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Participant Information Sheet
For Control group participants without Alzheimer’s Disease

Researcher
This study is being conducted by a group of researchers from the National Centre for Epidemiology and Population Health at The Australian National University (ANU), and the medical practice More than Medicine, in Braddon ACT. The study is led by Prof Nicolas Cherbuin (ANU) and Dr Mary Ann Kuhl (More than Medicine).

Project Title
[bookmark: _Hlk136789290]Physical Health in Early and Late Onset Alzheimer’s Disease [PHiELAD]
Outline of the project
Description and Methodology:  
[bookmark: _Hlk177055733]This study will investigate whether physical health and brain differences are associated with age of onset of Alzheimer’s disease (AD). 
Overall, our aim is to discover more about how Alzheimer’s disease develops and determine potential modifiable risk factors of the disease. This will help us better understand what can be done to help prevent or delay the onset and progression of Alzheimer’s disease within the broader community. This study will also investigate how frailty and AD age of onset relate to known risk factors/biomarkers of AD, including cardiovascular health.  
[bookmark: _Hlk177553092]To address these aims, this study will collect relevant data from people living with AD, their support person, and a control group of people without AD. 
[bookmark: _Hlk188532934]As a control group participant, you will be invited to undertake: a short pre-screening interview, a short demographics and background survey (e.g., age, date of birth, sex, education, professional qualifications/roles, native language, ethnicity, marital status, etc.), 3 short cognitive tests (Verbal-Lexical Decision test, Shape-Colour Matching, Arrows test), 3 physical strength assessments (Handgrip Strength test, Knee Extension Strength test and Timed Up and Go test), measures for blood pressure, heart rate, height, weight, BMI, waist circumference, relevant medical history (e.g. cardiovascular issues) and a questionnaire about your mental health and wellbeing (including mood, fatigue, physical activity, wellbeing, sleep quality, smoking status and current living situation) in a single session with a researcher. You will also be asked to undertake a non-fasting routine blood test (for testing of renal function, immune function, liver, diabetes, vitamin B12, and thyroid function), a brain imaging scan (MRI), and a body composition scan (DEXA).
For your information, participants living with AD will also be asked to undertake a similar assessment session and provide relevant medical data, including blood test results, and brain/body scans. Participants supporting a person living with AD will be invited to undertake a short survey about their perceptions of the cognitive abilities, physical activity, and mental health and wellbeing of the primary participant living with AD.

Participants:  Participants will include: 1) 60 patients of More than Medicine (Braddon), who have been diagnosed with either Early or Late Onset Alzheimer’s Disease (30 in each group); 2) their nominated support person (e.g., spouse/relative/caregiver); and, 3) a control group of 60 adults without a diagnosis of AD, matched on age and sex to participants living with AD.
[bookmark: _Hlk177572919]Use of Data and Feedback:   The results of the study may appear in scientific publications and student theses, as well as scientific conference presentations and academic seminars. Information about the study's outcomes will be posted at the study website: www.nceph.anu.edu.au/phielad. The study’s findings may also be shared in media releases to local news and radio as well as distributed in written materials such as a poster and/or flyers at the More than Medicine practice. 
No identifying information will be included in publications, and no identifying information will be made public or shared with anyone outside of the immediate researchers and medical practitioners involved in this study. 

You have the right to access the information collected and stored by the researchers about you. Please contact Professor Nicolas Cherbuin at the ANU (email: nicolas.cherbuin@anu.edu.au, phone: 02 61253858) if you would like to access your information.
Project Funding: This project is funded by The Australian National University and the ANU Dementia Research & Prevention Fund.
Participant Involvement
Voluntary Participation and Withdrawal:  Your decision to participate in this research is entirely voluntary. It is completely up to you whether or not you participate. 
[bookmark: _Hlk177042948][bookmark: _Hlk177043039]Furthermore, if you decide to participate in this study, you may also withdraw from the study at any time without having to give a reason and without any negative consequences. 
If you withdraw from the study prior to the results being submitted for publication and no longer wish for your de-identified information to be used, it will be removed from the database. However, if you withdraw after results from the study have been submitted for publication, your de-identified information will be included in the publication. 


