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Description
This study is conducted as part of PhD study at Queensland University of Technology (QUT), Australia. 

The purpose of this study is to evaluate the effectiveness of a heart failure self-management program for Vietnamese people with heart failure in Hanoi. This program will be conducted in the inpatient wards of the Vietnam National Heart Institute. We want to know if this program will benefit people with heart failure more than routine care. We therefore need to have two groups of participants receiving either the self-management program or routine care. 
This Participant Information sheet contains detailed information about the research study. Its purpose is to explain to you as openly and clearly as possible all the procedures involved in this study before you decide whether or not to take part in it. Please read this Participant Information sheet carefully. Feel free to ask questions about any information in the document. You can also discuss the study with a relative or friend. 
Once you understand what the study is about and if you agree to take part in it, you will be asked to sign an informed consent.
Participation

A total of 140 inpatients in the Vietnam National Heart Institute will be invited to participate in this study. If you agree to take part in this study, you will be randomly allocated to one of 2 groups. 
If you are allocated to the first group, you will receive a heart failure self-management program. This program consists of 4 activities occurring over 3 months. At the beginning, you will be invited to answer 3 questionnaires which will take you approximately total 30-45 minutes. These questionnaires are the Demographics questionnaire, the Dutch Heart Failure Knowledge Scale and the Self-care for Heart Failure Index. You will be completing the questionnaires with assistance from the researcher. After that you will attend an individual educational session with a research assistant. The research assistant will provide you with a heart failure self-management booklet and verbal instructions. 
After two weeks discharge from hospital, you will receive a telephone call from the researcher to ask several questions about your health. In addition, you will be asked to come back to the hospital at the end of the 1st and 3rd months as part of routine heart failure appointments. You will complete two questionnaires again (the Dutch Heart Failure Knowledge Scale, the Self-care for Heart Failure Index). The study will end with the completion of questionnaires at the 3rd month. The table below explains the program. 
	Month
	Procedure
	Impact on your time

	Beginning 
	Completion of 3 questionnaires (Demographics questionnaire, the Dutch Heart Failure Knowledge Scale, the Self-care for Heart Failure Index)
	45 minutes

	
	You receive a heart failure self-management educational program
	Approximately one hour 

	Two weeks after discharge
	A follow-up telephone call
	15 minutes

	End of 1st  month
	Complete two questionnaires (the Dutch Heart Failure Knowledge Scale, the Self-care for Heart Failure Index v6.2)
	30 minutes

	End of 3rd  month
	Complete two questionnaires (the Dutch Heart Failure Knowledge Scale, the Self-care for Heart Failure Index v6.2)
	30 minutes


If you are allocated to the second group, you will receive care that is the usual practice in the Vietnam National Heart Institute. You will also be invited to answer 3 questionnaires (Demographics questionnaire, Dutch Heart Failure Knowledge Scale, Self-care for Heart Failure Index) at the start of the research and at the 1st and 3rd months. On each occasion the questionnaires will take approximately total 30 - 45 minutes. 
The table below explains the program. 
	Month
	Procedure
	Impact on your time

	Beginning 
	Completion of 3 questionnaires (Demographics questionnaire, the Dutch Heart Failure Knowledge Scale, the Self-care for Heart Failure Index)
	45 minutes

	
	You receive a heart failure self-management booklet 
	5 minutes

	Two weeks after discharge
	A telephone call
	15 minutes

	End of 1st  month
	Complete two questionnaires (the Dutch Heart Failure Knowledge Scale, the Self-care for Heart Failure Index v6.2)
	30 minutes

	End of 3rd  month
	Complete two questionnaires (the Dutch Heart Failure Knowledge Scale, the Self-care for Heart Failure Index v6.2)
	30 minutes


In addition, at the same time over these 3 months, information will be collected from your medical record. The medical information will be: 

· Hospital number, height, weight, blood pressure, haemoglobin, blood sugar (HbA1C), creatinine, beta-type natriuretic peptide.
· About heart failure: cause, length of heart failure diagnosis, history of cardiovascular conditions, other medical conditions, current treating medications.

