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INSTRUCTIONS
Completion Instructions
This is a dynamic form designed to be completed and submitted electronically.  It is comprised of two parts - Part A: Risk Assessment Checklist and Part B: Human Research Ethics Committee Application Form (More than Low Risk Research) or CHEAN Application Form (Negligible/Low Risk/Learning & Teaching Practice Research). Please note Part B (Application Form) will only generate once Part A (Risk Assessment) has been completed.
Please do not print this form.  Save a blank copy to your computer and open it with the free Adobe Reader software (version 9.0 or later).  If you do not have Adobe Reader installed, or are using an older version, you can download the latest free version for Mac and PC from the Adobe website.  Mac Users please note that the default program 'Preview' will not display this form correctly - you will need to install Adobe Reader to view and edit this form.
Please do not save and re-use this form. For each new ethics risk assessment and application download the current version from the website. The risk assessment checklist and application form is updated regularly. `Old' versions of the form will not be accepted.
Submission Instructions
HREC Application Form:  attach the 'more than low risk' application, along with any relevant documentation, to an email addressed to the Secretary of the HREC at humanethics@rmit.edu.au.
CHEAN or VREC Application Form: attach the 'negligible or low risk' application, along with any relevant documentation, to an email addressed to the Secretary of the appropriate CHEAN for your College or the Vietnam Research Ethics Committee as follows:
Science Engineering and Health CHEAN         SEH-Human-Ethics@ems.rmit.edu.au         (+ 61 3) 9925 4620         
Business CHEAN                                    BCHEAN@rmit.edu.au                           (+ 61 3) 9925 5596                  
Design and Social Context CHEAN                  DSCethics@rmit.edu.au                           (+ 61 3) 9925 2974                  
Vietnam Research Ethics Committee          vrec@rmit.edu.vn                            (+84 8) 3776 223174         
 
 For further advice contact humanethics@rmit.edu.au.Applicants are reminded that the research must only commence after formal approval has been granted.  Please allow a minimum of 30 working days from the submission of your application to receive a first response from the Human Research Ethics Committee or CHEAN. 
PART A: RISK ASSESSMENT CHECKLIST
The following Risk Assessment Checklist will determine the level of risk associated with the research to be undertaken. Based on the outcome the appropriate application form will need to be submitted to either the CHEAN (negligible/low risk) or the Human Research Ethics Committee (more than low risk). The risks identified below may apply to the participants, the research team, the University or the wider community. These questions should assist you to identify risks that exist, and then to develop strategies to negate, minimise or manage these risk factors. 
 
1.  Initial Assessment of Research Topics and Procedures
If you are unsure whether you have answered any of the following questions correctly seek further information via the secretary of the appropriate CHEAN (see above) and/or continue to complete the risk assessment.
 
A research project may be classified as `exempt from ethics review' if certain criteria can be met.
1.1 Do any of the following criteria apply to your research project? 
1.1.1  Are you using an existing data set (e.g. information, statistics, materials, etc.) and conducting a secondary
           analysis of the data?
1.1.2  Are the data of this existing data set non-identifiable to you or any of the investigators?
1.1.3  Have you received written permission to access and use information from this data set?
If you responded Yes to all of the above three questions then your research may be classified as “exempt from review”. 
You do not need to seek formal ethics approval for your research project.  
 
If you responded `No' to any question, continue to complete the risk assessment.
The National Statement on Ethical Conduct in Human Research defines negligible risk as no foreseeable risks of harm or discomfort and any foreseeable risk is no more than inconvenience to the participants (Section 2.1.7). The National Statement describes inconvenience as the least form of harm that is possible for human
 participants in research. The most common example of inconvenience is participating in a non-identifiable survey and giving up time to do so. Does this research only involve negligible risk in your opinion?
 
Continue the risk assessment to confirm whether your proposed research is eligible for consideration for negligible level risk review by the College Human Ethics Advisory Network (CHEAN) or Vietnam Research Ethics Committee (VREC).
 
1.2 Are any of the following procedures, activities or participants included?
1.2.1  Participants are identifiable or re-identifiable (i.e. codes are used)
1.2.2  Some form of deception is involved
1.2.3  Participants are aged less than 18 years
1.2.4  Participants are cognitively or emotionally impaired
1.2.5  Participants consider themselves to be Aboriginal or Torres Strait Islanders
1.2.6  Participants belong to a cultural/minority group
1.2.7  The procedure or activity used in the research involves any experimental manipulation, including 
            the use of any stimulus other than question-asking 
1.2.8  The questions asked include personally sensitive and/or culturally sensitive issues
1.2.9  There is a power-dependency relationship between researcher(s) and participant(s) 
           (e.g. the doctor/patient or teacher/student relationship)
If `No' has been answered to ALL questions, the project may be considered of negligible risk and is eligible for review by the CHEAN/VREC. Please proceed to complete the negligible risk application form. Go to the end of risk assessment form and select Negligible Risk.   
 
If you responded `Yes' to any question, continue to complete the risk assessment. 
2.  Further Assessment of Research Topics and Procedures
2.1  Are any of the following topics directly under investigation in part or in whole?
2.1.1  Any disease or health problem 
2.1.1.1  Is the condition infectious?
2.1.1.2  Does the research have the potential to reveal sensitive personal information about participants?
2.1.1.3  Does the research have the potential to generate negative/uncomfortable feelings in participants which they may have trouble managing? 
2.1.2  Any psychological disorder, depression, mood states and/or anxiety 
2.1.2.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.2.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they may have trouble managing? 
2.1.3  Cultural issues that may be sensitive to a particular community
2.1.3.1  Does the research involve issues which for social justice, political, cultural or economic reasons are likely to be considered of significance to a particular community? 
2.1.3.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they may have trouble managing? 
2.1.4  Eating disorders 
2.1.4.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.4.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they may have trouble managing? 
2.1.5  Fertility 
2.1.5.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.5.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they may have trouble managing? 
2.1.6  Gambling 
2.1.6.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.6.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they     may have trouble managing? 
2.1.7  Gender identity 
2.1.7.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.7.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they     may have trouble managing? 
2.1.8  Grief, death or serious/traumatic loss 
2.1.8.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.8.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they     may have trouble managing? 
2.1.9  Illicit drug taking 
2.1.9.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.9.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they      may have trouble managing? 
2.1.10  Information or issues that may be sensitive to an individual
2.1.10.1  Does the research have the potential to generate negative/uncomfortable feelings in participants which they   may have trouble managing? 
2.1.11  Parenting behaviour
2.1.11.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.11.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they   may have trouble managing? 
2.1.12  Race or ethnic identity 
2.1.12.1  Does the research involve issues which for social justice, political, cultural or economic reasons are likely to be considered of significance to a particular community? 
2.1.13  Self report of criminal behaviour / illegal activity
2.1.13.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.13.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they  may have trouble managing? 
2.1.13.3  Could the research results or data if they became known, or reported to third parties, expose participants to potential civil, criminal or other proceedings?
2.1.14  Sexuality and sexual behaviour 
Please tick as appropriate
2.1.14.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.14.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they  may have trouble managing? 
2.1.15  Substance abuse
2.1.15.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.15.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they  may have trouble managing? 
2.1.16  Suicide 
2.1.16.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.16.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they  may have trouble managing? 
2.1.17  Termination of pregnancy 
2.1.17.1  Does the research have the potential to reveal sensitive personal information about participants?
2.1.17.2  Does the research have the potential to generate negative/uncomfortable feelings in participants which they  may have trouble managing? 
2.1.18  Young people under the age of 18, except in a normal educational context involving standard procedures
2.2  Are any of the following procedures to be employed?   
2.2.1  Administration of drugs or placebos
2.2.2  Administration of ionising radiation 
2.2.3  Administration of physical stimulation
2.2.4  Audio or visual recording 
2.2.4.1  Audio or visual recording without consent
2.2.5  Collection of tissue / blood / body fluid / genetic material
2.2.6  Covert observation
2.2.6.1  Will there be direct interaction with participants, or recording of personal details or behaviour that could be considered invasive or lead to the identification of participants?
2.2.7  Deception of participants
2.2.7.1  Does the research involve deception beyond the use of low level concealment?
2.2.7.2  Does the research design involve any other significant risks to participants?
2.2.7.3  Is there a likelihood the research could affect participants adversely?
2.2.8  Invasive physical procedures / risk of physical injury
2.2.9  Physical exertion / risk of physical injury
2.2.10  Procedures inflicting pain
2.2.11  Psychological interventions or treatments
2.2.12  Substance abuse 
2.2.12.1  Beyond the use of third parties/agencies to recruit, does the research design involve any other significant risks to participants
2.2.13  Use of potentially hazardous substances or other materials
             (e.g. carcinogens, glues, teratogens, latex, explosive materials)
2.2.14  Use of medical records where participants can be identified or linked
2.2.15  Use of microrganisms (e.g. bacteria, fungi)
2.2.16  Use of personal data obtained from Commonwealth or State Gov't Department/Agency 
2.2.17  Withholding from one group specific treatments or methods of learning, from which they may 'benefit' (e.g. in medicine or teaching)
2.3  External Obligations
2.3.1  Is the research funded externally?
2.3.1.1  Does the funding body require community representation on the ethics committee?
3.  Participant Vulnerability Assessment
3.1  Does the research specifically target participants from any of the following groups? 
3.1.1  Members of a socially identifiable group with special cultural or religious needs or political  vulnerabilities
3.1.1.1  Would the research expose participants to any risks or harm?
3.1.2  People able to be identified in any final report when specific consent for this has not been given
3.1.2.1  Would identification of participants, either directly or by inference, expose participants to risk or harm?
3.1.3  People highly dependent on medical care
3.1.3.1  Does the research have the potential to adversely affect a participant's need for medical care?
3.1.4  People in a workplace setting with the potential for coercion or problems of confidentiality 
           (e.g. employer/ employee)
3.1.4.1  Does the research have the potential to expose people in the workplace to risk of compromise, coercion or lack of confidentiality?
3.1.5  People in a dependent or unequal relationship with the researchers 
           (e.g. lecturer/student, doctor/patient, teacher/pupil, professional/client)
3.1.5.1  Could the unequal relationship compromise the voluntary nature of a participant's consent to participate,           and/or the nature of their interaction and/or responses, and expose them to risk?
3.1.6  People not usually considered vulnerable but would be thought so in the context of the project
3.1.7  People unable to give free informed consent because of difficulties in understanding the Plain Language Statement or Information Sheet (e.g. language difficulties) 
3.1.8  People whose ability to give consent is impaired
3.1.9  People with a physical disability or vulnerability
3.1.10  People with existing relationships with the researcher (e.g. relative, friend, co-worker)
3.1.10.1  Does the existing relationship compromise in any way the participants' ability to give consent to participate or affect the nature of their interaction and responses?
3.1.11  Residents of a custodial institution
3.1.12  Aboriginal and Torres Strait Islanders, communities or groups
4.  Research in Overseas Settings Assessment
4.1  Does the research involve any of the following?
4.1.1  Research being undertaken in a politically unstable area
4.1.2  Research in countries where criticism of government and institutions might put participants and/or researchers at risk
4.1.3  Research involving sensitive social / cultural / political / ethnic / religious issues
 
