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	Study title: Dome Device – Haemodynamic study

	

	Locality: Medical Research Institute of New Zealand
	
	Ethics committee ref.: 0000020394
	

	Lead investigator: Dr Irene Braithwaite
	
	Contact phone number: (04) 8050245
	


You are invited to take part in a study on blood flow in the leg when seated.  Whether or not you take part is your choice.  If you don’t want to take part, you don’t have to give a reason, and it won’t affect the care you receive.  If you do want to take part now, but change your mind later, you can pull out of the study at any time.  

This Participant Information Sheet will help you decide if you’d like to take part.  It sets out why we are doing the study, what your participation would involve, what the benefits and risks to you might be, and what would happen after the study ends.  We will go through this information with you and answer any questions you may have.    You do not have to decide today whether or not you will participate in this study. Before you decide you may want to talk about the study with other people, such as family, whānau, friends, or healthcare providers.  Feel free to do this.

If you agree to take part in this study, you will be asked to sign the Consent Form on the last page of this document.  You will be given a copy of both the Participant Information Sheet and the Consent Form to keep. We can arrange for an interpreter if you need one.
This document is 7 pages long, including the Consent Form.  Please make sure you have read and understood all the pages.

What is the purpose of the study?
We want to see whether using a special foot-stand while you are sitting down helps improve blood flow in the legs. We know that people sitting down for long periods of time (like when they are flying long distances, or at a job that requires lots of sitting), may be at increased risk of developing blood clots called deep vein thrombosis (DVT) in their legs.  This risk might be partly due to pooling of blood in the leg during long periods of sitting. Using this foot-stand may help reduce pooling by improving the return of blood from the legs while you are sitting down.

To see if this works, we want to measure the return of blood from the legs in study subjects while they are sitting down. One leg will be using the foot-stand device every so often, and the other leg will be held still. We will compare the rate of flow of blood in the leg of the moving foot to the rate of flow of blood in the leg of the in the stable foot. Whichever foot uses the foot-stand device will be randomized (allocated by chance), so there will be a 50% chance that you will be asked to use the footstool with your left foot and a 50% chance that you will use the footstool with your right foot.
If we can show that blood flow is improved when using this foot-stool, we may be able to develop a simple and safe tool for people to help reduce the risk of developing blood clots when they are sitting down for long periods of time. 

This study is funded by the Medical Research Institute of New Zealand. If you have any questions about the study, you may contact the study investigator: 

Dr Irene Braithwaite

Medical Research Institute of New Zealand

Ph (04) 805 0245

E-mail: irene.braithwaite@mrinz.ac.nz
This study has been approved by the Victoria University Human Ethics Committee: Ref # / date
What will my participation in the study involve?

If you are generally healthy, are not pregnant, aged between 18 and 65 years, and have no current or previous history of blood vessel or muscular problems in your legs, you may be eligible for this study.

Participation will involve two separate visits. At the first visit (about 20 minutes long) you will see research staff at the Medical Research Institute of New Zealand to undertake an informed consent, a brief medical history and to examine your legs to make sure there are no problems that will exclude you from the study. We will also show you how to use the foot-rest to ensure you are able to participate in the study.
You will then be asked to attend an appointment at Pacific Radiology at 668 High Street, Lower Hutt to undertake the study procedures;

· You will be randomised (like tossing a coin), to use the foot-rest device with either your right foot or your left foot. You will have a 50% chance of being allocated to the right foot group or the left foot group.

· We will ask you to sit quietly for 10 minutes on a seat, with both feet placed on a platform which has been adjusted to suit your height.

· At the end of that 10 minute period we will do an ultrasound (USS) measurement of the veins in the back of both your knees to measure how fast blood is returning from your feet to your heart. This is called the baseline measurement. (A USS is the use of sound waves to see blood vessels and other internal body structures without having to use needles, surgery or other invasive procedures. You may have seen USS used during pregnancy scans. It is considered to have very little if any risks for patients). 
· After the baseline USS has been done, we will place your allocated foot on the foot-rest while keeping the other foot placed on the platform. At 14 minutes we will take two measurements of the blood flow in the back of your foot while it is moving over the footstool, and then immediately after getting these two measures we will ask you to stop and we will measure the blood flow in the back of your immobile leg.

· We will repeat the measurements again at 18 minutes.
The study visit should take approximately 25 minutes, but it is possible there may be delays if other participants run late or if we have technical difficulties.

Please note: We ask that all participants do not undertake strenuous physical activities within 24 hours of their ultrasound scan appointment, as this may influence vein blood flow or cause vein injury.  This includes running, cycling and lifting weights involving squats.
We recommend that all participants wear or bring a pair of shorts with them to change into, as this makes it easier to ultrasound your leg.  
If you wish to have family / whanau present while you attend either or both appointments, feel free to do this.
What are the possible benefits and risks of this study?

