
	



Parent/Guardian Information Sheet 

	85 Park Road, Grafton
Private Bag 92019, Auckland Mail Centre
Auckland 1142, New Zealand
Phone: +64 9 373 7599 ext. 86098

	Study title:
	Whole body vibration training in Duchenne Muscular Dystrophy

	Locality:
	Liggins Institute
University of Auckland
	Ethics committee ref.:
	Pending

	Lead investigator:
	Dr. Lisa Power
	Contact phone number:
	 09 373 7599 
ext. 86098




Your child has been invited to take part in a study on the use of whole body vibration training in patients with Duchenne muscular dystrophy.  Whether or not you agree to participate is your choice.  If you don’t want your child to take part, you don’t have to give a reason, and it won’t affect the care he receives.  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 would like to take part.  It sets out why we are doing the study, what your participation would involve, what the benefits and risks to your son 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.  We expect this will take about 10 minutes.  You may also 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 Information Sheet and the Consent Form to keep.

This document is 9 pages long, including the Consent Form.  Please make sure you have all the pages.

Why are we doing the study?

You are invited to participate in this study because your child has been diagnosed with Duchenne muscular dystrophy (DMD).  DMD reduces muscle mass, bone density and reduces mobility. There is a new form of exercise, called Whole Body Vibration Training (WBVT). WBVT improves muscles mass and bone density in healthy adults. It has also been shown to help children with weak muscles from other conditions (eg. cerebral palsy).  We have previously conducted a study in 40 adolescents with cerebral palsy and the results showed that after 20 weeks of vibration therapy they were able to walk longer on their 6 minutes’ walk test, had increased bone density and muscle mass. Therefore we would like to investigate whether children with DMD would benefit the same.

In order for us to see if the WBVT works, at the start of the study there is a 5 month period of observation (no treatment). Your child would then complete 5 months of WBVT, and we would compare any difference between the 5 months of observation to the 5 months of treatment. 

We have applied to the local ethics committee to review this research.  

Who can participate? 

We are inviting boys with Duchenne muscular dystrophy, aged 8 to 18 years to participate in this study.  To be included, the diagnosis of Duchenne muscular dystrophy must have been confirmed with a genetic test.  The participant must be able to stand on the vibration board, and walk for a short distance without a wheelchair.

Participants will be excluded if:
· They have a fracture within 8 weeks of enrolment, or acute injury, which prevents use of the vibration board.
· There are findings on physical examination that would prevent the participant from completing the study (for example, blood clots, tendon or joint inflammation, kidney stones).
· Currently taking a medication that might interefere with the study results  
· Vitamin D deficiency

Parental consent is required for participants under 16 years of age.  

What would your participation involve?

This study will involve 3 visits to the Liggins Institute for tests. Each visit will last approximately 2 hours. The first visit will be at the beginning when your child joins the study. The second visit will be after a period of 20 weeks (5 months). The third visit will be after a further 20 weeks (5 months) when your child has completed the vibration training. 

Visits 1, 2 and 3:  Maurice & Agnes Paykel Clinical Research Unit (Liggins Institute) 
Address: Liggins Institute, 85 Park Rd, Grafton, University of Auckland.

Participants will undergo screening tests including blood sampling, a body composition scan and tests of muscle strength.

Screening and baseline information (~2hours)

Wear clothes that are appropriate and comfortable for exercise. 

Visits will include the following:
1. Measuring height and weight.

2. Blood Collect.  
This is taken from the arm.  If your child is afraid of needles we can provide an anaesthetic cream to numb the skin.

3. Body composition scans 
Have a DEXA scan and a pQCT scan (see pictures below). Your child will either lie down on a long table (for the DEXA), or sit on a chair (pQCT) while the percentage body fat and muscle mass are measured with very small amounts of X-rays (less than that of a chest X-ray). The tests are completely painless and take 10 to 20 minutes. 








DEXA scan						pQCT scan


4. Muscle strength assessment
We will assess muscle strength and fitness using measures you may be familiar with, such as how far your child can walk in 6 minutes.  He will also be assessed using equipment that can measure muscle power. 

We do understand that some won’t be able/ want to undertake all procedures and that is ok.




Whole Body Vibration Training Program:

The vibration training will last 20 weeks. Your child will be doing it four (4) times a week, and each training session will last approximately 20 minutes. 

