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[BAGK [ TOP | @ UMIN-CTRrk—/ @ HEQIHBA(MSHR) @ MEOHE (M) %% @ FAQ

UMINEZERID
REA

&8 (=FHHARA)
BRT—SAEEH AR

— i85 &£ 1 /Open public recruiting

 (SIMERMKEZ2

BHETND)

: UMIN000006930

[2&kY., EEZEFH- IXHER

 EFEENDEME (NVAF) ZH I SR HNEE - TIABEA~D
" RRERERROARAEICET 5 SR LRBERTR

: 2011/12/22
: 2011/12/22 13:50:26

M EAR—TUNE OERIE. EBERREBRICETAEHRAMEHNEL T, UMINABIERL CLAUMINES BR R ER 2430 AT ARt s h -EE R R

ERIEMTY

X EEOEEROAEKEZICOVTHR. ERBEZFEC—ROFICATCTEETHLFENELTOVER A,

HEK{FH (Basic information)

I8 B (Item)

H A& ZE(Japanese)

HFE(English)

HER
(Official scientific

- title of the study)

EHBEESEOEMS(NVAP ZH T 52 1EH
it - TIAB E ~OHUSEIBRRIREAHE
BB 9 5 B MERAREBEME

Stroke Acute Management with Urgent
Risk—factor Assessment and Improvement
(SAMURAI) study on anticoagulant therapy in
nonvalvular atrial fibrillation (NVAF)

SEREMES
(Title of the study | SAMURAI-NVAFH#% SAMURAI-NVAF Study
(Brief title))
(Region) HZ&/Japan
*} & £ B (Condition)
I8 B (Item) H A E(Japanese) HEE(English)
mmgcmm]) fMEEE /TIA Ischemic stroke
ERR D | fEIREFANFLZE/ Cardiology
(Classification by | fHE A % /Neurology
specialty) | i ##E51 F12/Neurosurgery
2
- (Classification by | E & LL41/Others
malignancy)
PN D Ly
(Genomic | LMNZ/NO
information)
B #9(Objectives)
IH H (tem) H#&5&(Japanese) He5E(English)
NVAFE A3 22 HEE-TIARZ - To determine short— and long—term
Bl %#*ﬁ@;ﬁ?fé')“;‘g#ﬂw:ﬁl‘J:o'cmﬂ“’égﬁ outcomes, including stroke recurrence and
Narrative %'&EM’FF#&LT@ﬁﬂﬂ’f:{.‘zl*éé%f“% bleeding corpplications, of each'anticoagulant
obg_—'ectivesﬂ e Eﬁﬁi'}%l:éf@i5f£§§ﬁéhﬁ therapy during acute and chronic stages of

Sh %, BT 5.

ischemic stroke/TIA patients having
nonvalvular atrial fibrillation.




H#2
(Basic objectives2)

Hi2 -FDMhE¥iE
(Basic objectives
—Others)

B0 1
(Trial
characteristics_1)

HERD 2
(Trial

characteristics_2)

REBEDI2z—X
(Developmental
phase)

TE&% - H %/ Safety,Efficacy

ER{l (Assessment)

I§ H (Item)

H & E&(Japanese)

Z&(English)

FE7YHLEHE

T AR E IS FAEI0H IR O H i/ i A
D FIE

HE |2RES AR 1FR 2ERDET HEET

(Primary outcomes)

#(modified Rankin Scale), B Ifl/H 114 X2+
D FAE

1.Ischemic stroke recurrence, systemic
embolism and major hemorrhage during acute
hospitalization or within the initial 30 days
2.Ischemic stroke recurrence, systemic
embolism and major hemorrhage within 2
years. Vital and functional outcomes .
assessed by the modified Rankin Scale within
observation period/modified Rakin scale at 3
months, 1 year, and 2 years after stroke

Bl RT7 2 bHh LET{H
EoiE

(Key secondary
outcomesl

LEMARSOFM(E Mtz S, miTHE
BT, SNEERE RELERE, 4L)
2.1 1l A RSO FEH( MR 2R, EAEH
{LEHM, FOhoXHm, #4E)
SHugEEED I

1.Ischemic event(ischemic stroke recurrence,
revacularization, systemic embolism,
ACS/PCI, DVT/PTE)

