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R4 (Title) :
ERERITEEST7AOENMT7ODEMARDHS: stepped wedge FRER

(INSPIRED &8 BT MR [BRERT—45 £RAL = stepped
wedge ¥ TR —5 VA LILLBERBRD TH 1 > LR ]
Ancillary Study on “Integrating specialist palliative care into residential
care for older people: a stepped wedge trial INSPIRED trial)”: “Design and
analysis of stepped wedge cluster randomized controlled trial using
recurrent event data”

1. HREDOR&K(Study subject)
2017 € 2 A~2018 £ 6 AIZA—R FS U7 DEEER T 7 7 R—LIZTEES L=,
(EEERITEES 7 ~DOENYT 7 ODEMARDHE: stepped wedge 5858 (INSPIRED i
E®)1 (ANZCTR: ACTRN12617000080325)I=&mani=A
Participants in “Integrating specialist palliative care into residential care for older
people: a stepped wedge trial INSPIRED trial)”(ANZCTR: ACTRN12617000080325),
conducted in care homes for the elderly in Australia between February 2017 and June

2018

2. BrZEHARM(Study period)
2021 3 A (REZERAER) ~2022%F 3 A
March 2021 (after approval by the Ethics Committee) - March 2022

3. #%E B89 (Purpose of the Study)

BYRTARBAROT—2 AL T, BEERE CEAANS VD TREEMICERYIR
LELET HER)ERLV- stepped wedge ¥ TR A —F U F LELLEHB D TH 1 > LR
WICEAYT A EmEEE - FHEST S L TY,

Organize and evaluate methodology of design and analysis of stepped wedge cluster
randomized controlled trial using recurrent event (a repeated event in the same

individual over time) for repeated hospitalization data.

4. MEHEStudy method)



ARRTIE, BRI THEAD ESMEBRITEEST7ADENT 7 ODEMRDOHE:
stepped wedge §85&8 (INSPIRED 5% (ANZCTR: ACTRN12617000080325) TUR&E &
NEBFT—R2EHARITIL—TLYERZL, BEOHEIFEOGASEVTAHLA - V3
AL—2aVEEEERLETS, EFT R EERLELINTEY. BAZEETE5EM
DIFEHRIIINELFE A,

In this study, electronic data collected in already completed "Integrating specialist
palliative care into residential care for older people: a stepped wedge trial INSPIRED
trial)"(ANZCTR: ACTRN12617000080325) will be received in consultation with the
study group, and perform applications of existing analysis methods and Monte Carlo
simulations. The electronic data is anonymized, and no additional personally

1dentifiable information is collected.

5. BAERICAWSEE - 15 DIEE(Types of samples/information used in study)
15%R - 8. MR, ABRBARRBR. 402K, F

Information: age, gender, date of admission/discharge, primary diagnosis, etc.

6. NEADERE - 1FHM DRt (Providing samples/information to the outside)
E LA
Not applicable

7. WAE#EE(Research Organizations)

RIEKRFEXRZR EFERMARY EERAEZNE
RIKREFRHERABRT — 22—

WA $EF

Division of Biostatistics, Tohoku University Graduate School of Medicine
Clinical Trial Data Center, Tohoku University Hospital

Takuhiro Yamaguchi

RAA—1) VT KFE #HEFH
Liz Forbat
Faculty of Social Sciences, University of Stirling

Liz Forbat

A—RLSYTEHLIKRE EDRXR - BFFE
Wai-Man Liu

College of Business & Economics, Australian National University



Wai-Man Liu

8. BRLVEhHH%(Contact information)
AARICATSCEMELNHY F Lo TRODERAEFTTHEEVEHLET LY,
CHRENHNIE. HOHEARE DOENEFHRE VA E DREICKIEA 7 WOEFEN
T, BIRABEERVEEENZHET D EAHETIDOTEHRET S,
If you have any questions about this research, please contact us at the address below.
If you wish to see the research proposal and related materials, you may do so within the

limits of protecting the personal information and intellectual property of other research

subjects.