						
This is a photo of the vibration board





The training program will consist of four-9 minute sessions per week. The training will consist of 3 minutes vibration followed by 3 minutes rest. This will be repeated 3 times. Your child will also have a log book where he will record all his training sessions and if there are any symptoms. An exercise physiologist or research assistant will be present during your child’s training sessions at school. Training sessions will occur at your local school if WBVT is available or at your home (whichever is more convenient for you). Your child will do the training standing with the support of their Rifton, hoist, walker, frame or with help from the research assistant.

The whole body vibration training will occur at your child’s school or home.

Your child will also be required to do some blood tests. We will do blood tests each time you visit the Liggins Institute or three (3) times. We would also do a blood test in between visits (this can often be done with a finger-prick). These would be taken monthly during the first five (5) months, weekly for the first four (4) weeks of vibration training, then monthly after that. We do the blood tests to make sure that your child’s muscles and bones remain healthy during the study. 


What are the possible benefits and risks to you of participating?

Benefits:
We hope that after 5 months of WBVT, your child will have improved mobility, have better muscle strength and function, and improve the strength of their bones. This may improve their overall quality of life. 



Risks:
The tests done during the three visits to the Liggins Institute are low-risk. The tests are done to make sure your child is healthy enough to do the vibration exercise. There is a low risk for injuries during exercise tests; however, we will make every effort to minimize this possibility by giving appropriate instructions and supervision during procedures. Muscular fatigue and shortness of breath may be experienced during the walking test and chair rise test.  Discomfort during blood sampling can be minimized by the use of an anaesthetic cream. The DEXA scan has minimal radiation and the dose is less than that from a chest X-ray. During all tests emergency equipment, including a direct phone-line and trained professionals will be available on site, if required. 

Vibration therapy has been shown to be well accepted by younger children. There have been previous studies using WBVT in other children with DMD. These studies have shown vibration training to be safe. We will carefully check your child’s blood tests and talk to you regularly to monitor for any problems that might occur. Participants might have a localized warm sensation or itchiness on their lower legs that subsides soon after the vibration training session is finished.


Compensation:

All tests and procedures will be free of charge. You will get a Fitbit for your child to use during the study and to keep at the end. If you are coming to the visit by car we will offer a petrol voucher to help cover travel costs. Free parking will be made available for your visits.

What would happen if you were injured in the study? 

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 the rights of participants in the study?

If you do agree to take part you are free to withdraw from the study at any time, without having to give a reason and this will not affect your child’s future health care. You can withdraw your blood samples from the study at any time prior to them being measured in the laboratory. All tests and procedures will be free of charge. 

Freedom of Consent:
Your child’s participation in this study is entirely your choice and if you decide not to take part in the study this will not affect any future care or treatment. You are invited to discuss the study with your family/whanau if you choose to do so. Your consent to participate in this study will be indicated by your signing and dating a consent form.

Confidentiality:
All information collected will stay confidential. Your child will be identified by a code and only the principal investigator will be able to match the code and participant. If any adverse outcomes are found from the visit, you and your doctor will be informed. A unique study number will also be used to identify each participant’s blood samples. These specimens will be destroyed when all tests are completed by standard lab disposal methods. Due to the complexity of ensuring participant confidentiality, it is not possible to return any specimens.

Data and Results:
The final results from the study will be sent to you when the study is finished. A report with your child’s specific results will be sent to you and to your doctor if you wish. Data may be kept for comparison in other research projects run by the University of Auckland. The results will be stored in a locked file for 10 years.


Where can you go for more information about the study, or to raise concerns or complaints?

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

	Name: 			Dr. Lisa Power
Position:		Paediatric Registrar, Co-ordinating Investigator
	Telephone number: 	09 373 7599, ext 86098
	Email:			lpower@adhb.govt.nz

Or
Dr Silmara Gusso		 Email: s.gusso@auckland.ac.nz   	Phone: (09) 923 6691

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


If you require Māori cultural support talk to your whānau in the first instance. Alternatively you may contact the administrator for He Kamaka Waiora (Māori Health Team) by telephoning 09 486 8324 ext 2324 

You can also contact the health and disability ethics committee (HDEC) that approved this study on:

	Phone:		0800 4 ETHICS
	Email:		hdecs@moh.govt.nz




	
Parent/Guardian

Consent Form
	





Whole Body Vibration Training in Duchenne Muscular Dystrophy

If you need an INTERPRETER, please tell us.