2.Hemorrhagic event(major hemorrhage,
severe Gl bleeding, transfusion)

3.Withdrawal of the anticoagulant therapy

HAEIF (Base)

15 H (Item)

H & i&(Japanese)

£Z(English)

HEBoHES
(Study type)

#H22/Observational

HERTH 1> (Study design)

Ig B (Item)

EXTFFA>
(Basic design)

% Lk
(Randomization)

SFLIEDESS

(Randomization unit)

754Kk
(Blinding)

arhka—jb

(Control)

Bl
(Stratification)

)

(Dynamic allocation)

H & §&(Japanese)

2
il )

(English)




5 B0
(Institution
consideration)

Joy2ie
(Blocking)

ﬂﬂ\ :—Fiﬂ éﬁ
&
(Concealment)

f* A (Intervention)

15 B (Item) ] B & i&(Japanese)

BY
(No. of arms)

K ADEH)
(Purpose of intervention)

D

(Type of intervention)

frAl
(Interventions/Control_1)

A2

(Interventions/Control_2)

A3
(Interventions/Control 3)

r A4
(Interventions/Control 4)

A5
(Interventions/Control 5)

St A6
(Interventions/Control_6)

T A7
(Interventions/Control_7)

TA8
(Interventions/Control 8)

fLtA9
(Interventions/Control_9)

TA10
(Interventions/Control_10)

HFE(English)

B (Eligibility)

I8 B (item) H & & (Japanese)

HEE(English)

+

i (TR) - ~
(Age—lower limit) 18 & /years—old Ll Lt /<=

Eh(ER)

Age—upper limit A7 L/Not applicable

b3}

(Gender) B 4 fiH/Male and Female

HAETH LIS REBIR L SI-NVAFE R

BIRE%E
(Key inclusion \ 7' i i i g2 - TIAE S 28 5

criteria)

Consecutive acute ischemic stroke/TIA
patients with NVAF who begin to receive
anticoagulant therapy within 7 days after
stroke onset




(Key exclusion
criteria)

LU FIEBIERESR

2. AT FHEHM, BIEFESENORE
STEEMERRMEOLNESR

LERNL LB REZFOREENSXETO
AV TF—LEaAVE AR NENES
SHEMEATEL LHEFLIGS

1.Rheumatic mitral valve disease

2.A history of prosthetic valve replacement or
mitral valve surgical repair

3.Active infective endocarditis

4.Patient, family member or legally
responsible person does not have given
informed consent

5.Inappropriate patient’s conditions for study
enrollment in the opinion of the investigator

BESnEHR
(Target sample size)

1000

BT E (Research contact person)

I H (Item)

H & i&(Japanese)

FEB(English)

HEEHEESR
(Name of lead
principal
investigator)

Kazunori Toyoda, MD, PhD

mEAE
(Organization)

National Cerebral and Cardiovascular Center

mEAE
(Division name)

fidd o B PR

Department of Cerebrovascular Medicine

&0
(Address)

T565-8565 KERfFWHTTHAASTE7E
15

5-7-1 Fujishiro—dai, Suita, Osaka 565-8565,
Japan

HEMUOESHHEEOPublic contact)

IH H (item)

B & iE(Japanese)

HEE(English)

HUFR
(Name of contact
person)

Kazunori Toyoda, MD, PhD

H@s
(Organization)

National Cerebral and Cardiovascular Center

BESR
(Division name)

fibé o & R R

Department of Cerebrovascular Medicine

35
(Address)

T565-8565 KRRAFWHEHTHMAASTH7E
15

5-7-1 Fujishiro—dai, Suita, Osaka 565-8565,
Japan

B
(TEL)

06-6833-5012

https://www.stroke—ncvc.jp/NVAF /login.php

toyoda@hsp.ncve.go,jp

EHEETHEE (Sponsor)

IH B (Item)

H A& (Japanese)

HEEE(English)

RiEH S
(Name of primary
sponsor)

