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Participant Information Sheet

HREC No:
HREC/16/QPCH/150 
Project Title: Does the physical hospital environment have an impact on activity levels in patients recovering within an Acute Stroke and Sub-Acute Inpatient Rehabilitation Unit.
Location: ……….Insert site name ……………..

Name of researchers: 

Principal investigators: Mr. Isaac Tonello, Mrs. Ingrid Rosbergen, Dr. Rohan Grimley, 
Associate investigators: Dr. Ross Clark, Dr. Elissa Farrow, Katrina Walker and Sally Horsley
You are invited to take part in this research project because you are participating in rehabilitation at the Acute Stroke or Sub-acute rehabilitation units.  This research project is studying if the physical hospital environment has an impact on physical, social and cognitive activity levels.
This Participant Information contains detailed information about the research project. Its purpose is to explain to you as openly and clearly as possible all the procedures involved in this project before you decide whether or not to take part in it. 

Please read this Participant Information carefully. Feel free to ask questions about any information in this document. You may also wish to discuss the project with a relative or friend or your local doctor. Feel free to take adequate time for this. Your participation in this study is voluntary. You will receive the best possible care whether or not you take part. 

Once you understand what the project is about, and if you agree to take part in it, you will be asked to sign the Consent Form. By signing the Consent Form, you indicate that you understand the information and that you give your consent to participate in the research project, consent to the procedures and assessments described, and consent to use your personal and health information as described. You will be given a copy of this Participant Information and Consent Form to keep as a record.

Purpose and background:

In 2017 the Sunshine Coast University Hospital will open, involving the transition of the Acute Stroke and Sub-acute rehabilitation units. Little is known about what effect the hospital physical environment has on activity levels in patients. This information is very important to know as higher levels of activity have been linked with better functional outcomes in clients recovering in acute stroke and rehabilitation units. 
This study aims to observe activity levels in patients within the Acute Stroke and Sub-acute rehabilitation units during 4 months before and 4 months after the units have transitioned to the newly built Sunshine Coast University Hospital.

The aims of this study are:

1. To study how the physical hospital environment impacts on activity levels in patients who are undertaking rehabilitation. 
2. To study different methods of measuring physical activity within an acute stroke and inpatient rehabilitation unit. 

3.    To determine baseline data for patient activity levels within the Sunshine Coast University Hospitals Acute Stroke and inpatient Rehabilitation Units for future interventions targeting improvements in activity levels.
Procedures:

After you have consented to participate in this study, a member of the research team will:    

1. Retrieve your medical and social history and
2. Perform a couple of physical assessments to determine your current level of functioning.
During your participation we will observe and measure your activity levels while in the Acute Stroke or Sub-acute rehabilitation units in 2 separate ways:

1. we will perform direct observations on a Thursday and Saturday from 8am till 5 pm and

2. we will use small accelerometers mounted (sensors that measure and record movement in any direction) on both your wrists and one ankle.
Your agreement or refusal to participate in the study will not affect the relationship with your therapists or the rehabilitation services you receive.
ACUTE STROKE UNIT PARTICIPANTS 

During your rehabilitation at the acute stroke unit in your first week we will observe you on one Thursday and one Saturday, in 10-minute intervals from 8am to 5pm. We will observe where you are located, what you are doing at that point in time, if you need assistance with your activity and whether other persons are present. If the researcher is unable to clearly view you, the researcher may ask you what activity you are doing. During this same period from Thursday till Saturday 3 small watch sized accelerometers/sensors will be applied, one on each wrist and one on your ankle. These are to be worn during waking hours, one accelerometer will be worn during sleep on the non-effected wrist for participants. These objective, recorded observations and activity will give us information about the amount and type of activities participants are undertaking. 

