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| BACK | @ UMIINCTR =4y @ FEQKET (MR © AREORE (HHELER) R+ @ FAQ

AREE: R8I XS

BEES R
UMINERMID
R{cHS
RA

UMINID:

takahasegawa-mi

SWBEWME T - BB 1o longer recruiting

UMIN000025145
R000028%16

REUMICRIHEECRRITHT SERBROBEDEIHTIMR
—HAME (RBMMEE) 2016/12/10

2016/12/05

¥ EA—-CRBOMEE, REERICEYT SMELNEBNEL T, UMIHBBRLTOBUMIN BEERERS A7 MR itSh-ER
% RIEDERS PRMESIZOV T, ERREEP—ROFIHH CES IS ERELTVEE A,

tion hy specialty

A MM Basic information
BUBRE Official scien | BAEICRITIETHR MR TLHMBBM | The research of effectiveness of telemedicine £
tific title of the study | W RHIEI<BITHHT or Home care in Japan
BEEBRMM R Title of t | TMI Homes TMT Homes
he study (Brief title)
m*ﬂ?ﬂfRegm B A& Japan
M@ E Condition
WREBS/ Conditio | EEEMITHRITHMEER Symptoms of the home care
n
HE B E 21/ Classifica

MBS — M1 edicine in general FRA/Adult

E R E 92/ Classifica

tion by malignancy

B Lalignancy

57 LRRORELY

Genomic information

[RIAY Siviel

B a‘];'Dbj ectives

BY1/Narrative ohje
ctivesl

TLERE£RAVCERBRICXY, A%
ERETOMMAAERESh IO RANTD

To investigate the effectiveness of wvideo phone
practice compared to the ordinary home care in
reducing of the diagnosis time

E#Y2/Basic objective
s2

A Eficacy

Eifn -0 B
asic ohj ectives -Other
s

BEBOER] Trial ¢

haracteristics_1

BN/ Trial

haracteristics_2

BBR® 7x—Z/ Deve

lopmental phase

PR/ A ssessment
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EB7IMHLEHE
IH B /Primary outco
mes

FERBR MDA THERAHSETORM

The time to decide a diagnosis from discoverin
g asymptom in a home care session

BIR7 7 A LFHE
B /Key secondary
outcomes

1. BEDQOL(EQSD)

2. EMOERER~NDOHBREE
3. BERMOEBER~DNBE
4. REE2OEBOEL

1.The QOL (EQS5D) of the patient
2.Satisfaction to the telemedicine of the doctor
3.Satisfaction to the telemedicine of the nurse
4.The difference of the number of times of the
urgent visit by doctor.

T LFEE B I<1E, AR RY O R O (F - 1 SRk 51 2BREE) B ED
TLIEEL Fz, AR B LTI, BISTREM T B 15E LT DD TIEEL, ERERI<H
ETHIREEEHOZHERBMICTRALZSWD, Te, TE7ZIMLRMEARRLEE
B1HEOAEL, 270 B BBRIERIRT 7 M ALFHER E EL TS,

EFZEW/Base

R D ES/Study ty
pe

9 A/Interventional

BT Y A2/Study design

EETFH AL /Basicd

esign

i 478 Lo 8L /Parallel

S 4 Lfb/Randomi
zation

S24 Ift/Randomized

S LEDE R

andomization unit

{851 /Individual

754 F{k/Blinding

Z—7>/Open -no one is blinded

3ka—J)Vb/Control

SESE - A SRR Active

& Bl {E/Stratification

LMAE/NO

B89 ® {4 /Dynamic al

location

XLV YES

REREEHROS
B /Institution conside
ration

MBERE E B L TL VAL Vinstitution is not considered as adjustment factor.

7n‘yb1t/BIocking

LMMA/NO

Ba—F2M5H

#8525/ Numbered container method

#&/Concealment
4t A/Intervention
B/ No. of arms 2
S ADH B/Purpose SRR -7 7 /Treatment

of intervention

T ADFE/ Type of i

ntervention

EfEAR A - #3R Device equipment

4t Al/Interventions/
Control 1

BEOHEMEHTE, BFORBELICH
BT AEMOETREMCFRLLT,. HED
ADEELLLLMMEROBEERAS. =
hETLEBERICEEMZ A LT, BRES
SEMEEHLTC. Y 7OEERA LTS E
BRIk DR R, R ROFEICH

In the ordinary home nursing, nurses report by t
elephone only for sounds or after returning to o

ffice, to ask the instructions of the doctor .