EifERFSFRAR L S—

National Cerebral and Cardiovascular Center

EEEEEGLE, (RBROHNE . B LRRAR. NRBAEESOLERO-HDBE
BHEISHL CREFE G T, BER CARY Y —EhUT A, BEAA—SF 5E S
REBEQCLTHCEVER A, HOELT, [HLIENSREIZHYZ EE A




MR &R & (Funding Source)

15 H (Item) H & & (Japanese) FEE(English)

FREEMAME EESBRIHEBMTS (BRBEE - # | Grants-In-AidH23-Junkanki-Ippan—10) from
(Source of funding) RASETEERNEREWRESE) the Ministry of Health, Labour and Welfare

D . s
(Cate %ﬂﬂm%% [E4£ 5584 /MHLW(Japan)
HREMHE
(Nation of funding) BA Japan
F O b DR ELEE: (Other related organizations)
18 B (item) I H & §&(Japanese) FER(English)

3L =2 b H 5
(Name of secondary
sponsor(s))

ZOMOFRER
it

(Name of secondary
funder(s))

f i RE S FITI N 1=EERID (Secondary IDs)

15 B (Item)

H & 5E(Japanese)

ZFE(English)

B DTN
1=5AEID
Secondary IDs

PERID1
(Study ID_1)

IDFELT 1
(Org. issuing

International ID_1)

BLERID2
(Study ID 2)

IDRLT 2
(Org. issuing
International ID_2)

BB
(IND to MHLW)

LA /NO

SEREHEMEER (Institutions)

1§ B (tem)

A & §&(Japanese)

HEE(English)

=)
N

(Institutions)

E L EEBRRE o A— (KRR
SBERAY (AR

5 gl (AL iEE)

LR (SHE)

B (B

T 7L ER AL (HER)

E I AR A & B B 5 — (BAIR)

I B A A — o R (R

B ERIA (RLE) )

B ABEHNER £ 54— (BEIR)

B OFE Bl (IR

s RmE (B aR)

S = o+ Rl (AR

BiiE £ A— KB R 2k (E 5 R)




BEAFR+FHRkE(EAR)
EimRgEEREERtE 4 —(BRER)

AEBREW KR (Progress)

1 H (item) H & E&(Japanese) HER(English)

REREWIRIR | —A%Z £ /Open public recruiting
(Recruitment status) | (SMEREEBHI- LY KL Bl -t EHBELTND)

ZoraLEER
(Date of protocol | 2011/09/21
fixation)

B

(Anticipated trial | 2011709
start date)

20— T(PE)H
Last follow-up date 2015/12 |

=]

CANRTFER
(Date of closure to
data entry)

TEEE(CPE)R
(Date trial data

considered

complete”)

=]

BHRTFR)E
(Date analysis
concluded)

BYE{E$R (Related information)

15 B (Item) ! H A EE(Japanese) HEE(English)

Zokra)LigEURL
(URL releasing
protocol)

(Publication of | k4¥%& /Unpublished
results)

FRGHURL
(URL releasing
results)

ELER
(Results)

ga(;ther related | £ i H EIHT A= BT A prospective, multicenter, observational
information) study

HEER

15 H (Item) H A& (Japanese) HEE(English)

&0
(Date of registration) 2011/12/22

B

(Date of last update) | 2011/12/22 13:50:26

BEEAR—SADULY




HA&RIEURL https://upload.umin.ac jp/cgi—open—bin/ctr/ctr.cgi?function=brows&action=brows&
Be recptno=R000008188&type=summary&language=J ‘

HEEURL https://upload.umin.ac.jp/cgi—open—bin/ctr/ctr.cgi?function=brows&action=brows&
a8 recptno=R000008 188&type=summary&language=FE




ClinicalTrials.gov

Home Search Study Topics Glossary

A service of the U.S. National Institutes of Health . Search |
Study 1 of 2 for search of: samurai
i Previous Study Return to Search Results Next Study *
| Full Text View ] ( Tabular View 1 ( No Study Results Posted ‘] ( Related Studies ]

SAMURAI-NVAF Study: Anticoagulant Therapy for Japanese Stroke
Patients With Nonvalvular Atrial Fibrillation (NVAF)

