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CogStep Phase 2.0: A 12-week Combined Home-Based Exercise and Psycho-Education Program for Individuals with Cognitive Difficulties
PARTICIPANT INFORMATION STATEMENT

(1) What is this study about?
You are invited to take part in a research study that is investigating the effect of a 12-week home-based exercise and education program on dementia risk factors, wellbeing (mood, sleep and general health), cognition (i.e. memory and other thinking skills) metabolism and brain function in older adults with cognitive difficulties. You have been invited to participate in this study because you are aged over 60 years and report cognitive difficulties. This Participant Information Statement tells you about the research study. Knowing what is involved will help you decide if you want to take part in the research. Please read this sheet carefully and ask questions about anything that you don’t understand or want to know more about. 
Participation in this research study is voluntary. 
By giving your consent to take part in this study you are telling us that you:

· Understand what you have read.
· Agree to take part in the research study as outlined below.
· Agree to the use of your personal information as described.
You will be given a copy of this Participant Information Statement to keep.

(2) Who is running the study?
The study is being carried out by the following researchers:

· Dr Shantel Duffy, Postdoctoral Research Fellow, Central Clinical School, Faculty of Medicine;

· Prof Sharon Naismith, Leonard P Ullman Chair in Psychology, School of Psychology, Faculty of Science;

· Prof Yun-Hee Jeon, Professor of Chronic Disease and Ageing, Sydney Nursing School;
· Prof Lindy Clemson, Professor in Ageing and Occupational Therapy, Faculty of Health Sciences;
· Dr Kathryn Broadhouse, Postdoctoral Research Fellow, University of the Sunshine Coast. 
This study is being funded by the KickStart Grant awarded to Dr Kathryn Broadhouse by the Balnaves Foundation and Sydney Medical School partnership. Bloods analysis to identify inflammatory markers will be funded by the Leslie-Rich Scholarship for Research into Dementia awarded to Miss Isabella Leung by the Sir Zelman Cowen Universities Fund.
(3) What will the study involve for me?
This study will be conducted over a period of approximately 4-months, including:

· Consent, Initial Screening and Randomisation;

· Assessments at different time intervals; and,
· Intervention period.
Consent, Initial Screening and Randomisation:

1. You will need to fill out and sign the attached consent form and return it to researchers at the Brain and Mind Centre. 

2. Upon your consent, we will need to assess your eligibility for this study. To do so, we will perform a telephone interview with you, which will take approximately 30 minutes to complete. This forms our screening process that includes the assessment of your cognitive ability and some other questions based on our eligibility criteria.
3. Once we have confirmed that you are eligible and consent to participate, we will book you in for an initial baseline assessment.
4. At the baseline assessment you will be required to provide us with informed consent to ensure you are aware of all components involved in the study. 
5. Once obtaining written consent, we will "randomise” you into one of two groups. This is like tossing a coin. You will have a 1-in-2 chance of being allocated to one of the following groups: (A) Exercise and Psychoeducation Intervention, or (B) Waitlist Control Condition.

How many assessments will you need to undertake and when do they occur?

You will need to attend the Brain and Mind Centre on two occasions (or three, if you are in the exercise intervention group). There will be two semi- structured assessments (Baseline assessment at week 1 and post intervention follow-up assessment at week 13) that will enable us to determine if our program is effective (described in detail in the table overleaf). All participants will also be asked to engage in an MRI (Magnetic Resonance Imaging) brain scan in the 2 weeks either prior to or following the baseline and follow-up assessments. If you are randomised to the intervention group of the study, we will ask you to attend a clinical review in week 6 of the intervention to monitor your progression through the exercise program, adjust the exercise prescription accordingly, and address any concerns or questions that you may have about the exercise prescription or other parts of the study. We will also ask you to complete a series of questionnaires on two occasions (at baseline and post intervention follow up assessments) about your mood and wellbeing, as well as your sleep, diet, physical and mental health. 

