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PARTICIPANT INFORMATION SHEET AND CONSENT FORM

INTERVENTIONAL STUDY

STUDY TITLE
Enhancing Oral Health Behaviour in Mental Healthcare Consumers: 

A Comprehensive Intervention Study

Invitation

You are invited to participate in a research study aimed at helping individuals like you enhance their oral health, which plays an important role in overall well-being.
The study is being conducted by:
Dr Grace Wong, Oral Health Promotion and Research Coordinator, NSLHD

Asso. Prof Mark Montebello, Clinical Director, Drug and Alcohol Service, NSLHD

Anna Cheng, Senior Oral Health Therapist, Oral Health Service, NSLHD

Kyle Cheng, Oral Health Therapist, Oral Health Service, NSLHD

Marija Saponja, Oral Health Therapist, Oral Health Service, NSLHD

      Kristine Grainger, Manager Wellbeing Unit, Macquarie Hospital. NSLHD

      Carolyn Fraser, Clinical Nurse Specialist, Assertive Outreach Team RNS, Mental Health Service 

      NSLHD

      Zion Park, Registered Nurse/Care Coordinator, Assertive Outreach Team Ryde, Mental Health

      Service, NSLHD

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?’

The purpose is to investigate methods that provide support in improving your oral health. In this study, we will provide some helpful information about taking care of your teeth and gums. We will assess your oral health and show you easy and effective ways to brush your teeth using a toothbrushing model. You will be provided with oral health resources to support and strengthen your oral care routine, ensuring that you stay on track with maintaining your oral health routine.
2. ‘Why have I been invited to participate in this study?’

You are eligible to participate in this study because are one of the mental healthcare consumers in the Lower North Shore Ryde communities. By joining us, you will be part of a project that aims to make your smile and healthier. We are excited to see if these simple steps can make a big difference for you and others like you. Your participation will help us learn more about how to support everyone in keeping their mouths in good shape.
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 voluntary. It is completely up to you whether or not you participate. If you decide not to participate, it will not affect the treatment for your health condition you receive now or in the future. Regardless of your decision, it will not affect your relationship with the staff who are 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, you will be asked to sign the Participant Consent Form.

In this study, we will share oral health tips with you, and then assess the health of your teeth and gums. We will point out the areas you might be missing while brushing and offer toothbrushing tips to help you improve your cleaning techniques. Additionally, we will ask you to fill out a survey to understand your oral health knowledge, habits, motivation and perceived confidence in establishing a regular oral care routine. This procedure will take approximately 30 minutes.
After 4 weeks and 8 weeks, we will check your teeth and gums again to see how things are going and we kindly ask you to complete a survey at both the 4-week and 8-week marks to provide feedback on your experience. Your participation will help us learn more about how these activities might make a positive impact on your oral health. Your comfort and well-being are our top priorities throughout the study, and you can choose to stop participating at any time. We look forward to working together for a healthier smile.

It is important to note that the researchers will not need access to your medical record for the study.  
5. ‘What are the alternatives to participating in this study?’
If you decide not to participate in this study, we will still share some oral health tips with you.
6. ‘Are there risks to me in taking part in this study?’

All dental procedures involve some risk of injury. Having a general dental examination has minimal risk. Despite all reasonable precautions, there may still be risks associated with this study that are presently unknown or unforeseeable. The known risks of this study are:

· Accidental soft tissue injury by the dental instrument

· Accidental injury from instruments or surrounding equipment

· Feelings of discomfort and perceived judgment from the clinician 

· Increased dental anxiety

There is a potential inconvenience to the participant due to the time required for the study. In case of unexpected experiences or concerns, such as dental anxiety and feeling of being judged, a debriefing session will be available to address questions and provide support. If you feel uncomfortable, you may choose not to participate. We are committed to prioritising your comfort and well-being throughout the study.

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 us 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.  It is important to note that no drugs or treatments are administered during this study. Therefore, any compensation would be for injuries or complications arising from study-related procedures. 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. ‘Will I benefit from the study?’

The study aims to assess the oral health of individuals with mental health conditions and may improve further prevention and treatment of tooth decay and gum disease. As a participant, you may benefit from a free-of-charge oral check-up and useful tips for taking care of your teeth. 
9. ‘Will taking part in this study cost me anything, and will I be paid?

