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PARTICIPANT INFORMATION SHEET 

Study Title: Assessment of Voice disorder among mechanically ventilated adult ICU survivors – A single-centre observational study (VOICE study)
Principal Investigators:
Dr Kiran Kumar Gudivada

Professor Imogen Mitchell
Dr Sumeet Rai
Research Site/s:

Canberra Health Services (Canberra Hospital, University of Canberra Hospital. 

Before you decide whether or not you wish to participate in this study, it is important for you to understand why the research is being done and what it will involve. Please take the time to read the following information carefully and discuss it with others if you wish.
1. What is the purpose of this study?

The purpose of the study is to understand the burden of voice morbidity sustained by ICU survivors. The results of this study will help in identifying the voice problems and factors affecting this voice problem.

2. Why have I been invited to participate in this study?

You are eligible to participate in this study because you have been successfully liberated from the invasive ventilator support and are being transferred to the wards form ICU.

3. What if I don’t want to take part in this study or if I want to withdraw later?

Participation in this study is voluntary. It is completely up to you whether or not you participate. If you decide not to participate, it will not affect the treatment you receive now or in the future. Whatever your decision, it will not affect your relationship with the staff caring for you.
You may withdraw from the study at any time and for any reason or no reason. Please tell the study team that you wish to withdraw from the study. Information 
that has been collected about you, prior to your withdrawal, will continue to be used in the data analysis. No new information will be collected or used after you have withdrawn from the study. 
4. What does this study involve?

If you decide to take part in this study, after taking consent, your baseline demographic variables, treatment details will be collected. When planned for discharge from ICU, a Voice handicap index (VHI-10) questionnaire will be given to you. VHI-10 and a Voice related Quality of Life (V-RQOL) questionnaires will be given to you at eight weeks of liberation from ventilation. Questionnaire should be answered and sent back to us via email. Once the answered VHI and V-RQOL are received, the voice abnormalities will be analysed.

5. How is this study being paid for?
The study is investigator-initiated research. Participation in this study will not cost you anything. Participants will not be paid for their involvement.
6. Are there risks to me in taking part in this study?

All care will be taken to maintain your privacy and confidentiality. Any identifying information will be replaced with a unique number. The demographic information (age, gender and length of experience) will be reported in summary format only. Results of study can help us to improve care of ICU patients. However, it may not directly benefit you.

7. What if something goes wrong?

As part of the study, certain questions might raise concerns or suggest the possibility of voice dysfunction. If you perceive any such indications, please don't hesitate to 
reach out to the study team promptly. They are ready to assist you in coordinating the necessary support.
8. Who is organising and funding the research?

The principal investigator of the study is Dr Kiran Kumar Gudivada, Professor Imogen Mitchell and Dr Harshel G Parikh. The study is Investigator initiated project. No investigator or member of research staff will receive a personal financial benefit from your involvement in this study. The study doctors declare no personal conflict of interest relevant to the undertaking of this study.
9. How will my confidentiality be protected?

The information that we collect from this research project will be kept confidential. Information about you that will be collected during the research will be put away and no-one, but the researchers will be able to see it. Any information about you will have a number on it instead of your name. Only the researchers will know what your number is, and we will lock that information up with a lock and key and all the information is stored in secured password protected servers. It will not be shared with or given to anyone except Principal investigators.
10. What happens with the results?
The results will be compiled and analysed to evaluate the presence of voice morbidity following an ICU stay. If identified, we will develop strategies to minimize such voice-related issues. In any publication, information will be provided in such a way that you cannot be identified. Results will be provided to you, if you wish.
The data from the study may be used in future studies, however, ethics approval for the use of the data in this way will be sought prior to any data sharing taking place.
11. What happens when the study is finished?

Upon completion of the study, a formal report detailing the results will be prepared, and the data will be presented at scientific conferences or published in peer-reviewed journals.

12. What should I do if I want to discuss this study further before I decide?

If you would like to know more at any stage, please do not hesitate to contact any of the principal investigators:

	Investigator
	Name
	email-id

	CI-A
	Dr Kiran Kumar Gudivada
	kiran.gudivada@act.gov.in,

  02 5124 3303

	CI-B
	Professor Imogen Mitchell
	imogen.mitchell@act.gov.au
  02 5124 3303

	CI-C
	Dr Sumeet Rai
	  sumeet.rai@act.gov.au
  02 5124 3303


13. Who should I contact if I have concerns about the conduct of this study?

This study has been approved by the ACT Health Human Research Ethics Committee. If you have any concerns or complaints about the conduct of this study, and do not feel comfortable discussing this with study staff, you may contact the Committee secretariat who is nominated to receive complaints about research projects. You should contact the secretariat on (02) 5124 5659 or ethics@act.gov.au 
Thank you for taking the time to consider this study.

This information sheet is for you to keep.
Consent Form to Participate in a Research Project.

I, _______________________________________ (name of participant)

of _________________________________________________________ (address)

have been asked to consent to participate in a research project entitled: 

“Assessment of Voice disorder among mechanically ventilated adult ICU survivors – A single-centre observational study (VOICE study)
In relation to this study, I have read the Participation Information Sheet and have been informed of the following points:

1. Approval has been given by the ACT Health Human Research Ethics Committee.

2. The overall aim of the study is to evaluate the voice morbidity among ICU survivors who received mechanical ventilation.
3. The results obtained from the study may or may not be of direct benefit to my medical management.

4. The study procedure will involve participating in a observational study where a questionnaire need to be filled by the participant.

5. All care will be taken to maintain privacy and confidentiality. The study will collect and store de-identified information only.
6. The study is not intended to discover illegal activity, inadvertently and unexpectedly. However, should this be discovered it will be reported as part of our obligation under law.
7. As part of the study, I need to answer few questions. This will assess my voice morbidity and its implications in my day-to-day activities.
8. Should any issues arise from my involvement in this study, I am aware that I may contact Dr Kiran Kumar Gudivada, kiran.gudivada@act.gov.in, or Professor Imogen Mitchell, imogen.mitchell@act.gov.au, or Dr Harshel G Parikh, sumeet.rai@act.gov.au. 02 5124 3303.

9. Should I have any problems or queries about the way in which the study was conducted, and I do not feel comfortable contacting the research staff, I am aware that I may contact the ACT Health Human Research Ethics Committee Secretariat, Canberra Hospital, Yamba Drive, Garran ACT 2605 (ph: 02 5124 5659 or ethics@act.gov.au)


10. I can refuse to take part in this study or withdraw from it at any time without affecting my ongoing care. 
11. Participation in this project will not cost me anything.

12. I understand that while the results of the research will be made accessible my involvement and my identity will not be revealed.

13. In giving my consent, I acknowledge that the relevant Health Directorate Officials, the Sponsoring Pharmaceutical Company, and the Clinical Trial Centre Staff directly involved in the study, may examine my medical records only as they relate to this project.


After considering all these points, I accept the invitation to participate in this study. 

Name: (please print) __________________________Date: ______________

Signature (Participant) ________________________

Investigator: (please print) ________________________Date: ______________

Signature (Investigator) _______________________
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