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X HEDEEMCBREFIIOVTE. ERBREC—MROAICATTEET S EFBEMELTOEE A,

E AR FE#H/Basic information

— & m 1+ EX 4 /Pub

FTL UL BRI SE 32 W B Z2E (sepsis-3) IT& D B HE

A multicenter, prospective observational study

Genomic information

LMNYZ/NO

lic title BEIIRERCY e of new criteria for sepsis (Sepsis-3)
— g E TR | BRIMEFZHELED M Observational study for Sepsis-3
#E/Acronym MAESTRO®HZE MAESTRO study
FIFRFAEE A /Scient | FTLUNBRUIIE 22 BT & 2 (sepsis-3) (2K D ZHE | A multicenter, prospective observational study
ific Title RRTmEZ R of new criteria for sepsis (Sepsis-3)
BEEBRAEI/S | BRI T2 A LE D ST Observational study for Sepsis-3
cientific Title:Acrony | MAESTROWHZE MAESTRO study
m
. Eﬁ%ﬁfﬁiﬂ{ﬁﬁ/Regm H#&/Japan
»t & % g8 /Condition
% & B A /Conditio | BUMAE (sepsis-3FLHE) Sepsis (sepsis-3 criteria)
n
ﬁ,ﬁliﬁl/Clz}smﬁca A E/Emergency medicine
tion by specialty
ARBRI2/Classifica | gy i 1) ot Others
tion by malignancy
7/ LEHR O ERLY

B B/Objectives

BARIZH (T 5 Sepsis-3HHE 2 LB IMAE B E

To evaluate the clinical characteristics, treatme

H E‘]l/l\i?il;iz;tllve DI D BEBRE R OARNE. A aEIREBS | nts, and prognosis of patients with sepsis based
paN puic SN on Sepsis-3 criteria in Japan.
B E‘]Z/Basslzc objective ZDH/Others

B #92 -2 0t 5¥40/B
asic objectives -Other
s

2018 (CHERSNTI=“1BE/ AR IL" D ESE
ZFEH@EL . FLOBUMEZEEDLETH
LWV RILAEDIREESFEN ., £-8R
IEREEBEZTWNDH. ZHASHIZT S,

We aimed to evaluate the compliance of one-ho
ur bundle, proposed in 2018, for patients with s
epsis based on sepsis-3 criteria. Besides, we ai
med to evaluated the impact of the compliance
of one-hour bundle to the patient outcomes.

HEDMEE/Trial ¢

haracteristics_1

FRELAY/Confirmatory
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HEOEE 2/ Trial ¢ | FDth/Others

haracteristics_2

HERD T —X/Deve
lopmental phase

£% 449" /Not applicable

£T{ffi/Assessment

FETIRNLEFE | HETIE T O In-hospital mortality
T H/Primary outco
mes

BlXR 7o rALEE M | EERFFDSOFA, APACHE IIRO7IZ&LDE |lllness severity indicated by SOFA and APAC
15 B /Key secondary | i & 0 5E{f HE II score at the time of registration.
outcomes

TOALFHEEE 21X, ATRELIRYETE O R A D 1EEHR (5] R 5FARMN L 12BREE) LED
TSN - FHEE B LTI, BICTREM ITHEMEIGE LT DD TIFEL, ERRIZHE
I HREBEEEDRMEERMICTRALLEZEN, -, TBTVMLFREE FIRLEE
BIHBEOHEL, 2IHE URIFEIRT VA LFHHIEE EL TS,

HAZEIH/Base

HEROEE/Study ty
pe

£1E2/Observational

HER T Y (> /Study design

AKX TH A /Basic d

esign

S 4 L{k/Randomi
zation

VS LEDEEI/R

andomization unit
754> F4t/Blinding
a2 kA—)L/Control
[& Al 1k /Stratification

E189Z4t/Dynamic al
location
HERRMBERDE
J&/Institution conside
ration
JBv4{E/Blocking

Blffa—FZE&5A

i%/Concealment

9t A/Intervention

8/ No. of arms
It A B #/Purpose

of intervention

N ADIELE /Type of i

ntervention

4t A 1/Interventions/
Control 1

4+ A2/Interventions/
Control 2
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1t A4/Interventions/
Control_4

9t A 5/Interventions/
Control_5

9+ A 6/Interventions/
Control_6

4+ A 7/Interventions/
Control_7

4+ A 8/Interventions/
Control_8

4+ A 9/Interventions/
Control 9

4t A10/Intervention
s/Control_10

ADE, HERE . RBEEFRELZRY
ADGE . BB EH TS,

FTAI~10IZIE, AADHE T BERERE. AATEHN) . NADEFEREECRELLE) . it
FLCGREL TS0, &I BEPHBEADN

B 1%/ Eligibility
Fin (T BE.) [Age-low | ¢ % /years-old LA /<=
er limit
i (L BE.) /Age-upp 1 FA7%2 L/Not applicable
er limit
Al /Gender 5 %/ /Male and Female
Sepsis-3EEEIZLDMAE . T7HHHBRERIE | Patients are eligible for this study if they meet t
LEMERIIEHLINL T, SOFA RO7 D EET | he following criteria.
MRULEE ERLEICUEEEZETS168 | 1) They are older than 16 years.
LEDBEEERRET D, 2) They fulfill the Sepsis-3 criteria, i.e., have a
FI-MEBTICUBERREEAEE S HL. s | proven or suspected infection and an acute incr
FEIRE % /Key inclusi | epsis- 3B EZFH-THELRDBLEEH | ease of 2 or more points in SOFA score.

on criteria

EICRYNRET B,

3) They are admitted to the intensive care unit
(Icu).

