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INFORMATION FOR PARTICIPANTS
Study title: Development of lipid-A-based population screening test & chair-side diagnostics for personalised, point-of-care periodontal therapy

Plain language title: Gum disease, its effect on the quality of life and development of a new tool for its diagnosis
Introduction
You are invited to take part in a research study affiliated with the Sydney Local Health District, Western Sydney Local Health District and the Periodontics department of the University of Sydney Dental School. The study is also part of an international research project led by the King’s College in London. You are invited as your gum condition could help us improve detection and treatment of gum disease.
Background
Gum disease is a very common oral disease that, if not treated, may cause tooth loss. The disease is caused by bacteria that build deposits on your teeth, above and below your gums. Bacterial deposits are known as dental plaque. It is important to detect the disease early, in order to treat it successfully before it manages to heavily damage your gums. Early detection methods we know and use so far, are very generic and may not lead to effective treatment. To improve this, we would like to test bacteria from many patients and try to identify components that may improve detecting and providing therapy for gum disease. You have been invited to participate in this research because you have gum disease.
In addition, we would like to investigate how gum disease affects your quality of life and explore contributing factors. 
The study is being conducted within this institution by: 

· Dr Tihana Divnic-Resnik, Senior Lecturer, Faculty of Medicine and Health

Email: tihana.divnic-resnik@sydney.edu.au Ph: 02 9351 9598 

· Professor Axel Spahr, Head of Department of Periodontics, Sydney Dental Hospital
Email: axel.spahr@sydney.edu.au Ph: 02 9293 3274
· Dr Rohan Rodricks, Head of the Department of Periodontics, Westmead Centre for Oral Health


Email: rohan.rodricks@healths.nsw.gov.au  Ph: 02 8890 5951
The study is being undertaken by the University of Sydney in association with NSW Local Health Districts (Sydney Local Health District and Western Sydney Local Health District)  and the King’s College in London.

Dr Svetislav Zaric our colleague collaborator from the King’s College London, has done extensive research and holds a patent (GB2549712) related to gum disease, which this project builds upon. While King’s College London currently does not have commercial interest in the study, future patent applications are possible.

No other company will have any commercial, financial or business interests in the study and will not receive any data derived from this study.

This Participant Information Sheet will tell you what is involved in the study and help you decide whether or not you wish to take part. Please read this information carefully. If there is anything you do not understand or if you feel you need more information about anything, please ask. Before you make a decision, please feel free to talk things over with a relative, a friend or your doctor.
Study Procedures
If you agree to participate in this study, you will be asked to sign the Participant Consent Form. This study has two main goals:
1.  Identifying parts of bacteria that live in your mouth. Identification of these special parts will help us to create tests that may be used in early detection of gum disease. The tests may also enable better and more successful treatment of gum disease. To look for bacteria, samples of your saliva (2-5ml) and dental plaque will be collected before and after treatment. Saliva samples will be collected in a 50ml tube that you will use to accumulate your saliva for 5min. Plaque samples will be collected by researchers with special paper that will be placed under your gums for 30sec. During placement of special paper under your gums you might feel light discomfort that feels more like a pressure.
Depending on the initial health of your gums and diagnosis, you will be asked to attend between 2 and 6 visits. Please refer to the table below for procedures and timing.

The visits will take place over 12 weeks. The treatment of your gums will not differ from the treatment that is routinely done at the hospital and will include cleaning of your teeth above and below gums as well as training in oral hygiene.  Each visit will take between 40 and 60 minutes.   

2. Determining how gum disease affects quality of life. To explore this, you will be asked to complete three questionnaires during your first visit. The questionnaires will take about 10 min to complete. 
Please see the table below.

Except for taking saliva sample and plaque samples as well as completing questionnaires, all other procedures are standard procedures applied in diagnosis and treatment of the patients with gum diseases. 



	Visit number
	Visit duration

	Visit 0
	15min (medical/dental history) + 10 min (screening process) + 5 min (oral hygiene training) + 20min (study information/Q&A)

	Visit 1
	40 min (oral hygiene registration, registration of clinical measurements, professional cleaning above gums) + 15 min (sample taking/ 3 questionnaires completion)

	Visit 2
	40 min (oral hygiene registration, professional cleaning) + 5 min sample taking

	Visit 3 & 4
	50-60 min (deep cleaning below gums)

	Visit 5
	40 min (re-evaluation + professional cleaning) + 7 min sample taking

	Average time per visit
	56 min


Sample storage and Transfer
The collected samples will be stored under a unique code at Westmead Oral Health Biobank (secure sample storage) prior to being transferred to the King’s College in London for further analysis. Only the Coordinating Principal Investigator will have access to your identifiable information.
Our colleagues at King’s College are experts in such analysis and have all the necessary equipment to process and analyse the samples.

Following laboratory analysis, remaining samples will be destroyed and discarded by the King’s College.

The data from the Australian study will be analysed both separately and in combination with data from other international sites.
        Risks
All medical procedures - whether for diagnosis or treatment, routine or experimental – involve some risk of injury.  In addition, there may be risks associated with this study that are presently unknown and unforeseeable.  Despite all precautions, you might develop medical complications from participating in this study.

