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WA Health EthicS APPLICATION Form
 (for Research CONDUCTED WITHIN wa hEALTH)
GUIDELINES
1. Purpose of the Form

The WA Health Ethics Application Form is a component of research governance under the WA Health Research Governance Policy and Procedures framework, undertaken by the Department of Health and Health Services within WA Health, to assess the ethical suitability of the research project to be conducted. 

This ethics application form is available for use by investigators, who are conducting human research projects within WA Health or accessing WA Health participants, their tissue or data; as an alternative to completing the National Ethics Application Form (NEAF) plus WA-Specific Module. It can be used for ethical and scientific review; irrespective of risk; for both single-centre and multi-centre research projects, except when using the national approach to single ethical review of multi-centre research (National Approach) and National Mutual Acceptance. For the National Approach and National Mutual Acceptance, investigators must complete a NEAF plus WA-Specific Module.
Note: Ethics approval and governance approval (by either the Department of Health or Health Services within WA Health) are required for all projects before they will be authorised to commence.
2. Use of the Form

This form must be completed by the Coordinating Principal Investigator (CPI) responsible for the conduct of the research project within WA Health. For single-centre research this application must be submitted to the Human Research Ethics Committee (HREC) at that centre for review and approval. For multi-centre research the WA Health Single Ethical Review process or National Approach should be used where applicable. 
Check boxes in this form can be checked by right clicking on the box and going to properties and changing the default value to checked.

2.1 Low and negligible risk research

The HREC to which this application is submitted may have an alternative Non-HREC level (e.g. sub-committee or delegate) review pathway for low or negligible risk projects (check with the relevant WA Health Ethics Office to see if this is the case).  If the research project fits this category refer to the: Guidelines for Low and Negligible Risk Ethical Review Processes below. Complete and submit this form, nominating the low or negligible risk category if applicable.
2.2 Recruitment of minors (aged less than 18 years of age)

If the research involves direct contact with WA participants under 18 years of age (Age of Majority Act 1972 (WA)) the following points should be considered before submitting the proposal for approval:  

In WA Health paediatric research that involves direct interaction with children/infants is not considered low risk and therefore must undergo full HREC review. Within the Child and Adolescent Health Service (CAHS) and Women and Newborn Health Service (WNHS) all research projects involving direct interaction with children, pregnant women, fetuses and neonates, regardless of risk, must undergo a full HREC review. Some paediatric research in the form of chart reviews, retrospective studies, non-confrontational interviews with parents or other health professionals etc. may be considered as low risk (Note: Though if this involves a waiver of consent this will require a full HREC review). Check with the relevant WA Health Ethics Office or Research Governance Office to confirm requirements.
The composition of the reviewing HREC, or the scientific advisory panel to the reviewing HREC, must be appropriate for review of paediatric projects, by having access to the expertise necessary, to enable it to address the ethical issues arising from research involving minors. This may necessitate going outside the HREC membership. Depending on the risk, it may not be sufficient to include one paediatrician on the HREC or scientific advisory panel; rather, there should be a number of paediatricians included, representing the major sub-specialities. WA Health institutions reviewing paediatric applications should contact the relevant CAHS or WNHS HRECs to seek input from a specialist in this area.

Investigators should check with the relevant WA Health HREC to assess whether there is a requirement that age appropriate child information sheets as well as parent/guardian information sheets and a signed child assent form are required for research projects requiring participation of children. The exact age at which these information sheets and assent forms should be required (i.e. about 7 or 10 years) may be dependent on the type of project being proposed, and the patient group being recruited. The CAHS recommends assent from the age of 7 years.

If the research may increase the body of knowledge in a clinical area, but will not be of direct benefit to the participant, the project should not be conducted if the parent is unwilling for their child/infant to participate (all ages); and/or the child has not provided signed assent (i.e. about 7 or 10 years).  If a child or young person has the capacity to consent and is unwilling to participate in research, their refusal to participate should be respected. Where a child or young person lacks the capacity to consent, their refusal may be overridden by the parents’ judgement as to what is in the child’s best interest. Refer to the National Health and Medical Research Council (NHMRC) “National Statement on Ethical Conduct in Human Research” 2007 (National Statement) Chapter 4.2 for further clarification.

It is a requirement of WA Health HRECs that where recruitment of minors for research is through consent of a parent/guardian, then once the minor has reached the age of 18 years, within reason, consent must be re-established for that individual to continue/resume in the research.
2.3. Recruitment of adults (18 years or over) who may lack the capacity to give consent

In WA, in contrast to other Australian jurisdictions, the Guardianship and Administration Act 1990 (WA) does not include a provision for responsible persons (i.e. nearest relative/guardian)  to give consent for inclusion of their relative who is assessed as incapable of providing informed consent in medical research.

Investigators must therefore only include such a person in a research project if they consider it to be not against the best interests of the person to be a participant. In practice this means that in WA it is not possible to enrol people unable to provide consent in studies comparing an untried treatment or a treatment with unknown or potential risk compared with a known best standard of care. That is, such persons will only be able to participate in observational studies or those in which an established best practice is not known and the intervention is believed to be an important part of treatment for the person.
The senior responsible person (nearest relative/guardian) should be asked to sign a form that provides information about the proposed project and asks them to record whether they believe that the person for whom they have a duty of care has not previously expressed an objection or would not be likely to object to inclusion.

It should be noted that more than one information and consent document may need to be drafted and approved by the HREC to accommodate all potential participants (e.g. participants who have had a stroke and may comprehend the information provided but may physically not be able to sign a form. In this case ways of obtaining consent from the participant may need to be explored that do not include the nearest relative providing consent but may involve the participant in the consent process).
If the research project intends to recruit persons in WA Health who may be deemed incapable (either mentally or physically) of providing consent the investigator will need to provide the reviewing HREC with sufficient details to make an assessment of whether participation of such people can be ethically supported. Consideration should be given to how consent will be obtained once the participant becomes able to give consent during the project.
In research involving people with a mental illness, cognitive impairment or intellectual disability, the participant’s responsible medical practitioner should make a judgement on their capacity to give informed consent to participate in the research.

3. Completing the Form

3.1 Attachments

If completing the form electronically, before submitting the application investigators should ensure all required supplementary documentation (e.g. protocol, participant information sheet, consent form and questionnaires) is attached. Investigators should check with the relevant Ethics Office for the required documentation and whether hard copies should be submitted. 