SUB -ACUTE REHABILITATION UNIT PARTICIPANTS 
During your rehabilitation at the Sub-acute rehabilitation unit we will commence observations between 7 and 14 days after admission, with the weekend day being the first Saturday occurring more than 7 days post-admission and the weekdays being the 2 days either immediately preceding this, or in the situation where this would be less than 7 days post admission, in the week after. We will observe you on one Thursday and one Saturday, in 10-minute intervals from 8am to 5pm. We will observe where you are located, what you are doing at that point in time, if you need assistance with your activity and whether other persons are present. If the researcher is unable to clearly view you, the researcher may ask you what activity you are doing. During the same period from Thursday till Saturday 3 small watch sized accelerometers/sensors will be applied, one on each wrist and one on your ankle. These are to be worn during waking hours, one accelerometer will be worn during sleep on the non-effected wrist for stroke participants and on the wrist of choice for other participants to monitor sleep. These objective, recorded observations and activity will give us information about the amount and type of activities participants are undertaking.
Alternatives to Participation

Your participation in this research is voluntary. If you choose not to provide your consent to participate in this study, then you will receive usual care. 

Possible benefits

There are no foreseen benefits to participating in this study, however your participation will contribute to current knowledge in regards to how hospital design plays a role in changing patient activity levels.
Possible risks

There is no foreseen risk in participating in this study. You are free to withdraw your participation from the project at any time should you wish to, or should you experience any distress.

Confidentiality and Privacy 

The research team will retain sufficient information about you in order to contact you should the need arise. This information is maintained in a secure and confidential manner. Any information that is obtained in this study will remain confidential and will only be disclosed with your permission, except if required by law.

For the purpose of this study you will be identifiable by a trial number. No data collected will be linked or associated with any of your personal details. After the study is finished, any paper records and electronic data will be kept for a minimum of at least 7 years in accordance with the NHMRC guidelines until its confidential destruction. If you give us permission by signing the consent form, we plan to publish the results in international scientific journals. Your identity will not be disclosed in any publication or presentation. Anonymous data collected may be used in future ethically approved related research projects by this research group. The research team will maintain confidentiality of your medical records. An authorized representative of the trial, or the Ethics Committee of the hospital may inspect your medical records that relate to this study. All records assessed will be kept strictly confidential. Consent to participate in the study includes consent to these inspections.

If you experience any problems or have any questions or concerns during the study, you can contact the research staff on the telephone number provided. At your request we can provide a summary of the overall results and conclusions at the completion of the study. You can also be directed to any publications arising from this research.
Withdrawal from the research


Your participation in this research is voluntary. If you wish to withdraw consent, the Principal Investigator Mr. Isaac Tonello, should be contacted. At this time you will sign the revocation of consent form.  Withdrawal from this study will not affect your relationship with your treating team or your access to high quality treatment.

Complaints

If you have any complaints about any aspect of the project, the way it is being conducted or any questions about being a research participant in general, then you may contact the Executive Officer, Research and Ethics on (07) 3139 4500 who will forward their concerns to the Chair, Human Research Ethics Committee.
Organization of Research and Funding

This study is a partnership between researchers within the Sunshine Coast Hospital and Health Service (Caloundra Hospital and Nambour General Hospital) and the School of Sport and Exercise Science, at the University of the Sunshine Coast. Mr. Isaac Tonello, physiotherapist, is leading this research project. You will not be reimbursed for participating in this research project.

Ethics Approval

All research in Australia involving humans is reviewed by an independent group of people called a Human Research Ethics Committee (HREC). This study has been reviewed and approved by The Prince Charles Hospital, Metro North Hospital and Health Service, Human Research Ethics Committee. Should you wish to discuss any aspects of the study with someone not directly involved, you may contact the Executive Officer of The Prince Charles Hospital, Human Research Ethics Committee on 07- 31394500 responsible for reviewing research.
Further Information and Contacts

We would like to thank you for your interest in the research titled: 

Does the physical hospital environment have an impact on patient activity levels within an Acute Stroke and Sub-Acute Inpatient Rehabilitation Unit
Does the physical hospital environment have an impact on activity levels in patients

