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The effects of palmitoylethanolamide on pain and brain activity
PARTICIPANT INFORMATION STATEMENT

(1) What is this study about?
You are invited to participate in a study about of the effects of palmitoylethanolamide on pain and brain activity. We hope to learn if palmitoylethanolamide (a natural compound found in certain foods) reduces your on-going pain and how this is reflected in changes in brain anatomy and function. You were selected as a possible participant in this study because you have expressed an interest in being part of our research and you have chronic orofacial pain characterised by pain in the face and/or mouth that has lasted longer than 3 months.

You have been invited to participate in this study because you have contacted us after reading our advertisement. 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 Luke Henderson, Associate Professor,  University of Sydney

· Dr E.R. Vickers,  University of Sydney


This study is being funded by the National Health and Medical Research Council of Australia
(3) What will the study involve for me?

We will ask you to be part of a clinical trial to explore the effects of palmitoylethanolamide on pain and brain activity. We will ask you to come to Neuroscience Research Australia Imaging Centre at Barker St, Randwick for a magnetic resonance imaging (MRI) scanning session. You will be screened by questionnaire for contraindications to scanning, such as presence of a pacemaker, metal shards or other metal implants. You will then be asked to lie in an MRI machine for about 60 minutes during which we will collect a number of images of your brain. You will lie on a motorised bed which is then moved into an open chamber which generates the magnetic field. The chamber is small. Some people find it claustrophobic. You will be required to remain still in the chamber. This procedure is not painful in any way. The scanner makes loud banging noises during this procedure, but you will be given ear-plugs to minimize disturbance. MRI equipment has been in routine clinical use for over two decades and is approved by the Australian Therapeutic Goods Administration, the European Union and the USA Food and Drug Administration for this purpose. You will also be asked to complete a number of questionnaires regarding you pain and overall health and also to provide a blood sample (2mL) to look for changes in chemicals related to the treatment procedure.
Following this scan and questionnaires, you will be asked to take a tablet three times a day for a period of 6 weeks. This tablet may or may not contain a medication that we think will alter your pain. Following this six week period, you will be asked to return to Randwick for another series of MRI scans, questionnaires and blood samples identical to those you completed initially. Dr Vickers will be in contact with you during the entire study so if you feel any changes that are concerning you Dr Vickers will help you.
(4) How much of my time will the study take?

In total there will be two sessions, 6 weeks apart. Each session will involve an MRI scan that will take approximately 1 hour to complete followed by questionnaires and a blood sample that will take ½ - 1 hour.
(5) Who can take part in the study?

Any individual between the ages of 18 and 80 can participate in the study. We are exploring brain activity so it is necessary that we exclude any individual who has a medical condition that effects the brain or anyone who is taking medications that can alter the brain, other than those that are part of the study. In addition, because the MRI machine is a large magnet, we need to exclude anyone who has any metal implants, implanted devices such as a pacemaker or heart stents or anyone who is pregnant.
(6) 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 contacting Dr Henderson at any time.
(7) Are there any risks or costs associated with being in the study?

There are no known side-effects of either the MRI scanning and no reported serious side-effects of taking palmitoylethanolamide. The MRI is a tight-fitting tube and some individuals can feel claustrophobic. If this happens we can remove you from the MRI scanner at any time and you can cease to be a part of the investigation with no prejudice. Overall, the risks involved in these procedures are extremely minor if any. Although taking palmitoylethanolamide is not associated with serious side-effects, there is the possibility that side-effects occur. If you do feel any change in your health please contact Dr Vickers as soon as possible to discuss your situation. 
(8) Are there any benefits associated with being in the study?

Your MRI scans will help us to determine the effects of palmitoylethanolamide on pain brain function and in doing so we hope to determine if this will help relieve pain in individuals with chronic pain.
In addition, we will reimburse you $100 to cover your transport, parking and incidentals. 
(9) What will happen to information about me that is collected during the study?
The MRI scans and questionnaires collected will analysed at the University of Sydney. The blood sample will be analysed in Dr Vickers laboratory in Sydney. All aspects of the study, including results, will be strictly confidential and only the researchers will have access to information on participants. Each subject will be assigned a code and all identifying features on each questionnaire and on each brain image will be removed and replaced with this code. Only Dr Luke Henderson will have access to this code which will be kept inside a lock cabinet in room S518 of the Anderson Stuart Building in the Department of Anatomy and Histology at the University of Sydney. All brain images will be processed on computers at the same location which is kept locked at all times. The results from all brain image analyses as well as the results from the blood samples will only be available to researchers directly involved in the research. Although a report of the study may be submitted for publication, individual participants will not be identifiable in such a report.

Since brain MRI is most commonly used in diagnosing neurological diseases, we may find abnormalities. In that event, a radiologist, who will look at all images obtained during your scanning session and will provide a report. It is standard policy to release the report to the researcher in charge of this study (Dr Luke Henderson) who would then be responsible for any follow up. If abnormalities should be found, Dr Luke Henderson would be responsible for advising you of the abnormal report and liaising with you for the submission of the report to your primary health care provider.

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.
Your information will be stored securely and your identity/information will be kept strictly confidential, except as required by law. Study findings may be published, but you will not be individually identifiable in these publications.
We will keep the information we collect for this study, and we may use it in future projects. By providing your consent you are allowing us to use your information in future projects. We don’t know at this stage what these other projects will involve. We will seek ethical approval before using the information in these future projects. 
(10) Can I tell other people about the study?

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

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

When you have read this information, Dr Henderson 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 Luke Henderson (email: luke.henderson@sydney.edu.au; phone: 93517063).
(12) 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 emailing or phoning Dr Luke Henderson (email: luke.henderson@sydney.edu.au; phone: 93517063). This feedback will be in the form of a one page lay summary. You will receive this feedback after the study is finished.

(13) 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 [INSERT protocol number once approval is obtained]. 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: human.ethics@sydney.edu.au
· Fax: +61 2 8627 8177 (Facsimile)

This information sheet is for you to keep
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