A copy of the research protocol MUST be submitted with the application. For information as to what details the protocol should include, refer to the appropriate protocol template available from the Ethics Office or the Department of Health WA Research Development website. 
3.2 Other Approvals

3.2.1 Department of Health WA Human Research Ethics Committee 

The Department of Health is responsible for the statewide health data collections that contain summaries of personal health information collected from WA Health patients. Further details and information about the statewide health data collections are available from the Department of Health Information About Health Data website.
The Department of Health Data Linkage Branch maintains the Western Australian Data Linkage System (WADLS), which comprises a system of linkages connecting data about the health events of Western Australians. The WADLS is used to link the statewide health data collections held by the Department of Health and some other organisations. Further details about the WADLS are available from the Data Linkage WA website and the Department of Health “Data Linkage Branch Access Policy” 2010.
Investigators wishing to access personal health information from the Department of Health data collections must consult with the relevant Data Custodian or with the Data Linkage Branch Project Officer about the data application process (including relevant forms and supporting documentation) before applying for the data or requesting Department of Health WA HREC approval. The application will be formally reviewed by the Data Custodian in order to provide advice to the Data Steward on the release of the data. Further details about the data application, ethics and governance approval processes are available from the Data Linkage WA website and the Department of Health WA HREC “Application Process for Personal Health Information” guidelines on the Department of Health Information About Health Data website.
The release of information from the Department of Health data collections for use in research must be approved by the Data Steward. The Data Steward will not approve the use or disclosure of personal information from the Department of Health data collections for research unless the research project has been approved by the Department of Health WA HREC. The Department of Health WA HREC has special responsibility for oversight of the use and disclosure of personal health information held in the Department of Health data collections.
An investigator must have ethics approval from the Department of Health WA HREC, regardless of approval by another reviewing HREC, if they are applying for: 

· personal health information from the data collections held by the Department of Health; 

· the establishment of any new linkages with data collections held by the Department of Health; 

· the disclosure of personal health information from data collections held by the Department of Health for projects that involve the funding, management, planning, monitoring, improvement or evaluation of Health Services; and 

· other research projects as outlined in the Department of Health HREC ‘Terms of Reference’ available from the Department of Health Information About Health Data website. 

3.2.2 Aboriginal* Research

The Western Australian Aboriginal Health Ethics Committee (WAAHEC) exists to promote and support good ethically based health and medical (or the determinants of health) research, which will benefit Aboriginal people. 

In addition to the local or Lead HREC approval it is a requirement of WAAHEC to approve the conduct of health and medical research in WA where the research project involves the following categories: 

· Aboriginality is a key determinant; 

· data collection is explicitly directed at Aboriginal people; 

· Aboriginal people, as a group, will be examined in the results; 

· the information has an impact on one or more Aboriginal communities; or 

· Aboriginal health funds are a source of funding.

Refer to the Aboriginal Health Council of Western Australia website for the “Western Australian Aboriginal Health Ethics Committee (WAAHEC) Values and Ethics Statement” and the ethics application form. 
*The use of the term “Aboriginal” within this document refers to both Aboriginal and Torres Strait Islander people. 
3.2.3 Use of Human Tissue

If the project involves the use of tissue samples taken during a coronial post-mortem, or access to coronial data or information that is held by the Office of the State Coroner (WA), approval must be obtained from the Coronial Ethics Committee. For further information regarding this process contact the:

· Secretary, Coronial Ethics Committee, Coroner's Court of Western Australia 
Level 10 Central Law Courts, 501 Hay Street 
Perth WA 6000. 
PH: 08 9425 2900. 

If the project involves the use of tissue samples taken during a non-coronial post-mortem, investigators must comply with the “Non-Coronial Post-Mortem Examinations Code of Practice” 2007, (enacted under the Human Tissue and Transplant Act 1982 (WA)). 

Investigators requiring access to WA Health biobanks or the project involves the establishment or use of material from human tissue collections and their associated data should refer to the Department of Health “Guidelines for human biobanks, genetic research databases and associated data” 2010 which forms part of an overarching governance and regulatory framework for biobanks in WA and should be used in conjunction with existing guidelines, laws and regulations.
If the project involves the human fetus or human fetal tissue refer to the NHMRC “Statement on Human Experimentation and Supplementary Notes” 1992.

If the project involves storage of human tissue (including, but not limited to, blood, tissue, and urine) for research purposes, the investigator may be required to submit an additional specific sample consent form to the HREC.  Check with the relevant Ethics Office for requirements.

3.3 Authorisations:

Check that you have obtained all required signatures before submitting the application. Signatures can be applied in the required spaces once the completed form is printed.  
3.4 Submitting the Application:

Submit the completed and signed original application and any attachments to the applicable WA Health HREC.  Refer to the relevant website or check with the Ethics Office to ascertain how many copies of the application and attachments are required.
Guidelines for Low and Negligible Risk Ethical Review Processes
The National Health and Medical Research Council (NHMRC) “National Statement on Ethical Conduct in Human Research” 2007 (National Statement) recognises that human research involves a wide range of activities that have variable risks and potential benefits. The National Statement establishes different levels of ethical review, based on the degree of risk involved. There are three levels of risk:

· Negligible risk research – where the only foreseeable risk is no more than inconvenience;
· Low risk research – where the only foreseeable risk is one of discomfort; and
· All other research – where there is a risk of harm.
Investigators and HRECs are required to determine the existence, likelihood and severity of the risks based on the research methodology and design, participant population and research activity. Research involving more than low risk must be reviewed and approved by a fully constituted HREC (Note: In WA Health paediatric research that involves direct interaction with children/infants is not considered low risk and must undergo full HREC review). 
Negligible Risk Research

The National Statement Chapter 2.1.7 describes research as ‘negligible risk’ where there is no foreseeable risk of harm or discomfort; and any foreseeable risk is not more than inconvenience to the participants. Where the risk, even if unlikely, is more than inconvenience, the research is not negligible risk. The National Statement describes inconvenience as the least form of harm that is possible for human participants in research. The most common examples of inconvenience in human research are filling in a form, participating in a de-identified survey or giving up time to participate in a research activity. 
Institutions may choose to exempt from ethical review research that: 

· is negligible risk research; and 

· involves the use of existing collections of data or records that contain only non-identifiable data. 