To introduce the video phone for reporting, the

time before getting instructions shortens, and q

uality of the care improves.

DoTRET 5. The intervention period for three months, and 1
N ARMIE3, B, MABEXBEIZAE | 00 cases in total are estimated.
TAIERZFEY 5.

BEE ORISR Usual home care
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4t A2/Interventions/
Control 2

4 A3/Interventions/
Control 3

9t Ad/Interventions/
Control 4

9t A5/Interventions/
Control 5

9t A6/Interventions/
Control 6

4t A 7/Interventions/
Control 7

4 A8/Interventions/
Control 8

4+ A 9/Interventions/
Control 9

9t A10/Intervention
s/Control_10

FAL~10IZE, A AORM(FAMES, A ATIN) . TAORESERCEREE), N
ADE, HEGE, NEETHRCRYHLCERL TS0, &I BEPRBEAON
ADBE, BMZBTEHTIES,

BN Eligibility
FB(T ﬁ) /:»‘\ge-low 20 B/years-old BA k/<=
er limit
6 (J:m.)lz‘&ge—upp A7z L/ Not applicable
er limit
MERl/Gender B4/ Male and Female
20 Lk Age 20 or older.
b o) T Currently home care patient.
2 s . | EREEREAOLEW, No limitation in the disease.
BREE Key inclusi FLEBEIZKA T AL TEE Intervention by the video phone is possible.

on criteria

TUEBRENBEETRENICRETS,

Video phones are stably available in patients’ho
me.

EffieEBBEA RN EE the patient who cannot do mutual understandin
FRAEHE/Key exclusi | EERHIMIC &P L ¥ MShi-BE g
on criteria XEBCRENBAGVER The patient whom it was judged a doctor to be 1
nappropriate.
BWEME B Targe 100

t sample size

K AEWIF & /Research contact person

WEHRER /Name | HEHT X Tetsuo Sakamaki
of lead principal inve
stigator
TR/ Organizati | BE K EZ M RFER Gunma University Hospital
on
AT BB /Division na | VAT LS 9— System Integration Center
me
B/ Address B ERAETEMAT3—39-15 3-39-15 Showamachi Maebashi-City Gunma Ja

pan
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BE/TEL

027-220-8772

Email/Email sakamakt@gunma-u.ac.jp
KRS HEEO/Public contact
HEMLESHhEED | RSN &E Takashi Hasegawa
38 4 3 2 /Name of co
ntact person
FHAM % /Organization | BERKFEES LA RRFE Gunma University Hospital
R /Division nam | AT LS E— System Integration Center
e
EER/Address HERAEHEMET3—39-15 3-39-15 Showamachi Maebashi-City Gunma Ja
BIE/TEL 027-220-8772
BROB—LR—
URL/Homepage UR
L
Email/Email takahasegawa-mi@umin.ac.jp
ﬂﬁiﬁﬁu/Organization sending information
H{EE B /Name of pe | BRI BE Takashi Hasegawa
rson sending informa
tion
MR AR/ Organ | BEE XSES S+ RKERR Gunma University Hospital
ization
AT MEBSE Division na | Y RT LS L 4— System Integration Center
me
E/Address EERIETHMATZ—39-15 3-39-15 Showamachi Maebashi-City Gunma Ja
£ 2 e
B/ TEL 027-220-8772
Email/Email takahasegawa-mi@umin.ac.jp
3E 15 3 ££ 488y Sponsor
H4MA 4 /Institute BEXE Gunma University
B 2 /Institute
(MBARIRFA DR
&)
¥ & /Department

EHEREARICRET ZEUCEEANFELEVRAS I3, [T 1 ZRIRL, N4 (e
FBRFAORE) IRERTAROMBEL . RUBREZERAILTTEL.

B84 /Organization

B3R’ /Organization
(MBERRT AT DR

/)

#8824 /Division

W5 R 12 8t 4A8/Funding Source

BEHmE

Ministory of Health Labor and Welfare

MWD K 5 /Categor
y of Funding Organiz
ation

BHZA®DE JT/Japanese Governmental office
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B2 R #LH E/Natio
nality of Funding Or
ganization

RBIRSEMICRE T HE BN FELTVNES L, TEOMIZRIRL. TR (H
BERRTAORE) IISHRERAEMOMEEL . RUBREEEREADLTTAL,

Z N0 B MABMY Other related organizations

FtFEISEHEAEM/Co-sp

onsor

ZODOTR IR
#H#/Name of second
ary funder(s)

IRB#FE M 5E/IRBs

MERZAICELE
3 - KB/ Research et

hics review

HY/YES

BADERISEDHSD
EXGEEREFC
FHEXRRKDTHRER
BREADB L/ Post
marketing survey by
drug manufacture et
¢., specified by Japan
ese law.

