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	Participant Information Sheet

	Study title:
	Mussel with fucoidan as a supplemental superfood

	Locality:
	Auckland University of Technology
	Ethics committee ref.:
	20/STH/153

	Lead investigator:
	Prof Jun Lu
	Contact phone number:
	0212644215


You are invited to take part in a study investigating the effect of a mussel-fucoidan food product in adults with pre-diabetes and joint pain. 
This Participant Information Sheet explains the study to you. We will go through this information with you and answer any questions you may have about the information in this form. It is your choice whether you take part in this study. You do not have to decide today whether you will participate in this study. If you don’t want to take part, you don’t have to give a reason and it won’t disadvantage you or 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. Before you make your decision, feel free to talk about the study with other people, such as family, whānau, friends, or healthcare providers. 
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 9 pages long, including the Consent Form. Please make sure you have read and understood all the pages.

What is the purpose of the study?
About the study

This is a study sponsored by Beyond Capital Limited Partnership. Many New Zealanders experience joint pain, such as from osteoarthritis. Many New Zealanders also have either type 2 diabetes or pre-diabetes. Studies have shown that NZ green lip mussel extract can help reduce joint pain in arthritis and better manage type 2 diabetes. Some other studies have found that fucoidan, which comes from a type of seaweed, can also help reduce inflammation in arthritis. We want to find out whether eating mussel extract and fucoidan together has any benefits for joint pain and/or preventing type 2 diabetes. 

Why is this study important?

This study is important as we are investigating the potential for mussel-fucoidan supplements to reduce joint pain and prevent diabetes. This could provide a more natural, drug-free alternative to current medications, which often have side-effects. This study will explore different treatment options for people who experience joint pain and/or people at high risk of developing type 2 diabetes. The wider community also benefit, as joint pain is a common problem affecting people’s participation in work, family and leisure activities. The benefits to the study team will be that we gain more knowledge in this area and can publish this study in a scientific journal. 

Who can take part?

We are looking for both males and females who identify as Chinese, are over 30 years of age, who have had lasting joint pain for the last 3 months or longer, and who have prediabetes (defined as an HbA1c between 39-49 mmol/mol). If you are unsure whether you have prediabetes, we can do a blood test to measure this at the screening visit.
You will not be able to take part in this study if you:

· Have been diagnosed with diabetes

· Are pregnant or breastfeeding, or intend to become pregnant in the next 6 months

· Have asthma, gout, liver disease, kidney disease, or any medical condition which the researchers believe may influence the results of the study

· Have a known or suspected seafood allergy

· Are taking medication to thin the blood (e.g. aspirin or warfarin)

· Have had joint replacement surgery or planning to have this in the next 6 months

· Are already taking a green-lipped mussel shell supplement

· Have a fear of needles or giving blood

What will my participation in the study involve?

If you agree to take part, you will be one of 146 participants in this study. We will first ask you to come to a screening visit to see if you are able to take part. This will be at the AUT North Campus (AE108, 90 Akoranga Drive, Northcote). This visit will take approximately 1 hour. If you qualify for this study, you will be assigned to a group. You cannot choose which group you are assigned to. One group will eat a small baked good before dinner every day, which contains 1000 mg mussel powder and 1000 mg fucoidan (the test product). The other group will also eat a small baked good before dinner every day, but it does not contain any active substances (the control). This is so we can control for the ‘placebo effect’. You will be randomly allocated to a group so there is no way of knowing which group you will be in. This is necessary to make the groups as equal as possible. Also, the study staff do not know which group you have been allocated to. 
What will happen at the study visits?
Assessment visits before and at the end of the study

You will visit AUT North Campus (90 Akoranga Drive, Northcote) twice during the study – once before you start the study and once at the very end (Day 100). At these visits, you will:

· Provide information on your medical history, current medication, smoking and alcohol habits, as well as physical activity habits
· You will be asked to complete a 7-day food diary at the start and at the end of the study. This will be a record of all foods and drinks you have consumed in the last 7 days

· Have your height, weight, waist circumference, and hip circumference measured

· Do an oral glucose tolerance test. For this, the research nurse will put an IV (intravenous) line in a vein in your arm. We will take all the blood samples from this line. We will draw a blood sample at the beginning of the test, and then you will be asked to drink a sugary drink within 5 minutes. Blood samples will be taken from the IV line 4 times over 2 hours. The amount of blood taken will be about 2 tablespoons (30ml). 

Each of these visits will take 2.5-3 hours, plus your travel time to and from the University.