Quality Improvement (QI) activities (e.g. audits or surveys) as defined by the WA Health Research Governance Policy and Procedures and in line with the National Statement Chapter 2.1.7 will usually be deemed negligible risk activities that do not require full HREC review (Note: This would not include QI activities that involve access to identifiable data by investigators outside the treating clinical team).  These exempted projects can be submitted to a local QI Committee or other relevant institutional entity (consult with the local HREC/Research Governance Office/r (RGO) or Safety, Quality and Performance Office for advice). Investigators who are uncertain about the correct classification of an activity should contact the relevant Ethics Executive Officer or Safety, Quality and Performance Office (or equivalent) personnel.
Low Risk Research

The National Statement Chapter 2.1.6 describes research as ‘low risk’ where the only foreseeable risk is one of discomfort. Discomforts may include minor side-effects of medication (non-experimental), discomforts related to measuring blood pressure or anxiety induced by an interview. Where the risk, even if unlikely, is more serious than discomfort, the research is not low risk. However, for research involving certain groups (see list below), methodologies or procedures only full HREC review is allowable, irrespective of the level of the risk (see list below).

If the project includes any of the following types of research and/or participants it will require full review by a HREC and will not be eligible for low risk review:
· waiver of consent for research using personal information in medical research or personal health information (National Statement Chapter 2.3.9);
· interventions and therapies, including clinical and  non-clinical trials and innovations of new treatment modalities;

· human genetics;

· human stem cells;

· women who are pregnant and the human fetus;

· children and infants (those under the age of 18 years);
· people who are highly dependent on medical care who may be unable to give consent;
· people with a cognitive impairment;
· people with an intellectual disability or a mental illness;
· research involving Aboriginal people; and

· people who may be involved in illegal activities.

Examples of research with low and negligible risk include, but are not limited to, the following:
· research involving questionnaires and general surveys on non-controversial, non-personal issues that also include only basic demographic data and where, in all instances, respondents are not identified; 

· research involving the use and/or disclosure of information from existing data collections, where the identity of the person cannot reasonably be ascertained from the information to be disclosed to investigators;

· research involving human tissue where participant consent is not required because broad consent has been provided for use of the tissues in research and specific individuals cannot be identified from specimens used e.g. where specimens have never been labelled with individual identifiers or individual identifiers have been permanently removed; and  

· research requiring access to individual medical records or to information stored electronically, through the site’s medical records department or other department/specialty, but where participant consent is not required because, in all instances, individuals cannot be identified from data extracted or provided.

It is the institution’s responsibility to determine which level of ethical review process is implemented for low and negligible risk research. Investigators should consult with their local HREC/RGO for advice on how and where to submit their low and negligible risk research application.  

Waiver of consent or opt-out approach
For negligible and low risk research projects where explicit consent from participants is not being obtained, investigators should address all points of the National Statement Chapter 2.3.6 or 2.3.10 (as applicable), providing justification in the application form as to why consent will not be obtained from project participants or the opt-out approach will be utilised.  Research that involves the use of information from Commonwealth agencies or private organisations must comply with the NHMRC "Guidelines under Section 95 of the Privacy Act 1988" 2014 and the "Guidelines approved under Section 95A of the Privacy Act 1988" 2014 respectively – where relevant the guideline requirements should also be addressed in the application form.  Only a HREC may grant waiver of consent for research using personal information in medical research, or personal health information. Other review bodies may grant waiver of consent for other research.
	IF SUBMITTING HARDCOPIES DO NOT SUBMIT THESE GUIDELINES WITH THE APPLICATION FORM.



WA Health EthicS APPLICATION Form
(for Research CONDUCTED WITHIN wa hEALTH)
	1. Project Details
(NHMRC “National Statement on Ethical Conduct in Human Research” 2007, Chapter 1 & 5)


	1.1 Project 
1.1.1 Project Title (in full):      
1.1.2 Short title:      
1.1.3 Acronym (if applicable):      
1.1.4 Protocol Number (number/version/date as applicable):      
1.1.5 Coordinating Principal Investigator:      
A protocol must be submitted with this application form. If required, protocol templates are available for clinical trials and non-clinical trials on the Department of Health Research Development website. To meet Good Clinical Practice Guidelines the protocol should contain, but not be restricted to, the information contained within the applicable protocol template.  


	1.2 Scientific and Ethical Review
1.2.1 HREC Reference Number (if known):      
Only complete this field if you have been issued a HREC Reference Number by the HREC. 

1.2.2 Name of HREC reviewing the research project:      
1.2.3 This project is a:

Single-centre project    FORMCHECKBOX 
                        Multi-centre project    FORMCHECKBOX 

1.2.4 List which site(s) involved in this project for which this HREC review will be relied upon. 
     
1.2.5 This project should be considered as:

Negligible Risk    FORMCHECKBOX 
                        Low Risk    FORMCHECKBOX 
                        More than Low Risk    FORMCHECKBOX 

Refer to Low and Negligible Risk Guidelines for those participant groups whose inclusion means that the research cannot be considered low risk.


	1.3 Description of the Project
Briefly outline in plain language (understandable by the lay members of the HREC) the project’s aim(s), justification, participant group(s), project design and methods and expected outcomes. Avoid the use of overly technical terms and jargon (400 words max).



	1.4 Research requiring specific ethical consideration 

Nominate as many of the following ‘types of research’ as apply to this project. A mark in some of these boxes will generate additional questions relevant to this proposal (mainly because the National Statement requires additional ethical matters to be considered regarding specific research methods or fields).
The project involves:
1.4.1  FORMCHECKBOX 
  Research using qualitative methods
1.4.2  FORMCHECKBOX 
  Research using quantitative methods, population level data or databanks, e.g. survey research, epidemiological research

1.4.3  FORMCHECKBOX 
  Research involving interventions and therapies, including clinical and non-clinical trials, and innovations
1.4.4  FORMCHECKBOX 
  Research involving human tissue samples

1.4.5  FORMCHECKBOX 
  Research involving human genetics
1.4.6  FORMCHECKBOX 
  Research involving human stem cells
1.4.7  FORMCHECKBOX 
  Research involving reproductive technology and human embryos
1.4.8  FORMCHECKBOX 
  None of the above


	1.5 Background Information

Outline relevant background information, including details of the investigational product(s) – if any, results of previous studies (600 words max).
Name and description of the investigational product(s) e.g. pharmaceuticals. medical devices – if any