Participation in this study will not cost you anything. The participants will not be paid but will be given free oral hygiene products and samples.  

10. ‘How will my confidentiality be protected?’

An administrative staff will assign you a unique ID number for this study, keeping a record of its issuance without sharing this information with the research team. During dental examinations, your details will remain unknown to examiners. The purpose of the ID number is to link your oral health data with the online surveys, ensuring your anonymity to the research team. No participant names will be recorded in any examinations or surveys. Any collected identifiable information will be kept confidential and disclosed only with your consent or as legally required. Access to your details and results will be limited to named researchers, Dr Grace Wong and Anna Cheng, as well as the Human Research Ethics Committee (HREC) for oversight and regular monitoring. Data will be securely stored at Northern Sydney Local Health District, ensuring compliance with Australian privacy laws. Both digital and paper records will be encrypted and stored with restricted access, maintaining anonymity, data security and privacy compliance.

11. ‘What happens with the results?’

If you give us your permission by signing the consent document, we plan to discuss/publish the overall results in peer-reviewed journals and present them at conferences or other professional forums. 

In any publication, information will be provided in such a way that you cannot be identified. The results of the study will be provided to you if you wish.

12.  ‘What should I do if I want to discuss this study further before I decide?’

When you have read this information, the researcher, Dr. Grace Wong, will discuss it with you and any queries you may have. If you would like to know more at any stage, please do not hesitate to contact her at 0492 499 016.

13.  ‘Who should I contact if I have concerns about the conduct of this study?’

This study has been approved by the Northern Sydney Local Health District HREC. Any person with concerns or complaints about the conduct of this study should contact the Research Office which is nominated to receive complaints from research participants. You should contact them at NSLHD-Research@health.nsw.gov.au and quote REGIS reference number 2024/ETH000817.
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.

insert name of local institution/s where research is being conducted

CONSENT FORM

INTERVENTIONAL STUDY

STUDY TITLE

Enhancing Oral Health Behaviour in Mental Healthcare Consumers: 

A Comprehensive Intervention Study

1. I,................................................................................................................. of................................................................................................................

agree to participate as a subject in the study described in the Participant Information Sheet set out above (or: attached to this form).
2. I acknowledge that I have read the Participant Information Sheet, which explains why I have been selected, the aims of the study and the nature and the possible risks of the investigation, and the statement has been explained to me to my satisfaction.

3. Before signing this consent form, I have been given the opportunity of asking any questions relating to any possible physical and mental harm I might suffer as a result of my participation and I have received satisfactory answers.

4. I understand that I can withdraw from the study at any time without prejudice to my relationship with the investigators or the staff caring for me at this facility
5. I agree that research data gathered from the results of the study may be published, provided that I cannot be identified.

6. I understand that if I have any questions relating to my participation in this research, I may contact, Dr Grace Wong, who will be happy to answer them.

7. I acknowledge receipt of a copy of this Consent Form and the Participant Information Sheet.

For any queries relating to the study please contact Grace Wong by email grace.wong4@health.nsw.gov.au, or phone 0492499016 or post queries to 1 Wallace Wurth Building, Macquarie Hospital, Wicks Road, North Ryde NSW 2113.

Signature of participant


Please PRINT name 

Date

_______________________________________________________________

Signature of witness 


Please PRINT name

Date

_______________________________________________________________

Signature of investigator 

Please PRINT name

Date

____________________________________________________________

Insert institutional letterhead

insert name of local institution/s where research is being conducted

INTERVENTIONAL STUDY

STUDY TITLE

Enhancing Oral Health Behaviour in Mental Healthcare Consumers: 

A Comprehensive Intervention Study

REVOCATION OF CONSENT

I hereby wish to WITHDRAW my consent to participate in the study described above and understand that such withdrawal WILL NOT jeopardise any treatment or my relationship with staff at the mental health facility or my medical attendants

Signature





Date

Please PRINT Name

The section for Revocation of Consent should be forwarded to: 

Anna Cheng

Level 6, Oral Health Clinic

RNS Community Health Centre

Herbert Street

St Leonards NSW 2065
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