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	Participant Information Sheet

Optimising long-term Brain Health: The Brain Warrant of Fitness (Brain-WOF) 
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	Funder: Abbott Laboratories USA and the Accident Compensation Corporation
	


Lead Researchers: Professor Patria Hume and Professor Alice Theadom
Study Sites: AUT Millennium, AUT Campuses in Auckland and community clinical facilities.
Contact Phone number: Brain Health Hub office phone: 021 968 731. 
Ethics Committee ref: 24461 approved on 05/05/2026
You are invited to take part in a study that is looking to identify the factors linked to early cognitive decline following exposure to repeated head impacts and concussion.  

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.

This document is 10 pages long, including the Consent Form. Please ensure you have read and understood all the pages.

	Voluntary Participation and Withdrawal From This Study


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 with no disadvantage to you. 
What is the purpose of the study?

This study aims to find out which factors are linked to cognitive difficulties following exposure to repetitive head impacts. To find this out we need to study people who have been exposed to different levels of repeated head impacts. This means we need to study people who have been exposed to situations where repeated impacts are likely e.g. sport, domestic violence and serving in the military, who may feel they have been affected by repeated head impacts as well as those who do not feel they have had effect.
	How is the study designed?


We will be recruiting about 700 sport/military/violence participants over the course of the study. We will study both current and retired athletes from sports with a high risk of head impacts and concussion (e.g., rugby union, league, football, equestrian, cycling, netball and basketball) and sports with a lower risk of head impacts (e.g., swimming, tennis, cricket, hockey) to see if there are any differences. We will also be recruiting people who have served in the military or have experienced domestic violence who are also at risk of repeated head impacts. We will look to see if there are any differences between those who have experienced high and low levels of head impacts to identify which factors play the biggest role on long-term cognitive functioning.
	Who can take part in the study?


We will be recruiting people with both high and low levels of exposure to head impacts. We are looking for:

1) 
Sports players, and people who have experienced domestic violence or served in the military. 

2) 
Aged between 25 and 70 years. 
3) 
Currently resident in NZ.

We will not be able to include people who: 
1) 
Have a severe (life threatening) or unstable medical condition (e.g., cancer, psychiatric disorder, cancer, severe coagulopathy, terminal illness, end-stage organ failure, or renal failure.

2) 
Are unable to provide consent due to cognitive impairment or language barriers.

3)
Have been diagnosed with a cognitive condition such as learning disability, dementia or Alzheimer’s disease.  

4)
Individuals with a history of acute neurological events or structural brain abnormalities including, but not limited to, severe TBI, seizure, epilepsy, stroke, or brain tumor, Parkinson’s disease, Huntington’s disease, and motor neuron disease.

5) Unable to hold and use a pen or pencil to complete the cognitive tests.
You will not be required to change your lifestyle or take any treatment as part of this study. 

What will my participation in the study involve?

You will be asked to attend an in-person appointment with a researcher. Please bring any glasses/contact lenses or hearing assistance devices (such as a hearing aid with you). Wearing loose comfortable clothing (e.g., t-shirt and leggings/track pants) will make it easier for the team to collect blood and complete the balance test.

We will collect information about you, your head impact exposure, medical history, activity levels, alcohol use, smoking and mood via a questionnaire. We will then do some clinical tests to assess how you think and remember things, and assess your blood pressure, oxygen levels, temperature, hearing, vision, balance and body composition. 
A blood test will be taken to determine the level of brain proteins (e.g., Interleukin-6 and Neurofilament Light Chain) which are usually based in the brain but fall out into the blood after head impact. The blood test will also measure cholesterol, vitamin and hormone levels. Our researchers have completed specific training and have undertaken a period of supervision before being allowed to take blood. 
All data will be collected with a unique identifier, assigned to you when you enter the study. We use your participant identification number and not your name to protect your privacy.
Completion of the questionnaires, clinical tests including the body scan and the blood test will take approximately two hours. There will be opportunities to take breaks in between or to reschedule to another day if you get tired. 
The infographic gives an overview of each of the assessment types. 
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A table of the tests and assessments that will be undertaken is provided below. 