     
Summary of findings from previous studies

     
Reference to literature and data relevant to the project

     



	1.6 Research Aims and Significance:

State the aims, research objectives, key research questions, and significance of the project.  Where relevant, state the specific hypothesis to be tested.  Also provide a brief description of the relevance of this proposed project to current research, a justification as to why the research should proceed and an explanation of any expected benefits to the community, as well as any risks or benefits to the participants. Comment on its potential to contribute to existing knowledge, treatment, disease prevention, health promotion or social improvement (600 words max).
Key Research question(s)

     
Aims /Objectives

     
Hypothesis

     
Significance of project

     
Relevance to current research

     
Justification 

     
Actual and potential risks to participants and mitigation of risks 

     
Expected benefits to the participant and community

     
Potential contribution to knowledge, treatment, disease prevention, health promotion or social improvement

     
Other comments

     


	1.7 Research Methodology:

Outline the proposed method, including data collection techniques and tasks participants will be asked to complete; estimated time commitment required of them; and how data will be analysed. Give a justification of the proposed sample size, including details of statistical power of the sample where appropriate (600 words max).
Type of research

     
Research design including inclusion/exclusion criteria
     
Methods used to achieve aims including data collection techniques and participant tasks and time involved

     
Statistical methodology (including sample size) and data analysis
     
Safety parameters including methods, analysis and reporting

If applicable, describe what system will be used for tracking an implantable device and for reporting any device incidents to the Therapeutic Goods Administration.
     
Other comments

     



	1.8 Provide the Anticipated Start and Finish Dates for the Research Project (provide one date which includes all sites involved with the project). 

1.8.1 Start date (dd/mm/yy):
     
1.8.2 Finish date (dd/mm/yy):

     
1.8.3 Duration (months):

     
Start date = the first point of recruitment or data collection process i.e. the date when the advertising or screening for participants begins. 

Finish date = when no further contact with participants/data source is foreseen including the data analysis and reporting period. 


	2. RESEARCH PERSONNEL (INCLUDE ALL INVESTIGATORS)


	2.1 Coordinating Principal Investigator (CPI)
The CPI is responsible for completing the ethics application and communicating with the HREC. For single-centre projects the CPI and Principal Investigator will be the same person.

Title:

     
First name:

     
Surname:

     
Mailing address:

     
Suburb/Town:

     
State:

     
Post code:

     
Country:

     
Organisation Name:

     
Department:

     
Position:

     
Phone (Business):

     
Mobile:

     
Fax:

     
Email:

     
Qualifications/Expertise relevant to this project:

     
Site(s) for which this CI is responsible:

     
Role in this project:
     



	2.2 Principal Investigator(s) (PI)


	2.2.1 Principal Investigator 1:
Title:

     
First name:

     
Surname:

     
Mailing address:

     
Suburb/Town:

     
State:

     
Post code:

     
Country:

     
Organisation Name:

     
Department:

     
Position:

     
Phone (Business):

     
Mobile:

     
Fax:

     
Email:

     
Qualifications/Expertise relevant to this project:

     
Site(s) for which this PI is responsible:

     
Role in this project:
     



Add more tables as required.
	2.3 Associate Investigator(s) (AI)


	2.3.1 Associate Investigator 1:

Title:

     
First name:

     
Surname:

     
Mailing address:

     
Suburb/Town:

     
State:

     
Post code:

     
Country:

     
Organisation Name:

     
Department:

     
Position:

     
Phone (Business):

     
Mobile:

     
Fax:

     
Email:

     
Qualifications/Expertise relevant to this project:

     
Site for which this AI is responsible:

     
Role in this project:
     



Add more tables as required.
	2.4 Contact Person for the Research Project – if not CPI
Title:

     
First name:

     
Surname:

     
Mailing address:

     
Suburb/Town:

     
State:

     
Post code:

     
Country:

     
Organisation Name:

     
Department:

     
Position:

     
Phone (Business):

     
Mobile:

     
Fax:

     
Email:

     
Qualifications/Expertise relevant to this project:

     
Role in this project:
     



	2.5 Are any of the investigators a student?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

2.5.1 If Yes, provide information requested below.
Name:
     
Institution and Course:
     
Experience/qualifications in research methodology and ethics of research:
     
Name(s) and location of supervisor(s):
     



	2.6 Support Staff Qualifications, Experience and Skills

List academic qualifications and outline experience and skills relevant to project that any supporting staff (i.e. non-investigators) have in undertaking the research. (100 words max).
     



	2.7 Do any members of the project team have a conflict of interest to declare? 
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

2.7.1 If Yes, outline this interest.
     



	3. RESOURCES
 (NHMRC “National Statement on Ethical Conduct in Human Research” 2007, Chapter 5.2.)


	3.1 Project Funding/Support
3.1.1 Has this project received/or has confirmed research funding (including investigator remuneration or in-kind support)? 
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

3.1.1.1 If No, will the investigators being applying for research funding (including in-kind support)?


Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

3.1.2 Indicate how the project will be/or is intended to be funded/supported (i.e. total for all sites involved with the project)?

Type of funding

Funder name

Amount for the project (Total funding $ for all sites*)
Provide details or $ amount of any in-kind support
Funding is confirmed/received or being sought
Confirmed
Sought
Commercially sponsored
     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Non-commercial sponsored (e.g. collaborative groups) 
     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Grants (e.g. NHMRC)
     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Donations/Bequests 
     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Internal department funds

     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Other (specify)
     
     
     
 FORMCHECKBOX 

 FORMCHECKBOX 

Total Funding for All Sites**
     
* 
This amount is based on the recruitment of the number of participants listed in 5.1 over the time period of the project in 1.8.3.
**
This equates to the total $ amount of funding plus in-kind support for all sites covered by this Ethics Application Form.


	3.1.3 How will a funding shortfall (if any) be met?
     



	3.2 Is this a project where capitation payments are to be made? 
Capitation payments are per capita payments to investigators, usually from sponsors of clinical trials, for recruiting participants for research.
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

3.2.1 Will participants be made aware of these payments to research personnel? 
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

3.2.2 Explain how this will be done.
     



	4. PRIOR REVIEWS

 (NHMRC “National Statement on Ethical Conduct in Human Research” 2007, Chapter 5.3.)


	At the time of submission of the research project the CPI is responsible for informing each HREC of all other Australian sites at which the research is being proposed or conducted; any previous decisions regarding the research made by another HREC; and informing each HREC of whether the project is presently before another HREC.