 5.  Risk Assessment Outcome
 
Please indicate the Level of Risk associated with your research, based on your responses to the Risk Assessment Checklist (using the information below as a guide). Once you have selected a checkbox below, proceed to Part B.
Negligible Risk.  If you answered 'No' to all of the questions in Section 1, select the Negligible Risk checkbox and proceed to Part B to complete an application for CHEAN/VREC review. 
 
Low Risk.  If you answered 'No' to all the above questions OR you answered 'Yes' to any of the above questions, but 'No' to all of the related sub-questions, your research would normally be deemed Low Risk and eligible for review by the CHEAN/VREC. Select the Low Risk checkbox and proceed to Part B to complete an Application for CHEAN/VREC review.
  
Research into learning and teaching practice. If you answered `Yes' to question 3.1.5 and the research is into learning and teaching practice, your research would normally be deemed Low Risk and eligible for review by the CHEAN/VREC. Select the Low Risk checkbox and proceed to Part B to complete an Application for CHEAN/VREC review.
 
More than Low Risk.  If you answered 'Yes' to any questions that did not have sub-questions OR you answered 'Yes' to several questions and their related sub-questions, your research would normally be deemed More than Low Risk. Select the More than Low Risk checkbox and proceed to Part B to complete a full HREC Application.  
 
Exception: If you still believe that, due to the particular nature of the project or the participants, your proposal may still be eligible for review by CHEAN/VREC please provide details below. Then, select the Low Risk checkbox and proceed to Part B to complete an Application for CHEAN/VREC review.
PART B:  HUMAN RESEARCH ETHICS COMMITTEE APPLICATION FORM
PART B:  CHEAN APPLICATION FORM
Please complete all of the following sections. The questions displayed in this Application form are specific to the Level of Risk associated with the project you are undertaking, as indicated by the checkbox selected in the previous section. Please note answer boxes expand.
The Human Ethics Committee Risk Assessment Checklist must be completed prior to completing this form in order to determine the level of risk associated with the activity to be undertaken.  Please indicate the Level of Risk indicated by the completion of the Risk Assessment Checklist:
1.    General Details
Section 1. General Details
1.1     Project Title
1.2     Chief Investigator / Senior Supervisor 
Have the relevant online training modules (Human Research Ethics & Research Integrity) been completed?
If no, then see here.
1.3     Principal Research Student 
Have the relevant online training modules (Human Research Ethics & Research Integrity) been completed? 
If no, then see here.
1.4     Co-investigator(s) / Associate Supervisor(s)
Have the relevant online training modules (Human Research Ethics & Research Integrity) been completed?
If no, then see here.
1.5     Proposed Project Duration  
Research and data collection must not commence until formal human research ethics approval is notified
1.6     Please identify the Field of Research Code(s) most relevant to your project (4 digits).  
1.7    Has the research proposal, including design, methodology and evaluation undergone, or will it undergo,
           a peer review process?
 
2.     Project Details
 
 2.1 Project Description
 
2.2    Project Type (Tick all applicable)
Section 2.2. Project Type
Please complete Section 2.5 below with further details
Please provide details of the clinical trial
2.3    Is this project part of a larger project?
Section 2.3.  Is this project part of a larger project?
2.4    Does this project involve multi-centre research?
Section 2.4. Does this project involve multi-centre research?
2.5    Clinical Trials - Public Registry
Section 2.5. Clinical Trials - Public Registry
Has the trial been registered in a publicly accessible trials registry?  
Has the trial been registered in a publicly accessible trials registry?  
2.5    Has the trial been regisgered in a publicly accessible trial registry (such as the Australian and New Zealand Clinical Trials Registry)? [National Statement 3.3.12]
2.5    Is this research project specific to research into university learning and teaching practice?
2.5.1    Permission to recruit students for your research
2.5.1    Permission to recruit students for your research
Have you sought permission to recruit students for your research from the course co-ordinator, program director (co-ordinator) or Head of School?
 
(It is important to consider the degree of exposure of students to staff research into teaching practice activities.   Please note that Final approval will only be given when appropriate approvals have been provided to the CHEAN.)
Have you sought permission to recruit students for your research from the course co-ordinator, program director (co-ordinator) or Head of School Please note: Final approval will only be given when appropriate approvals have been provided to the CHEAN?(It is important to consider the degree of exposure of students to staff research into teaching practice activities)
2.5.2    Use of class time
2.5.2    Use of class time
Do you intend to use class time to undertake your research activities?
Do you intend to use class time to undertake your research activities?
2.5.2.1 Please explain why this is necessary and detail how much class time will be taken to complete research activities. (up to 100 words)
2.5.2.1 Please explain why this is necessary and detail how much class time will be taken to complete research activities. (up to 100 words)
2.5.2.2  Have you received written permission from your Discipline Leader or Head of School to use class time to conduct your research activities?  Please note that Final approval will only be given when appropriate approvals have been provided to the CHEAN.
2.5.2.2 Have you received written permission from your Discipline Leader or Head of School to use class time to conduct your research activities?  Please note that Final approval will only be given when appropriate approvals have been provided to the CHEAN.
2.5.3    Student assessment grades
2.5.3    Student assessment grades
Do you intend to use student assessment grades as part of your data?
Do you intend to use class time to undertake your research activities?
2.5.3.1 You must ensure that students are aware that you will access their assessment grades as part of your data. You must explicitly state, in the Information sheet, that student progress will NOT be affected by their participation / non-participation in your research. 
 
               Please detail the steps you have taken to ensure that students are aware that their participation / non-participation in your research will not affect their assessment scores or progress through their program of study -up to 100 words 
2.5.3.1 You must ensure that students are aware that you will access their assessment grades as part of your data. You must explicitly state, in the Information sheet, that student progress will NOT be affected by their participation / non-participation in your research.                 Please detail the steps you have taken to ensure that students are aware that their participation / non-participation in your research will not affect their assessment scores or progress through their program of study -up to 100 words 
2.5.4    Use of student assessment tasks
2.5.4    Use of student assessment tasks 
Do you intend to use student assessment tasks, or any other forms of activity, or participation in them, as part of your data?
Do you intend to use student assessment tasks, or any other forms of activity, or participation in them, as part of your data?
You must ensure that students are given an opportunity to “opt-in” to the research-associated assessment task or other forms of activity or contribution. 
 