	Brain Health Factors
	Methods and measures

	Head impact history and concussions
	We will ask you questions about your exposure to repeated head impacts, the number of concussions you have experienced, and recovery times from concussion.

	Medical history
	We will ask you questions related to your medical history and current medical conditions.

	Demographic and lifestyle 
	We will ask you questions related to past and current physical activity, sleep, habits, nutrition, mood, mental health and social activities.

	Assessment of brain function and memory
	We will assess how your brain is working by using listening, speaking and writing tasks.  You will then complete a computer test called the CNS-vital signs test. 

	
	

	Height and weight
	We will measure your height and weight without shoes.

	Blood pressure and oxygen levels
	Blood pressure will be measured using a blood pressure monitor. We will measure how much oxygen is in your blood using a pulse oximeter, a small clip like device that fits over your finger.

	Hearing
	We will measure your hearing using an audiometer. You will be asked to press a button when you hear a sound. Both ears will be tested. We will also ask you questions about current use of hearing aid or other devices.

	Vision
	We will ask if you wear contact lenses or glasses. We will ask you to do a visual eye test where you read letters on a wall in front of you using one eye at a time whilst wearing glasses/contact lenses if you need them.

	Balance
	You will be asked to walk on a 3-m straight line heel-to-toe while counting backwards in threes. An iPhone balance sensor will be strapped to your back.

	Blood
	Blood collection will occur in a space specifically designed for blood taking. A blood sample is taken by cleaning the skin, inserting a small sterile needle into a vein in your arm, and collecting blood into a tube; the needle is then removed and a bandage is applied.

	Body composition and bone density scan
	A DXA body scan is performed to measure your body composition and bone density. You will lay still on a padded table for 6 minutes then 2 minutes while a low-dose X-ray scanner passes slowly over your body. The scan is painless and the X-ray dose is very small (much smaller than a teeth X-ray).


	What will happen to my blood sample?


We will ask you to provide a small blood sample. This will be the same process as if you have had a routine blood test taken before. For comparison, the amount of blood collected will be less than during a typical blood donation. 
After the blood is taken it will be spun in a centrifuge to separate out the plasma. The blood plasma is stored in a -80 freezer before being analysed using an Immunoassay Analyzer (a machine that can measure different proteins in the blood). 
We can measure some brain proteins here in NZ (e.g., UCH-L1 and GFAP). However, there are a few brain proteins that we cannot measure in NZ (e.g., NfL). You will be given the option to decide on whether you would like your blood plasma to be sent securely to the Abbott Laboratories in the USA for analysis of these specific proteins or not.  If you prefer for your samples to remain in New Zealand that is ok, you do not have to agree to your blood plasma samples going overseas.
If you agree to the use of your blood plasma for future research related to brain injury and longer-term brain health by our research team on the consent form, we will keep some of your blood plasma secure in a freezer labelled with your participant number. 
Please let the researcher know before we take any blood if you wish your samples to be disposed of with Karakia or if you wish them to be returned to you. We cannot post these samples by mail so you will need to return to the site where you donated the blood (study visit location) to collect them or to AUTM (AUT Millennium, 17 Antares Place, Auckland) if they have been sent there for storage. 

You may hold beliefs about a sacred and shared value of all or any blood samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/ whānau as appropriate. There are a range of views held by Māori around these issues. Some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. It is your choice if you would like us to use your blood sample in future research or if you would like it to be sent overseas or not.
What are the possible risks of this study?

Although routine blood collection is generally safe, you may experience some discomfort when having your blood taken. Your arm may be sore for a few hours afterwards. There is a minor risk of bruising or haematoma, which is when blood pools under the skin causing a dark bump to form. These are not likely to seriously affect you, but they may be distressing. If you have concerns about anything involving the collection of blood you are welcome to contact the study team about your concerns. 
You may find answering some questions upsetting. You do not have to answer any questions or complete any of the study tests that you do not wish to.
You will receive a copy of your test results. If there are any test results of concern, we will also share a copy of your test results with your nominated GP/Family physician so that they can be reviewed within the context of your medical history.

