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PATIENT INFORMATION SHEET
[bookmark: _APPENDIX_1_1]Project title: The feasibility of using EIT to determine mechanics of ventilation in comparison to standard clinical parameters in patients with high spinal injury T8 and above
Principal Investigator:  	Dr June Chen 
Associate Investigators: 	Associate Professor Peter Noble 
				Dr Kwok Ming Ho 
This Patient Information Sheet tells you about the research project. It explains the purpose of the research, procedures and risks involved. It also describes information about you that will be obtained, how that information will be used and with whom it will be shared. Knowing what is involved can help you decide if you want to take part in the research. Please read this information carefully. Ask questions about anything that you do not understand or want to know more about. Participation in this research is voluntary. If you do not want to take part, you do not have to. You will still receive the best possible care. If you do decide to take part, you will be asked to sign a Consent Form.

1 	What is the purpose of this research?
Lung failure in patients with high spinal injuries is characterised by decreased lung volumes and a weak cough due to respiratory muscle weakness. Measuring lung function using spirometry (“breathing tests” or “blowing tests”) is an essential part of monitoring and managing lung disease. However, spirometry requires effort on behalf of the patient and cannot be used in patients with high spinal injuries. 

The purpose of the study is to investigate a new type of measurement of lung function, “Electrical Impedance Tomography” (EIT), that does not require effort on behalf of the patient. The ultimate aim of this area of research is to determine whether it is appropriate to use these new devices to measure lung function in patients with high spinal injuries.  

2 	Who is it for? Who can participate?
All patients with high spinal injuries (T8) and above with symptoms (such as muscle weakness and altered sensation) can participate. 
If you agree to participate, you will be asked to sign or give verbal consent and by doing this, you are declaring that you have understood what has been explained to you and consent to take part in this study.  By signing this, you will also consent to the tests and research that are described and you consent to the use of your personal and health information as described. You will be given a copy of your consent form as well as a copy of this Patient Information Sheet that contains information regarding the study. Please read this carefully and ask questions if you’re uncertain / do not understand. 

3 	What does my participation in this research involve?
Thirty-two free or belt sensors, (similar to those used to monitor your heart) will be attached around the chest circumference in one or two planes, above and below the nipple line. Free or belt sensors will be used depending on which is the easiest to apply. The sensors are connected via cables to the EIT system. Attachment of the electrodes and system set-up takes about 30 minutes. 
You will be asked to breathe normally for 5 minutes. This is the “equilibration period”. Then you will be asked to breathe normally for another 1 minute in which the breathing will be assessed by EIT. This protocol will be repeated in various positions of sitting, lying flat, and lying on the left and right side. If you are unable to position yourself, you will be assisted by your nurses and other patient support staff. Appropriate technique and equipment will be used for positioning including neck holds, collars, jackets and hoists. Care will be taken to minimize discomfort. 
Each protocol will be performed in a randomised order and include the same positions (sitting, lying flat, lying on the left and right side) and 5 minute equilibration period before each 1 minute recording. A final two protocols will be performed in a seated position where you will be asked to breath at normal lung volume for 1 minute, followed by a deep inspiration (or deep expiration), before returning to a normal lung volume for a further 1 minute of recording. Your participation will require one study session which is predicted to be completed within 2 hours. 

4	Do I have to take part? 	

Participation in any research study is voluntary. If you do not wish to take part, you do not have to. If you do decide to take part and later change your mind, you can withdraw from this study at any time. 

If you do decide to take part, you will be given this Patient Information Sheet and the Patient Consent Form to sign. A member of the research team will also sign your Consent Form. You will be given a signed copy of both the forms to keep for your records. 

Your decision whether or not to take or not to take part, will in no way influence your routine treatment or care. 

[bookmark: _heading=h.gjdgxs]5 	What are the potential benefits of taking part?
Data collected from this study will not be used in your current treatment but it may be of benefit to other patients in the future. 

6 	What are the possible risks and disadvantages of taking part?
EIT has been used by many clinical and research institutions with no adverse events. The risks associated with EIT are minimal. This approach has been used safely by researchers in Canada since 2008 and in Australia it has recently been employed to examine the first breaths of new-born infants. There is a small chance of irritation of the skin as a result of the application of sensors, which almost always resolves in days. During the application of the sensors, you will be asked to temporarily remove your top (e.g., shirt) to access the surface of the skin around the chest. All surfaces and equipment will be cleaned before and after every testing session. Sensor pads are disposable. 