What does participation involve:  
· Undertaking a pre-screening interview to confirm eligibility for the study. The screening will include:
· a dementia screener 
· questions to exclude other major neurological/psychiatric disorders
· assessment of minimum language skills, and visual and auditory acuity

· Once eligibility is confirmed: 
· In the same single session, undertake:
· 3 short cognitive tests
· 3 physical strength assessments 
· a short survey about demographics, relevant medical history, and questionnaire about mental health and wellbeing
· measures for blood pressure, heart rate, height, weight, BMI, waist circumference
· Provide a blood sample at a blood collection service (Capital Pathology) at which approximately 10 mls will be taken for the purposes of routine blood tests. No fasting is required.
· Undertake a brain imaging scan and a body composition scan at a radiology clinic.

You will also be asked whether you provide consent for your de-identified data to be used in related health research. 
Finally, you will also be asked whether you provide consent to be contacted by ANU researchers to hear about participating in follow-ups or other research studies; however, you are not required to participate in such studies and can change your mind about participating at any time without having to give a reason. Any other studies will be subject to separate ethics applications.

Location and duration:  
1) Pre-screening interview and single session will be undertaken at the John Curtin School of Medical Research clinical suites at the ANU or at an MtM clinic room (depending on where space is available) and will be completed by a member of the research team. The pre-screening interview will take 10 minutes immediately prior to the single session as described above. The single session will take approximately one hour.  A researcher will be in touch to organise a day/time that suits you best for this session. The total time for the entire session is approximately 1hr and 10 minutes.
2) Blood test will be undertaken at Capital Pathology within one month of single session and takes approximately 10 -15 minutes to complete. 
3) Brain and body scans will be undertaken at a radiology clinic within one month of the single session and take approximately 20-40 minutes each to complete. 

Remuneration: $50 in the form of a gift card as compensation for time and effort to participate in the study. This compensation will be provided regardless of whether participants complete all the activities or components of the study.
[bookmark: _Hlk177567062]Risks:  Generally, there are minor risks associated with participating in this study. For instance, 
a. [bookmark: _Hlk177043850]Undertaking physical assessments may contribute to a fall. However, trained study staff will be on-hand to assist you minimize this risk. 
b. Undertaking research tasks may also contribute to uncomfortable feelings (e.g., feeling distressed, sad, and/or unsafe). If this occurs, you may wish to discontinue the study and/or also discuss this with a member of the research team (a geriatrician or nurse) or seek support from a support person (e.g., your GP) or a support service or Lifeline (see contact information for support organisations on the last page of this Sheet).
c. [bookmark: _Hlk185515622]There is a minor risk of COVID-19/general infection. Participants and members of the research team in contact with participants will engage in daily symptom monitoring (when attending) to minimise this risk.
d. There are minor risks of bruising, redness, swelling and bleeding with a blood collection. Blood will be collected only by qualified and experienced persons to minimise this risk.
e. Undertaking brain imaging scan and body composition scan may be distressing as they require lying in confined spaces and be exposed to a noisy, unusual environment. This will be minimised by providing information about the process to the participants and by the care protocols implemented by the radiology provider.        
Benefits:  Although the results of this study are unlikely to directly benefit participants, ultimately our study in combination with future research on adjoining topics, aims to impact clinical medicine in the broader community and contribute to further research regarding Alzheimer’s early intervention and treatment strategies.
Control participants will also receive a copy of their individual blood test results and results of the body composition scan (DEXA).
Exclusion criteria: Participants in the control group must be adults without any signs or symptoms of Alzheimer's disease or other excluded health conditions (e.g., heart or respiratory failure, chronic pain or other neurological conditions  or psychiatric conditions (e.g. stroke, Parkinson's, Down syndrome, epilepsy) and have sufficient English proficiency to participate in all aspects of the study, and have adequate corrected visual and auditory acuity necessary to undertake the assessment tasks. 
[bookmark: _Hlk177054675]During the conduct of the study, the Principal Investigator may at any time withdraw a participant from the study due to scientific reasons. 