The risks of participating in this study are very low. Participants receiving gum treatment will undergo medical and dental assessments to determine if there are any risk factors. The risk of harm from cleaning teeth below the gum line, is extremely small. Tooth and gum sensitivity after cleaning is rare, but may occur and last for 2-3 days. 

If you are a woman participating in this study and become pregnant please let us know as soon as possible, because pregnant women respond differently to treatment, which may affect the results of the study. 

This study must follow guidelines and restrictions on aerosol generating procedures given by Sydney Local Health District and Western Sydney Local Health District. It is possible that the study may need to be suspended to comply with future changes in the guidelines. 
To run the study in a COVID-19 safe manner, following COVID-19 safety plan is in place at SDH and WCOH:
·  Registration is mandatory at all entrances. Mobile QR codes are displayed at multiple visible sites and can be scanned using a mobile phone. If there are any unexpected circumstances which prevent the use of mobile phones or if the patient does not have a mobile pone, contact details will be recorded on a sheet of paper by a responsible hospital officer.
· Masks are mandatory inside hospitals.
· Proof of vaccination may be required from hospital authorities on entry, as well as recent negative COVID-19 test results (if required).
· Patients who are feeling unwell are required not to attend appointments at the hospital. Appointments can be rescheduled for a later date.
· Hand sanitisers are provided at all key points around both hospitals.
· Social distancing of 1.5m must be observed in the waiting rooms. 
· All procedures and practices are subject to change based on guidance from health authorities. If the study is postponed, interrupted, or if appointment dates must be modified due to COVID-19 restrictions or other change in public health measures, enrolled patients/participants will be informed in timely manner.


Benefits
While this research aims to advance dental knowledge and improve detection and treatment of gum disease, it may not directly benefit you personally. Current research is not able to provide any important information related to your systemic health or the health of your relatives and your community.   Depending on gum health, participants will receive a free dental check, diagnosis and treatment of gum disease. After the study treatment is completed, if you have additional treatment needs (e.g., need surgical gum therapy) you will be referred to the appropriate treating clinician. Additional visits will be also arranged for all patients who need ongoing care. 
Compensation for injuries or complications

If you suffer any injuries or complications as a result of this study, you should contact the study doctor as soon as possible. They will assist you in arranging appropriate medical treatment. If you are eligible for Medicare, you can receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.  

If you suffer any tooth related injuries as a result of this study, you will receive professional dental advice and treatment as required, free of charge.
Costs

Participation in this study will not cost you anything, nor will you be paid.
Voluntary Participation
Participation in this study is voluntary.  If you choose to participate, you can change your mind and withdraw at any time without giving a reason.  Whatever your decision, please be assured that it will not affect your treatment or your relationship with the staff who are caring for you.  The data collected up to the time of withdrawal may still form part of the research results.  If you want to withdraw your data, you must notify the researchers at the time of your withdrawal.
Confidentiality
All the information collected from you for the study will be treated confidentially, and only the researchers named above will have full access to your information.

Each participant will be assigned a unique code that will be used instead of their personal information. The SLHD software license for REDCap (Research Electronic Data Capture) will be used to manage the collection and storage of research data. REDCap is a secure, web-based, non-commercial, data management tool designed for research purposes. Data collected by REDCap is stored on servers in the SLHD data centre. Data is secured, and back-up, privacy, and confidentiality.
King’s College in London will have limited access to anonymous data and will be responsible for laboratory analysis of saliva and dental plaque samples.
Results from analyses of your samples will be combined with results of samples taken from participants in the study of our collaborators and assessed together with them.
The study results may be presented at a conference or in a scientific publication, but individual participants will not be identifiable. The results of this study may be published. 

All data collected will be stored in a research database located on the premises of Sydney Dental Hospital, and only accessible to the members of the research team.  All data for use in journal publications and presentations will be anonymised. The data will be kept for 15 years from the day the study is completed. After this period, the data will be destroyed and/or deleted. If you are interested, you may request to receive an email copy of the study results. 

There will be no future use of the data for research purposes or sharing of data, except with collaborators mentioned above.
Further Information
When you have read this information, study investigators Dr Tihana Divnic-Resnik, Prof. Axel Spahr or Dr Rohan Rodricks will discuss it with you further and answer any questions you may have.  If you would like to know more at any stage, please feel free to contact Dr Tihana Divnic-Resnik, the Coordinating Principal Investigator at email: tihana.divnic-resnik@sydney.edu.au or Ph: 02 9351 9598
Ethics Approval and Complaints
This study has been approved by the Human Research Ethics Committee - CRGH of the Sydney Local Health District.  Any person with concerns or complaints about the conduct of this study should contact the Executive Officer on 02 9767 5622 and quote reference number [2021/ETH11808].
The conduct of this study at the [SITEXXX] has been authorised by the [XXX Local Health District (SLHD]). Any person with concerns or complaints about the conduct of this study may also contact the Research Governance Officer on [XXXX] and quote protocol number [2021/STExxx].
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