7	Are there any costs with my participation?
There is no cost to you to participate in this research project, nor will you be paid. All study tests, examinations and medical care required as part of the study, are provided free. No member of the research team will receive a personal financial benefit from your involvement in this research study, other than their ordinary wages.

8	What if I change my mind?
Participation in this study is entirely voluntary and if you wish to withdraw your consent from this study, at any stage, please contact any member of the research team. You do not have to provide a reason for the withdrawal. Your withdrawal will not influence the care you will receive from the hospital and research staff. No follow up appointment is necessary. If you decide to withdraw no further data will be collected. Data collected up until the time of withdrawal will continue to be used in the study. 

9	What will happen to information about me?
By signing the Patient Consent Form, you give consent to the research staff to collect and use personal information about you for the research project. Any information obtained in connection with this research project that can identify you will remain confidential as far as the law allows. Only authorised research staff, who have a full understanding that personal information must be kept confidential, will have access to any collected data. Your study details will be given a unique number to keep your identity classified. In accordance with Australian Privacy laws, you have the right to request access to information collected and stored by the research team about you. You also have the right to request that any information with which you disagree be corrected. Please contact the research team member named at the end of this document (Section 12) if you would like to have access to your information. 

10	How will the information in the study be used and will I hear the results of the study?
It is anticipated that the results of this study will be presented at scientific meetings / conferences and will be published in peer-reviewed scientific journals. Information will be provided in such a way that you cannot be identified. A copy of the manuscript will be made available to you upon request.

11	Who to contact if you have complaints?
If you suffer any injuries or complications as a result of this research project, you should contact the study team as soon as possible and you will be assisted with arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital. Participation in this study does not alter any right to compensation that you may have under statute or common law.


12	Further information and contact details?
The person you may need to contact will depend on the nature of your query. If you want further information regarding this project, you can contact the Principal investigator Dr June Chen via email June.Chen@health.wa.gov.au 
This project has been granted ethical approval by the Royal Perth Hospital (RPH) Human Research Ethics Committee (HREC). If you have any concerns about the conduct of the project or your rights as a research patient, please contact the East Metropolitan Health Service (EMHS) Research Hub on (08) 9224 2292 or EMHS.REG@health.wa.gov.au and quote the ethics approval number RGS0000005400.
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Project: The feasibility of using Electrical Impedance Tomography to determine mechanics of ventilation in comparison to standard clinical parameters in patients with high spinal injury T8 and above
Principal Investigator:  		Dr June Chen 

Please complete this form by putting your initials in each box, then signing at the end as indicated. If you cannot write, a member of the research team will fill the form out for you with your consent.
1. I have read and understood the Patient Information Sheet. I had the opportunity to consider the information and ask questions which were satisfactorily answered. 



2. I understand my participation is voluntary, and that I am free to withdraw at any time without giving any reason, without my rights being affected.

3. I understand that the relevant data collected will be viewed by the investigators for the purpose of collation, anonymisation and analysis. I give permission for these individuals to have access to these data for this purpose. 



4. I give consent to disclose relevant medical information to the investigators. I understand the information will be kept confidential as far as the law allows.



Name of Patient (please print) ………………………………………………………………………………………………..
Signature or Verbal Consent …………………………………………………………		Date ……………………
A senior member of the research team must provide the explanation of, and information concerning, the research project. If you cannot write, verbal consent may be given and a member of the research team will note “Verbal Consent Given” in the box above. Note: All parties signing the consent section must date their own signature.
*Declaration by senior member of research team:
I have given a verbal explanation of the research project and believe that the patient has understood 

Name of Researcher (please print)………………………………………………………………………………………………..
Signature …………………………………………………………				Date ……………………		
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Project title: The feasibility of using EIT to determine mechanics of ventilation in comparison to standard clinical parameters in patients with high spinal injury T8 and above
Principal Investigator:  	Dr June Chen 
Associate Investigators: 	Associate Professor Peter Noble 
				Dr Kwok Ming Ho 

Declaration by Patient

I wish to withdraw from participation in the above research project and understand that such withdrawal will not affect my routine treatment, my relationship with those treating me or my relationship with Royal Perth Hospital. I understand that data collected up until the time of withdrawal will continue to be used in the study.
	

	
	Name of Patient
   
	
	
	
	

	     (please print)

	
	Signature
	
	 Date
	
	

	



In the event that the patient’s decision to withdraw is communicated verbally, the Study Doctor/Senior Researcher must describe the circumstances:
	






Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the implications of withdrawal from the research project and I believe that the patient has understood that explanation.
	

	
	Name of Study Doctor/
Senior Researcher† 
(please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of and information concerning withdrawal from the research project. 
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