Please tick to indicate you consent to the following 

	I have read, or have had read to me in my first language, and I understand the Parent/Guardian Information Sheet.  
	Yes 
	No 

	I have been given sufficient time to consider whether or not I would like my child to participate in this study.
	Yes 
	No 

	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 
	No 

	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 
	No 

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw my child from the study at any time without this affecting his medical care
	Yes 
	No 

	I consent to the research staff collecting and processing information about my child, including information about his health.
	Yes 
	No 

	I consent to my GP or current provider being informed about my child’s participation in the study and of any significant abnormal results obtained during the study
	Yes 
	No 

	I agree to my child’s blood samples being collected and I am aware that these samples will be disposed of using established guidelines for discarding biohazard waste. 
	Yes 
	No 

	I understand that my child’s 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 
	No 

	
I understand the compensation provisions in case of injury during the study.
	Yes 
	No 

	I know whom to contact if I have any questions about the study in general.
	Yes 
	No 

	I wish to receive a summary of results from the study.
	Yes 
	No 



Declaration by participant:


I freely agree to participate 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:





	

Participant Information Sheet 
(13 – 18 years)
	

	Study title:
	Whole body vibration training in Duchenne Muscular Dystrophy

	Locality:
	Liggins Institute
University of Auckland
	Ethics committee ref.:
	Pending

	Lead investigator:
	Dr. Lisa Power
	Contact phone number:
	09 373 7599 
ext. 86098





You are invited to take part in a study on the use of whole body vibration training in patients with Duchenne muscular dystrophy.  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.  We expect this will take about 10 minutes.  You may also 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.

This document is 8 pages long, including the Consent Form.  Please make sure you have all the pages.


Why are we doing the study?

You are invited to participate in this study because you have been diagnosed with Duchenne muscular dystrophy (DMD).  DMD affects muscle strength, making muscles weak. If you don’t have strong muscles, this can also make your bones weak. 

There is a new form of exercise, called Whole Body Vibration Training (WBVT). WBVT improves muscle strength and makes bones stronger in healthy adults. In children with weak muscles and bones, this new exercise has been shown to make their muscles and bones stronger. We think that WBVT has the potential to help make you stronger, walk further and have stronger bones. Therefore we would like to investigate whether children with DMD would also benefit.  

In order for us to see if the WBVT works, at the start of the study there is a 5 month period of observation (no treatment). You would then complete 5 months of WBVT, and we would compare any difference between the 5 months of observation to the 5 months of treatment. 

We have applied to the local ethics committee to review this research.  

Who can participate? 

We are inviting boys with Duchenne muscular dystrophy, aged 8 to 18 years to participate in this study.  To be included, the diagnosis of Duchenne muscular dystrophy must have been confirmed with a genetic test.  The participant must be able to stand on the vibration board, and walk for a short distance without a wheelchair.

Participants will be excluded if:
· They have a fracture within 8 weeks of enrolment, or acute injury, which prevents use of the vibration board.
· There are findings on physical examination that would prevent the participant from completing the study (for example, blood clots, tendon or joint inflammation, kidney stones).
· Currently taking a medication that might interefere with the study results  
· Vitamin D deficiency

If you are aged under 16 years, your Parent or Guardian will also need to provide their consent. 

What would your participation involve?

This study will involve 3 visits to the Liggins Institute for tests. Each visit will last approximately 2 hours. The first visit will be at the beginning when you join the study. The second visit will be after a period of 20 weeks (5 months). The third visit will be after a further 20 weeks (5 months) when you have completed the vibration training. 


Visits 1,2 and 3:  Maurice & Agnes Paykel Clinical Research Unit (Liggins Institute) 
Address: Liggins Institute, 85 Park Rd, Grafton, University of Auckland.

Participants will undergo screening tests including blood sampling, a body composition scan and tests of muscle strength.

Screening and baseline information (~2hours)

Wear clothes that are appropriate and comfortable for exercise. 

Visits will include the following:
5. Measuring height and weight.

6. Blood Collect.  
This is taken from your arm.  If you are afraid of needles we can provide an anaesthetic cream to numb the skin.

7. Body composition scans 
Have a DEXA scan and a pQCT scan (see pictures below). You will either lie down on a long table (for the DEXA), or sit on a chair (pQCT) while the percentage body fat and muscle mass are measured with very small amounts of X-rays (less than that of a chest X-ray). The tests are completely painless and take 10 to 20 minutes








DEXA scan						pQCT scan

8. Muscle strength assessment
We will assess muscle strength and fitness using measures you may be familiar with, such as how far you can walk in 6 minutes.  You will also be assessed using equipment that can measure the power of your muscles. 