You may find the use of the foot-stool slightly awkward initially, but this should not be painful.  If you experience any pain or significant discomfort/distress, or if the researchers are concerned about your wellbeing during the trial, you may be withdrawn from the trial.
In order to measure the blood flow in your legs using ultrasound equipment it is necessary to apply a viscous gel to the skin for the duration of each measurement. In some individuals with sensitive skin there is a small possibility of minor skin irritation from the use of this gel.

There are no other anticipated risks from participating in this study.
Who pays for the study?

We do not anticipate that you will incur any costs associated with taking part in this study. We will provide reimbursement of $50 to try and cover any costs or inconvenience that may have been incurred as a result of you participating.
What if something goes wrong?

If you were injured in this study, which is unlikely, you would be eligible for compensation from ACC just as you would be if you were injured in an accident at work or at home. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.  

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.

What are my rights?

You have the ability to see any information collected about you during the study, and if you request, a researcher will be available to provide explanation, or to answer any questions you may have relating to that information.

All information collected about you will be stored confidentially in secure offices. You will not be able to be identified individually in any published study results.  

What happens if I change my mind and withdraw from the study?

Your participation in this study is voluntary. You can choose not to participate at all, or withdraw at any time even after you have given your consent and started the study. Choosing not to participate, or choosing to withdraw after you have started the study will not affect your future healthcare. 

If you decide to withdraw from the study, you may do so at any time, you just need to let me know at the time. Any information collected about you up to the point when you withdraw may continue to be used in the study.
What happens after the study?

The foot-rest device being tested is not commercially available and will not be available after the study has concluded.

Data gathered during this study, including any of your own personal information will be securely stored for 15 years by the MRINZ to meet our ethical and Good Clinical Practice responsibilities. After this period of time, the records will be destroyed to maintain confidentiality and privacy of all participants.
It is possible we may use some of the data from this study to contribute to future studies. This would comprise ultrasound measurement results and other non-identifiable data.

You have the opportunity to tell us if you would like a copy of the final results of this study during the informed consent process. This should be able to be done within approximately 6 months. The MRINZ aims to have all studies written up and published in reputable journals, and to present our findings in medical and scientific forums. You will not be able to be personally identified in any of these publications or presentations.
Who do I contact for more information or if I have concerns?

If you have any questions, concerns or complaints about the study at any stage, you can contact: 


Dr Irene Braithwaite
Senior Research Fellow
Medical Research Institute of New Zealand

(04) 805 0245

Irene.braithwaite@mrinz.ac.nz
If you want to talk to someone who isn’t involved with the study, you can contact an independent health and disability advocate on:


Phone: 
0800 555 050
Fax: 

0800 2 SUPPORT (0800 2787 7678)
Email: 

advocacy@hdc.org.nz
For Maori health support please contact :

Whānau Care Services, Cultural Care Centre, Level 2, Wellington Hospital

            Phone:             0800 999442 or 04 806 0948

            Email:              wcs@ccdhb.org.nz
You can also contact the Victoria University Human Ethics Committee that approved this study on:


Phone:

(04) 463 5620 

Email:

research-office@vuw.ac.nz
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All of the ‘Yes’ boxes must be ticked to be able to progress on to the study.  
	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	
	Yes (

	I have been given sufficient time to consider whether or not to participate in this study.
	
	Yes (

	I have had the opportunity to use a legal representative, whanau/ family support or a friend to help me ask questions and understand the study.
	
	Yes (

	I am satisfied with the answers I have been given regarding the study and I have a copy of this consent form and information sheet.
	
	Yes (

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my medical care.
	
	Yes (

	I consent to the research staff collecting and processing my information, including information about my health.
	
	Yes (

	If I decide to withdraw from the study, I agree that the information collected about me up to the point when I withdraw may continue to be processed.
	
	Yes (

	I consent to my GP or current provider being informed about my participation in the study and of any significant abnormal results obtained during the study.
	
	Yes (

	I agree to an approved auditor appointed by the New Zealand Health and Disability Ethic Committees, or any relevant regulatory authority or their approved representative reviewing my relevant medical records for the sole purpose of checking the accuracy of the information recorded for the study.
	
	Yes (

	I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.
	
	Yes (

	I understand the compensation provisions in case of injury during the study.
	
	Yes (

	I know who to contact if I have any questions about the study in general.
	
	Yes (

	I understand my responsibilities as a study participant.
	
	Yes (

	I wish to receive a summary of the results from the study.
	
	Yes (


Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by member of research team:

I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate.

	Researcher’s name:

	Signature:
	Date:
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If you need an INTERPRETER, please tell us.











	Lay study title:
	
	Page 4 of 7

	PIS version no.:
	
	Dated:
	


4
	Dome Device  - Haemodynamics
	
	Page 5 of 7

	PIS/CF version no.: 2
	
	Dated: 07/01/2013
	



