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(Title)
: stepped wedge
INSPIRED ) stepped
wedge
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”

(Study subject)
2017 2 2018 6
stepped wedge

INSPIRED ) (ANZCTR: ACTRN12617000080325)

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

(Study period)
2021 3 2023 3
March 2021 (after approval by the Ethics Committee) - March 2023

(Purpose of the Study)
/ (
) stepped wedge

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.

(Study method)



stepped wedge INSPIRED ) (ANZCTR: ACTRN12617000080325)

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

identifiable information is collected.
(Types of samples/information used in study)
/
Information: age, gender, date of admission/discharge, primary diagnosis, etc.
(Providing samples/information to the outside)

Not applicable

(Research Organizations)

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

Takuhiro Yamaguchi
JORTC
Department of Biostatistics, JORTC Data Center

Shunsuke Oyamada

Liz Forbat

Faculty of Social Sciences, University of Stirling



Liz Forbat

Wai-Man Liu
College of Business & Economics, Australian National University

Wai-Man Liu

(Contact information)

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.

(Contact Information)

980-8574 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

(Principal investigator, research representative)

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

Professor: Takuhiro Yamaguchi



(For inquiries about notification of the purpose of use of personal information)
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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.

(Procedures for disclosure of personal information)

1)

http://www.hosp.tohoku.ac.jp/privacy.html
2) 1)




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

6 16 2(1)

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)

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