4.1 In how many Australian sites will the research project be conducted?         

4.1.1 List the sites within Australia.
Site Name

Suburb/Town

State
     
     
     
     
     
     
     
     
     



	4.2 In how many overseas sites will the research project be conducted?        

Provide the number only.


	4.3 Is this project being submitted to (or has it been previously submitted to) another Australian HREC (including WA HRECs e.g. Department of Health WA HREC, WAAHEC, Coronial Ethics Committee, WA Universities)?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

4.3.1 How many Australian HRECs will the research proposal be submitted to?      
4.3.2 Provide details of other HRECs involved; the approval status of the project at each HREC; and details of any required amendments or conditions of approval. Attach evidence of approvals from other WA HRECs if available at time of application.

HREC Name

Approval Status
Conditions of Approval
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     
     



	4.4 Peer Reviews

Peer review is an impartial and independent assessment of research by others working in the same or a related field (an example is the NHMRC grant application review process). Information provided will enable the reviewing HREC to consider whether prior peer review has justified that the project has research merit. Select ‘Yes’ and provide details only if the project has been through a formal peer review process of which there is a record such as a peer review report.

4.4.1 Has the research project undergone a peer review process?  
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

4.4.1.1 If Yes, provide details of the review and the outcome. A copy of the letter/notification, where available, should be attached to this application.
     
4.4.1.2 If No, provide an explanation of why the project has not undergone a formal peer review process.
     



	4.5 Consumer and Community Participation

Investigators are encouraged to work in partnership with consumers and community members. Consumers and community members can participate by initiating research, identifying important research questions, advising on the conduct of the research and by sharing the outcomes. See: Statement on Consumer and Community Participation in Health and Medical Research at: http://www.nhmrc.gov.au/publications/synopses/r22syn.htm.
4.5.1 Does the research involve consumer or community participation? 
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

4.5.1.1 If Yes, describe this participation.
     



	5. PARTICIPANTS
(NHMRC “National Statement on Ethical Conduct in Human Research” 2007, Chapter 2.2 and Section 4)


	5.1 Participant Details 

Provide the number, age range and source of participants. (Participants includes people whose information or biological samples will be included in the research.) If the research is multi-centre indicate the total number of participants, as well as the expected number for each site within WA Health.
     



	5.2 What categories of people will participate in research? 
The participants who may be involved in this research are:

If column (a) or (b) are selected, column (c) will not apply.

a) Primary intent of research

b) Probable  coincidental recruitment

c) Design  

specifically 

excludes

People whose primary language is other than English (LOTE)

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Women who are pregnant and the human fetus

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Children and/or young people (i.e. <18 years)

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

People in existing dependent or unequal relationships

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

People highly dependent on medical care

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

People with a cognitive impairment, an intellectual disability or a mental illness

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Aboriginal people

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

People who may be involved in illegal activity

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

People in other countries
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

None apply

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 




	5.3 What is the proposed method of recruitment of participants?

This explanation should include how potential participants will be identified and how initial contact will be made. If this involves a letter or other recruitment tool, a copy must be included with the application.
     



	5.4 Does the research project involve people whose primary language is other than English (LOTE)?

Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

(If Yes, answer questions 5.4.1 and 5.4.2)
5.4.1 List the main language, other than English, that the participants have as their primary language.
     
5.4.2 Describe the steps taken to ensure that the information provided to these participants will enable them to understand the research project and freely give consent, e.g. interpreter, translated information sheet and consent, etc?

     



	5.5 Does the research project involve pregnant women and/or the human fetus?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

5.5.1 If Yes, describe how the research conforms to the requirements as set out in Chapter 4.1 of the National Statement.
     



	5.6 Is this a research project which is explicitly directed at Aboriginal people or where Aboriginality is a key determinant?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

5.6.1 Indicate which of the below categories are relevant to the research project:
5.6.1.1  FORMCHECKBOX 
 Aboriginality is a key determinant; 

5.6.1.2  FORMCHECKBOX 
 data collection is explicitly directed at Aboriginal people; 

5.6.1.3  FORMCHECKBOX 
 Aboriginal people, as a group, will be examined in the results; 

5.6.1.4  FORMCHECKBOX 
 the information has an impact on one or more Aboriginal communities; or 

5.6.1.6  FORMCHECKBOX 
 Aboriginal health funds are a source of funding.

5.6.2 If Yes to 5.6, outline how the NHMRC “Values and Ethics: Guidelines for Ethical Conduct in Aboriginal and Torres Strait Islander Health Research” 2003 have been addressed in the research.
     
5.6.3 If Yes to 5.6, has an application been submitted to WAAHEC?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, attach a copy of the approval letter if an application has been approved.


	5.7 Does the research project involve people who may be involved in illegal activity?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

5.7.1 If Yes, describe how the research conforms to the requirements as set out in Chapter 4.6 of the National Statement.
     



	5.8 Does the research project involve people in other countries?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

5.8.1 If Yes, describe how the research conforms to the requirements as set out in Chapter 4.8 of the National Statement.
     



	6. CONSENT

(NHMRC “National Statement on Ethical Conduct in Human Research” 2007, Chapter 2.2, 2.3 and 4.1, 4.2, 4.3, 4.4, 4.5)


	Participant Information Sheet and Consent Form

A copy of the Participant Information Sheet and Consent Form must be attached to this application form. 

The potential participant must be provided with information at their level of comprehension about the purpose, methods, demands, risks, inconveniences, discomforts, and possible outcomes of the research (including the likelihood and form of publication of research results).  
Note:  The opt-out approach does not constitute consent when applying commonwealth privacy legislation for the use of identifiable information.
6.1 Will the research involve informed consent of participants?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If both apply, indicate Yes and No.
6.1.1 If Yes, how will informed consent be obtained/recorded?

Include information as to who in the research team is obtaining consent from participants.  If the participants are, or could be perceived to be, in a dependent or unequal relationship (e.g. if the investigator is the treating doctor) reference should be made to ways in which investigators will manage inclusion of any such participants (see Chapter 4.3 of National Statement).
     
6.1.2 If No, justify why consent will not be obtained (i.e. the requirement for consent should be waived or an opt-out approach is used) by addressing either Section 2.3.6 (opt-out) or 2.3.10 (waiver) of the National Statement.  Each point a) to i) in the applicable section should be addressed individually.
Requests for ‘Waiver of Consent’ for research using personal information in medical research or personal health information must be reviewed by a full HREC. This applies for projects where the research team wishes to access medical records without consent.
     