Are students given the option to opt-in to the research associated assessment task or other forms of activity or contribution?
You must ensure that students are given an opportunity to “opt-in” to the research-associated assessment task or other forms of activity or contribution. Are students given the option to opt-in to the research associated assessment task or other forms of activity or contribution?
2.5.4.1 Please describe the strategy you will use to allow students to “opt in” to the research associated assessment task. (up to 100 words).  Note that this information must be included in your information sheet (plain language statement) also.
2.5.4.1 Please describe the strategy you will use to allow students to “opt in” to the research associated assessment task. (up to 100 words).  Note that this information must be included in your information sheet (plain language statement) also.
2.5.4.2 A second strategy is for the student to be given an opportunity to consent to the use of information associated with assessment tasks that are part of prescribed assessment tasks for the course. Informed consent may be obtained prior to assessment tasks being completed. However, all informed consent forms will be stored until the end of the course and only revealed after students receive their final grades. In this way a student can withdraw their consent prior to the end of the end of the course. The student will also be assured that use of their assessment task by the teacher will not influence the outcome of grading their assessment task
2.5.4.2 A second strategy is for the student to be given an opportunity to consent to the use of information associated with assessment tasks that are part of prescribed assessment tasks for the course. Are students given an opportunity to consent to the use of this information?
2.5.5    Use of RMIT student databases 
2.5.5    Use of RMIT student databases  
Do you intend to access RMIT student databases (e.g. IExplore, Learning Hub email system or similar) as part of your data collection or as a method to recruit students for your research? 
 
Please Note: 
 
Data from IExplore can only be used for legitimate purposes  - and such use must be consistent with the “rights and responsibilities” for using these data. IExplore must not be used to obtain lists of cohorts of students having specific characteristics  - e.g. students of a specific ethnic origin.   
 
The university does not permit the use of global emails for research purposes. This system is for the purpose of communicating official RMIT information., The student portal myRMI, can be used for research purposes.
 
Do you intend to access RMIT student databases (e.g. IExplore, Learning Hub email system or similar) as part of your data collection or as a method to recruit students for your research?  Please Note:  Data from IExplore can only be used for legitimate purposes  - and such use must be consistent with the “rights and responsibilities” for using these data. IExplore must not be used to obtain lists of cohorts of students having specific characteristics  - e.g. students of a specific ethnic origin.    The university does not permit the use of global emails for research purposes. This system is for the purpose of communicating official RMIT information., The student portal myRMI, can be used for research purposes. 
You must explictly state this in the information sheet.  
You must explictly state this in the information sheet.  
2.5.5.1 Are you authorised to access the specific database for the purposes of your research project?
2.5.5.1 Are you authorised to access the specific database for the purposes of your research project?
2.5.6    Course Experience Survey (CES) data 
2.5.6    Course Experience Survey (CES) data  
Do you intend to use CES data as part of your research data?
Do you intend to use CES data as part of your research data?
You must inform students that their information will be used for research purposes
You must inform students that their information will be used for research purposes
2.5.7    Use of blogs
2.5.7    Use of blogs 
Do you intend to use student blogs / Wikis or any other interactive IT conversational tool as part of your data collection method?
Do you intend to use student blogs / Wikis or any other interactive IT conversational tool as part of your data collection method?
You must use the RMIT “statement to be included on blogs” at the front end of your IT interactive conversational tool. 
 