During the study

Twice during the study (on Day 30 and Day 50), we will ask you about how well you have remembered to eat the baked good every day, your experience of eating them, and whether you have had any side effects. We will also ask about your hunger levels, your physical activity levels, and your joint pain. This will be done through a questionnaire available through WeChat.
Do I need a WeChat account?

Yes, you will need to create a WeChat account when you join the study (if you don’t have one already). This requires you providing your personal details (e.g. name and mobile phone number) in order to register. Your account details (e.g. phone number) will not be publicly available and are not available to any third parties. Only the study team will have access to the data collected via WeChat.

If I need an interpreter, can one be provided?

Our research assistants are proficient in both English and Mandarin. If you are not confident in understanding either language you will not be invited to take part.

What will happen to my blood samples?

Your blood sample will be labelled with your unique ID code. It will not be labelled with any information that could identify you (e.g. name, date of birth). It will be analysed in a lab at AUT and then stored for 3 years in a secure lab at AUT that is accessible only by authorised personnel. Prof Jun Lu will be responsible for the secure storage of your blood samples. After 3 years, they will be destroyed. 

Do I have to give blood samples to take part?

Yes, you will be required to give a blood sample in order to take part in this study. The cultural issues associated with storing your blood sample should be discussed with your family/whānau as appropriate. At the time of collecting your blood sample, you will be offered the opportunity to perform a karakia (prayer) if you wish.

What if I change my mind?

If you withdraw your consent, your study participation will end, and the study team will stop collecting information from you. Information and blood samples collected up until your withdrawal from the study will continue to be used and included in the study. This is to protect the quality of the study.

What are the possible benefits and risks of this study?

You may experience an improvement in your joint pain as a result of taking the mussel-fucoidan supplement. If you are allocated to the control group, we will provide you with a 16-week supply of the mussel-fucoidan supplement following the end of the study.

There is a chance that we may detect an abnormality in your blood sample that may indicate an underlying medical condition. If this happens, we will pass the information on to your GP. We will advise you to follow up with your GP for further testing as required. 

What are the risks involved in taking part?

Collecting blood samples carries a small risk of infection or bleeding. You will be advised not to lift anything heavy with your tested arm for the rest of the day. You may experience unwanted side-effects, such as feeling unwell from taking the mussel-fucoidan supplement.
If you do experience any side-effects, we ask you to contact the study lead investigator Dr Rinki Murphy [09 923 6313] and to follow up with your GP. 
This study involves a time commitment on your behalf to attend one screening visit, two assessment visits and to take part in the 100-day intervention. You will receive a $100 MTA voucher as reimbursement for your time and travel costs.
What if something goes wrong? 
As this is a commercially sponsored clinical trial, you will not be covered by the accident compensation scheme under the Accident Compensation Act 2001 if you were injured in this study.  
By signing the below, you agree to release and waive any claim that you may have against AUT and Beyond Capital LP and their employees, representatives, contractors and agents for any and all injuries to person or property that may be suffered by you as a result of taking part in this study, and you agree that neither AUT nor Beyond Capital LP or their employees, representatives, contractors and agents will be liable to you or your representatives in contract, in tort (including negligence), in equity or otherwise for any direct or indirect loss or damages suffered by you as a result of any personal injury. In any case, where any liability has not been effectively limited or excluded by the above, you agree that the maximum amount of liability of AUT and/or Beyond Capital LP (and their agents, employees and representatives) to you or your representatives shall be capped at $100.00. 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?

Do I have to take part?

You do not have to take part in this study if you don’t want to. If you decide not to be in this study, you don’t have to give any reason for the study team. Whether or not you choose to participate will not affect your medical treatment. You are free to withdraw from the study at any time and you will not be disadvantaged if you do so. 

What if new information becomes available?
You will be told of any new information about helpful or harmful effects related to the study that may become available during the study and may impact your health.

What will happen to my information?

The study team (named on page 7) will record information about you and your study participation. This includes the results of any study assessments. If needed, information from your hospital records and your GP may also be collected. You cannot take part in this study if you do not consent to the collection of this information.

Identifiable Information

Identifiable information is any data that could identify you (e.g. your name, date of birth, or address).  The following groups may have access to your identifiable information:
· The study team at AUT (to complete study assessments)

· The sponsor and its representatives, if you make a compensation claim for study-related injury. Identifiable information is required in order to assess your claim. 

· The sponsor, ethics committees, or government agencies from New Zealand or overseas, if the study or site is audited. Audits are done to make sure that participants are protected, the study is run properly, and the data collected is correct.