If you would like more information about the study or if you wish to discuss any other concerns, please feel free to contact Mr. Isaac Tonello Phone 07- 54205056 or email; isaac.tonello@health.qld.gov.au
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Participant Consent Form
	Title
	Does the physical hospital environment have an impact on activity levels in patients recovering within an Acute Stroke and Sub-Acute Inpatient Rehabilitation Unit

	Short Title
	MONACT

	Project Number
	HREC/16/QPCH/150

	Location
	……Insert Site Name…..

	Principle Investigators
	Mr. Isaac Tonello, Mrs. Ingrid Rosbergen, Dr. Rohan Grimley

	Associate Investigators
	Dr. Ross Clark, Dr. Elissa Farrow, Katrina Walker and Sally Horsley


I, ________________________________________ agree to participate in the above named research study and understand that I:
Rehabilitation Participant
· Agree that some general information about me and my personal condition is collected. 

· Agree to be monitored and observed during my stay in the Rehabilitation Unit 
· Agree to be physically assessed
· Agree that anonymous data collected may be used in future ethically approved related research projects by this research group 
· I have been informed as to the nature and extent of any risk to my health or well-being.

· I am aware that, although the project is directed to the expansion of medical knowledge generally, it may not result in any direct benefit to me.

· I have been informed that my refusal to consent to participate in the study will not affect in any way the quality of treatment provided to me.

· I have been informed that I may withdraw from the project at my request at any time and that this decision will not affect in any way the quality of treatment.

· I will be given a copy of the Participant Information and Consent Form to keep.

· I have been advised that the Chief Executive, Sunshine Coast Hospital and Health Service, on recommendation from The Prince Charles Hospital, Metro North Hospital and Health Service Human Research Ethics Committee has given approval for this project to proceed.

· I am aware that I may request further information about the project as it proceeds.

· I understand that, in respect of any information obtained during the course of the project; confidentiality will be maintained to the same extent as for my Hospital medical records. In the event of any results of the project being published, I will not be identified in any way.

· I agree that, if necessary, my medical records (in respect of my involvement in this project) may be inspected by a Research Assessor. This assessor may be external to but approved by the Hospital, provided that the Assessor does not identify me or my hospital's medical records in any way to a third party.

Patient’s name: .....................................

Signature: .............................               



Date:

                                                                                                                                    DD / MMM / YYYY

Name of Investigator: ................................

Signature: .................................     



Date: 

                                                                                                                              
DD / MMM / YYYY
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Revocation of Consent Form – Participant
	Title
	Does the physical hospital environment have an impact on activity levels in patients recovering within an Acute Stroke and Sub-Acute Inpatient Rehabilitation Unit

	Short Title
	MONACT

	Project Number
	HREC/16/QPCH/150

	Location
	…..Insert Site Name…..

	Principle Investigators
	Mr. Isaac Tonello, Mrs. Ingrid Rosbergen, Dr. Rohan Grimley

	Associate Investigators
	Dr. Ross Clark, Dr. Elissa Farrow, Katrina Walker and Sally Horsley


· I hereby wish to WITHDRAW my consent to participate in the research project described above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with Nambour General Hospital, Caloundra Hospital, Sunshine Coast University Hospital, University of the Sunshine Coast or the University of Queensland.
Participant’s name (please print):  

.........................................................................................
(Signature) ......................................................................
       Date: 
                                                                                                              
     DD / MM / YYYY
This Revocation of Consent should be forwarded to:
Mr. Isaac Tonello (Physiotherapist) 
Allied Health Department

Caloundra Hospital

Caloundra, Qld

4551
P.I & C Form. Version 2.0         
MASTER  MONACT Participant Information and Consent Form – Rehabilitation Participant



Sunshine Coast Hospital and Health Service


………..Insert Site Name…….
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