Please note: Students must be informed if their participation will form part of aggregated data, and advised that before any individual contribution is quoted, specific permission will be sought from them.
You must use the RMIT “statement to be included on blogs” at the front end of your IT interactive conversational tool.  Please note: Students must be informed if their participation will form part of aggregated data, and advised that before any individual contribution is quoted, specific permission will be sought from them.
Section 2.1 Project Description
3.    Participant Details
Section 3. Participant Details
           Does your research project involve:
Does your research project involve:
Complete Section 3 below
Complete Section 3 below
Complete Section 4 below
Complete Section 12 below
Research involving the Aboriginal and Torres Strait Islanders, communities or groups needs to reflect the six core values identified as being important to Aboriginal and Torres Strait Islander individuals. The six core values are:
Reciprocity  - Requires the researcher to demonstrate a return or benefit to the community that is valued by the community and which contributes to cohesion and survival.
Respect  - It is critical that respect underlies all aspects of the research process, especially sensitive negotiations such as those related to publication of research findings.
Equality  - Researchers should demonstrate how the project will contribute to the equality of the community. 
Responsibility - Researchers need to demonstrate how the project is accountable to Indigenous communities and individuals.
Survival and protection -  Indigenous peoples are a distinctive cultural group and research must protect this distinctiveness and not be exploitative.
Spirit and Integrity - Research that diminishes the above values will not have integrity. Research must also contribute to the community of values inherent in the community.
For further information refer to: 
·         Guidelines for ethical research in Indigenous studies (Australian Institute of Aboriginal and Torres Strait Islander Studies, 2011)
·         National statement on ethical conduct in human research (NHMRC, 2007) 
·         Keeping research on track: A guide for Aboriginal and Torres Strait Islander peoples about health research ethics (NHMRC, 2005)
·         Values and ethics: Guidelines for ethical conduct in Aboriginal and Torres Strait Islander health research (NHMRC, 2003)
3.1    Number of Participants
Section 3.1. Number of Participants.
3.2    Age Range
Section 3.2. Age Range
3.3    Will any partipants be ill or frail?
Section 3.3. Will any partipants be ill or frail?
3.4    Are there any criteria that will determine whether participants are included or excluded from the research?
Section 3.4. Are there any criteria that will determine whether participants are included or excluded from the research?
3.5    Recruitment Method
Section 3.5. Recruitment Method
3.6    Reimbursement to Participants
Section 3.6. Compensation to Participants
Please tick the appropriate box
3.7     Are any of the participants students of RMIT?
3.8     Does this project require the researchers to have a Working with Children Check? Information about this 
            requirement is available at: http://www.workingwithchildren.vic.gov.au/
Section 3.8. Does this project require the researchers to have a Working with Children Check? Information about this  requirement is available on the Working with Children web site and in the Guidelines to Complete the Application Form
Please attach a scanned copy of your WWC card
Please attach a scanned copy of your WWC card
3.9    Are there any existing relationships, or ones likely to rise during the research, between the potential participants and any member of the research team or an organisation involved in the research?
Section 3.9. Are any of the participants (other than RMIT students) in a dependent relationship with any of the investigators including those involved in recruiting or interviewing?  Please refer to the Guidelines for a detailed list of particpants that might be considered to be in a dependent relationship with the researchers.
3.10  Involvement of Special Groups
If the project involves groups requiring special permission, such as people living in a tribal setting, children or people with a disability who are in a dependent relationship requiring permission from a parent or guardian, describe the nature of these groups, justify the inclusion of people from these groups, specify the procedures to be used to obtain permission, and complete Question 7.  Please refer to the National Statement and any other guidelines.
If the project involves groups requiring special permission, such as people living in a tribal setting, children or people with a disability who are in a dependent relationship requiring permission from a parent or guardian, describe the nature of these groups, justify the inclusion of people from these groups, specify the procedures to be used to obtain permission, and complete Question 7.  Please refer to the Guidelines for a detailed list of groups requiring special permission.
4.    Research Using Existing Databases
Section 4. Research Using Existing Databases
4.1     If the research involves access to existing database provided by an institution(s), please indicate:
Section 4.1.  If the research involves access to existing database provided by an institution(s), please indicate:
5.    Description of Procedures
5. Description of Procedures
5.1     Provide a concise detailed description in terms which are easily understood by a lay reader of what the 
         participation involves. 
Section 5.1. Describe in detail below exactly what you will be asking of participants and emphasise anything that may have adverse consequences.
5.2     Will questionnaire(s) (including those that are published or commercially available) be used in the project?
            Please attach a copy to this application.
Section 5.2 Will questionnaire(s) (including those that are published or commercially available) be used in the project? Please attach a copy to this application.
5.3     If interviews or focus groups are to be held, please indicate the kinds of questions to be asked below or attach the interview schedule in the case of structured interviews.
Section 5.3.  If interviews of focus groups are to be held, please indicate the kinds of questions to be asked below or attach the interview schedule in the case of structured interviews.
5.4     Will participants at any time have pictures taken of them, either photographed or video recordings, or be audio
            recorded?
Section 5.4. Will participants at any time have pictures taken of them, either photographed or video recordings, or be audio recorded?
5.5     Will any form of deception, concealment or covert observation be used?
Section 5.5.  Will any form of deception, concealment or covert observation be used?
6.     Study Location
Section 6. Study Location
6.1     Please identify the precise location of the study
Section 6.1. Please identify the precise location of the study
7.     External Approvals
7. External Approvals
If a project requires approval from other institutions or ethics committees, next of kin or guardian, or representative or authority in the case of special groups, copies of such approvals must be provided to the RMIT HREC at the time of application or be made available as soon as possible thereafter.
If a project requires approval from other institutions or ethics committees, next of kin or guardian, or representative or authority in the case of special groups, copies of such approvals must be provided to the UHEC at the time of application or be made available as soon as possible thereafter. Please indicate as appropriate if formal clearance/permission has been sought or obtained.
7.1     Institutional
Section 7.1. Institutional
Name(s) of institution/ethics committee/authority:
Name(s) of institution/ethics committee/authority:
7.2    Next of Kin (or representative or authority in the case of special groups)
Section 7.2. Next of Kin (or representative or authority in the case of special groups)
Name(s) of institution/ethics committee/authority:
8.     Informed Consent
Section 8.  nformed Consent
8.1    How will consent be obtained?
Section 8.1. How will consent be obtained?
8.2    Will all participants have the capacity to give voluntary and informed consent?
Section 8.2. How will competence to give consent be determined and who will make this determination?
Please indicate who will be asked to provide consent:
Please indicate who will be asked to provide consent:
8.3    Will Participant Information Sheets and Consent Forms be used?
Section 8.3.  Will Participant Information Sheets and Consent Forms be used?
8.4    Will Participant Information Sheets and Consent Forms be translated into the participants' first language?
Section 8.4. Will Participant Information Sheets and Consent Forms be translated into the participants' first language?
8.5    How will competence to give consent be determined and who will make this determination?
Section 8.5. Will all participants have the capacity to give voluntary and informed consent?
Please indicate who will be asked to provide consent:
Please indicate who will be asked to provide consent:
9.   Recording and Security of Project Documentation
Section 9. Recording and Security of Project Documentation
9.1     How will data/information be collected and used in this research project?  (e.g. written questionnaires, interview
            notes, photographs, audio/video recording,   direct electronic data entry, etc).
Section 9.1. How will data be recorded?  (e.g. written questionnaires, interview notes, photographs, audio/video recording, direct electronic data entry
9.2  Will confidentiality of this data/information be maintained?
Section 9.2.  Will confidentiality of results be maintained?
9.3     Indicate how the data/information collected and used in this project will be stored and security maintained. Please specify the precise location of the storage place(s) and the retention period:
Section 9.3.  Indicate how the security of project documentation will be maintained and specify the precise location of the storage place(s):
Project documentation should be stored in secure, lockable locations, preferably on campus.  Computer files should be password protected.  Data, de-identified where appropriate, and consent forms should normally be kept for a period consistent with the Public Records Office of Victoria Standard (02/01) (normally 5 years for non clinical trial data and 15 years for clinical trial data following publication).
Project documentation should be stored in secure, lockable locations, preferably on campus.  Computer files should be password protected.  Data, de-identified where appropriate, and consent forms should normally be kept for a period consistent with the Public Records Office of Victoria Standard (02/01) (normally 5 years for non clinical trial data and 15 years for clinical trial data following publication).
9.4     Will any data (including samples) be preserved for possible future use in another project either by yourself or 
            another researcher?
Section 9.4. Will any data (including samples) be preserved for possible future use in another project either by yourself or             another researcher?
10.  Dissemination of Results
10.1  Will participants be informed that results from the study may appear in publications, be included in a thesis or 
            report, or be presented at conferences?  (If relevant, this information should be included in the Participant Information Sheet and given to participants prior to obtaining informed consent).
Section 10.1. Will participants be informed that results from the study may appear in publications, be included in a thesis or report, or be presented at conferences?  (If relevant, this information should be included in the Participant Information Sheet and given to participants prior to obtaining informed consent).