This study is currently recruiting participants.
Verified April 2012 by Ministry of Health, Labour and Welfare, Japan

First Received on April 16, 2012. Last Updated on April 18, 2012 History of Changes

Sponsor:

Ministry of Health, Labour and Welfare, Japan

Information provided by (Responsible Party):

Kazunori Toyoda, Ministry of Health, Labour and Welfal

ClinicalTrials.gov ldentifier:

NCT01581502

P Purpose

. The purpose of this study is to determine choice of anticoagulant therapy during acute and chronic stages of
ischemic stroke/TIA and short- and long-term outcomes, including stroke recurrence and bleeding
complications, in patients having nonvalvular atrial fibrillation.

Condition Intervention

Atrial Fibrillation

Stroke, Acute Other: This is an observational study.

Study Type: Observational
Study Design: Observational Model: Case-Only
Time Perspective: Prospective

* Official Title: ~ Stroke Acute Management With Urgent Risk-factor Assessment and Improvement (SAMURAI)
Study on Anticoagulant Therapy in Nonvalvular Atrial Fibrillation (NVAF)

Resource links provided by NLM:

Genetics Home Reference related topics: Brugada syndrome familial atrial fibrillation

short QT syndrome

MedlinePlus related topics: Atrial Fibrillation Blood Thinners

U.S. FDA Resources

. Further study details as provided by Ministry of Health, Labour and Welfare, Japan:

Primary Outcome Measures:

¢ Ischemic events [ Time Frame: 2 years ] [ Designated as safety issue: Yes ]

Recurrence of ischemic stroke/TIA, ACS, systemic embolism, aortic dissection,
rupture of aortic aneurysm, peripheral artery disease (required hospitalization),
VTE, revascularization (including CEA/CAS, PCI, etc)



 major bleeding [ Time Frame: 2 years ] [ Designated as safety issue: Yes ]

Major bleeding according to the ISTH definition, including fatal bleeding,
intracranial hemorrhage, etc

Secondary Outcome Measures:

o modified Rankin Scale [ Time Frame: 2 years ] [ Designated as safety issue: No ]
modified Rankin Scale

» Modification of anticoagulant medication [ Time Frame: 2 years ]
[ Designated as safety issue: No ]

Estimated Enroliment: 1000
Study Start Date: September 2011
Estimated Study Completion Date: December 2015

Groups/Cohorts Assigned Interventions
NVAF, acute ischemic stroke/TIA Other: This is an observational
Consecutive acute ischemic stroke/TIA patients with study.
nonvalvular atrial fibrillation; most of these patients Thisis an
begin to receive anticoagulant therapy after index observational, not
stroke/T1A for secondary prevention intervention, study.

P Eligibility
Genders Eligible for Study: Both
Accepts Healthy Volunteers:  No
~ Sampling Method: Non-Probability Sample
Study Population
inpatients
Criteria
Inclusion Criteria:
e Consecutive acute ischemic stroke/TIA patients with NVAF
Exclusion Criteria: ‘
1. Rheumatic mitral valve disease
A history of prosthetic valve replacement or mitral valve surgical repair
Active infective endocarditis
Patient, family member or legally responsible person does not have given informed consent
Inappropriate patient's conditions for study enrollment in the opinion of the investigator

o h e

P Contacts and Locations

Please refer to this study by its ClinicalTrials.gov identifier: NCT01581502

Contacts
Contact: Shoji Arihiro, MD  sarihiro@hsp.ncve.go.jp

Locations

Japan

National Hospital Organization Nagoya Medical Center Recruiting
Nagoya, Aichi, Japan
Contact: Satoshi Okuda, MD



Principal Investigator: Satoshi Okuda, MD

Toyota Memorial Hospital
Toyota, Aichi, Japan
Contact: Yasuhiro Itoh, MD
Principal Investigator: Yasuhiro ltoh, MD

Brain Attack Center Ota Memorial Hospital
Fukuyama, Hiroshima, Japan
Contact: Kazuhiro Takamatsu, MD
Principal Investigator: Kazuhiro Takamatsu, MD

