
PARTICIPANT INFORMATION SHEET 

Evaluation of dose of Photobiomodulation (Light) Therapy and Physiotherapy for improving quality of life outcomes and mobility in Parkinson’s Disease (Sydney)

Invitation

You are invited to participate in a research study involving photobiomodulation therapy. This procedure involves treatment with a light producing device (LED) to the head and nose. 

The study is being conducted at the following locations:
· Northshore Musculoskeletal and Laser Physiotherapy Clinic, Suite 6, 110-114 Hampden Rd, Artarmon, NSW; 
· The Photobiomodulation Clinical, Specialist and GP Centre, San Hospital, 185 Fox Valley Rd, Wahroonga, NSW; or 
· Suite 211, in the Tulloch building, Sydney Adventist Hospital, Wahroonga.

The study is being conducted by Dr Ann Liebert and her colleagues.

SYMBYX Biome Pty Ltd, 2/50 Yeo Street, Neutral Bay, NSW 2089 are the main sponsors and provider or trial devices of this study.

Before you decide whether or not you wish to participate in this study, it is important for you to understand why the research is being done and what it will involve. Please take the time to read the following information carefully and discuss it with others if you wish.

1. ‘What is the purpose of this study?’
This study seeks to evaluate the effect of light therapy, which is called photobiomodulation (PBM), on the signs and symptoms of Parkinson’s Disease.  We will measure the effects of the treatments in three ways throughout this period:
a) at home by observations made by your chosen significant other/carer 
b) in the clinical setting with specialist and physiotherapy evaluations
c) by monitoring changes in the gut and oral bacteria (the microbiome) 

In this study, the LED light will be applied to your head by a qualified photobiomodulation therapist.  

2. ‘Why have I been invited to participate in this study?’
You are eligible to participate in this study because you have Parkinson’s disease and might be able to help evaluate a new treatment to address its symptoms.

3. ‘What if I don’t want to take part in this study, or if I want to withdraw later?’
Participation in this study is entirely voluntary. It is completely up to you whether or not you participate. If you decide not to participate, it will not affect the treatment you receive now or in the future. Whatever your decision, it will not affect your relationship with the staff caring for you. If you wish to withdraw from the study once it has started, you can do so at any time without having to give a reason. 

4. ‘What does this study involve?’
If you agree to participate in this study, then you will receive PBM therapy intervention for 12 weeks, three times a week (36 treatments). PBM therapy treatments take approximately 20 minutes.  A trained operator will administer the PBMt.

This trial will have three groups of participants: (1) those who receive active treatment with red and infrared light; (2) those who receive active treatment with infra red light only; (3) those who receive sham treatment (placebo group). You will be assigned randomly to one of the three groups. At the conclusion of the 12-week trial period, you will be informed of the group that you were assigned to. If you were in the placebo group, then you will be given the opportunity to receive a 12-week treatment with the active treatment regimen free of charge

Before treatment begins, during the study, and when treatment concludes (12 weeks) a range of testing procedures will be conducted. These include motor tests, balance tests, walking tests, and cognitive tests. Also, you will be asked to fill in some questionnaires concerning your Parkinson’s symptoms. 
 
5. ‘How is this study being paid for?’
This study is being funded by anonymous donors. It is being undertaken as part of a larger Parkinson’s disease symptom therapy trial, with the aim of evaluating light therapy as an adjunct treatment option. There is no charge to you for the light therapy or any physiotherapy treatments given as part of the trial. Any additional physiotherapy needed (which is not part of the trial) will not be covered.

6. ‘Are there risks to me in taking part in this study?’
There is a small chance that you might react to your first treatment of light therapy. These reactions can include things like temporary dizziness, nausea or increased pain, usually within 2 hours of treatment. These symptoms usually subside within 2 hours. If you experience any of these symptoms, please call Northshore Physiotherapy Clinic on 94193404 to talk to Dr Ann Liebert. 

All of the data that will be analyzed is collected as part of your routine care. Additionally, in order to safeguard your privacy, things like your name, address, or date of birth will not be included in the study. 

7. ‘What happens if I suffer injury or complications as a result of the study?’
It is highly unlikely that you would suffer any injuries or complications as a result of this study. The measurements described above are controlled to cause the minimum of discomfort. All procedures will be performed in the presence of researchers with considerable experience. The experimental techniques that will be used during the testing sessions are safe and are often used in clinical practice and research.

Should you experience dizziness, nausea or increased pain within 2 hours of treatment, please contact Dr Ann Liebert on 94193404 or 0409311887, and a referral to your GP will be provided. 

As Parkinson’s Disease can cause unwanted psychological burden, if your involvement in this study raises any concerns for you, we suggest that you contact your referring doctor or either of the following support services:
Beyond Blue 1300 22 4636		Lifeline 13 11 14

8. ‘Will I benefit from the study?’
This study aims to further medical knowledge and may improve future implementation of new therapies to address Parkinson’s disease. However, it will not directly benefit you.