10.2  Will participants be informed that results from the study will be available to them on request? (If relevant, this
            information should be included in the Participant Information Sheet and given to participants prior to obtaining informed consent).
Section 10.2. Will participants be informed that results from the study will be available to them on request? (If relevant, this            information should be included in the Participant Information Sheet and given to participants prior to obtaining informed consent).
10.3  Will participants be informed that their personal data collected in the course of the research will be available to 
            them on request?  (If relevant, this information should be included in the Participant Information Sheet and given to participants prior to obtaining informed consent).
Section 10.3. Will participants be informed that their personal data collected in the course of the research will be available to them on request?  (If relevant, this information should be included in the Participant Information Sheet and given to participants prior to obtaining informed consent).
11.  Risk and Indemnity
Section 11.  Risk and Indemnity
11.1  Is there any risk of physical, psychological, social, legal or financial and/or community, employment and/or 
            professional harm to the participant or organisation?
Section 11.1.  Is there any risk of physical, psychological, social, legal or financial and/or community, employment and/or professional harm to the participant or organisation?
11.2  If the research involves possible physical risk, is a first aid person on call?
Section 11.2.  If the research involves possible physical risk, is a first aid person on call?
11.3  Does the research involve possible risks to the researcher, such as working in isolation with a potentially 
            distressed or violent person or undertaking research in a politically unstable area
Section 11.3  Does the research involve possible risks to the researcher, such as working in isolation with a potentially  distressed or violent person or undertaking research in a politically unstable area
12.  Use of Existing Tissue / Fluid Samples
Section 12.  Use of Existing Tissue / Fluid Samples
12.1  Does the research involve access to human pathology or diagnostic specimens provided by an institution(s)?
Section 12.1. Does the research involve access to human pathology or diagnostic specimens provided by an institution(s)?
12.2  Source(s) and number of samples 
Section 12.2. Source(s) and number of samples 
12.3  Whether samples to be used will be de-identified, potentially identifiable or identified 
Section 12.3. Whether samples to be used will be de-identified, potentially identifiable or identified 
12.4  Whether permission has been granted by donors to use these samples for research purposes
Section 12.4. Whether permission has been granted by donors to use these samples for research purposes
12.5  Whether formal permission / clearance has been sought or obtained from the relevant external organisation
Section 12.5. Whether formal permission / clearance has been sought or obtained from the relevant external organisation
13.  Sampling of Body Tissues or Fluids
Section 13.  Sampling of Body Tissues or Fluids
13.1  Will any body tissue or body fluid samples be taken?
Section 13.1.  Will any body tissue or body fluid samples be taken?
Please complete the details below
Please complete the details below
14.  Administration / Withdrawal of Substances / Agents
Section 14.  Administration / Withdrawal of Substances / Agents
14.1  Indicate if any chemical compounds, drugs or biological agents will be administered or withheld.  if substances 
            are to be administered, note the dosage, frequency of administration and anticipated effects.
Section 14.1  Indicate if any chemical compounds, drugs or biological agents will be administered or withheld.  if substances are to be administered, note the dosage, frequency of administration and anticipated effects.
Please complete the details below
Please complete the details below
Please complete the details below
Please complete the details below
14.1.1  If a drug, is it being used for approved purposes?
Section 14.1.1  If a drug, is it being used for approved purposes?
15.  Safety
Section 15.  Safety
15.1  Will participants come into direct contact with any equipment which uses an electrical supply in any form, e.g. audiometer, biofeedback device, electrical stimulator?
Section 15.1  To help identify specific safety issues, please refer to the following documents:
15.1.1  Is the equipment or apparatus standard, unmodified or commonly used, e.g. a computer? 
15.1.1  Is the equipment or apparatus standard, unmodified or commonly used, e.g. a computer? 
15.1.1.1  Will equipment /apparatus be used in any way that is different to its intended use or to the manufacturer's instructions?  
15.1.1.1  Will equipment /apparatus be used in any way that is different to its intended use or to the manufacturer's instructions?  
15.1.1.1  Has the equipment or apparatus been assessed by your local OH&S group?
15.1.1.2  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.1.1.2  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.1.1.2  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.1.2  Will participants be exposed to electrical or magnetic stimulation or non-ionizing radiation of any kind?
15.1.2  Will participants be exposed to electrical or magnetic stimulation or non-ionizing radiation of any kind?
15.1.2.1  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.1.2.1  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.1.3  Will participants be exposed to noise levels exceeding a peak sound level of 140dB or an 8 hour sound level of 85 dB equivalent?
15.1.3  Will participants be exposed to noise levels exceeding a peak sound level of 140dB or an 8 hour sound level of 85 dB equivalent?
15.1.3.1  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.1.3.1  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.2  Will participants come into direct contact with any equipment or apparatus?
Section 15.2.  Does the research project involve the use of ionising radiation?
15.2.1  Is the equipment or apparatus standard, unmodified or commonly used, e.g. a computer? 
15.2.1  Is the equipment or apparatus standard, unmodified or commonly used, e.g. a computer? 
15.2.1.1  Will equipment /apparatus be used in any way that is different to its intended use or to the manufacturer's instructions?  
15.2.1.1  Will equipment /apparatus be used in any way that is different to its intended use or to the manufacturer's instructions?  
15.2.1.1  Has the equipment or apparatus been assessed by your local OH&S group?
15.1.1.2  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.2.1.2  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.2.1.2  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.2.2  Will participants be exposed to electrical or magnetic stimulation or non-ionizing radiation of any kind?
15.2.2  Will participants be exposed to electrical or magnetic stimulation or non-ionizing radiation of any kind?
15.2.2.1  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.2.2.1  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.2.3  Will participants be exposed to noise levels exceeding a peak sound level of 140dB or an 8 hour sound level of 85 dB equivalent?
15.2.3  Will participants be exposed to noise levels exceeding a peak sound level of 140dB or an 8 hour sound level of 85 dB equivalent?
15.2.3.1  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
15.2.3.1  Provide details of all safety and protective measures to be in place if needed, evidence that equipment has relevant electrical or other safety assessments needs to be provided
16.    Funding Details
Section 16.  Funding Details
16.1    Indicate which of the following is applicable to this project - Funding:
Section 16.1. Indicate which of following is applicable to this project - Funding:
Please complete the details below and attach an electronic copy of the funding application where applicable
Please complete the details below and attach an electronic copy of the funding application where applicable
16.2    Will participants be informed of funding source(s)?
Section 16.2. Will participants be informed of funding source(s)?
17.  Potential Benefits
Section 17.  Potential Benefits
17.1  Outline the potential benefits to the participant(s)
Section 17.1. Outline the potential benefits to the participant(s)
17.2 Outline the potential benefits to the wider community
Section 17.2. Outline the potential benefits to the wider community
18.  Additional Ethical Issues
Section 18.  Additional Ethical Issues
Please provide a response to each question in this section.                                                                                                                         No          Yes 
Please provide a response to each question in this section.  
18.1  Does this research involve collection, use or disclosure of personal, sensitive or health 
information, without the prior consent of the subjects of that information?
18.1  Does this research involve collection, use or disclosure of personal, sensitive or health information, without the prior consent of the subjects of that information?
18.2  Will the research involve access to data stores subject to privacy legislation?
18.2  Will the research involve access to data stores subject to privacy legislation?
18.3  Will participants be asked to perform any acts or make any statements which might diminish their 
self-esteem or cause them to experience embarrassment or regret?
18.4  Will participants be asked to perform any acts or make any statements which might diminish their self-esteem or cause them to experience embarrassment or regret?
18.4  Does the research involve a fertilised human ovum?
18.5  Does the research involve a fertilised human ovum?
18.5  Does the research involve any stimuli, tasks, investigations or procedures which may be experienced by 
participants as stressful, noxious, aversive or unpleasant during or after the research procedures?
18.6  Does the research involve any stimuli, tasks, investigations or procedures which may be experienced by participants as stressful, noxious, aversive or unpleasant during or after the research procedures?
18.6  Will the research involve the use of no-treatment or placebo control conditions?
18.7  Will the research involve the use of no-treatment or placebo control conditions?
18.7  Will participants be fingerprinted, DNA "fingerprinted", or have any other kind of uniquely identifying 
biological marker recorded?
18.8  Will participants be fingerprinted, DNA "fingerprinted", or have any other kind of uniquely identifying biological marker recorded?
18.8  Is there any risk of criminal or civil liability to the participant or researcher as a result of the research?
18.9  Is there any risk of criminal or civil liability to the participant or researcher as a result of the research?
18.9  Are there any risks that the research will impact upon the welfare of any people who are not directly
 participating in this research?
18.10  In your opinion are there any other ethical issues involved in the research?
18.10  Has the laboratory/premises and/or any equipment to be used in this research been tested and/or
 assessed for safety?
18.10  In your opinion are there any other ethical issues involved in the research?
18.11  In your opinion are there any other ethical issues involved in the research?
18.10  In your opinion are there any other ethical issues involved in the research?
If you answered YES to any of the above questions, please provide an explanation or justification below - or indicate where in this application form this information has been provided - before proceeding to the Attachment Checklist. 