	6.2 Will any of the participants lack the capacity to give consent e.g. children, and young people; people unconscious or highly dependent on medical care; or people with a cognitive impairment, an intellectual disability or mental illness?
Yes    FORMCHECKBOX 
    No     FORMCHECKBOX 

6.2.1 If Yes, outline the ways in which inclusion of any such persons will be managed. 
     



	6.3 Does the research project include adults who do not have the capacity or may require the assistance of a nearest relative/guardian to give consent?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

(If Yes, answer questions  6.3.1 – 6.3.8 below)
6.3.1 Indicate the condition, disease or general reasons why participants may be incapable or require assistance to provide consent to take part in the research.
     
6.3.2 How is the proposed research not against the interests of the potential participant?
     
6.3.3 How is the use of a proposed intervention/medication supported by the literature or current clinical best practice?
     
6.3.4 How will the project be discussed with the responsible person (nearest relative/guardian) and how is it intended to record whether they know of any objections the proposed participant may or may not have had? 
     
6.3.5 Is any reading material being provided to the responsible person (nearest relative/guardian)?  

Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, provide a copy of this material with the application.

6.3.6 How will consent be obtained if the proposed participant becomes able to give consent during the project?
     
6.3.7 How will the project be discussed with the proposed participant and the responsible person (nearest relative/guardian) where assistance with the consent process is required and how it is intended to record the process and document the participant’s consent?
     
6.3.8 Is any reading material being provided to the proposed participant and the responsible person (nearest relative/guardian) in such instances.
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

 If Yes, provide a copy of this material with the application.


	6.4 Does the research project include the recruitment of minors (aged less than 18 years of age)?


Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

(If Yes, answer question 6.4.1 to 6.4.3)
6.4.1 Will children over the age of 7 years be involved in this research?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.4.1.1 If Yes, is it intended to obtain the assent or consent of the child?

 FORMCHECKBOX 
 Assent  (include copies of the information sheet(s) and assent form(s) to be used, together with copies of the parent/guardian information sheet and consent form)

 FORMCHECKBOX 
 Consent (go to 6.4.3)
6.4.2 If consent is to be obtained, is it intended to assess the capacity of minors to provide consent as mature minors?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.4.2.1 If Yes, provide details as to who is going to assess the capacity of the child and how this will be done.
     
6.4.3 If applicable, will paediatric participants be asked to consent or re-consent at age 18 years?

Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.4.3.1 If Yes, explain how this will occur.
     



	6.5 Does the research project involve limited disclosure, concealment or deception of participants?

Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.5.1 If Yes, detail why this is required and how this will be conducted.
     



	6.6 Relationship of investigators to participants

Specify the nature of any existing or potential relationship, between the participants and any members of the research team or organisation involved in the research. Describe the steps, if any, will be taken to ensure that the relationship does not impair participants’ free and voluntary consent and participation in the project.   Describe what steps, if any, will be taken to ensure that decisions about participation in the research do not impair any existing or foreseeable future relationship between participants and the investigators or organisation.

     



	6.7 If a participant or person on behalf of a participant chooses not to participate, are there specific consequences of which they should be made aware, prior to making this decision?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.7.1 If Yes, provide details.
     



	6.8 If a participant or person on behalf of a participant chooses to withdraw from the research, are there specific consequences of which they should be made aware, prior to giving consent?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.8.1 If Yes, provide details.
     



	6.9 Will a participant or person on behalf of a participant who withdraws from the research be able to withdraw data about the participant?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.9.1 If Yes, provide details.
     



	6.10 Is any financial remuneration/reimbursement or other benefit being offered to participants in the project?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.10.1 If Yes, state how much, or what, will be offered and for what purpose. Indicate whether participants will be informed of the remuneration/reimbursement and outline how this will be communicated to them.
     



	7. CLINICAL RESEARCH
(NHMRC “National Statement on Ethical Conduct in Human Research” 2007, Chapter 3.3) 

If 1.4.3 has been ticked this section needs to be completed.


	7.1 Research Conducted Under the Clinical Trial Notification or Clinical Trial Exemption Schemes 
7.1.1 Under the Clinical Trial Notification (CTN) scheme?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

7.1.2 Under the Clinical Trial Exemption (CTX) scheme?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, attach the relevant TGA Form (signed by the PI). Once signed by the HREC Chair/delegate these should be sent to the RGO for processing.


	7.2 Research Involving Ionising Radiation

Should a research project involve ionising radiation, the Australian Radiation Protection and Nuclear Safety Agency (ARPANSA) “Code of Practice for the Exposure of Humans to Ionizing Radiation for Research Purposes” 2005 must be complied with including:

· ARPANSA Section 2.1.6 which states that an investigator must obtain an independent assessment or verification by a Medical Physicist of:

(a) the total effective dose* and relevant organ doses for those radiological procedures that are performed specifically for the research protocol and which are additional to those received as a part of the research participants normal clinical management (normal standard of care);
(b) whether these will exceed the dose constraints in Table 1; and

(c) the risks associated with the radiation exposure in accordance with Annex 1.

* In radiation therapy research the effective dose is not an appropriate quantity for risk assessment.

(NB: The Radiological Council of Western Australia states that projects involving any use of ionising radiation must be submitted to the Radiation Safety Officer where:

· there is no personal benefit from the irradiation to the individual irradiated: or

· the irradiated individual may receive some benefit from the irradiation but the study procedure has not been substantiated as providing proven benefits.)

and

· ARPANSA Section 2.1.7 which requires a submission to the HREC in accordance with its requirements. The submission must include information regarding radiation exposure in accordance with 2.1.7. 

 In preparing information for participants applicants should refer to ARPANSA Section 2.1.8 specifically.
7.2.1 Does the project involve the exposure of participants to ionising radiation (including normal standard of care)?
Yes    FORMCHECKBOX 
     No    FORMCHECKBOX 

7.2.1.1 Is the use of radiation a novel use?
Yes    FORMCHECKBOX 
     No    FORMCHECKBOX 

7.2.2 What arrangements are in place for the review of the radiation dose actually received by participants?  The PI must discuss the project with the Imaging Service Head of Department to establish whether the ionising radiation is additional to/or part of the research participant’s normal clinical management (standard of care) and whether this requires review by a Medical Physicist.
     