If the infection is combined with other diseases
during ICU treatment, and the Sepsis-3 criteria
are met, only the first infectious complication i
s targeted.

B4+ B #E/Key exclusi

on criteria

OF 35S -
@OFAN-RIEDOE R THIBHEARE DY
FMLHELGLNES

GMEEEEINAEMRELTREL L4
WrLf=&
M S DRk EE

1) Patients with cardiopulmonary arrest on hos
pital arrival

2) Patients who do not want sustained end-of-1i
fe care

3) Patients deemed ineligible as study participa
nts by the research director

4) Patients transferred from other hospitals

BEEmME R/ Targe

t sample size

600

FH P E/Research contact person

EEHRE/Name of
lead principal investi
gator

= #7]
IFLR—L
%" MR

£ Hiroshi
SRLAR—LA
23 Ogura
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FriEg##/ Organizati
on
ATIBEFE /Division na | A ELEE Department of Traumatology and Acute Critica
me I Medicine
EEES/Zip code |565-0871
{EF/Address KERFFWREMILEE2-15 2-15 Yamadaoka, Suita, Osaka
BEE/TEL +81-6-6879-5707
Email/Email ogura@hp-emerg.med.osaka-u.ac.jp
HERE LA 4> Z O/Public contact
REBEEVEHEEA| & &X 4 Shuta
18 24 /Name of cont | SF)LR—L SFILR—AL4
act person '3 =M b Fukuda
% 4 /Organization | B AMAESZS Japanese Association for Acute Medicine
EZE 4 /Division nam | 2L RIHABIIENIEZEES Special committee on multi institutional joint r
e esearch
EFEFES/Zip code |113-0033
{XFT/Address RIRE X IR X A3-3-12 3-3-12, Hongo, Bunkyo-ku, Tokyo
BEE/TEL +81-3-5840-9870

RBROF—LR—T
URL/Homepage UR

http://www.jaam.jp/html/jaamforecast/index.html

L
Email/Email editorial-jaam@umin.net
15 % {E48&i/Organization sending information
E{EE A /Name of pe | $8H BX Shuta Fukuda
rson sending informa
tion
TERIEEMHE/Organ | BEAAEESZS Japanese Association for Acute Medicine
ization
ATBERZE /Division na | AL RIRABIEIEZEES Special committee on multi institutional joint r
me esearch
{EFr/Address RIEER R X AR3-3-12 3-3-12, Hongo, Bunkyo-ku, Tokyo
BEE/TEL +81-3-5840-9870
Email/Email editorial-jaam@umin.net
S i {4 #t/Sponsor
R84 /Institute | FDHk Japanese Association for Acute Medicine
#4E8 4 /Institute BHAHEREFS
(HERRA A D5
&)
£B& 4 /Department

K BEEMEBICERET SEVCHENFELEWNGS L. TZ0MIZRIRL . [HEEI4 (HES
BRFADGE) IICERBEEBOMESR . ROBBREEZEAAL TS,

P & IR 4 #8/Funding Source

B84 /Organization

Z Dt
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HARBEFR. BRAZMRES

Japanese Association for Acute Medicine, Japa
n Society for the Promotion of the Science

#H ;4 /Division

#H# DX 93 /Categor
y of Funding Organiz
ation

Z D 4th/Other

B FE B E)/Natio
nality of Funding Or
ganization

A

Japan

MREBRMEABIRTET DB EHENFELLEWNGEIE. TEDM 2R, THE R (1
EERAAIDGE) IS REREEBOHE S ROBEBREEEANLTTSL,

Z Dt BYE#H &/ Other related organizations

F R EHE#B#E/Co-sp

onsor

ZTOMOHEERE
#88%/Name of second
ary funder(s)

IRBZE E#& 5t (JEABA)/IRB Contact (Not for public release)

HEEERICLDLE
7 - & P /Research et
hics review

HY/YES

BEDZERICEDSD
EXaBEREFIC
LOEEROTRE
FAEADEH/Post
marketing survey by
drug manufacture et
c., specified by Japan
ese law.

