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wan| UMIN CTR B EREAER B SR8 R D B e

@ UMIN-CTR/k—L @ FREEDELEA (FHHR) @ MEDGEA GHillR) —#fHH @ FAQ
FAESL : TF=E E#—EF UMIN ID : morisawa—marianna

— i85 % d1/0Open public recruiting

AEREW KR (BMEER#EZEZICKY, REEZFE - IEHERE
Elind)

UMINZABRID : UMINO00011493

HERZ : BUNAEARICH T HBMBEFEDOHAICEE T 5B R

8% B8 (=1F{RmA) : 2013/08/15

BET—ARNBEEHAE : 2014/07/15 15:48:01

X AR—DIREHOERIL., BRREERICEY HEHRARE B #EL T, UMINABAZRL TLHUMINERERFRER B 872 AT LA IRt S F-EREREL
BRiFHRTY,

K BEEOEERVCBREZFIIOVTR. EREFREC—ROABICAFTLEETHIEFEHMELTVEEA,

EAKIEHR (Basic information)
I B(Item) H A §&(Japanese) HEE(English)

HERA e S LEs [ — s £t 2% DAL _ | Evaluation of the transpulmonary
(Official scientific title %ggﬁqf“bHéﬁﬂﬂiﬁ&%ﬁ&@ﬁﬁﬁk thermodilution technique for the fluid

of the study) resuscitation in sepsis

HERE RS
(Title of the study | TPTD study TPTD study
(Brief title))

SlER = fr ihish
(Region)

B A /Japan

%} %% & (Condition)
I8 H(tem) H A 3&(Japanese) FLEE(English)

HEEER ,
(Condition) R

(Classiﬁ:—i%né? A ES/Emergency medicine
\Llassitication by N . ..
& A ES/Intensive care medicine

specialty)

EERXS2
(Classification by | EEEH LL4}/Others
malignancy)

7/ LERO KLY

(Genomic information)

sepsis

LMDNZ/NO

B #J(Objectives)
I B(ltem) B &5&(Japanese) HEE(English)

B 1 B e (= AR B B 5 1 2 SR A To estimate the usefulness of the

(Narrative | zn+ = transpulmonary thermodilution method
objectives1) HUE (TPTD) DA RMZERIETS D (TPTD) in the fluid management for sepsis.
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B #92

(Basic objectives2)

T2 - HxhtE/Safety,Efficacy

2/9 R—

(Basic objectives —
Others)

HEEDMEE
(Trial
characteristics 1)

F¥REIEAY/ Confirmatory

HERDIEE?2
(Trial
characteristics 2)

EF58Y9/Pragmatic

HBDI1—X
(Developmental
phase)

%49 /Not applicable

ET{fh (Assessment)

15 B (item)

H A :&(Japanese)

HFE(English)

FETY I~7:IAE¥1EIEIEE

(Primary outcomes)

28AREIZHITACVPETPTDZ ALV =B
THHEAR (N TR 25 3E4E A HARD)

Ventilator—free days at 28 days

BIRT b hLEHEIR

(Key secondary
outcomes)

H | 28 BE4EEE. ICUHELIME. SHEDKS

HEANSUR

Probability of survival during 28 days, length
of ICU stay, water balance for three days

HAZEIF (Base)

I8 BH(tem)

B A§&(Japanese)

HERDIFE
(Study type)

I+ A - £1Z2/Interventional,observational

FERTH /> (Study design)

15 B (tem)

B #i&(Japanese)

EEXTHA
(Basic design)

WM TEERE LE B /Parallel

SUE L

(Randomization)

S5 4 L1k /Randomized

SoF LLDE

(Randomization unit)

{& A1 /Individual

JTS54UK4E
(Blinding)

Z#—F>/0pen —no one is blinded

avka—)L
(Control)

I - 1ZEE BB IR/Active

EAlt
(Stratification)

[ELV/YES

BhaEIft

(Dynamic allocation)

[£LY/YES

HEREHHEOER
(Institution
consideration)

E% % Z B L TUL AL VInstitution is not considered as adjustment factor.
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oyoie -
(Blocking) | “'*A/NO
§Il1¢:lz3lf)§feua?myzr§t£) b 2 & %/ Central registration
ft A (Intervention)
IE H(Item) B A§&(Japanese) HEE(English)
e,
(No. of arms)
NADEH | fo e
(Purpose of intervention) AR 77 /Treatment
SADIER EfEsE - #238/Device,equipment

(Type of intervention)

Al

(Interventions/Control_1)

BMRARFERICL MR EEET o1

(TPTDEE)

the group (TPTD group) which performed
fluid management by the transpulmonary
thermodilution method

A2

(Interventions/Control_2)

FIDEIREIC LMK EREIT o3

(CVPES)

the group (CVP group) which performed
fluid management by using central venous
pressure

A3

(Interventions/Control_3)