The following table provides an overview of the duration and timeline for study assessments:

	Timeline


	Nature of assessments
	Measures
	Duration

	Baseline

(Week 1)
and

Follow-up

(Week 13)

Assessments
	- Brief Medical and Neuropsychological Assessment
	- Brief medical e.g. height/weight, mood, and memory and thinking skills
	50 minutes

	
	- Brief Physical Assessment
	- Muscle strength and fitness
	25-minutes

	
	- Blood Test
	- Blood vessel and metabolic health 
	15-minutes

	
	- Cardiovascular Tests
	- Medical measures of the ‘stiffness’ of your arteries and central aortic pressure
	15-minutes

	
	- Sleep & Activity levels
	- Sleep tracker and daily activity watch (actigraphy) and sleep diary
	7-days continuous

	
	- Questionnaires
	- Health, Physical Activity, Mood, Sleep, and Wellbeing
	30-minutes

	
	- Magnetic Resonance Imaging (MRI)
	- Provides images of structural and functional changes within the brain
	30-minutes


The study will take approximately 4-months including the semi-structured assessments (baseline and post intervention follow-up), clinical review and intervention. If you were randomised to the waitlist control condition, after all assessments are complete, you will be offered a home-based psycho-education and exercise program. 

Intervention:
Exercise Intervention: If you are randomised to this group you will commence the exercise intervention immediately. The intervention will comprise an individually tailored 12-week home-based exercise program designed to improve your muscle strength and fitness. The strength exercises we prescribe will comprise bodyweight exercises including things such as sit-to-stand exercises, squats or wall push-ups and may also include exercises that use bands or small weights depending on your strength and level of ability. We will also include exercises designed to improve your fitness, which may include regular walking, swimming or cycling. However, all exercises will be prescribed according to your physical capability, and will take into account any of your current physical concerns or present limitations. Importantly, we will review your exercise program after 6-weeks to ensure that the intensity and duration are optimal, at which point you will be able to provide feedback about the exercise program and discuss any difficulties or preferences you have around completing it. 
At your first visit to the Brain and Mind Centre, immediately following your Baseline assessment, an Exercise Physiologist will take you through your exercise program. We will also discuss safety considerations and provide you with three video CDs to supplement your home-based program: each containing a series of videos that comprise the weekly psycho-education program. 
Our research team will contact you via phone at weeks 2, 4 and 9 of the intervention to address any issues that arise or answer any questions you may have along the way. Other than these scheduled telephone check-ins, you may also contact Dr Duffy (Accredited Exercise Physiologist) on 02 8627 1807 or email her at shantel.duffy@sydney.edu.au or Miss Bonnie Tran (Research Assistant and PhD Candidate) on 02 8627 7125 or email her at bonnie.tran@sydney.edu.au. In addition, we will ask you to return to the Brain and Mind Centre after 6-weeks for a clinical review of your exercise program with an Exercise Physiologist. 
The following table provides an overview of the duration and timeline for this review and the monitoring calls:

	Timeline


	Nature of assessments
	Measures
	Duration

	Monitoring Call Week 2
	-Check-in call 
	-A telephone discussion to ensure the exercise program has commenced and troubleshoot any difficulties experienced.
	10 minutes

	Monitoring Call Week 4
	-Check-in call 
	-A telephone discussion to ensure the education/exercise program is on track 
	10 minutes

	Clinical review with Exercise Physiologist

Week 6
	-Review of Psychoeducation workbook
	-Review answers to workbook activities and questions, discuss content, etc.
	30-minutes

	
	-Clinical Review of Exercise Program 
	-Discussion regarding adherence to prescribed program. Any difficulties encountered, review of prescription etc.
	30-minutes

	Monitoring Call Week 9
	-Check-in call 
	-A telephone discussion to ensure the education/exercise program is on track.
	10 minutes


Waitlist Control Condition: If you are randomised to this group you will be placed on a ‘waitlist’ and will not participate in the exercise intervention immediately. You will be given some general information about daily exercise requirements. You will also receive mobile phone text messages or a letter in the mail in weeks 2, 4 and 9 to remind you of the general physical activity, but you will not have phone call contact. Once all assessments have been completed (as detailed earlier) and if you are interested, you will be provided with the CogStep home-based psycho-education and individualised exercise program. This will match the program you would have received if you were randomised to the intervention arm of the study, to ensure that everyone who participates in the study has the opportunity to receive the education and exercise prescription.    
(4) Who can take part in the study?

We are interested in the effect of a combined exercise and education program on wellbeing (mood, sleep and general health), cognition (i.e. memory and other thinking skills) and metabolism in older adults with cognitive impairment
This study aims to have 25 individuals participating, who:

· Are over the age of 60 years; 

· Be willing to attend baseline (week 1) and immediate follow-up (~13 weeks) assessments over the duration of the study;

· Be willing to undergo MRI (Magnetic Resonance Imaging) brain scanning;

· If randomized to the intervention arm, 

· Be willing to receive monitoring phone calls and attend a clinical review at 6-weeks post intervention; and, 

· Be willing to view the weekly psycho-education sessions, complete workbook activities and implement your prescribed exercises at home.