If you answered YES to any of the above questions, please provide an explanation or justification below - or indicate where in this application form this information has been provided - before proceeding to the Attachment Checklist. 
ATTACHMENT CHECKLIST
Ensure the following attachments are included (where applicable)
DECLARATION
By submitting this application, we, the Chief Investigator / Senior Supervisor and Co-Investigators, declare that we:
By submitting this application(1) , I, the Chief Investigator, declare that I :
1 The application must be submitted electronically by the Chief Investigator from his/her RMIT staff email account.
2 This evidence may consist of a hard-copy signed document or an email from the head of school acknowledging that they have sighted your application and have agreed that the required academic expertise and resources are available to complete this proposed research.
Note:          Where the Chief Investigator is also the head of school then the Pro Vice Chancellor of the relevant College must acknowledge 
         that they have sighted your application and have agreed that the required academic expertise and resources are available to 
         complete this proposed research. 
01/08/2008
RIEU
UHEC Above Low Risk Application Form
3
16/04/2009
RIEU
1
1
1
1
2
1
1
1
1
1
2
1
1
1
1
1
1
1
1
1
1
1
2
4
1
1
1
1
1
1
1
1
20
20
19
1
20
1
1
19
18
19
19
1
20
20
16
15
18
1
1
1
1
1
1
20
18
18
15
1
18
1
15
18
18
2
1
1
1
1
1
1
1
2
1
2
1
2
1
1
1
2
1
1
4
4
2
1
3
2
1
2
2
2
2
1
1
1
1
1
2
2
1
1
1
1
1
3
3
1
1
1
1
1
2
1
1
1
2
1
1
26
2
26
3
26
4
26
5
26
6
26
7
26
8
26
9
26
10
26
11
26
12
26
13
26
14
26
15
26
16
26
17
26
18
26
19
26
20
26
21
26
22
26
23
26
24
26
25
26
26
26
	CurrentPage: 
	PageCount: 
	Please tick the appropriate box: 
	Please tick the appropriate box: 
	negrisk: 
	lowrisk: 
	abovelowrisk: 
	Please provide details as specified above: 
	Please provide the full project title: The clinical evaluation of electroacupuncture combined with mindfulness meditation in the weight management
	Please provide the title and full name of the Principal Research Student (if applicable): Dr. George Lenon
	Please provide the title and full name of the Principal Research Student (if applicable): Ching Yee Chung
	Please provide the course details of the Principal Research Student (if applicable): Lecturer
	Please provide the course details of the Principal Research Student (if applicable): PhD (Complementary Medicine)
	Please provide the staff ID (if applicable) of the Co-Investigator: 48090
	Please provide the staff ID (if applicable) of the Co-Investigator: 44507
	Please provide the staff ID (if applicable) of the Co-Investigator: 29015
	Please provide the School or Institute of study for the Principal Research Student (if applicable): RMIT University
	Please provide the School or Institute of study for the Principal Research Student (if applicable): Health and Biomedical Science
	Please provide the phone number of the Co-Investigator: 99256587.00000000
	Please provide the phone number of the Co-Investigator: 99257175.00000000
	Please provide the phone number of the Co-Investigator: 99253294.00000000
	Please provide the email address of the Co-Investigator: george.lenon@rmit.edu.au
	Please provide the email address of the Co-Investigator: angela.yang@rmit.edu.au
	Please provide the email address of the Co-Investigator: alexander.defoe@rmit.edu.au
	Please provide details as outlined: Qualifications:- Graduate Certificates in Tertiary Teaching and learning, RMIT University, Melbourne, Australia- Certificate of Clinical Research Coordinator, Boston (CCRC)- PhD, RMIT University, Melbourne, Australia- Bachelor of Health Sciences (Chinese medicine) Victoria University, Melbourne, Australia.Relevance Experience:- Registered Chinese medicine practitioner in Australia- HDR supervision since 2005- Teaching and coordinating experience in undergraduate and postgraduate level of Chinese medicine courses for more than 10 years- Has extensive research experience for weight management and conducting randomised clinical trials- Has published more than 10 journal articles for systematic reviews and randomised controlled trial. 
	Please provide details as outlined: Doctor of Philosophy, RMIT University (2006)Master of Business Administration, Victoria University (2000)Graduate Certificate in Tertiary Teaching and Learning, RMIT University (2009)Bachelor of Medicine (Chinese Medicine), Beijing University of Chinese Medicine, China (1995)
	Please provide details as outlined: Qualifications:- Master in Counselling- PhD, Monash University, Melbourne AustraliaRelevance Experience:- Experience working with mindfulness interventions- Experience research in area of mindfulness and skill training
	Please provide the Student ID (if applicable) of the Co-Investigator: 2006789
	Please provide staff ID of the Principal Research Student if also an employee of La Trobe University: 
	TextField15: Bachelor of Health Science / Bachelor of Applied Science (Chinese Medicine)
	Please provide the title and full name of the Co-Investigator: Dr. Angela Wei Hong Yang
	Please provide the title and full name of the Co-Investigator: Dr. Alexander De Foe
	Please provide the position of the Co-Investigator: Senior Lecturer
	Please provide the position of the Co-Investigator: Lecturer
	Please provide the School/Institute of the Co-Investigator: RMIT University
	Please provide the School/Institute of the Co-Investigator: RMIT University
	Click this button to add further Co-Investigators: 
	Click this button to remove the last added 'Co-Investigator' section: 
	Please provide the proposed commencement date of the project.  These dates are subject to annual review.  Type the date directly into the box, or click the box once to show the calendar arrow.  Click the arrow to select the start date from a calendar view.: 2018-08-01
	Please provide the proposed conclusion date of the project.  Type the date directly into the box, or click the box once to show the calendar arrow.  Click the arrow to select the start date from a calendar view.: 2020-08-01
	TextField12: 110404
	TextField11: 170106
	y: 
	n: 
	Please explain how participants will be informed of funding source(s): The Chinese medicine research group has reviewed the design and methodology of the proposed clinical trial. The group consists of experts in systematic reviews and conducting randomised controlled trials. The protocol of the trial has been optimised according to the feedback from the group members of the team. 
	Please explain how participants will be informed of funding source(s): This trial will be registered with Australian and New Zealand clinical trial registry after obtaining HREC approval. Request number: 375116
	Please explain how participants will be informed of funding source(s): Inclusion criteriaEligible participants must fulfil the following criteria:  - Being overweight with BMI ≥ 25 (We are targeting overweight and obese individuals because they need to manage their weight in order to achieve better health outcome.)- Adult, with age between 18 and 60. (Aim of this trial is to evaluate weight loss effects on adults, but we exclude elderly as they tend to associate with other chronic conditions)- Be available during the period of this clinical trial (The participants will need to be available for treatment during the trial to maximise the effect of treatment)Exclusion criteria Participants will be excluded if they meet any of the following criteria:- Serious chronic medical conditions, such as cardiovascular diseases, cancer, HIV, epilepsy (Participants will need focus on managing these conditions using medical intervention instead of participating in an obesity clinical trial) - Pregnancy or lactation. (It is not necessary weight loss to pregnant or lactating individuals, as nutritional requirement for them are different to overweight individuals)- Drug induced secondary obesity (The scope this clinical trial does not target drug induce secondary obesity)- Medical conditions which are known to link with obesity, such as polycystic ovary syndrome, hypothyroidism, Cushing syndrome, Hashimoto’s Disease (The design of this clinical trial does not target other conditions that causes secondary obesity)- Mental conditions such as clinical depression, anxiety, PTSD, psychosis (Diagnosed mental conditions required medical or psychological treatment, and the scope of this clinical trial does not target individuals with mental conditions)- Participants who are not willing to be treated by acupuncture or to practice meditation. (The participants cannot receive treatment in this clinical trial if they are not willing to receive treatment for acupuncture or to practice meditation)- Difficulties with understanding and reading English (MM involves in following audio instruction and participants would not be able to follow the instructions if they are not compliance with English)- Taking blood thinning medications (Blood thinning medications are contraindication to Acupuncture treatment as this may potentially causing excessive bruising)- Auditory impairment who cannot listen to audio records (MM involves in following audio instruction, participants would not be able to follow the instruction if they have auditory impairment)- Participants who received treatment for obesity in the past 3 months, including medical treatment or participated in weight loss programs. (The effects of the past treatments may contribute to weight loss of the participants, which makes it hard to isolate the effects past treatment from this trial)
	Please explain how participants will be informed of funding source(s): The recruitment will takes place in Melbourne through advertisement which targets the local general population. Advertisements will be delivered through the following methods:- Emails to students who are listed in the RMIT University SHBS (school of health and biomedical science) candidature networks- RMIT University approved social media- Posters, flyers, brochures- Community notice boards- Local newspapers and newslettersThe advertisement will contain a brief summary of the clinical trial and contact information to encourage the interested general public to contact the research team for screening process. A member of the research team will be responsible for handling all  participation related enquires. A copy of the recruitment advertisements have been attached.Upon receiving the initial enquires, perspective participants will receive a copy of the Participant information sheet / Consent form via Google form. They are required to read the document thoroughly and contact the research team in case of any questions or concerns. To participate in the study, they will need to complete the general information questionnaire and screening questionnaire via online Google form. If the questionnaires indicate that they are preliminary eligible for participation, they will then be invited to attend an screening interview at the Clinical Trial Laboratory at RMIT University Bundoora West campus or City campus. The initial assessment interview will allow time for the participants to express and discuss their questions with the research team for clarification before making final decision for their participation to the project. Body measurements will also be done to confirm their BMI. Individuals with BMI under the cut-off points will be excluded in this research project. All recruited participants will need to sign an informed consent form in order to confirm the involvement to the study. Upon information consent, all participants will to be assessed by taking body measurements by our research team, which includes body weight, body height, waist circumference and hip circumference. They will also need to fill out assessment questionnaires (Power of food scale, weight-related symptoms measure and obesity and weight loss quality of life), and undertake a Chinese Medicine differential diagnosis. They will also be asked to randomly select one envelope for group randomisation. They will have an equal chance to be randomised to receive real electroacupuncture and mindfulness meditation treatment, or to receive sham electroacupuncture and mindfulness meditation treatment, or to receive real electroacupuncture treatment only.  