· Your usual doctor, if a study test gives an unexpected result that could be important for your health. This allows appropriate follow-up to be arranged. 

De-identified (Coded) Information

To make sure your personal information is kept confidential, information that identifies you will not be included in any report generated by Prof Lu or any study information sent to the sponsor. Instead, you will be identified by a code. Prof Lu will keep a list linking your code with your name, so that you can be identified by your coded data if needed. This list will be password protected and only shared with members of the study team who require it to fulfil their study role.
The following groups may have access to your coded information [which may be sent and stored overseas]:

· The sponsor (Beyond Capital Ltd) for the purposes of this study. 

· People and companies working with or for the sponsor, for the purposes of this study (this may include 20 people and companies).  

· Regulatory or other governmental agencies worldwide.

The results of the study may be published or presented, but not in a form that would reasonably be expected to identify you.

Security and Storage of Your Information.

Your identifiable information is held at Prof Jun Lu’s office, in a secure office at AUT during the study. After the study, it is transferred to a secure archiving site and stored for at least 10 years, then destroyed. Your coded information will be entered into electronic case report forms and sent through a secure server to the sponsor. Coded study information will be kept by the sponsor in secure, cloud-based storage indefinitely. All storage will comply with local and/or international data security guidelines. 
Rights to Access Your Information.

You have the right to request access to your information held by the study team. You also have the right to request that any information you disagree with is corrected.  

Please ask if you would like to access the results of your screening and safety tests during the study.  
If you have any questions about the collection and use of information about you, please ask Prof Jun Lu. 

Rights to Withdraw Your Information.

You may withdraw your consent for the collection and use of your information at any time, by informing Prof Jun Lu.  

If you withdraw your consent, your study participation will end and the study team will stop collecting information from you. 

Information collected up until your withdrawal from the study will continue to be used and included in the study. This is to protect the quality of the study.

Ownership Rights.
Information from this study may lead to discoveries and inventions or the development of a commercial product. The rights to these will belong to AUT. You and your family will not receive any financial benefits or compensation, nor have any rights in any developments, inventions, or other discoveries that might come from this information. 
What happens after the study or if I change my mind?

Will I have access to the supplements after the study?

If you are allocated to the group receiving the control (sachet with no active substances), we will offer you a 16-week trial of the mussel-fucoidan supplement after you complete the study, free of charge. If you are allocated to the group receiving the mussel-fucoidan supplement, you will not be able to continue using the supplements after you have finished the study.
Where will the findings be published?

Once the study has been completed, we will write up the results in a final report. We plan to publish this report in a scientific journal, as well as present the results at a scientific conference. 

Can I find out the results of the study?

We will provide you with a copy of the final report and a one-page summary once the findings have been published, within one year of the study finishing. 

Who is involved in this research?
The members of the study team include Professor Jun Lu, Associate Professor Rinki Murphy, Dr Nada Signal, Dr Daniel O’Brien, Dr Yannan Jiang and Dr. Kelvin Wang. We are affiliated with either the Auckland University of Technology or University of Auckland.

The contact person for this study is Dr Kelvin Wang. He can be contacted by email at kelvin.wang@aut.ac.nz or call 022-1286050.
Who is funding the research?

The study is being sponsored by Beyond Capital Limited Partnership. The study has been registered with the Australian New Zealand Clinical Trials Registry (XXX). The study has been approved by the Health and Disability Ethics Committee (HDEC) of New Zealand (approval number XXX).

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: 


Professor Jun Lu, Auckland University of Technology

021-2644215

jun.lu@aut.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
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

Consent Form
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Please tick to indicate your 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 enough time to consider whether to participate in this study.
	Yes (
	No (

	I have had the opportunity to use a legal representative, whānau/ 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 this affecting my medical care.
	Yes (
	No (

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

	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 used.
	Yes (
	No (

	I understand that I must have a registered account on WeChat which requires me to provide my name and email address.
	Yes (
	No (

	I consent to my GP or current healthcare provider being informed about my participation in the study and of any significant abnormal results obtained during the study.
	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 who to contact if I have any questions about the study in general.
	Yes (
	No (

	I understand my responsibilities as a study participant.
	Yes (
	No (

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


Declaration by participant:

I hereby consent to take part in this study.

	Participant’s name:

	Signature:
	Date:


Declaration by a member of the study 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:


If you need an interpreter, please tell us.


如果您需要翻译，请告知我们。
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