Confidentiality: 
[bookmark: _Hlk184805481][bookmark: _Hlk185507312]Who will have access:   Confidentiality will be protected as far as the law allows. Each researcher involved in this study will maintain strict confidentiality regarding all information obtained from individual participants, support persons, geriatrician/nurse practitioners/MtM clinic (e.g., medical records, blood test results), and radiology services.
[bookmark: _Hlk177563220]To maintain confidentiality, participants will be assigned a unique identification number. Only the Principal Investigators and Study Coordinators will have access to the secure database that links participant names to their identification numbers.  Participant contact details will be maintained separately in an encrypted password protected file.
[bookmark: _Hlk177562476][bookmark: _Hlk185507233][bookmark: _Hlk177637801][bookmark: _Hlk185516134][bookmark: _Hlk188528259]Data confidentiality:  Research data collected from medical records, physical measures, questionnaires, and cognitive tests that is entered into an online survey tool (i.e., Qualtrics) and a digital assessment tool (i.e., NIH Toolbox Application) will be labelled with a participant identification number only (i.e., no identifying names or contact details) and be stored securely in a separate research database. Additional information required by NIH Toolbox for scoring cognitive tests (month and year of birth) will be deleted prior to storage in the research database.  Copies of blood results and brain/body scans transferred on an encrypted password-protected USB drive will be de-identified by clinician/researcher prior to storage in the research database. Personal identifiers (i.e., name, date of birth) and contact details will be securely maintained separately from the research database and restricted to the research team.
Attribution:  Any reports or scientific publications arising from the study will not include any identifying information about participants (or their guardians/support persons). The de-identified data may be made available to other scientific researchers including researchers not on the original research team; this includes where funding body rules require raw data to be placed in a public depository; where other scientists wish to check the integrity of published results; or where new research students wish to undertake additional analysis of previously-collected data. In the de-identified data made available to other researchers, and in theses and scientific publications, individual participants will be referred to only by a participant code (e.g. random number-letter string, such as Zky789nS2, or a number, such as "participant 1").
Privacy Notice
In collecting your personal information within this research, the ANU must comply with the Privacy Act 1988.  The ANU Privacy Policy is available at https://policies.anu.edu.au/ppl/document/ANUP 010007. It contains information about how a person can:
· Access or seek correction to their personal information;
· Complain about a breach of an Australian Privacy Principle by ANU, and how ANU will handle the complaint
Data Storage
[bookmark: _Hlk177641560][bookmark: _Hlk185516160][bookmark: _Hlk181969601]Where: All research data collected via Qualtrics (medical and clinical information, physical measures, questionnaires) and via NIH toolbox (cognitive tests), as well as copies of brain/body scans will be stored in de-identified format and will be securely stored on password-protected ANU servers. Personally identifying information will be separately and securely stored in an access-limited, password-protected file on ANU servers. Any physical records such as hard copies of signed consent forms, paper questionnaires and notes will be digitised and stored on secured ANU servers and/or secure MtM computers and only accessible by authorised personnel, and unless the original is part of the clinical record, it will be destroyed. Any temporary files generated to transfer copies of brain/body scans to ANU servers will be deleted upon completion of transfer.
How long:  All data will be stored for at least 5 years after the date of the final publication arising from this research.  De-identified copies of your data may be held indefinitely.
[bookmark: _Hlk185516180]Handling of data following the required storage period:  The de-identified research data will either continue to be stored and maintained on ANU servers, be transferred to a dedicated data archive (e.g. Australian Data Archive), or will be deleted/destroyed. With your consent, de-identified research data may be used in related health research.
Queries and Concerns
Contact details for more information:  
Professor Nicolas Cherbuin 
National Centre for Epidemiology and Population Health
The Australian National University
E-mail: phielad.study@anu.edu.au (preferred method of contact)
Phone: 02 6125 3858

Contact details if in distress: 
Dementia Australia
National Dementia Helpline
Phone: 1800 100 500 
https://www.dementia.org.au/get-support/national-dementia-helpline
Beyond Blue 24/7 Support
Phone: 1300 22 4636
https://www.beyondblue.org.au/get-support

Lifeline Crisis Support 
Phone: 13 11 14
24-hour support service
http://www.lifeline.org.au

SANE Support Services
Phone: 1800 187 263
https://www.sane.org/get-support

Contact details for More than Medicine care team:
Dr Mary Ann Kulh
More than Medicine, Braddon, ACT
Phone: (02) 6162 1639

Other information and resources:
The Brain Foundation
Phone: 1300 886 660
 https://brainfoundation.org.au/
Alzheimer’s Association Australia
https://www.alz.org/au/dementia-alzheimers-australia.asp. 
Dementia Australia – for family, friends and carers
https://www.dementia.org.au/living-dementia/family-friends-and-carers
Carer Gateway
Homepage | Carer Gateway
 
Ethics Committee Clearance
The ethical aspects of this research have been approved by the ANU Human Research Ethics Committee (Protocol 2024/1092)
If you have any concerns or complaints about how this research has been conducted, please contact:
Ethics Manager
The ANU Human Research Ethics Committee
The Australian National University
Telephone: +61 2 6125 3427
Email: Human.Ethics.Officer@anu.edu.au
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