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Participant Information Sheet
[Type text]


	Study title:
	Acceptability of the Safe Sleep Calculator intervention in General Practice.

	Locality:
	Alliance Health Plus PHO, National Hauora Coalition PHO, Whanganui PHO.
	Ethics committee ref.:
	

	Lead investigator:
	Christine McIntosh
	Contact phone number:
	021 915220


You are invited to take part in a study that looks at the Safe Sleep Calculator being used in your baby’s six-week check.  Whether 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 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.

This document is 5 pages long, including the Consent Form.  Please make sure you have read and understood all the pages.

What is the purpose of the study?
The goal of this study is to find out what you think about the Safe Sleep Calculator.
In New Zealand about 50 babies die each year of Sudden Unexpected Death in Infancy (SUDI) (previously known as Sudden Infant Death Syndrome “SIDS” or “Cot Death”). 
The Safe Sleep Calculator makes it possible to find out what the risk is for your baby, and then shows what can be done to make sleep safer for your baby.

Because the Safe Sleep Calculator is a new it needs to be tested. Your doctor or nurse will be asked to use the safe sleep calculator, when they do six-week baby checks.  
Dr. Christine McIntosh (GP), and Prof. Edwin Mitchell (paediatrician) are both researchers at the University of Auckland and have project funding from Cure Kids to conduct this research study.

Ethics approval has been granted by the Health and Disability Ethics Committee 16/NTB/53.
What will my participation in the study involve?

Caregivers, who have had the Safe Sleep Calculation done for their baby, will be asked if they would like to take part in this study. If you agree to take part, your name and contact number will be handed to the study team.

The study team will contact you to talk to you about your experience of the Safe Sleep Calculator being used during your baby’s visit with the doctor or nurse. There is no right or wrong answer; we just want to know what you think. We would like to talk to you in person at home or another convenient place, or if this is not possible, by phone. If we conduct the interview by phone we will ask for your verbal consent. We expect that the interview will take about 15 minutes. The interview will be sound recorded, typed out then the recording deleted. 
We will not be collecting any information, other than that provided in the Safe Sleep Calculation or from the interview. 
What are the possible benefits and risks of this study?

We think this tool will help doctors and nurses talk to you about keeping your baby safe.
We do not expect any risks from being involved in this study. 
Who pays for the study?

There will be no payment for taking part in this study. 
What are my rights?

Taking part in this study is your choice. You and your baby will not be disadvantaged in anyway should you chose not to take part. You may change your mind and decide not to be involved at any stage.

You have a right to access the information we collect about you or your baby as part of the study. You may do so by contacting the researchers.
What happens after the study or if I change my mind?

Privacy is very important. The information you provide during this study will be held securely either in a locked office or computer password protected for at least 10 years.  Information will be destroyed according to the rules of medical record disposal. You may ask to withdraw, request to view or order disposal of the information you have provided for the study at any time.

The outcome of this study can be provided to you once the study is published. 
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. Christine McIntosh, Senior Lecturer University of Auckland,

Phone: 021 915 220


Email: c.mcintosh@auckland.ac.nz, Christine.mcintosh@middlemore.co.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
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
If you would like to talk to a Maori support person about this study:


Lisa McNab Whakawhetu. Phone : 021 243 2467



Email :
 l.mcnab@auckland.ac.nz

If you would like more information of keeping your baby safe please contact your family doctor or your Well Child Tamariki Ora provider or Plunketline

Phone: 0800 933 922.

Consent Form

	Acceptability of the Safe Sleep Calculator intervention in General Practice.


Please tick to indicate you consent to the following
	I have read, or have had read to me and I understand the Participant Information Sheet.  
	
	

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

	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.
	
	

	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.
	
	

	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.
	
	

	I consent to the research staff collecting and processing my information, including information about your and your baby’s health.
	
	

	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 (
	No (

	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.
	
	

	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.
	
	

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

	I understand my responsibilities as a study participant.
	
	

	I wish to receive a summary of the results from the study.
Contact for results:_______________________________
	Yes (
	No (

	
	
	


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:


Verbal consent Form

	Acceptability of the Safe Sleep Calculator intervention in General Practice.


	I have read the information on this study to you. Would you like the chance to talk about taking part with family or friends before you take part?

Taking part in this study is your choice and you can decide to not take part at any time.
The health and personal information that you provide during this study will be kept confidential and we will not identify you or your baby in anyway when publishing results of the study.

An approved auditor may ask to review your or your baby’s relevant medical records, but for only the purpose of checking the accuracy of the information recorded for the study.
You can call us at this number 021915 220 if you have any questions about the study.

Do you have any further questions about the study before we begin?
	
	

	
	
	


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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