9. ‘Will taking part in this study cost me anything, and will I be paid?
Participation in this study will not cost you anything, nor will you be reimbursed for participating in the study. There is no charge for the light therapy or any physiotherapy treatments given as part of the trial.

10. ‘How will my confidentiality be protected?’
Of the people treating you, only Dr Ann Liebert will know whether or not you are participating in this study. Any personal identifiable information, such as name, address, and phone number will not be included in the study. The research database will be compiled without the use of personal identifiers. All results will be kept confidential and all identifying data will be destroyed at the end of the study. If the results of the study are published in a scientific journal, your identity will not be revealed. Participants will not be referred to by name during research reports or study discussions. All data will be kept in the possession of the investigators. De-identified hard copies of data collection sheets will be stored in a central storage location at North Shore Physiotherapy for 15 years.  Electronic information will be stored on an external hard drive (USB) and a secure computer file, protected by password access. Only researchers associated with this research will have access to the files. No data will be identifiable after the conclusion of the trial. All data collection forms will be destroyed after 15 years. 

You will have the right to access your own information at any time, including the diaries of your carer. Your carer will not have access your personal health research data.

11. ‘What happens with the results?’
If you give us your permission by signing the consent document, we plan to discuss the results and potentially publish them in a local journal article. In any publication, information will be provided in such a way that you cannot be identified. Results of the study will be provided to you, if you wish.
All information including personal recordings will be stored for analysis for this study only, before being destroyed at the end of the trial. De-identified data from this study may be shared with SYMBYX Biome.

12. ‘What happens to my treatment when the study is finished?’
This study has no bearing at all on the direction of your treatment. This study is just analyzing the data that is collected as part of your routine care.  

13. ‘What should I do if I want to discuss this study further before I decide?’
When you have read this information, Dr Ann Liebert will be happy to discuss the study with you and answer any queries or questions you may have. If you would like to know more at any stage, please do not hesitate to contact Dr Liebert by phone on (02) 9419 3404 or by email at Pbmtrials@gmail.com.

14. ‘Who should I contact if I have concerns about the conduct of this study?’
This study has been approved by Adventist HealthCare Limited HREC. 
Any person with concerns or complaints about the conduct of this study should contact the Research Officer who is the person nominated to receive complaints from research participants. You should contact them on and quote the HREC project number 2019-032.
	
Research Officer
Research Ethics & Governance Office
Adventist HealthCare Limited
Phone: (02) 94809604 or Email: research@sah.org.au
 

15. ‘What happens if we are unable to participate in the trial due to uncontrollable restrictions or regulations that would prevent me from receiving the study treatment or conducting tests in person?’
In the event that restrictions or regulations outside of your control (such as the COVID-19 pandemic lockdown restrictions) results in you being unable to travel to receive treatment and conduct testing in person, you will have a choice to then participate as a home-based study that have the following changes:

a) You will be allocated to one of three groups, with equal chance of allocation, to receive either: 1) red and infra-red light; 2) infra-red light only; 3) sham control. For those receiving sham treatment, the opportunity to receive the active treatment for 12-weeks is still valid.

b) You will be given the LED light producing device to take home, with full instructions on how to use it. You will use it every day 6 times a week for a total of 12 weeks.

c) You will have home-based testing conducted under the supervision of a researcher via video-link and using an app that is accessible with either a phone or a tablet device (these devices will be provided to you). 

d) You will not be required to leave your home for this study.

Thank you for taking the time to consider this study. If you wish to take part in it, please sign the attached consent form. This information sheet is for you to keep.




Consent Form 


	Title: 
	Evaluation of dose of Photobiomodulation (Light) Therapy and Physiotherapy for improving quality of life outcomes and mobility in Parkinson’s Disease (Sydney)

	HREC Number:
	2019-032

	Coordinating Principal Investigator:
	Dr Ann Liebert

	Location:
	· Northshore Musculoskeletal and Laser Physiotherapy Clinic, Artarmon
· Photobiomodulation Clinic, Specialist and GP Clinic, San Hospital
· Suite 211, The Tulloch building, Sydney Adventist Hospital 




Declaration by Participant

· I have read the Participant Information Sheet or someone has read it to me in a language that I understand. 

· I understand the purposes, procedures and risks of the research described in the project.

· I have had an opportunity to ask questions and I am satisfied with the answers I have received.

· I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the project without affecting my future health care.

· I understand that I will be given a signed copy of this document to keep.

· I have read, understood, and agree to point 15 of the Participant Information Sheet regarding my participation in the trial in the event of uncontrolled restrictions that would prevent me from receiving the study treatment or conducting tests in person. 



	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	


fdsfd


	
	 Witness      	Date 					





Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/
Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of, and information concerning, the research project. 

Note: All parties signing the consent section must date their own signature.
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