDOHR—LR—=D
URL
(Homepage URL)

E% h.ito@med.showa—u.ac.jp
EERE{E % (Organization sending information)
15 B (Item) H A& :E(Japanese) B EE(English)

EEER
(Name of person

sending information)

Fik ER

Hiroaki Ito, MD, PhD

S EE g =
§,Or aniza:c‘iolllq) RRAKRE IREZE MR Showa University Koto Toyosu Hospital
aF =
(Division name) Hibgt 42— Digestive Disease Center
.
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(Address) | #AZS )1 R AR ETH AR S X 3 /7 165 H R 351 5-1-38 TOYOSU, KOTO-KU

FBEE | 2004

(TEL) 03-6204-6000

EEr:;?IiI h.ito@med.showa—u.acjp

EEEFFEHHEHE (Sponsor)
I5 B (Item) H A :i&(Japanese) HEE(English)
- s o e e “ A Digestive Disease Center, Showa University
(Name ozgpglr:r;ao?/z FERIA RN AL LS Koto—Toyosu Hospital

EiER IR, (RROHE. BN LEEAR. NRBREEADERO-HDEE
ECHL TR ORI T RIBE TR LB ET AR (AT
SREEQIETECENER AL HOELT LIS REIEHYZ T A,

IR & 1R L #E 8 (Funding Source)

I5 B (Item) H AR :E(Japanese) B EE(English)
7 S AL i q > s sl N | i i | I
i i BAIASS ST SN e Lt A— Digestive Disease Qenter, Showa University

(Source of funding) Koto—Toyosu Hospital

i ﬁ‘ | /ZJ\
mmi XERFE A /MEXT(Japan)

E 'J'I:.' =

(Nation of fundmg)

FD DR ERM (Other related organizations)
I8 H (Item) HZA:E(Japanese) HEE(English)

'-H:' 5] il I\Hn‘
(Co-sponsor)

DD FEE IR
(Name of secondary
funder(s))

IRBE E#& 5L (IRBs)

I8 H (Item) HZAR:&(Japanese)
HBEEELIZLAE
F-E&E

(English)

ot
B

HY/YES

(Research ethics
review)

BARDEHFICEDS
8z B &l ‘tll:l'- %
523 FZULL(EEREEEFETHWMGEIE. TH5%EERFZELY) /Not applicable (Chose this

(Zﬁf\temagke;mg category if you are not drug manufacture etc. in Japan)
survey by drug

manufacture etc.
specified by
Japanese law.)

(Organeens ?fj%f% BiAS THEEMNER REEES
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2015/12/17 FRIREER B8R

(Tell) 03-6204-6000

Emaill kototoyosu@ofc.showa—u.acjp

T2
Address2

/

l/_j i
CD ni
AN

m
35
2.
NS

ol

Organization3

{£Fr3
Address3

:

]

Tel3

&

Email3

m
3

=3
=

iR A S FITEIN 1=FKERID (Secondary study IDs)
I8 H (Item) H A :E&(Japanese) HEE(English)

MO FET
1= ERID
(Secondary study

IDs)

LMMVZ/NO

IDF1T 1
(Org. issuing

Secondary study
D 1

SHERID2
(Secondary study

ID 2)
2

:

IDFEAT
(Org. issuing

Secondary study

ID 2)
TN

BERE
(IND to MHLW)

SHEREFEER (Institutions)
I8 B (Item) H A& (Japanese)

S ER T B

(English)

i
oM

\

(Institutions)

FOithDEIEEFE (Other administrative information)

I8 H (Item) H A& :&(Japanese) FEE(English)
B 3. 2 B £

I
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2015/12/17 FRIREER B8R
A

=
(Date of disclosure | 2015/04/04

of the study
information)

HEREW KR (Progress)
15 B (Item) H A& (Japanese) HEEE(English)

SAERHEW KR | — A& & B /Open public recruiting
(Recruitment status) | (SIEEMEEZEZICKY ., RELZ B - IXEERELLTND)

Jobra)LiEEH
(Date of protocol | 2015/04/01
fixation)

K "

1

TN
F)H

(Anticipated trial 2015/04/01
start date)

77J'El—.‘ﬁ’37(%7%)

(Last follow—up dat?)

ADETEFEFE)R
(Date of closure to

data entry)
— 2 [E| 7 H
(Date trial data

considered

complete)

7] & = E
(Date analysis
concluded)

—

B & F# (Related information)
I8 H (Item) H A :E&(Japanese)

ZOb3)LiBEURL
(URL releasing
protocol)

EI—E Eﬁ .i-*g%@’.lﬂ% :|‘j§ (5: E_.
(Publication of | &k%¥ 2 /Unpublished
results)

= L URL
(URL releasing
results)

IfiNIil i E
(Results)

D ] NSt (— b 2 g pE S . csaur L anps | Comparison of diagnosis between
(Other related ﬂ%iﬁ%ﬁ%%&g%’g@%i%@;%&ﬁa ey spectroscopy and normal histopathological
information) R b °

examination.

(English)

t
B

BEEEF A& (UMIN user permited to amend)
I8 B (Item) H A& :i&(Japanese) *E & (English)

B[ UMIN
ID1

(UMIN ID1)

B[ & UMIN
ID2

(UMIN ID2)
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2015/12/17 FRIREER B8R

A& UMIN
ID3
(UMIN ID3)

EIEER

I8 H (Item) H A& (Japanese) (English)

st
B

UMINERKERID
(Unigue ID issued by | UMINO00017045
UMIN)

(Status) Jttf &% K /Regist

(Applicant fr T
ovisional hiroito-showa ({Fik BE5%)
registration)

BZEH
(Date of provisional | 2015/04/04 21:42:39
registration)

(Applicant for | hiroito—showa ({Rfk &%)
registration)

Fi%H
(Date of registration) 2015/04/04

Tga N
(Person last | hiroito—showa ({Ff% BE52)
updated)

E:n & E

(Date of last update 2015/12/17 12:31:33

UMINEGERSRER B RV AT LD CHAICEHT AEHVEHE L. ShoD BBV EhE I+—L MoHBELLLE
T ENLUANDOERNEDEIX. Tbo KYBENELET,

U MIN Infrastructure for Academic Activities

University hospital Medical Information Network
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