7.2.3. Is Radiological Council approval required? 
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

7.2.3.1 If Yes, is the Radiological Council approval attached? 
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

7.2.3.2 If No, provide an explanation.

     



	8. Human Tissue Samples 
(NHMRC “National Statement on Ethical Conduct in Human Research” 2007, Chapter 3.4 and Department of Health “Guidelines for human biobanks, genetic research databases and associated data” 2010) 

If 1.4.4 has been ticked this section needs to be completed.


	8.1 Will any samples of body fluid or body tissue be used for this project?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

8.1.1 If Yes, indicate the type of samples:

8.1.1.1  FORMCHECKBOX 
  Blood

8.1.1.2  FORMCHECKBOX 
  Tissue

8.1.1.3  FORMCHECKBOX 
  Other (specify):       


	8.2 Will any of the samples be from a post mortem?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

8.2.1 Are samples to be taken from a non-coronial post mortem?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, investigators must comply with the “Non-Coronial Post-Mortem Examinations Code of Practice” 2007, enacted under the Human Tissue and Transplant Act 1982 (WA). The reviewing HREC must consider this code of practice when reviewing the application. Refer to the Department of Health Non-Coronial Post Mortem website for further information.
8.2.2 Are samples to be taken from a coronial post mortem?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, research must comply with the Coroners Act 1996 (WA) and be referred to the Coronial Ethics Committee (WA) for ethics approval. Refer to form guidelines for more information. Attach a copy of the approval letter if submitted and approved.


	8.3 Have the samples been obtained previously?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If both apply, indicate Yes and No.

8.3.1 If the samples were obtained previously, how were they obtained, for what purpose was consent obtained and name the organisation and archive/bank where the tissue samples were stored.
     
8.3.2 If the samples were not obtained previously, how will the samples be obtained and who will collect them? 
     



	8.4 Will these samples be identified, and if so how?
     



	8.5 What are the samples to be used for and where will sample analysis occur?  
     



	8.6 Where will these samples be stored?  
     



	8.7 How long will all samples be stored for?
     



	8.8 Will samples be stored in a re-identifiable manner?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

8.8.1 If Yes, will participants be able to withdraw their sample and have it destroyed?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

8.8.1.1 If Yes, outline the process for withdrawing the sample.

     



	8.9 Will the stored samples be used for other future research?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

8.9.1 If Yes, outline details.
Ensure any future use is outlined in the information sheet and consent form or provide evidence that consent for such a purpose was already obtained.
     



	8.10 How will the samples be disposed of?
     



	9. Genetic Research
(NHMRC “National Statement on Ethical Conduct in Human Research” 2007, Chapter 3.5 and Department of Health “Guidelines for human biobanks, genetic research databases and associated data” 2010)

If 1.4.5 has been ticked this section needs to be completed.


	9.1 Does the project involve human genetic research?
Yes    FORMCHECKBOX 
     No    FORMCHECKBOX 

9.1.1 If Yes, address all aspects described in the National Statement Chapter 3.5 relevant to the proposed research.
     



	10. STEM CELLS
(NHMRC “National Statement on Ethical Conduct in Human Research” 2007, Chapter 3.6) 

If 1.4.6 has been ticked this section needs to be completed.


	10.1 Does the project involve human stem cells?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

10.1.1 If Yes, address all aspects described in the National Statement Chapter 3.6 relevant to the proposed research.
     



	11. Reproductive Technology and human embryos
(NHMRC “Ethical guidelines on the use of assisted reproductive technology in clinical practice and research” 2007 - ART guidelines)

If 1.4.7 has been ticked this section needs to be completed.


	11.1 Does the project involve assisted reproductive technology (ART)?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

11.1.1 If Yes, describe how the research conforms to the requirements as described in the ART guidelines.
     



	11.2 Does the research include work with human embryos?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

11.2.1 If Yes, describe how the research conforms to the requirements as set out in the ART guidelines.
     



	12. Information Protection (DATA SOURCE, Privacy, Confidentiality, Data Storage and Security)

(NHMRC “National Statement on Ethical Conduct in Human Research” 2007, Chapter 1 and NHMRC, Universities Australia “Australian Code for the Responsible Conduct of Research” 2007, Section 2 & 3.2)


	12.1 State Data
12.1.1 Does the research collect, use, or disclose individually identifiable or re-identifiable data of a personal nature (including personal information) held in State/Territory departments or agencies e.g. medical records, hospital data base, State based registers (cancer, genetic etc.), State Departments or other non-Commonwealth Government records?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

(If Yes, 12.1.1.1, 12.1.2 and 12.1.3 and 12.4 will need to be answered)
12.1.1.1 If ‘Yes’, list all sources e.g. Medical Records, TOPAS, Hospital Morbidity Database.
     
12.1.2 Does this project require access to confidential information from the Department of Health data collections or data linkage?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.1.2.1 If Yes, have the Data Custodian or Data Linkage Branch Project Officer been consulted regarding access to confidential information held by the Department of Health, to determine whether the data required is collected and accessible?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If No, consult with the relevant Data Custodian or with the Data Linkage Branch Project Officer to discuss the requirements before applying for the data or requesting Department of Health WA HREC approval.  Consultation with the appropriate data managers will be arranged following submission of an Expression of Interest (EOI) for Data, available on the Application for Data Form.
12.1.2.2 Does this project require approval from the Department of Health WA HREC?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.1.2.3 If Yes, has an application been submitted to the Department of Health WA HREC? 


Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

Provide evidence of approval if already received.
12.1.3 Does the project require access to coronial data or information that is held by the Office of the State Coroner (WA)?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, research must comply with the Coroners Act 1996 (WA) and be referred to the Coronial Ethics Committee (WA) for ethics approval. Refer to WA Health Ethics Application Form guidelines. Attach a copy of the approval letter if submitted and approved.