A4

(Interventions/Control 4)

* AL

(Interventions/Control 5)

A6

(Interventions/Control_6)

Nt A7

(Interventions/Control_7

A

(Interventions/Control

8
A
(Interventions/Co 9

)
8

)
9
ntrol_9)
+A10
(Interventions/Control_10)

W E (Eligibility)

I8 H(tem) H A ;E(Japanese) £Z(English)
A eiﬁv%e(—l‘-lltiri"ﬁc)) 18 % /years—old Ll E/<=
\Age~lower imit)
(A efﬁﬁiéﬁﬁé & %L /Not applicable
\Age—upper limit)
(Gerﬁeﬁrli B4« A /Male and Female
1) BXINJE (sepsis) : BELEBEDFEMNDTEE | A. Sepsis: infection focus and two items or
SIRSIEEA2IEH LI EEZLT B more of following SIRS items corresponds.
DIRR > 38°CET=[F< 36°C a. Temperature >38C or <36C
@i A%k > 90/min b. Heart rate > 90/min
BIREE | OFERZL > 20/min £1=[EPaC0O2 < 32 c. Number of breathing >20/min or PaC02<32
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(Key inclusion criteria)

mmHg

@@\ mik > 12000/ ¢ 1 F1=1%£< 4000/ ¢
2)48EEU LD ATITRBEENNELR
AFEND

4/9 R—2

mmHg

d. Leukocyte >12000/mu | or <4000/micro |
B. expected to require mechanical ventilatory
support in ICU for at least 48 hours

Bt B2

(Key exclusion
criteria)

18/ K i 1 0 BME. M h & S M,
BEENMNERE SBIES EREELHE -
LT-121224B5R LA EANEBL TLVA, TPTDSI
EH HEE R E D B E (PCPS) &
F DNARDIRRAEIRDHIR FAED I

Below 18 years of age,Pregnant
women,Burns,Drug intoxication,Severe acute
pancreatitis,Intracranial vascular
lesions,Coronary artery disease,24 hours or
more have passed after meeting a selection
criteria, TPTD measurement is difficult,under
percutaneous—cardiopulmonary—support
equipment (PCPS),Present of
DNAR,Occurrence of arrhythmia,Physician’s
discretion

BEESmEH

(Target sample size)

200

EEHEH (Research contact person)

I B(ltem) HZAE(Japanese) HEE(English)
EXEHRESL
(Name of lead | FiZEE—ER Kenichiro Morisawa
principal investigator)
©Or %ﬁﬂjﬁ BIYF7oFrERKE St. Marianna University School of Medicine
\Urganization)
m HAaEZ Department of Emergency and Critical Care
(Division name) | ™" Medicine
RN | sy 11110 e o o 2-16-1, Sugao, Miyamae—ku, Kawasaki-shi,
(Address) AERINR) = BT & £2-16-1 Kanagawa—ken, Japan
(?5?53 044-977-8111
Email . .
(E_mail) kmori0079@yahoo.co.jp
HERFEILVEHEEOPublic contact)
I B(Item) HZAE(Japanese) HEE(English)
HLEL
(Name of contact | Fx;ZE{E—ER Kenichiro Morisawa
person)
P — —
o BTYT7UoFERKE St. Marianna University School of Medicine
(Organization)
HES $hr 22 BE 4 Department of Emergency and Critical Care
(Division name) BRES Medicine
RN | sy 111108 e o o 2-16-1, Sugao, Miyamae—ku, Kawasaki-shi,
(Address) AERINR) = BT & £2-16-1 Kanagawa—ken, Japan
(‘?EELE) 044-977-8111
REOFE—LR—=D
URL | http://www.marianna—u.ac jp/eccm/office/14297/014296.html
(Homepage URL)
Email . .
(Email) kmori0079@yahoo.co.jp
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TEERE{EFH#E (Organization sending information)
I B(Item) B A§&(Japanese) HEE(English)
EEES
(Name of person | #iE #—ER Kenichiro Morisawa
sending information)
Fiﬁﬁ{%ﬁﬁ B)T7UFERKE St. Marianna University School of Medicine
(Organization)
[P0 o p— Department of Emergency and Critical Care
(Division name) MBES Medicine
B swei1m et g o 2-16-1, Sugao, Miyamae—ku, Kawasaki—shi,
(Address) AR NIR G T = AT & £2-16-1 Kanagawa—ken, Japan
o 077
(TEL) 044-977-8111
Emall | - ori0079@yahoo.coj
(Email) 4 -codp
e EE#88; (Sponsor)
15 H(tem) H A& (Japanese) FEE(English)
EhEFAE St. Marianna University School of Medicine
(Name of primary | BEYU7UFERKE REAEZS Department of Emergency and Critical Care
sponsor) Medicine