We do understand that some won’t be able/ want to undertake all procedures and that is ok.

Whole Body Vibration Training Program:

The vibration training will last 20 weeks. You will be doing it four (4) times a week, and each training session will last approximately 20 minutes. 


This is a photo of the vibration board




The training program will consist of four-9 minute sessions per week. The training will consist of 3 minutes vibration followed by 3 minutes rest. This will be repeated 3 times. You will also have a log book where you will record all your training sessions and if you have any symptoms. An exercise physiologist or research assistant will be present during your training sessions at school. Training sessions will occur at your local school if WBVT is available or at your home (whichever is more convenient for you). You will do the training standing with the support of your Rifton, hoist, walker, frame or with help from the research assistant.

The whole body vibration training will occur at your school or home.

You will also be required to do some blood tests. We will do blood tests each time you visit the Liggins Institute or three (3) times. We would also do a blood test in between visits (this can often be done with a finger-prick). These would be taken monthly during the first five (5) months, weekly for the first four (4) weeks of vibration training, then monthly after that. We  do the blood tests to make sure that your muscles and bones remain healthy during the study. 


What are the possible benefits and risks to you of participating?

Benefits:
We hope that after 5 months of WBVT, you will be able to walk further and have stronger muscles and bones. 

Risks:
The tests done during the three visits to the Liggins Institute are low-risk. The tests are done to make sure you are healthy enough to do the vibration exercise. There is a low risk for injuries during exercise tests; however, we will make every effort to minimize this possibility by giving appropriate instructions and supervision during procedures. Muscle tiredness and shortness of breath may be experienced during the walking test and chair rise test.  Discomfort during blood sampling can be minimized by the use of an anaesthetic cream. The DEXA scan has minimal radiation and the dose is less than that from a chest X-ray. During all tests emergency equipment, including a direct phone-line and trained professionals will be available on site, if required. 

Other children have enjoyed using Vibration therapy. There have been previous studies using WBVT in other children with DMD. These studies have shown vibration training to be safe. We will carefully check your blood tests and talk to you regularly to monitor for any problems that might occur. You might have a localized warm sensation or itchiness on your lower legs that goes away soon after the vibration training session is finished.


Compensation:

All tests and procedures will be free of charge. You will get a Fitbit to use during the study and to keep at the end. 

What would happen if you were injured in the study? 

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 the rights of participants in the study?

If you do agree to take part you are free to withdraw from the study at any time, without having to give a reason and this will not affect your future health care. You can withdraw your blood samples from the study at any time prior to them being measured in the laboratory. All tests and procedures will be free of charge. 

Freedom of Consent:
Your participation in this study is entirely your choice and if you decide not to take part in the study this will not affect any future care or treatment. You are invited to discuss the study with your family/whanau if you choose to do so. Your consent to participate in this study will be indicated by your signing and dating a consent form.


Confidentiality:
All information collected will stay confidential. You will be identified by a code and only the principal investigator will be able to match the code and participant. If any adverse outcomes are found from the visit, you and your doctor will be informed. A unique study number will also be used to identify each participant’s blood samples. These specimens will be destroyed when all tests are completed by standard lab disposal methods. Due to the complexity of ensuring participant confidentiality, it is not possible to return any specimens.

Data and Results:
The final results from the study will be sent to you when the study is finished. A report with your specific results will be sent to you and to your doctor if you wish. Data may be kept for comparison in other research projects run by the University of Auckland. The results will be stored in a locked file for 10 years.

Where can you go for more information about the study, or to raise concerns or complaints?

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

	Name: 			Dr. Lisa Power
Position:		Paediatric Registrar, Co-ordinating Investigator
	Telephone number: 	09 373 7599, ext 86098
	Email:			lpower@adhb.govt.nz

Or
Dr Silmara Gusso		 Email: s.gusso@auckland.ac.nz   	Phone: (09) 923 6691

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

If you require Māori cultural support talk to your whānau in the first instance. Alternatively you may contact the administrator for He Kamaka Waiora (Māori Health Team) by telephoning 09 486 8324 ext 2324 

You can also contact the health and disability ethics committee (HDEC) that approved this study on:

	Phone:		0800 4 ETHICS
	Email:		hdecs@moh.govt.nz


	
Participant Consent Form




Whole body Vibration Training in Duchenne Muscular Dystrophy
	




If you need an INTERPRETER, please tell us.