Your participation in this study is entirely voluntary. If you agree to participate, you do not have to complete any questions you are uncomfortable answering. Your decision to participate or not participate will not impact your current or future relationship with the Vietnam National Heart, QUT or FU. You can withdraw from the study at any time without comment or penalty and any identifiable information already obtained from you will be destroyed.
Expected benefits

This study is expected to benefit those with heart failure. The educational program will provide you with knowledge about heart failure and help people better manage their health. In recognition of your time, you will be offered $AU 10 allowance. If you wish to receive this allowance, you will need to sign in a receipt template.
Risks

There are minimal risks associated with your participation in this study. First, some inconvenience will possibly result from the time you attend the heart failure self-management program and complete the questionnaires. Second, in completing the questionnaires, some possible psychological discomfort might emerge related to difficult, unclear or irrelevant questions. If discomfort is ongoing you will be referred back to the Vietnam National Heart Institute or call to the number +84 43 868 6074 for counseling service.
We will ensure that any risk is minimised. You will be invited to answer questionnaires in a time convenient to you during the prescribed day. If any questions cause you to be upset, you can choose not to answer these questions on the questionnaire. 

PRIVACY AND Confidentiality

All responses will be treated confidentially. Your name will be coded and no information collected can be used to identify you. All data collected in this study will be stored securely according to QUT’s Management of Research Data policy. 

Consent to Participate

We would like to ask you to sign a written consent form to confirm your agreement to participate. 
Questions / further information about the study
If have any questions or require further information please contact one of the research team members below.
	Dinh Thi Thuy Ha

+ 84 976 579 980 
dinhthithuy.ha@student.qut.edu.au
	Professor Ann Bonner
+ 61 7 3138 0823
ann.bonner@qut.edu.au
	Dr Joanne Ramsbotham
+ 61 7 3138 3902
j.ramsbotham@qut.edu.au 
	Prof Robyn Clark

+61 8 82013266
robyn.clark@flinders.edu.au 


Concerns / complaints regarding the conduct of the study
QUT and the Vietnam National Heart Institute are committed to research integrity and the ethical conduct of research study. However, if you do have any concerns or complaints about the ethical conduct of the study you may contact Prof Do Doan Loi, Director of Vietnam National Heart Institute, 78 Giai Phong Street, Hanoi or telephone +84 43 868 6074, and/or the QUT Research Ethics Unit on telephone + 61 7 3138 5123 or email ethicscontact@qut.edu.au. Neither the Vietnam National Heart Institute nor the QUT Research Ethics Unit is connected with the research study and both can facilitate a resolution to your concern in an impartial manner.
Thank you for helping with this research study. Please keep this sheet for your information.
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RESEARCH TEAM CONTACTS
	Dinh Thi Thuy Ha

+ 84 976 579 980 
dinhthithuy.ha@student.qut.edu.au 
	Professor Ann Bonner
+ 61 7 3138 0823
ann.bonner@qut.edu.au
	Dr Joanne Ramsbotham
+ 61 7 3138 3902
j.ramsbotham@qut.edu.au 
	Prof Robyn Clark

+61 8 82013266
robyn.clark@flinders.edu.au 


STATEMENT OF CONSENT

By signing below, you are indicating that you:
· Have read and understood the information regarding this study.
· Understand that information relevant to the study will be collected from your medical record.
· Have answered any questions or concerns.
· Understand that if you have any additional questions you can contact the research team.
· Understand that you are free to withdraw at any time without comment or penalty.
· Understand that you can contact the Research Ethics Unit in QUT on +61 7 3138 5123 or email ethicscontact@qut.edu.au or contact Prof Do Doan Loi, Director of Vietnam National Heart Institute if you have concerns about the ethical conduct of the study.
· Agree to participate in the study.
	Name
	

	Signature
	

	Date
	


Please return this sheet to the investigator.