#B% % (Contact Information) :
RIEKRZXREREFZRARHEFZHRAFESF
RIKRFERREREBRT — 25—

i uOo EEF

T980-8574 BEHBRMETHERXZMEMT 1-1

TEL : 022-717-7659 FAX : 022-717-7580

Division of Biostatistics, Tohoku University Graduate School of Medicine
Clinical Trial Data Center, Tohoku University Hospital

Professor: Takuhiro Yamaguchi

1-1 Seiryo-machi, Aoba-ku, Sendai, Miyagi 980-8574, Japan

TEL : +81-22-717-7659 FAX : +81-22-717-7580

MEEEE. HEAEKRE (Principal investigator, research representative) :
RIKRZREREFZRARHEZHRAFESF
RIKRFEFREREBRT — 25—
iR uOo #wEF
Division of Biostatistics, Tohoku University Graduate School of Medicine
Clinical Trial Data Center, Tohoku University Hospital

Professor: Takuhiro Yamaguchi
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(For inquiries about notification of the purpose of use of personal information)
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LUTICRZET AGEEICEBIEATERNI EAHY FET,
<KANEXRRETIEZZRHARICEAT HMEIESH F6EFE 16D 13)>
OFREMNZERBICHYBRLIRBICEC CEXEFERBICHLTEMNT S &ITLY ., B

ERREEFXEIE=ZBDEMG. K. METOMOEFFIEEZETSIETNIHLEE
OFREMNZRBICTHMYBLIRBICEC CEXEFERBICHLTEMT S EITEY ., &

ZMREEOEFXIELLGANREEET 2ETNAHHEE
For inquiries about notification of the purpose of use of personal information held: "8.
Contact information"

Notes:

We may not be able to respond to your request in the following cases

< Ethical Guidelines for Medical Research Involving Human Subjects, Chapter 6,
Section 16-1(3)>

(1) When there is a risk of harm to the life, body, property, or other rights and interests
of the research subject, etc., or a third party by placing the purpose of use in an easily
accessible condition or by notifying the requestor

(2) When the purpose of use is easily accessible or the notification to the requestor is

likely to harm the rights or legitimate interests of the research institution concerned.

S EAFRORTEFICEAT 5FHK

(Procedures for disclosure of personal information)

AENRET HENBEHRD S 5. FADBEHIZDONT., FAR. STERVHRAELZHE
TEHIENTEET,

REBAABREF, AZORERTEENBHB LR L. XITRFLEEARE %E’C‘“?'
1) ZEBERICETIREEAFBRICOVTIE. R XFRREHEBESBFELAEREO
BYFET, #FLLE, FTEREA—LR— IBRRY BESFTOEAFRICET LML
] 2Z8BLESL, CKFHHI/IBLETT, )

(AL KZFmIEE N EHRRE S ]

http://www.hosp.tohoku.ac.jp/privacy.html
2) DUSNDRET HEABRICOVTIE. FIEDERAMKICHESIEZELA LIFRARH
EZMNEBOICRET HORIEEFENET ., FLLEBERFHREDR—LR—UFTEL
ZE0, CRFHHEIBETT, )

[FRIAKXZIEFHRABZE] http//www.bureau.tohoku.ac.jp/kokai/disclosure/index.html
XIEBEIE
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http://www.hosp.tohoku.ac.jp/pc/img/saito/01.pdf
http://www.hosp.tohoku.ac.jp/pc/img/saito/01.pdf
http://www.hosp.tohoku.ac.jp/privacy.html
http://www.bureau.tohoku.ac.jp/kokai/disclosure/index.html
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You may request that the University disclose, correct, or suspend the use of your
personal information held by the University.

Retained personal information is personal information created or acquired by an
officer or employee of the University in the course of his/her duties.
1) Tohoku University Hospital Medical Affairs Division, Administrative Department of
Tohoku University Hospital serves as the consultation counter for personal information
held about medical care. For more information, please refer to the following website,
"Handout Notice on Personal Information of Patients". (Note: a handling fee is required.)

[Tohoku University Hospital Personal Information Protection Policy]

http://www.hosp.tohoku.ac.jp/privacy.html

2) For personal information held other than 1), please fill out the prescribed request form
and submit it to the Information Disclosure Office reception desk or mail it to us. For
more information, please visit the website for request procedures. (Note: a handling fee
is required.)
[Tohoku University Information Leakage Office]
http://www.bureau.tohoku.ac.jp/kokai/disclosure/index.html

Notes:

We may not be able to respond in whole or in part to any of the following cases

< Ethical Guidelines for Medical Research Involving Human Subjects, Chapter 6,
Section 16-2(1)>

(D If there is a risk of harm to the life, body, property, or other rights and interests of
the research subject or a third party

@ When there is a risk of significant hindrance to the proper conduct of the research
operations of the research institution

@ If it would be in violation of the law


http://www.hosp.tohoku.ac.jp/privacy.html
http://www.bureau.tohoku.ac.jp/kokai/disclosure/index.html