	Please explain how participants will be informed of funding source(s): Firstly, the participants will be informed in the participants information sheet that any research project is voluntary. If they do not wish to take part, they do not have to. Also, if they decide to take part and later change their mind, they are free to withdraw from the project at any stage.Secondly, to minimise bias, volunteers recruited for this clinical trial will be, whenever possible, not connected in any way to the Discipline of Chinese Medicine at RMIT University. Individuals who are considered to be connected with the research group of the Discipline of Chinese Medicine at RMIT University if they are:• The employees of the Discipline of Chinese Medicine • The immediate family (including partners) of employees of the Discipline of Chinese Medicine.
	Please explain how participants will be informed of funding source(s): All results and data collected during this clinical trial will remain confidential. The results will be interpreted without personal identifiable data to ensure that no personal identities or information will be disclosed or published. 
	Please explain how participants will be informed of funding source(s): The participants will be informed that results from the study may be appeared in publications, be included in a thesis or report, or be presented at conferences. These information will be written in participant information sheet and given to participants prior to obtaining informed consent.
	Please provide details as outlined above: This is a randomised sham control trial for the clinical evaluation of electroacupuncture combined with mindfulness meditation in the weight management. 
	Please provide details as outlined above: Trial DesignThis will be a sham controlled, three-arm randomised clinical trial: Electroacupuncture + MM (EAM), Sham Electroacupuncture + MM (SAM) and Electroacupuncture only(EAO). A smaller scale pilot trial (10 participants per group) will be conducted first, which aims to assess the feasibility of the trial protocol and also provide suggestions for optimising the trial protocol for the main clinical trial. The clinical trial will be held at RMIT University Chinese Medicine Research Laboratory.Sample size calculationBased on the study by Gugel et al. (2012) comparing the acupuncture group with the sham acupuncture BMI after treatment, the effect size estimate was 0.56. The sample required to achieve 80 percent power at a significance level of 5% is 55 per group.  Inclusion CriteriaEligible participants must fulfil the following criteria:  • Being overweight (BMI ≥ 25)• Adult, with age 18 to 60 years old• Be available during the period of this clinical trialExclusion CriteriaParticipants will be excluded if they have one or more of the following conditions:• Serious chronic medical conditions, such as cardiovascular diseases, cancer, HIV, epilepsy• Pregnancy or lactation• Drug induced secondary obesity • Medical conditions which are known to link with obesity, such as uncontrolled hypertension, polycystic ovary syndrome, hypothyroidism, Cushing syndrome, Hashimoto’s Disease• Mental conditions such as clinical depression, anxiety, psychosis, PTSD• Participants who are not willing to be treated by acupuncture or to practice meditation.• Difficulties with understanding and reading English• Taking blood thinning medications• Auditory impairment who cannot listen to audio records• Participants who received treatment for obesity in the past 3 months, including medical treatment or participated in weight loss programs.  RandomisationParticipants will be randomised into three  groups. An independent statistician will be responsible for generating randomisation code by using a computer program. The code will be placed in an individually sealed opaque envelopes, which contains the information about the allocated treatment group. All participants will select their envelope from the available envelopes and hand over to the researcher. The researcher will ensure that the envelope will not be opened until the name of the allocated participant is written on the envelope. Group assignments will not be changed after the allocation has made. BlindingThe Acupuncturist and the researcher who is responsible for playing the pre-recorded mindfulness meditation audio record will not be blinded. A research assistant who is responsible for recording outcome measurements are blinded to treatment allocation. The treatment allocation will be blinded to an individual data manager, who is responsible for manually entering information to a securely stored database. To ensure allocation concealment, any discussion between the treatment provider and the participant are required to be kept minimal. 
	Please provide details as outlined above: The participation of this research project includes the initial assessment interview, 2 week run-in period, a 12 week treatment period and a 4 week follow up period. Therefore, they will be involved in this study for a total of 18 weeks continuously. All participants will need to attend to the Clinical Trial Laboratory weekly during the 12 weeks treatment period, and also two other follow up visits. All three groups will receive acupuncture treatment during their weekly treatment period. They will be needled on 8 acupuncture points and the needles will then be connected to an electro-stimulator. Needle retention and electro-stimulation in each session will be 30 minutes. It is expected that the each acupuncture treatment will takes approximately 45 minutes to 1 hour. For the treatment groups that incorporate mindfulness meditation, the participants will need to stay in the treatment room after the acupuncture treatment and self-practising mindfulness meditation by following a 10 minutes pre-recorded audio instruction. A copy of the mindfulness meditation information and instruction booklet will be given to the participants in the first treatment session. The booklet will explains what mindfulness meditation is, and provides clear instruction for practicing mindfulness meditation. They will be instructed to self-practise mindfulness meditation daily at their own time, and be given a logbook to record the frequency and duration of their self-practised mindfulness meditation. Body measurements will be taken at the end point of the 3, 6, 9, 12, 14, 16 week. They will also be asked to fill out the assessment forms form after taking the body measurements. These measurements will takes approximately 15 minutes to be completed. All the recorded data will be kept in their participant file and securely stored in a locked cabinet at the research room. They may also fill out an adverse events form, in case of any unexpected body sensations occurs in relation to the treatments. Any serious adverse events that happen during or after the treatment procedure will be reported to the chief investigator immediately.
	Please provide details as outlined above: Participant formation Sheet / Consent form will be signed manually and to be kept in individual file of the participants then stored in a locked cabinet at RMIT University research room. The general information questionnaires and screening questionnaires will be filled online by participants and directly stored into a designated password protected Google account. All body anthropometry measurements will be manually recorded during the visits and to be kept in the individual participant file, and then stored in a locked cabinet at RMIT University research room. All other questionnaires, log book and forms will be manually recorded by individual participants:- power of food scale (PSF)- obesity and weight loss quality of life (OWL-QoL)- weight-related symptom measure (WRSM)- self-practised mindfulness meditation logbook - Adverse event formParticipants may scan or take photographs of the completed documents and submitted to a password protected RMIT University email account. All electronic submission will be downloaded by a member of the research team and will be stored in a password protected RMIT University computer for data analysis. 
	Please provide details as outlined above: All participants will be informed that they will have an equal chance of being allocated to three different treatment groups. They will be informed that it is necessary to have sham group in the clinical trial design for study purposes. Participants who have been allocated in EA only group will receive the 10 minutes MM audio instruction upon the completion of the trial, so that they can start practising MM at their own time. Participants who have been allocated to Sham acupuncture group will also be informed and offered a real acupuncture treatment. The EA stimulator to be used in this trial has been registered under Therapeutic Goods Administration (TGA).
	Please outline the aims of the project: Obesity is defined as excessive amount of fat deposit in the body. It is a major risk factor to various chronic diseases such as type II diabetes, hypertension, cardiovascular diseases, non-alcoholic fatty liver diseases, osteoarthritis and some types of cancer (World Health Organisation, 2018).Being overweight or obese also affects mental health and social life due to social stigmatisation and self-dissatisfaction(Puhl & Heuer, 2010).  According to World Health Organisation (WHO), obesity is classified by Body Mass Index (BMI), which is calculated by the body weight divided by the square of body height. Individuals with BMI ≥ 25 are classified as overweight and ≥30 as obese. The prevalence of obesity has surged more than double since 1980 (James, 2008). Worldwide, approximately 39% of adults were overweight and 13% were obese in 2016 (WHO., 2018). The increasing prevalence of obesity also leads to economic burden, which includes direct medical expenses to the health care system and indirect costs such as loss of work productivity, early retirement, cost of carer and premature death (Colagiuri et al., 2010). Body fat is a form of energy which is preserved in the body when the amount of energy intake exceeds energy expenditure. The increased amount of body fat will lead to increase in body mass and progressively leads to obesity (Mitchel et at., 2011). Obesity is contributed by a mixture of multiple factors, including genetic, physiological, environmental and psychological (Williams et al., 2015).  To lose weight, there needs to be a decrease in energy intakes and an increase in energy expenditure. The aim should be reduce body weight to achieve better health outcome which includes the improvement of quality of life (Heymsfield & Wadden, 2017). The current Australian clinical guidelines suggest that obesity is best to be managed through multidisciplinary interventions to address different obesogenic factors (Health & Council, 2013). Acupuncture involves inserting fine needles into human body for treating various conditions. Current evidence suggest that acupuncture can aid weight management in terms of improving weight and BMI(Zhang et al., 2017), decreasing appetite (Wang et al., 2008), regulating intestinal motility (Cabioglu, 2008), lowering serum leptin levels (Luo et al., 2017) and improving on emotional status (Cho et al., 2009).Mindfulness meditation (MM) is a type of psychotherapy which has been increasing popular for applying to weight management (Tapper, 2017). The level of mindfulness can be cultivated through meditation, where mindfulness is a state when ones paying non-judgemental attention to the present moment (Kabat-Zinn, 2003).  