Please tick to indicate you consent to the following 

	I have read, or have had read to me in my first language, and I understand the Participant Information Sheet.  
	Yes 
	No 

	I have been given sufficient time to consider whether or not to participate in this study.
	Yes 
	No 

	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 
	No 

	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 
	No 

	I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without affecting my medical care
	Yes 
	No 

	I consent to the research staff collecting and processing information about me, including information about my health.
	Yes 
	No 

	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 
	No 

	I agree to blood samples being collected and I am aware that these samples will be disposed of using established guidelines for discarding biohazard waste. 
	Yes 
	No 

	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 
	No 

	
I understand the compensation provisions in case of injury during the study.
	Yes 
	No 

	I know whom to contact if I have any questions about the study in general.
	Yes 
	No 

	I wish to receive a summary of results from the study.
	Yes 
	No 




Declaration by participant:


I freely agree to participate 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:








	
Child Information Sheet
	

	Study title:
	Whole Body Vibration Training in Duchenne Muscular Dystrophy 

	Locality:
	Liggins Institute
University of Auckland 
	Ethics committee ref.:
	Pending

	Lead investigator:
	Dr. Lisa Power
	Contact phone number:
	09 373 7599 
ext. 86098



 (
Would you like to help us?
)







You come to see the doctor because you have a problem with your muscles called Duchenne Muscular Dystrophy.  This means your muscles are not as strong as some other children’s muscles. We would like to do some tests to work out how strong your muscles are. We would also like to see if whole body vibration training help s your muscles and bones to become stronger and work better.  

What will happen if I take part?
You will need to come and visit us three times. Each time we meet, we will measure how tall and heavy you are.  We will then do some exercises to test how strong your muscles are. Some of these you will recognize from trips to your doctor.  

We would like to do a blood test from your arm or finger.  If you are afraid of needles, we can give you some cream to numb your skin.  We will also do a test which measures how strong your bones are with the machine.  It doesn’t hurt.




We will take a picture of your body using a machine called a DEXA. You lie down on a bed. 

 (
This is a photo of the DEXA machine.
)






We will also take another picture of your leg using another machine called a pQCT. 
  
 (
This is a photo of the pQCT machine.
)









During the study you will be doing vibration therapy 4 times a week at your school or home. The training will last only 9 minutes each day (total 18 minutes if you count the rest period). You will stand on the machine for 3 minutes (it will shake a little bit) then you will rest for 3 minutes and we will repeat that 3 times (for 5 months).



 
 (
This is a photo of the vibration machine.
)










Do I have to take part?
You don’t have to take part if you don't want to.  

What if I have more questions?
If you want to know more ask Mum or Dad as they have some papers with more about it.  Or you can ask the doctor lots of questions. 

If you or Mum or Dad have more questions, concerns or complaints about the study, you can contact:
Name: 			Dr. Lisa Power
Position:		Paediatric Registrar, Co-ordinating Investigator
	Telephone number: 	09 373 7599, ext 86098
	Email:			lpower@adhb.govt.nz

Or
Dr Silmara Gusso     	  	 Email: s.gusso@auckland.ac.nz   	Phone: (09) 923 6691

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

If you require Māori cultural support talk to your whānau in the first instance. Alternatively you may contact the administrator for He Kamaka Waiora (Māori Health Team) by telephoning 09 486 8324 ext 2324 

You can also contact the health and disability ethics committee (HDEC) that approved this study on:
Phone: 0800 4 ETHICS
Email: hdecs@moh.govt.nz

 







Child Assent Form



Whole Body Vibration Training in Duchenne Muscular Dystrophy




Participant's Name:_______________________	Date of Birth:  ___________
	(Full Name in BLOCK CAPITALS)			(Month/Year)

Please circle all you agree with:
Have you read this form (or had it read to you)?				Yes/No
Has the study doctor explained this study to you?	      			Yes/No
Do you understand what this study is about?              				Yes/No
Have you asked all the questions you want?    					Yes/No
Are you happy to take part in this research study?			 	Yes/No


If any answers are “no” or you don’t want to take part, don’t sign your name!
If you do want to take part in this study, please write your name and today’s date below.
	You will be given a copy of this signed form.





 Name 
	Statement of Person Obtaining Informed Assent
I, the undersigned, have fully explained the details of this research study to the participant named above.

	Researcher’s name:

	Signature:
	Date:
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