You will not be able to participate in this study if you:

· Do not speak fluent English;

· Are already engaging in a high level of physical activity;

· Have Alzheimer’s Disease or another type of dementia
· Have other major neurological problems (e.g. stroke, epilepsy, head injury);

· Have an intellectual disability;

· Have a history of head injury with a loss of consciousness for 30 minutes or more;

· Have a medical condition which is known to affect cognition (e.g cancer, sleep apnoea);

· Have any exercise contraindications e.g. heart failure;
· Have any MRI scan contraindications e.g. pacemaker;
· Have started taking any new medications in the 2 months prior to commencement of the trial;

· Are currently undertaking a cognitive training intervention.
(5) Do I have to be in the study? Can I withdraw from the study once I've started?

Being in this study is completely voluntary and you do not have to take part. Your decision whether to participate will not affect your current or future relationship with the researchers or anyone else at The University of Sydney. 
If you decide to take part in the study and then change your mind later, you are free to withdraw at any time. You can do this by informing research staff and completing the study withdrawal form. 

If you decide to withdraw from the study, we will not collect any more information from you without your permission. Please let us know at the time when you withdraw what you would like us to do with the information we have collected about you up to that point. If you wish your information will be removed from our study records and will not be included in the study results, up to the point that we have analysed and published the results.

(6) Are there any risks or costs associated with being in the study?

The only anticipated costs associated with this study include the time taken to participate in the study and the costs associated with travelling to and from the Brain and Mind Centre. In this regard, a $50 voucher will be provided to you at the immediate Follow-up Assessment (~week 13; described in detail in the table above) to contribute towards travel expenses incurred by you and your carer/family member to attend these appointments at the Brain and Mind Centre. You will receive $50 reimbursement in total. 

Taking part in the study is considered to be of minimal risk. However, some specific risks are worth noting:

1. Neuropsychological testing: This can sometimes causes mild anxiety. However, this usually lessens when testing begins, and the researchers involved are well trained to respond to these situations. 

2. Exercise Intervention: You will receive a 12-week exercise program as a part of this study. The potential risks and adverse side effects of exercise include: injury from the exercise itself or hurting yourself while exercising, exercise may exacerbate an underlying medical condition such as chest pain or cause pain for conditions such as arthritis. However, a likely adverse effect of the exercise intervention is mild muscle pain/stiffness/soreness in the days following an exercise session, however this should subside within 48-hours. The exercise intervention will be prescribed and overseen by an Accredited Exercise Physiologist. All research staff are well-equipped to follow established safety protocols. If you experience any adverse side effects during participation, you or the clinical research staff may decide to discontinue the exercise intervention. If the exercise intervention is discontinued due to adverse side effects or for any other reason, you will be withdrawn from the study. It may be helpful to discuss your participation in this study with your GP to ensure it is suitable for you.

3. MRI Scan: The MRI brain scan is not physically harmful. For some people, lying in the scanner can cause anxiety and feelings of panic. There are procedures in place to help reduce and/or manage these feelings if they occur. You will be able to speak to the operators through an intercom and if needed, you will be removed from the scanner. However, because of this, people who may experience claustrophobiac should not take part in this component. If you have any metal material in your body (e.g., pacemaker, aneurysm clip), you will not be able to take part in this component.
4. Blood Test: You will be asked to provide a blood sample, which may cause mild anxiety. The sample will be taken by staff that are trained to deal with these issues and can provide support and/or discontinue blood collection if appropriate. This test is an optional component of the study and therefore you may opt out if you are not comfortable with this assessment. 
5. Cardiovascular Tests: You will be asked to undergo two cardiovascular tests as a part of this study. The first is to assess the stiffness of your arteries and involves placing a blood pressure cuff around your upper thigh and a probe on your neck while you are lying down. The probe is not invasive and sits on top of the skin. The second assesses central aortic blood pressure and will be measured by placing a traditional blood pressure cuff around your upper arm while you are lying down. While there are no risks associated with these tests, we will ask you to refrain from eating, drinking caffeinated beverages or smoking for the 2-hours prior to your assessment. Some people may find this uncomfortable, however biscuits, tea and coffee will be provided immediately after the assessment. This test is an optional component of the study and therefore you may opt out if you are not comfortable with this assessment. 
(7) What happens if I suffer injury or complications as a result of the study?
If you suffer any injuries or complications as a result of this study, you should contact the Chief Investigator (Dr Shantel Duffy) and/or research staff as soon as possible, who will assist you in arranging appropriate medical treatment.