BRULL(EESPEEFETELIREIL. CTHLEBIRCIEEL) Not applicable (Chose this

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

#8804 1/Organizatio
nl

BRAXZEFHMEFREFRSBREEEAS

AT U/Addressl

B ERATETREMET3—39—15

BEUTell

027-220-8740

Emaill/Emaill

gunmaciru-office@umin.ac.jp

#8#A2/0Organizatio
n2

H/T2/Address2

BE2/Tel2

Email2/Email2

#8## 3/Organizatio
n3

{EPT3/Address3

WES3/Tel3

Email3/Email3

B 5 R TSN /= BRBRID/Secondary IDs

fLEMEI D REITEh
=B B1ID/Secondary
IDs

LAZ/NO

BEID1/Study ID 1

ID#{TH#EI1/Org. is

suing International I
D1

BRBRID2/Study ID 2
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IDFAT QZIOl'g. is

suing International 1
D2

FRRBRE/IND to MHL
“7

R R HE B /Institutions

BN /1

nstitutions

FEELEE BRESBSHEERE (FER)
ERZEAMT) ERBERF(BER)
ERZAKXRE ABHRE(BER)
FREFAREEHRAMES LLABRT(HER)
DKEN—F) =97 (FRIRR)
EREAEES By (FWLER)
EfEATRE ELHER(ERBR)
BT Embs (EiR)

0 th) B BN/ Other administrative information

— R ABA (&

#HH B )/Date of discl

osure of the study inf
ormation

2016412 A 10H

BEGER R R/ Progress

BERER R R/ Recru

itment status

HmEFEHE T -BBRBHE P/ No longer recruiting

ZOr3JLHESE H/Dat

¢ of protocol fixation

2016512 01 H

B&-HANBR (P
%E) B/Anticipated tri
al start date

20164£12 A 10 H

240—RT(FE)
H/Last follow-up dat
e

ABRTCFE)BED
ate of closure to data
entry

T—4SEE(PE) B/
Date trial data consid
ered complete

RETRTCFEAD

ate analysis conclude
d

BAE i #R/Related information

ZaraiEmURL/
URL releasing proto
col

HEHEROAMR
i /Publication of res
ults

R4 /Unpublished

S RIEMURL/URL

releasing results

ELE R Results
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T OB E W Oth
er related informatio
n
FEHEFE/UMIN user permited to amend
EHFAE UMINI
D1/UMIN ID1
BEHMEE UMINT
D2/UMIN ID2
EHRFAIE UMINI
D3/UMIN ID3
EH{#/ Management information
UMINEBRID/Uniqu
e ID issued by UMIN LIABI00002 3145
R AB/Status BRFAH/Regist
)= B Fi /A pplica
nt for provisional reg | takahasegawa-mi(JR4+ Il W)
istration
EA§if H/Date of provi
sional registration 2R Hit
B Registrant | takahasegawa-mi(FRA) m&)
8% A B/Registered 2016412 B 05 B
date
BEFHFE/Last mo . .
dified by takahasegawa-mi(F& )l B&)
BEFEH B/Last mo
dified on 2016412 H 05 H
MER—DADYSH/Link to view the page
URL(B &%) https://upload.umin.ac.jp/cgi-open-bin/ctr/ctr view.cgi?recptno=R000028916
URLCGER) https://upload.umin ac.jp/cgi-open-bin/ctr e/ctr view.cgi?recptno=R000028916
BIREAR—S (ICDR) ~AD Y4/ /Link to view the page(ICDR)
URL(B &5 https://upload.umin.ac.jp/cgi-bin/ctr/ctr view.cgi?recptno=R000028916
URLCGER) https://upload.umin.ac.jp/cgi-bin/ctr e/ctr view.cgi?recptno=R0O00028916
TR HE
saEr | BR | Fr AN
BRERAT— ST
sRER | R | I7A0NE
HRERNT—5
snEm | B | I7ANE
=)
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