 If we identify that you have high levels of depression or anxiety or cognitive functioning difficulties, the researcher will discuss this with you and inform your GP or health care practitioner if you would like us to. We will also provide information on available community support services that you may find useful. We may also be able to refer you to the University of Auckland Dementia Prevention Clinic for further support if you meet their service criteria. 
If you disclose information during the assessment that indicates that you or someone else is at immediate risk of harm, our researcher will need to contact the emergency services or the CRISIS team. Our researchers will let you know at the time if they need to do this. 

	What are the possible benefits of this study?


The comprehensive Brain-WOF assessment will give you an overview of your health and wellbeing. When we send you a copy of your test results, we will indicate if there are any test results that are outside of the normal range that we feel you may need to seek medical advice for (e.g., high cholesterol). You can take your results summary with you to a medical appointment and a copy will be sent to your nominated General Practitioner/family doctor. 

Following completion of the study, by identifying the factors most strongly linked to longer term brain health we may be able to identify people at risk early and provide the opportunity for them to access early intervention to prevent or slow cognitive decline. 
Will any costs be reimbursed?

We will provide you with a gift of a $50 food/fuel voucher to recognize your time and contribution to the study. As this is a small gift it should not have any tax implications for you.
If you do not have access to a vehicle or are unable to drive to your assessment, we may be able to assist you in arranging transport. Please let the research team know when booking your appointment. 

What if something goes wrong?

If you were injured in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. 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 will happen to my information?

During this study the researchers, will record information about you and your health and wellbeing. This includes the results of the questionnaires, clinical and cognitive tests and the blood test. 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).  Only the researchers will have access to your identifiable information. 
The following groups may also have access to your identifiable information 
· Your usual health care practitioner (e.g., GP, family doctor) will be notified of your participation in this study with your consent.

· Your usual doctor (GP or specialist) will be notified if a test gives an unexpected result that could be important for your health or well-being. This allows appropriate follow-up care to be arranged. 

· Laboratory staff will have access to your blood sample to process the blood.
· 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.

· Rarely, it may be necessary for the lead investigator to share your information with other people – for example, if there is a serious threat to public health or safety, or to the life or health of you or another person OR if the information is required in certain legal situations. 
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 the researcher or any study information sent to the sponsor. Instead, you will be identified by a code. The research team will keep a list linking your code with your name, so that you can be identified by your coded data if needed. The results of the study may be published or presented, but not in a form that would reasonably be expected to identify you.
Future Research Using Your Information

· If you agree, your coded information may be used for future research related to concussion and longer-term brain health conducted by this research team. If you agree, you will be contacted by us to see if you would like to take part in future studies e.g. to repeat the same tests to see how you are doing over time. You do not have to agree to take part in any further studies if you do not wish to. 
· Our research team work with other research teams internationally on brain health projects. If you agree, your coded information may also be used for other medical and/or scientific research on brain injury that is unrelated to the current study. This future research may be conducted overseas. If you agree to the sharing of your information, your information will be added to information from other studies, to form much larger sets of data. In this instance you will not get reports or other information about any / some research that is done using your information. If you agree to your data being shared with other international teams, you will not be told when future research is undertaken using your information. You do not have to agree to this.
· Your information may be used indefinitely for future research unless you withdraw your consent. However, it may be extremely difficult or impossible to access your information, or withdraw consent for its use, once your information has been shared for future research. We will ask you whether you agree to future use of your data or not in the consent form.
Security and Storage of Your Information

Your identifiable information will be held on secure servers hosted by AUT with access restricted to the study team. If you agree to your information being shared, your de-identified information will be 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. 

