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tients with gambling disorder

Bl#92/Basic objectives2

T4 /Safety

B892 -2 fthcEHl/Basic

objectives -Others

SRERODTEEE 1/ Trial charac

teristics 1

SRERODTEEE2/Trial charac

teristics 2

;BRI T —X/Develop

mental phase

FF4ifi/ Assessment

FEFD Mh AFHERE

/Primary outcomes

158813 F BDIEPSSOEHEEEE

Overall severity of DIEPSS at 8 weeks

https://upload.umin.ac.jp/cgi-bin/ctr/ctr_view_reg.cgi?recptno=R000023855[2020/12/14 9:48:23]



javascript:history.back();
http://www.umin.ac.jp/
http://www.umin.ac.jp/ctr/index-j.htm
http://www.umin.ac.jp/ctr/index-j.htm
http://www.umin.ac.jp/ctr/UMIN-CTR_Yougo.htm
http://www.umin.ac.jp/ctr/UMIN-CTR_FAQ.htm

FRPREERS IR

= = GSAS., PG-YBOCS. BIS-110D#85=(CHFD. ¥ | The change of the scores in GSAS, PG-YBOCS, BIS-11
135 = B s s 5
BIR7D P LFHIRE | gepgynes o soseie T - DZLE. RUCGI-COME | and CGI-C at 8 wecks

=1

i

/Key secondary outcomes

70 MAAFHEER (C(X. SJEE7RR DEHMOFEIDEHR (B : IRSREH S 12873

&) BEDH TS, Fz, FMIIER S U TE. BEIC el Bl »Edes

BDOTIFRL., ERICAE T DRBIEROZINEZEARN(CTEEALIZESV, £, =&

g'z I\bé\?ﬂéﬁﬁ@(&%ﬁiﬁ@ 1IEHOHE U, 2IBERMUBEEEIR D7D b AFHEIE
LTLIEELY,

EASEIA/Base

SUERDTELE/Study type | 97 A/Interventional

UBRT 5 1 >/Study design

EATTA Z/Basic it | gt Single arm

S5 >4 I\{t/Randomizati

on IES >4 /n{t/Non-randomized

S5 >4 AMEDB{iI/Rando

mization unit

754 > R{t/Blinding | +— > /Open -no one is blinded

> bO—Jb/Control | #EXHER/Uncontrolled

[BRHLE/Stratification

B89 E{F/Dynamic alloca
tion

sBRSRHEAEER D RS/ Inst

itution consideration

Z'0v Z4t/Blocking

ZTI— REMBAE/C

oncealment

7t A/Intervention

B8 No. of arms 1

N ADER/Purpose of in

Sag | 47
tervention B « 77 [Treatment

T ADIEXA/ Type of inter

S'"Z O . .
vention E & fa/Medicine
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rol_1
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BIRE#/Key inclusion ¢

riteria

FRAEHE/Key exclusion ¢
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BiRSN&# Target sa

. Gambling disorder as defined by DSM-5
. Outpatients of Chiba University Hospital
20<= age at consent < 65

. 5>=SOGS score

AW -

1. Incompetent

2. Pregnant, nursing, or being expected as so

3. F2 or FO by ICD-10

4. uncontrolled physical illness

5. taking antipsychotic drugs within 28 days before

6. taking prohibited with blonanserin

7. history of allergic reaction for blonanserin

8. history of malignant syndrome or tardive dyskinesia c
aused by antipsychotic drugs

9. participated other clinical trials within 3 month before
10. 15 >= MADRS

11.15>=YMRS

12. 3 >= overall severity of DIEPSS
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mple size
E{EfRZTE /Research contact person

% £

=

HEMFRE/Name of lead | = o . = .

principal investigator SRVF—4 S RILF—A . =

i3 MEZBAR i Akihiro Shiina

PhIE#B#%/ Organization | FEKRZF Chiba University

PRIBEDZE /Division name | KEREZARGAGHES Department of psychiatry, Graduate school of medicine

EMEZES/Zip code
{¥Ph/Address FERHDhRXZE1-8-1 Inohana 1-8-1, Chuoh-ku, Chiba-shi
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55/ TEL +81-42-222-7171
Email/Email shiina-akihiro@faculty.chiba-u.jp
BRI V& HE EDO/Public contact
HEBRELahbeENEY & %
F/Name of contact perso | = RILR—LA S RIR—LA
n i HERBAX b Akihiro Shiina
#B#%4/Organization | FEKRZE Chiba University
BT % /Division name | KEREZAEGASHES Department of psychiatry, Graduate school of medicine
EEEHS/Zip code
{XPR/Address FEHPRXZE1-8-1 Inohana 1-8-1, Chuoh-ku, Chiba-shi
55/ TEL +81-42-222-7171
sBRDIR— LAR—ZURL
/Homepage URL
Email/Email shiina-akihiro@faculty.chiba-u.jp
15$#R% S Organization sending information
X{S&E44/Name of person | #£Z AKX Akihiro Shiina
sending information
BEEX(EHM/ Organizati | FEKXZE Chiba University
on
PRIEEBE /Division name | KR EZHATiaHESR Department of psychiatry, Graduate school of medicine
{¥XPk/Address FEEFEHHRXZE1-8-1 Inohana 1-8-1, Chuoh-ku, Chiba-shi
55/ TEL 043-222-7171
Email/Email shiina-akihiro@faculty.chiba-u.jp
SEHEE TS/ Sponsor
PB4/ Institute FEAE Chiba University
B34/ Institute FEKXFE
(HBEEIRA I DIES)
EPE44/Department
KSR (CERTE T DEYMHENMFELRVMBE(E,  [Tofl] ZFIRL.  [HES
ié; (HELERA I DIEE) | (CERESERMOMER. ROl ZERZANDUTTFS
AR ERMIE/ Funding Source
#B344/Organization T At Council for Addiction Behavior Studies
#B944/Organization | NPOEAKIFEHEE RS
(HERIRR I DIEE)
#H#4a/Division
ﬁ%ﬁﬁi@éﬁfi‘;{oﬁf BA[E]/Non profit foundation
FRFREHLE E/Nationality
of Funding Organization