S EEABEE, THBROGE. BITEHERAR. IREREZEDL-RED-HDEE
EECHLTERZHMEBITY  RELATRARUY—EHYEI N BENA—TTEES
REBOETREIEVFEEA RVELT, LIV RBEHYZRFE A

e IR L #AEE(Funding Source)

TH B (Item)

H A :&(Japanese)

H3E(English)

MR E R

(Source of funding)

ERUTUTERKE REEF

St. Marianna University School of Medicine
Department of Emergency and Critical Care
Medicine

(Nation of funding)

(Cate% B 2 5% /Self funding
HREHE

Z DOt DREEELRSE: (Other related organizations)

TH B (Item)

H A :&(Japanese)

HFE(English)

HF R
(Co—sponsor)

ZDthDHEE R
A

(Name of secondary
funder(s))

IRBFE#& 5% (IRBs)
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I8 BH(tem)

B A§&(Japanese)

6/9 R—

HEE(English)

REEERICEEE
'-R2

(Research ethics
review)

»HY/YES

BERDERIZEDHS
EXRAEREEIC
FEEXEROTRE
READEZY

(Post marketing

survey by drug
manufacture etc.,

specified by Japanese
law.)

ZULL(EELEASGEESETHNGE(X. 2B 5% EIREELY) /Not applicable (Chose this

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

FH#4 1
(Organization1)

EQU7UFTERKE HIRHEER

1
(Address1)

#HENR)ETHERREE2-16-1

EiE
(Tell)

044-977-8111

Emaill
(Emaill)

chizai@marianna—u.ac.jp

fHigE42

(Organization2

|

2
(Address2)

(Tel2)

Email2
(Email2)

#BEa3
(Organization3)

fEmR3
(Address3)

BEES
(Tel3)

Email3
(Email3)

{FRE S FEITE N =FKERID (Secondary study IDs)

15 B (tem)

B #i&(Japanese)

FLEE(English)

RS RITSN
1=8EID
(Secondary study IDs)

LMDNZ/NO

SERID1
(Secondary study
ID 1)

IDRFTHERS

(Org. issuing
Secondary study ID_1)

FRERID2
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(Secondary study
ID 2)

ID&1T18RE2

(Org. issuing
Secondary study ID 2)

RERE
(IND to MHLW)

7/9 R—

(Date of disclosure of
the study information)

2013/08/15

SREREMMESR (Institutions)

I B(ltem) HZ&&(Japanese) HEE(English)
SABRSE f fte 25 4 4
(Institutions)

Z DD EERIFH (Other administrative information)

I8 H(tem) H A 3&(Japanese) FLEE(English)
AR EROXBGRA
ZH

SREREW IR (Progress)

Ig BH(tem)

HA§&(Japanese)

FZ(English)

EREH KR

(Recruitment status)

— & E &b /Open public recruiting
(BMEEKEZEZICLY ., BEXHB - EHBRELGEND)

JokaLiEER

(Date of protocol
fixation)

2013/07/26

Bk -AANGG (P
) B
(Anticipated trial start
date)

2013/07/26

20— T(F%E)H
(Last follow—up date)

AHNRTCFEE

(Date of closure to
data entry)

T—REE(FE) B
(Date trial data
considered complete)

fRHTIR T (F5E)H

(Date analysis
concluded)

BEE1E#R (Related information)

15 B (tem)

B #i&(Japanese)

FLEE(English)

Zara/LiBEURL
(URL releasing
protocol)
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SRERFERED AR
(Publication of
results)

K235 /Unpublished

8/9 R—

RIS URL

(URL releasing
results)

ELHER
(Results)

Z D fthBEEIEER
(Other related
information)

HETEFAIE (UMIN user permited to amend)

15 B (tem)

H A :&(Japanese)

H3E(English)

E#HEFraE UMIN ID1
(UMIN ID1)

EFEFaE UMIN ID2
(UMIN ID2)

E#HEFEIE UMIN ID3
(UMIN ID3)

ERER

Ig BH(tem)

HA§&(Japanese)

HEE(English)

UMINZRERID
(Unique ID issued by
UMIN)

UMINO00011493

REE
(Status)

& §%iF M /Regist

#EEREE
(Applicant for
provisional
registration)

morisawa—marianna (Fx:Z &—ER)

HEEH
(Date of provisional
registration)

2013/08/15 09:56:57

25E
(Applicant for
registration)

morisawa—marianna (Fxi= {—ER)

i 4=

(Date of registration)

2013/08/15

EE

(Person last updated)

morisawa—marianna (£ 2 & —ER)

BHREERES B
(Date of last update)

2014/07/15 15:48:01

B | 75|
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UMINEGERFRER B R AT LD CHEAICET ABRVEHLE X CHoDEMVEhbET+—L MoBFELLV=LE
T ENLASNDERVELE(F. Zbo KYBELELEYS,

U MI N Infrastructure for Academic Activities

University hospital Medical Information Network
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