Risks
Although efforts will be made to protect your privacy, absolute confidentiality of your information cannot be guaranteed. Even with coded and de-identified information, there is no guarantee that you cannot be identified.  The risk of people accessing and misusing your information (e.g. making it harder for you to get or keep a job or health insurance) is currently very small but may increase in the future as people find new ways of tracing information.

If you agree to your coded information being sent overseas, other countries may have lower levels of data protection than New Zealand. There may be no New Zealand representation on overseas organisations which make decisions about the use of your information.  There is a risk that overseas researchers may work with information in a way that is not culturally appropriate for New Zealanders.
Rights to Access Your Information

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

You will be given a summary of your study test results. 
If you have any questions about the collection and use of information about you, you should ask a member of the research team. 
Māori Data Sovereignty
Māori data sovereignty is about protecting information or knowledge that is about (or comes from) Māori people. We recognise the taonga of the data collected for this study. To help protect this taonga:

· We have consulted with Dr Doug King, Dr Sam Guy and Dr Trevor Clark about the collection, ownership, and use of study data.

· We will allow Māori organisations to access de-identified study data, for uses that may benefit Māori if you agree.
What happens after the study or if I change my mind?

Rights to Withdraw Your Information

You may withdraw your consent for the collection and use of your information at any time, by informing a member of the research team.  

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 until your withdrawal from the study will continue to be used and included in the study unless you specifically ask for your data to be removed. This is to protect the quality of the study.
	Can i find out the results of the study?


You will be given a summary of your results. You will also be sent a summary of the overall results following completion of the study if you agree to receive these on the consent form. The study overall study results will be available in 2027. 
	Who is funding the study?


This research has been funded by Abbott Laboratories (USA), a medical device and research company and the Accident Compensation Corporation (ACC). The research is being conducted and analysed by researchers at Auckland University of Technology (AUT). Abbott and ACC will not have access to your identifiable information. We will only share summary (de-identified) findings with them. 
	Who Has Approved the study?


This study has been approved by an independent group of people called the Health and Disability Ethics Committee (HDEC), who check that studies meet established ethical standards. The Central Health and Disability Ethics Committee has approved this study.

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 Patria Hume 

Phone: 021 805 591

Email: Patria.hume@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@advocacy.org.nz
Website: 
https://www.advocacy.org.nz/
For independent Māori cultural support please contact Whakarongorau Aotearoa, who offer free health and mental health advice, support and information 
Phone:             09 354 7774
Email.                communications@whakarongorau.nz
You can also contact the health and disability ethics committee (HDEC) that approved this study on:

Email:

hdecs@health.govt.nz
Phone:

0800 400 569 (Ministry of Health general enquiries)
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Please tick to indicate you consent to the following 
	I have read the Participant Information Sheet or have had it read to me in a language I understand, and I understand what it says.
	
	

	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 being disadvantaged in any way.
	
	

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

	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.
	
	

	I agree to an approved auditor appointed by the New Zealand Health and Disability Ethics 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 understand the compensation provisions in case of injury during the study.
	
	

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

	I understand my responsibilities as a study participant.
	
	

	I wish to receive a summary of the overall results from the study on completion.
	Yes (
	No (

	I agree to be contacted by this research team about future studies on concussion/head impacts and longer-term brain health
	Yes (
	No (


Optional use of data

	I agree for this research team to use and store my deidentified blood sample for future research into head impacts and long-term brain health
	  Yes (
	     No (

	I agree for my deidentified data and blood results being shared with other international research groups for research into brain health.  
	  Yes (
	     No (

	I agree to Abbott diagnostics (USA) having access to my deidentified data
	  Yes (
	     No (

	I agree for my deidentified blood sample to be sent to Abbott Laboratories in the USA for analysis of additional blood biomarkers linked to long-term brain health
	  Yes (
	     No (

	I wish to pick up my blood sample after analysis  
	  Yes (
	     No (

	I wish for my blood to be destroyed with a karakia
	  Yes (
	     No (


My GP contact details are as follows:

___________________________________________________________________________________

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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