	12.2 Commonwealth Data

12.2.1 Does the research involve access to data held by a Commonwealth Department or Agency?
Commonwealth government bodies are listed at the Australian Government Directory.
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.2.1.1 If Yes, investigators will have to comply with the privacy principles established under the Privacy Act 1988 (Cwth). Identify the source of the data and whether the information is being collected, used or disclosed by the Commonwealth agency.
If the research involves a Commonwealth agency which is collecting, using or disclosing identifiable data without consent then:

· If it is medical research, investigators will need to apply for a waiver of consent under the "Guidelines under Section 95 of the Privacy Act 1988" 2014 Investigators should address items outlined in section 2 of the guidelines that have not been explained elsewhere in the application (where already explained, provide a reference as to where the information can be found).
· If it is not medical research and the breach of the privacy principles is not otherwise authorised, then investigators will need to apply to the Commonwealth Privacy Commissioner for a determination authorising the collection, use or disclosure of information.
     



	12.3 Non-Government Data

12.3.1 Does the research involve access to data held by a non government organisation (e.g. General Practitioner, private hospital, non-government medical research institute, private university)?


Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

12.3.1.1 If Yes, investigators will have to comply with the privacy principles established under Privacy Act 1988 (Cwth). Identify the source of the data and whether the information is being collected, used or disclosed by the non-government organisation.
If the research involves a non-government organisation which is collecting, using or disclosing identifiable data without consent, investigators will need to apply for a waiver of consent under the "Guidelines approved under Section 95A of the Privacy Act 1988" 2014. Investigators should address items outlined in the relevant section (see A.2.6, A.3.6, B.2.6, B.3.6 or C.2.6) of the guidelines that have not been explained elsewhere in the application (where already explained, provide a reference as to where the information can be found).
     



	12.4 Privacy

12.4.1 Explain why the proposed activity cannot be achieved using data which is not identifiable.

     
12.4.2 Explain why it is impracticable to obtain the participant’s consent.

     
12.4.3 Public Interest

Explain why the collection, use or disclosure of this information is in the public interest, and why the public interest in the project substantially outweighs the public interest in the protection of privacy. The explanation should relate to the health information from all sources where consent will not be obtained (Waiver of Consent).
     



	12.5 Confidentiality
Explain what methods will be used to protect confidentiality/anonymity of participant data.
     



	12.6 Data Storage and Security

12.6.1 Explain how and where data will be held both during and after the project, including any arrangements for data security.
     
12.6.2 Indicate how long the data will be kept?
Refer to the WA Health Research Governance Policy and Procedures for how long data should be kept.

     
12.6.3 How will data be disposed of?

Refer to WA Health Research Governance Policy and Procedures in relation to records retention and disposal.
     



	13. Dissemination of Results
(NHMRC “National Statement on Ethical Conduct in Human Research” 2007, Section 1 and NHMRC, Universities Australia “Australian Code for the Responsible Conduct of Research” 2007, Section 4)


	13.1 Explain when, how, where and to whom results will be disseminated e.g. a report, publication or thesis, including whether participants will be provided with information on the findings or outcomes of the project.
     



	14. Declarations


	14.1 Declaration by the Coordinating Principal Investigator and Principal Investigator(s) (including the Supervisors and Students where applicable).

Project Title (in full):      
Coordinating Principal Investigator:      
I/we certify that:

1. All information in this form is correct and complete as possible;

2. I/we have had access to and read and understand the requirements of the NHMRC “National Statement on Ethical Conduct in Human Research” 2007 (National Statement) and the “Australian Code for the Responsible Conduct of Research” 2007 (The Code);
3. The research will be conducted in accordance with the National Statement/The Code;

4. The research will be conducted in accordance with the ethical and research arrangements of the organisation involved;

5. I/we have consulted any relevant legislation and regulations, and the research will be conducted in accordance with these;

6. I/we will immediately report to the HREC and Research Governance Office/r anything which might warrant review of the research, including:

· serious or unexpected adverse effects on participants;

· complaints;

· proposed changes in the protocol, or deviations from the protocol; and

· unforseen events that might affect continued ethical acceptability of the project;

7. I/we will inform the HREC and the Research Governance Office/r, giving reasons, if the research project is discontinued before the expected date of completion;

8. I/we have attempted to identify all the risks related to the research that may arise in conducting this research and acknowledge my/our obligations and the rights of participants;

9. I/we will not continue the research if ethical approval or site authorisation is withdrawn and will comply with any special conditions required by the HREC, including:

· conditions of approval stipulated by the HREC; and
· cooperate with monitoring requirements.  At a minimum annual progress reports and a final report (including research results) will be provided to the HREC;

10. I/we have the appropriate qualifications, training, experience and facilities to conduct the research set out in the attached application and to deal with any emergencies and contingencies related to the research that may arise;

11. I/we undertake to ensure that all persons under my supervision involved in the research will also conduct the research in accordance with all such applicable legal requirements and ethical responsibilities; and

12. This project complies with the WA Health Research Governance Policy and Procedures.

NAME

POSITION*

SIGNATURE

DATE

     
     
     
     
     
     
     
     
     
     
* Position related to research project (e.g. Principal, Associate Investigator).

	15. Checklist


	15.1 Complete all the relevant components of the checklist with Yes/No/N/A (Not Applicable). Include this checklist with the Application Form.

Project Title (in full):      
Coordinating Principal Investigator:      
Person Completing Form

Office Use Only

Yes 
No
N/A
Yes
No
N/A
Application form (with all required signatures)

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Protocol (required)

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Participant Information Sheet and Consent form

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Recruitment documents (letters, posters, advertisements etc.)

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Questionnaires, surveys, interview outlines etc.
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Other participant documents (identification card, diaries)
 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Other HREC approvals

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

CTN/CTX form

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

Other (specify)

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 




15.2 If No, explain why the documentation is not available. 
	     


FORWARD THE COMPLETED ETHICS APPLICATION FORM AND ALL RELEVANT SUPPORTING DOCUMENTATION TO THE RELEVANT WA HEALTH ETHICS OFFICE/R.
	17. Recommendation by HREC Chair / delegate


	17.1 Approval by HREC Chair (or delegate) 

HREC Reference Number:      
Project Title (in full):      
Coordinating Principal Investigator:      
17.1.1 This research is:
 approved
 FORMCHECKBOX 

not approved
 FORMCHECKBOX 

17.1.2 List all approved documents.
     
17.1.3 Specify, conditions applying to approval (if any) or reasons for not approving.

     
My signature indicates that I approve/do not approve this research project as having met all the scientific and ethical requirements as reviewed by the Human Research Ethics Committee (and Scientific Review Sub-committee).

Name of HREC Chair (or delegate):      
Position:      
Name of WA Health HREC:      
Signature: …………………………………………………………………………. Date: ...……….……….
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