Katterman et al. (2014) has systematically reviewed on MM for weight loss, and suggested that MM may improve eating behaviour. However, the weight loss outcomes were mixed, and current studies on MM for weight loss suffer from small sample sizes which require further investigation. A recent clinical trial has suggested that better weight loss outcome and eating behaviours have been achieved by adding MM to a standard behaviour weight loss program (Spadaro et al., 2017).  The combination of acupuncture and MM for managing overweight has never been investigated. The aim of this project is to conduct a randomised control trial for the clinical evaluation of  electroacupuncture combined with mindfulness meditation for weight management.References:Cabioglu, M. T. G., Nimet ; Ergene, Neyhan. (2008). The efficacy of electroacupuncture therapy for weight loss changes plasma lipoprotein A, Apolipoprotein A and Apolipoprotein B levels in obese women. American Journal of Chinese Medicine, 36(6), pp.1029-1039. Cho, S., Lee, J., Thabane, L., & Lee, J. (2009). Acupuncture for obesity: a systematic review and meta-analysis. International Journal of Obesity, 33(2), 183. Colagiuri, S., Lee, C. M., Colagiuri, R., Magliano, D., Shaw, J. E., Zimmet, P. Z., & Caterson, I. D. (2010). The cost of overweight and obesity in Australia. The Medical Journal of Australia, 192(5), 260-264. Health, N., & Council, M. R. (2013). Clinical practice guidelines for the management of overweight and obesity in adults, adolescents and children in Australia: National Health and Medical Research Council Melbourne.Heymsfield, S. B., & Wadden, T. A. (2017). Mechanisms, pathophysiology, and management of obesity. New England Journal of Medicine, 376(3), 254-266. James, W. (2008). WHO recognition of the global obesity epidemic. International Journal of Obesity, 32, S120-S126. Kabat-Zinn, J. (2003). Mindfulness-Based Interventions in Context: Past, Present, and Future. Clinical Psychology: Science and Practice, 10(2), 144-156. doi:10.1093/clipsy.bpg016Katterman, S. N., Kleinman, B. M., Hood, M. M., Nackers, L. M., & Corsica, J. A. (2014). Mindfulness meditation as an intervention for binge eating, emotional eating, and weight loss: a systematic review. Eat Behav, 15(2), 197-204. doi:10.1016/j.eatbeh.2014.01.005Luo, H., & Li, R. (2007). Effect of electroacupuncture on leptin and adiponectin in simple obesity patients. Zhen ci yan jiu= Acupuncture research, 32(4), 264-267. Mitchell, N., Catenacci, V., Wyatt, H. R., & Hill, J. O. (2011). Obesity: overview of an epidemic. The Psychiatric clinics of North America, 34(4), 717. Park, K. S., Park, K. I., Suh, H. S., Hwang, D. S., Jang, J. B., & Lee, J. M. (2017). The efficacy and safety of acupuncture on serum leptin levels in obese patients: A systematic review and meta-analysis. European Journal of Integrative Medicine, 11(Supplement C), 45-52. doi:https://doi.org/10.1016/j.eujim.2017.03.004Puhl, R. M., & Heuer, C. A. (2010). Obesity stigma: important considerations for public health. American journal of public health, 100(6), 1019-1028. Spadaro Kathleen, C., Davis Kelliann, K., Sereika Susan, M., Gibbs Bethany, B., Jakicic John, M., & Cohen Susan, M. (2017). Effect of mindfulness meditation on short-term weight loss and eating behaviors in overweight and obese adults: A randomized controlled trial Journal of Complementary and Integrative Medicine (Vol. 0).Tapper, K. (2017). Can mindfulness influence weight management related eating behaviors? If so, how? Clinical Psychology Review. Wang, F., Tian, D.-R., & Han, J.-S. (2008). Electroacupuncture in the treatment of obesity. Neurochemical research, 33(10), 2023. Williams, E. P., Mesidor, M., Winters, K., Dubbert, P. M., & Wyatt, S. B. (2015). Overweight and Obesity: Prevalence, Consequences, and Causes of a Growing Public Health Problem. Curr Obes Rep, 4(3), 363-370. doi:10.1007/s13679-015-0169-4World Health Organisation. (2018). Obesity and overweight fact sheet.   Retrieved from http://www.who.int/mediacentre/factsheets/fs311/en/Zhang, R.-Q., Tan, J., Li, F.-Y., Ma, Y.-H., Han, L.-X., & Yang, X.-L. (2017). Acupuncture for the treatment of obesity in adults: a systematic review and meta-analysis. Postgraduate Medical Journal, postgradmedj-2017-134969. 
	Please outline the methods of data analysis for the project: RecruitmentThe recruitment will target the Melbourne general publics. Advertisements will be delivered through the following methods:- Emails to students who are listed in the RMIT SHBS candidature network- RMIT University approved social medias- Poster- Flyers- Brochures- Community notices- Local newspapers and newslettersScreening Process & Pre-treatment PhaseUpon receiving enquiry from interested individuals, they will be directed to the Participant information sheet / Consent form before completing an online general information questionnaire. Participants will be contacted to arrange screening interview after assessing the online forms.  They will then continue through a screening interview, which includes measuring their BMI to confirm eligibility. They will be excluded from the research project if their BMI is below 25. All eligible participants will be further assessed for baseline measurements and Chinese medicine differential diagnosis. Treatment protocolAfter a 2 week run-in period, all randomised participants will have one treatment session per week for a period of 12 weeks and a 4 week follow up period. Treatment groups are detailed below:EAM groupEach session includes EA treatment with 30 minutes acupuncture using 8 obesity-specific acupuncture points.  Each acupoint will be connected to an Electro-stimulator with continuous wave at a frequency of 30 Hz,  followed by 10 minutes of MM. They will be instructed to practice MM daily.SAM groupEach session includes Sham EA treatment with 30 minutes acupuncture using 8 non-acupuncture points (1 cm away from acupuncture point and meridian).  Each point will be connected to an sham Electro-stimulator (showing a continuous wave at a frequency of 30 Hz, but without actual stimulation), followed by 10 minutes of MM. They will be instructed to practice MM daily.EAO groupEach session includes EA treatment with 30 minutes acupuncture using 8 obesity-specific acupuncture points.  Each acupoint will be connected to an Electro-stimulator with continuous wave at a frequency of 30 Hz . No meditation to follow.Electroacupuncture Session include eight acupuncture points: Zusanli (ST36), Sanyinjiao (SP6), Tianshu (ST25), Zhongwan (CV12), Fenglong (ST40), Guanyuan (CV4), Qihai (CV6), Yinlingquan (SP9). Mindfulness meditation (MM)The MM treatment involved practising a 10-minutes pre-recorded mindfulness meditation. This treatment is adapted from MB-EAT program which developed by Jean Kristeller (Kristeller & Hallett, 1999). It is a sitting meditation to be practiced in individual settings, which requires participants to focus on their awareness through breathing. Outcome measurements will be assessed at the end points of 3, 6, 9, 12, 14 and 16 week.Primary outcome measure includes: - Body weight in Kg- Body Mass Index (BMI)- Waist circumference (WC)- Hip circumference (HC)Secondary outcome measure includes:- Weight-related symptom measure (WRSM) and obesity and weight loss quality of life (OWL-QOL) which are two qualitative instruments to evaluate weight-related quality of life and symptoms. - Power of food scale (PSF) is a 15 item scale which measures of psychological influence to food intake. - Record of self-practised MM form- Adverse events formAdverse eventsAll adverse events will be documented, including the description, severity, duration, and the required treatment. All cases of serious adverse events will be immediately reported  to the ethics committee.Attendance and drop-out Participants will be informed that they are free to withdraw from the clinical trials at any time. The attendance to the treatment will be recorded with reason for drop-out. Statistical analysisStatistical analysis will be performed using Statistical Package for Social Science (SPSS). Intention to Treat (ITT) analysis will also be perform for participants who are randomised and participated for at least 1 treatment session.
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	Please provide details (if indicated above): The inclusion criteria has specified that the participants will need to understand and be able to communicate in English. However, we may provide a translated forms upon participants' request. 
	Please tick the appropriate box: The participants information sheet / consent form will be shared to all interested individuals to ensure that enough time has been given to them for reading or discussing with their friends or families. They are also encouraged to contact the research team prior to the screening interview for any questions or concerns. Our investigator will also verbally going through the participants information sheet / consent form during the screening interview. This is to ensure that each participant fully understands all the terms and conditions, and be offered a final chance for clarifying any questions before signing the consent form. 
	Please provide details as outlined above: All participants will be assigned a code during randomisation, and they will be identified by such code during the study. All reports and data to be produced or synthesised will only contain the participant code to ensure that all personal identifications remain anonymous to the public. All personal information and records collected during the clinical trial will be stored in an individual participant files. These files will be kept in a locked cabinet during the trial and stored in RMIT research storage room. Moreover, these information will also be entered in a password protected RMIT University computer for data analysis. 
	Please provide details as outlined above: All records will be kept in the RMIT University, Chinese medicine clinical trial storage room. The information will be retained for 15 years and then will be shredded and disposed as required by the National Health and Medical Research Council (NHMRC) privacy policy.
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	Please provide details as outlined above: The acupuncture points selected in the study has been used in various type of study and no serious adverse events have been documented. Participants may feel a prick sensation during the insertion of the needles. The most commonly experienced sensation after needle insertion would be numbness, soreness or dullness around the site of insertion. There is no evidence of serious adverse event being reported for practising a brief mindfulness meditation, however, in case of potential serious psychological disturbances being reported by the participants, the chief investigator will be notified and the participant may be referred to our team psychologist if necessary. Each participant will be able to record any adverse event to an adverse event form such as pain reaction or bruising. 
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	Please provide details as outlined: The participants may benefit from improving generally well being by practicing mindfulness meditation. If the study has significant outcomes, it will benefit the participants for improving their overweight condition. The participants may choose to continue with practicing mindfulness meditation, which maybe a more cost effective way to improve their weight management in a long run. The participants may also benefit by contributing to knowledge advancement. 
	Please provide details as outlined: The proposed intervention is a relatively low cost and easy to offer to the general public who would need to managing their weight. I anticipate that this low cost intervention help to reduce the prevalence of obesity. In so doing, this intervention can help to relieve the suffering healthcare system in terms of spendings and human power, and also reduce the number of required carer in the community. 
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