AR BIRAHER CSRE I DBUIRHEENETE LIRS,
Fﬂ? (HEERADIHS) | (CHRERMHEROKER. ROBBRZEEADI LT
Tl

[ZAfB] Z&RU.  [H

EDIDRIEMHE/ Other related organizations
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IRBEEHE 55 (FEZAET)/IRB Contact (Not for public release)
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7XE3/Research ethics revi
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specified by Japanese law
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#B%%441/0Organization1

FERFEFEMERIERRELERED

{¥PR1/Addressl

FEARRRZEI-S-1

Ei%1/Tell

043-222-7171

Emaill/Emaill
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#H#8$2/0Organization2
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Email2/Email2
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EEE83/Tel3

Email3/Email3

IRBEEES (22F) /IRB Contact (For public release)

#8844/ Organization

{XPR/Address

58/ Tel

Email/Email

fhiRaH S FiT NI ERID/Secondary IDs

B SFEIT=NIZH
BRID/Secondary IDs

(&L VYES

$RERID1/Study ID_1

G27039

IDF4THEREI1/Org. issuing
International ID_1

TFEAXFEFE MR R PR RE SR Chiba University Hospital Clinical Research Center

$RERID2/Study ID_2

IDF4THERI2/Org. issuing
International ID 2

SAERIE/IND to MHLW

SUERSEHEAE SR /Institutions

SRBRSENHEAEER BFF/ Institu

tions

TFTERZEFZEMBERRTER)
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B3iE15%R/Related information
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L releasing protocol
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&SR /Result

FERISHURL/URL relat
ed to results and publicati
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FIRHER/Results
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ay Reason
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/Date of the first journal
publication of results

S hN&EES 52/Baseline Cha
racteristics

B DFEN/Participant

flow

BEES/Adverse events

FHMIEE/Outcome meas

ures

{EREESIT —4~ HE5TE
/Plan to share IPD

{EBVEESI7 —4 3t aEHE
DFFHH/TPD sharing Plan
description

SERERPIRT Progress

SEREEIS IR L /Recruitme

at status sERFZ T /Completed

2’0 FJJVEEFEH/Date o

f protocol fixation 2015127248

REESR(CKDERH
/Date of IRB

Bi% - #HANBE® (FE
) B/Anticipated trial sta | 2016 ££ 01 § 07 H
rt date

JAO0—TFE)B/La

st follow-up date 2016 £ 12 A 31 H

ABH&T (F7E)H/Date of

closure to data entry 201703522 5
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F—HEE (FE) BD
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FEMTH& T (F3E)B/Date a
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T Dth/Other

T DtEIEBER/ Other re

lated information
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EREFn]E UMIN ID1/U
MIN ID1

BEHEFal#& UMIN ID2/U
MIN ID2

EHEFa]& UMIN ID3/U
MIN ID3

EH5#/Management information

UMINGRERID/Unique ID

issued by UMIN UMIN000020669

1RR8/Status BERE H/Regist

) EIEREEE/Applicant for
provisional registration

shiina-chiba(¥#£44 BEK)

EA55H/Date of provisiona
1 registration

2016 €£ 01 B 20 H

Ei5%& /Registrant shiina-chiba(#£4& BHX)

EiREKf/Registered date | 2016 4£ 01 H 20 H

ﬁﬁﬁﬁ%d%;“ modifie | . oo (2 B
ﬁﬁ@ﬁ%ﬁ%/&:st modifie | )00 04 5278
BIEER—SADU > D /Link to view the page
URL(BA:E https://upload.umin.ac.jp/cgi-open-bin/ctr/ctr_view.cgi?recptno=R000023855
URL(EEE https://upload.umin.ac.jp/cgi-open-bin/ctr_e/ctr_view.cgi?recptno=R000023855
BE~R—= (ICDR) ADY >4 /Link to view the page(ICDR)
URL(BAGE https://upload.umin.ac.jp/cgi-bin/ctr/ctr_view.cgi?recptno=R000023855
URL(¥EEE) https://upload.umin.ac.jp/cgi-bin/ctr_e/ctr view.cgi?recptno=R000023855
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UMI Infrastructure for Academic Activities
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