You may have a right to take legal action to obtain compensation for any injuries or complications resulting from the study.  Compensation may be available if your injury or complication is caused by the procedures, or by the negligence of any of the parties involved in the study. If you receive compensation that includes an amount for medical expenses, you will be required to pay for your medical treatment from those compensation monies. 

If you are not eligible for compensation for your injury or complication under the law, but are eligible for Medicare, then you can receive any medical treatment required for your injury or complication free of charge as a public patient in any Australian public hospital.
(8) Are there any benefits associated with being in the study?

We cannot guarantee that you will receive any direct benefits from being in the study. This study aims to determine whether the CogStep Phase 2.0 program is a useful intervention to improve dementia risk factors, wellbeing (mood, sleep and general health), cognition (i.e. memory and other thinking skills) and metabolism in older people with cognitive difficulties. From your point of view and depending on whether the program works, you may notice some improvements in your health and wellbeing. Moreover, some people find the interaction with clinicians very rewarding. 
(9) What will happen to information about me that is collected during the study?

As a part of this study we will collect medical, neuropsychological, mood, blood, sleep and MRI scan data from you. We will record relevant details about your medical history, test various cognitive functions including memory and other thinking skills, and record your physical activity and sleep habits. We will also collect information on brain structures. If any abnormal results are noted, a report will be sent (with your consent) to an appropriate clinician, e.g. your general practitioner. 

Any information obtained in connection with this research project that can identify you will be kept strictly confidential and will only be disclosed with your permission, except as required by law. All the information you give us will be kept in a secure location in a locked filing cabinet, which only selected researchers involved will have access to. In any publication, information will be provided in such a way that you cannot be identified. Any identifying information will be destroyed after 7-years of acquiring it. Research data will be kept for 20-years in accordance with Good Clinical Practice Guidelines. 

By providing your consent, you are agreeing to us collecting personal information about you for the purposes of this research study. Your information will only be used for the purposes outlined in this Participant Information Statement, unless you consent otherwise.

(10) What will happen to my treatment when the study is finished?

The exercise intervention, semi-structured assessment, clinical review and monitoring phone-calls are only scheduled over the 4-month period (including all assessments). At present, we are not able to offer continuation of the program after study completion. However, those individuals who are randomly allocated to the Waitlist Control condition will be offered a home-based psycho-education and individualised exercise program once they have completed all study assessments. 

(11) Can I tell other people about the study?

Yes, you are welcome to tell other people about the study.

(12) What if I would like further information about the study?

When you have read this information, Dr Shantel Duffy will be available to discuss it with you further and answer any questions you may have. If you would like to know more at any stage during the study, please feel free to contact Dr Duffy (Postdoctoral Research Fellow) on 02 8627 1807 or email her at shantel.duffy@sydney.edu.au.
(13) Will I be told the results of the study?

You have a right to receive feedback about the overall results of this study. You can tell us that you wish to receive feedback by ticking the relevant box on the consent form. This feedback will be in the form of a one-page lay summary and/or newsletter. You will receive this feedback after the study is finished.

In general, individualised feedback about your results after the intervention will not be provided. However, if any anything abnormal is noted during assessments, a report detailing our findings will be released to your doctor and they can discuss the findings with you.

(14) What if I have a complaint or any concerns about the study?

Research involving humans in Australia is reviewed by an independent group of people called a Human Research Ethics Committee (HREC). The ethical aspects of this study have been approved by the HREC of the University of Sydney Protocol Number: . As part of this process, we have agreed to carry out the study according to the National Statement on Ethical Conduct in Human Research (2007). This statement has been developed to protect people who agree to take part in research studies.

If you are concerned about the way this study is being conducted or you wish to make a complaint to someone independent from the study, please contact the university using the details outlined below. Please quote the study title and protocol number. 

The Manager, Ethics Administration, University of Sydney:

· Telephone: +61 2 8627 8176

· Email: ro.humanethics@sydney.edu.au
· Fax: +61 2 8627 8177 (Facsimile)

This information sheet is for you to keep
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