Nakamura Memorial Hospital
Sapporo, Hokkaido, Japan
Contact: Jyoji Nakagawara, MD
Principal Investigator: Jyoji Nakagawara, MD

Kobe City Medical Center General Hospital
Kobe, Hyogo, Japan
Contact: Kenichi Todo, MD
Principal Investigator: Kenichi Todo, MD

St Marianna University School of Medicine
Kawasaki, Kanagawa, Japan
Contact: Yasuhiro Hasegawa, MD
Principal Investigator: Yasuhiro Hasegawa, MD

South Miyagi Medical Center
Ogawara, Miyagi, Japan
Contact: Hiroshi Mochizuki, MD
Principal Investigator: Hiroshi Mochizuki, MD

Kohnan Hospital
Sendai, Miyagi, Japan
Contact: Eisuke Furui, MD
Principal Investigator: Eisuke Furui, MD

Kawasaki Medical School
Kurashiki, Okayama, Japan
Contact: Kazumi Kimura, MD
Principal Investigator: Kazumi Kimura, MD

National Cerebral and Cardiovascular Center
Suita, Osaka, Japan, 565-8565
Principal Investigator: Kazunori Toyoda, MD
Sub-investigator: Hiroshi Yamagami, MD
Sub-Investigator: Masatoshi Koga, MD

Jichi Medical University School of Medicine
Shimotsuke, Tochigi, Japan
Contact: Kazuomi Kario, MD
Principal Investigator: Kazuomi Kario, MD

Kyorin University School of Medicine
Mitaka, Tokyo, Japan
Contact: Yshiaki Shickawa, MD
Principal Investigator: Yshiaki Shiokawa, MD

National Hospital Organization Kyushu Medical Center
Fukuoka, Japan
Contact: Yasushi Okada, MD
Principal Investigator: Yasushi Okada, MD

National Hospital Organization Kagoshima Medical Center
Kagoshima, Japan '
Contact: Takahiro Nakashima, MD
Principal Investigator: Takahiro Nakashima, MD

Japanese Red Cross Kumamoto Hospital
Kumamoto, Japan
Contact: Tadashi Terasaki, MD
Principal Investigator: Tadashi Terasaki, MD

Japanese Red Cross Kyoto Daini Hospital
Kyoto, Jap4

Recruiting

Recruiting

Recruiting

Recruiting

Recruiting

Recruiting

Recruiting

Recruiting

Recruiting

Recruiting

Recruiting

Recruiting

Recruiting

Recruiting

Recruiting



Contact: Yoshinari Nagakane, MD
Principal Investigator: Yoshinari Nagakane, MD

Sponsors and Collaborators

Ministry of Health, Labour and Welfare, Japan

Investigators
Principal Investigator: Kazunori Toyoda, MD SAMURAI Study Investigators
More Information
Additional Information:
Related Info =41

No publications provided

Responsible Party: Kazunori Toyoda, National Cerebral and Cardiovascular Center, Ministry of Health,
Labour and Welfare, Japan

ClinicalTrials.gov Identifier: NCT01581502 History of Changes

Other Study ID Numbers:  samurai2011, samurai nvaf 2011

Study First Received: April 16, 2012
Last Updated: April 18, 2012
Health Authority: Japan: Ministry of Health, Labor and Welfare

Keywords provided by Ministry of Health, Labour and Welfare, Japan:
Anticoagulation

Recurrent stroke
Bleeding

Additional relevant MeSH terms:
Atrial Fibrillation Central Nervous System Diseases
Stroke Nervous System Diseases
Cerebral Infarction Vascular Diseases
Arrhythmias, Cardiac Brain Infarction
Heart Diseases Brain Ischemia
Cardiovascular Diseases Anticoagulants
Pathologic Processes Hematologic Agents
Cerebrovascular Disorders Therapeutic Uses
Brain Diseases Pharmacologic Actions

ClinicalTrials.gov processed this record on May 03, 2012

Contact Help Desk
Lister Hill National Center for Biomedical Communications, U.S. National Library of Medicine,
U.S. National Institutes of Health, U.S. Department of Health & Human Services,
USA.qov, Copyright, Privacy, Accessibility Freedom of Information Act
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