ZUnL(EEREEEEEFTHEMES X, 2B5%FFEIRIZELY) /Not applicable (Chose this

category if you are not drug manufacture etc. in Japan)

#1884 1/Organizatio
nl

AR KEZEEFZEMERR EBREAEMEEEZE S R/0saka University Hospital Ethics Revie
w Committee for observational studies

{£fT1/Addressl

RBRFF¥RE T LU EE2%&25/2-2 Yamadaoka, Suita, Osaka

EiE1/Tell

+81-6-6210-8289

Emaill/Emaill

rinri@hp-crc.med.osaka-u.ac.jp

#0484 2/Organizatio
n2

{¥AT2/Address2

FEEFE2/Tel2

Email2/Email2

#1884 3/0Organizatio
n3

{XFr3/Address3

BEEE3/Tel3

Email3/Email3

IRBEE#& 5t (24B8) /IRB Contact (For public release)

#8842 /Organization
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KR KZEZERM ERIE SRR MIEE | Osaka University Hospital Ethics Review Com
EFRER mittee for observational studies
{EF/Address KERFFORERLUBEE2E S 2-2 Yamadaoka, Suita, Osaka
EEE/Tel +81-6-6210-8289
Email/Email rinri@hp-crc.med,osaka-u.ac.jp

B8 A o R ATS N - ERID/Secondary IDs

N SRITSN
f=FE&ID/Secondary | LMNZ/NO
IDs

FREXID1/Study ID_1

IDRITHERS1/Org. is
suing International I
D1

EERID2/Study ID 2

IDF4THEES2/Org. is
suing International I
D 2

SBERIE/IND to MHL
w

SR ERE fEMEER/Institutions

BRI A /1

nstitutions

Z 0Dt B EIE$R/Other administrative information

— AR (REHK

#F 2 H)/Date of discl

osure of the study inf
ormation

2019 & 06 B 01 H

B8 E & #R/Related information

ZOraLEEHURL/
URL releasing proto | http://www.jaam.jp/html/jaammaestro/index.html
col

HEHEROARK
;5i/Publication of res | 8233 /Unpublished
ults

#5582 /Result

#£E245%,URL/URL
related to results and
publications

HAANSINEHN

umber of participant
s that the trial has en
rolled

F AR /Results

FLHERA N H/Res
ults date posted
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s Delayed
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= R E LB H/Result

s Delay Reason

ROOEBRFEROH

& B /Date of the first

journal publication o
f results

S & & & /Baseline
Characteristics

SNE D F/Partic

ipant flow

EEEZH/Adverse ev
ents

£ {fiTE H/Outcome

measures

BAERNT—4H%E
£t /Plan to share IP
D

BERERT—2H&H
§TE O FE#/IPD sha
ring Plan description

HEREWH KR /Progress

HEREW K 5 /Recru

itment status BAARI/Preinitiation

ZFOk3JLEEE B/Dat

e of protocol fixation 2019403 A 01 H

MEERRICLEE
2 H/Date of IRB

SR -HANBAR (P
5E) H/Anticipated tri | 2019 4£ 06 A 01 B
al start date

J+A—#T (FE)
H/Last follow-up dat | 2019 &£ 12 B 31 H
e

AX¥T(FE)E/D
ate of closure to data
entry

T—2EE(FE)B/
Date trial data consid
ered complete

BRI T (PE)E/D

ate analysis conclude
d

Z D fth/Other

Z D hEEEIEH/Oth | BARIZH 5 Sepsis-3FHE 2 & 5 RUMAE B &
er related informatio | DERERAFHOARENE . £EHERREHDL

n MMIF B, F2018FICHRSNF=“1B/E/N
VRV DESFEFEEL . FTULBUME S E
EDLETHLOLAURILAEDRE-ESFE
h. FHERICHEESZ TSN, 285
MZT %,

We aim to evaluate the clinical characteristics,

treatments, and prognosis of patients with sepsi
s based on Sepsis-3 criteria in Japan. We also a
im to evaluate both compliance with the one-ho
ur bundle proposed in 2018 for patients with se
psis based on the Sepsis-3 criteria and the impa
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BRI E/UMIN user permited to amend

BEHErAE UMIN I
D1/UMIN ID1

BHEFAIE UMIN I
D2/UMIN ID2

BEHEFAIE UMIN I
D3/UMIN ID3

& {&E$R/Management information

UMINEERID/Uniqu
e ID issued by UMIN

UMINO000036349

R EE/Status

B FF H/Regist

#IE R EEE /Applica
nt for provisional reg
istration

ogura-osk(/NE # 7))

55 B /Date of provi
sional registration

20194 03 529H

& 8% & /Registrant

ogura-osk(/NE #87))

% % H B¥/Registered
date

2019 % 03 A 29 H

&I BEFE/Last mo
dified by

ogura-osk(/NE #47])

B EH H/Last mo
dified on

2019 % 03 A 29 H

BEAR—IAM2Y/Link to view the page

URL(H &58)

https://upload.umin.ac.jp/cgi-open-bin/ctr/ctr view.cgi?recptno=R000041412

URL(EEE

https://upload.umin.ac.jp/cgi-open-bin/ctr_e/ctr_view.cgi?recptno=R000041412

BEAR— (ICDR) AM )% /Link to view the page(ICDR)

URL(B #&&)

https://upload.umin.ac.jp/cgi-bin/ctr/ctr_view.cgi?recptno=R000041412

URL(3EE
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