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WESTERN AUSTRALIAN-SPECIFIC MODULE

(SPECIFIC CONSIDERATIONS FOR ETHICAL REVIEW OF PROJECTS CONDUCTED IN WA)
GUIDELINES
The questions in this module must be answered in conjunction with the National Ethics Application Form v2.0 (NEAF) for health and medical research projects conducted within WA or intending to access WA participants, tissue or data. If the WA specific questions have not been answered to the satisfaction of the reviewing Human Research Ethics Committee (HREC) or are not made available to the accepting WA institution for confirmation then the project will not be able to be conducted at a WA Institution. 

All investigators are required to complete the checklist below and Sections 3 to 9 of the module as applicable to individual research projects. Only submit the checklist and the relevant completed sections to the HREC (it is not necessary to submit not applicable sections). 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.
	1. Project Details


	1.1 Project 
1.1.1 Project Title (in full): 
1.1.2 Protocol Number (number/version/date as applicable): 
1.1.3 Coordinating Principal Investigator: 
Signature:_____________________________  Date: ______________________

1.1.4 HREC Reference Number: 
Only complete this field if you have been issued a HREC Reference Number by the HREC. 




	2. RESEARCH REQUIRING SPECIFIC ETHICAL CONSIDERATION


	2.1 Indicate whether the research project involves: 

2.1.1 Recruitment of adults (18 years or over) who may lack the capacity to give consent.
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, read and complete Section 3.

2.1.2 The use of health information from the Department of Health WA Data Collections and/or WA Health Biobanks.
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, read and complete Section 4.

2.1.3 Recruitment of Aboriginal
 people.
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, read and complete Section 5.

2.1.4 Recruitment of minors (aged less than 18 years of age). .
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, read and complete Section 6.

2.1.5 The use of human tissue from persons who were the subject of a post mortem.
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, read and complete Section 7.

2.1.6 A WA institution which functions in accordance with the Catholic Health Australia’s “Code of Ethical Standards for Catholic Health and Aged Care Services in Australia” 2001.
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, read and complete Section 8
2.1.7 Human research in Western Australian schools.
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, read and complete Section 9


	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.

3.1 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 

3.2 Indicate the condition/disease/general reasons why participants may be incapable or require assistance to provide consent to take part in the research.
	     



3.3 How is the proposed research not against the interests of the potential participant?
	     



3.4 How is the use of a proposed intervention/medication supported by the literature or current clinical best practice?
	     



3.5 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? 
	     



3.6 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. 
3.7 How will consent be obtained if the proposed participant becomes able to give consent during the project?
	     



3.8 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?
	     



3.9 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
	4. The use of health information from the DEPARTMENT OF Health wa Data Collections AND/OR WA HEALTH BIOBANKS


The Department of Health WA 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 WA 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 WA Information About Health Data website.

The release of information from the Department of Health WA 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 WA 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 WA; 

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

· the disclosure of personal health information from data collections held by the Department of Health WA 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 WA HREC ‘Terms of Reference’ available from the Department of Health WA Information About Health Data website. 

4.1 Does this project require access to confidential information from the Department of Health WA data collections or data linkage?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

4.2 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 WA, 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.


4.3 Does this project require approval from the Department of Health WA HREC?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

4.4 If Yes, have you submitted your application to the Department of Health WA HREC? 


Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

Provide evidence of approval if already received.
WA HEALTH BIOBANKS

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 WA “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. 
	5. Recruitment of Aboriginal People 


The Office of Aboriginal Health of the Department of Health WA in partnership with the Western Australian Aboriginal Community Controlled Health Organisations established the Western Australian Aboriginal Health Information and Ethics Committee in August 1996.  This has since been renamed the Western Australian Aboriginal Health Ethics Committee (WAAHEC) and now sits within the Aboriginal Health Council of WA. 
WAAHEC is registered with the Australian Health Ethics Committee of  the National Health and Medical Research Council and 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. 

Investigators are welcome to discuss their research ideas or project with WAAHEC at any stage, for enquiries email ethics@ahcwa.org. 
5.1 Does one or more of the above categories apply to your research project?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

5.2 If Yes, which categories are relevant?
	     



5.3 If Yes to 5.1, 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.
	6. 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. 

Investigators should check with the relevant WA institution 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.
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.
6.1 Does the research project include the recruitment of minors (aged less than 18 years of age)?


Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.2 Will children over the age of 7 years be involved in this research?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.3 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 

6.4 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 

6.5 If Yes, provide details as to who is going to assess the capacity of the child and how this will be done.

	     



6.6 If applicable, will paediatric participants be asked to consent or re-consent at age 18 years? 

Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

6.7 If Yes, explain how this will occur.

	     



	7. The use of human tissue from persons who were the subject of a post mortem


In Western Australia, if the research 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), the research project must comply with the Coroners Act 1996 (WA) and ethics approval must be obtained from the Coronial Ethics Committee. 
For further information regarding this process contact the committee via:

· 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)). 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.

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

7.2 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). 
7.3 Are samples to be taken from a coronial post mortem?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

7.4. Do you require access to coronial data or information that is held by the Office of the State Coroner (WA)?

Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes to 7.3 or 7.4, research must comply with the Coroners Act 1996 (WA) and be referred to the Coronial Ethics Committee (WA) for ethics approval. Any correspondence from the Coronial Ethics Committee relating to the project must be attached to this module.

	8. Requirement to address Catholic HEALTH AUSTRALIA’S CODE OF Ethical StandardS for Catholic Health and Aged Care Services in Australia


If the research project involves a WA institution which functions in accordance with the Catholic Health Australia’s “Code of Ethical Standards for Catholic Health and Aged Care Services in Australia” 2001(“the Catholic Code”), then this must be addressed, particularly with respect to the type of research and Patient Information Sheet/Consent Form content.
The Catholic Code is available at the Catholic Health Australia website.
8.1 Does the research project involve a WA institution which is required to address the requirements of the Catholic Health Australia’s Code of Ethical Standards?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, then the investigator must contact the relevant WA institution(s) for specific advice, especially relating to the content of the Patient Information Sheet/Consent Form. 
Any correspondence from the relevant WA institution relating to the project must be attached to this module.

	9. human research in Western australian schools


If the research project involves a Western Australian Department of Education site the investigators must comply with the Department of Education WA “Research Conducted on Department of Education Sites by External Parties” 2009 policy. This policy requires external investigators to obtain written approval from the Department of Education Central Office and the site manager before research can occur on the site, or for participants to be sought through the site. 
The policy and support material templates are available from the Department of Education WA website.
If the research project involves a Western Australian Catholic School the investigators must comply with the Catholic Education Office of WA “Interim Research Application Guidelines” available from the Catholic Education Office of WA website.

Prior to conducting research within Catholic Schools the investigator must submit an application to the Director, Catholic Education and obtain approval from the Catholic Education Office of WA Research Review Panel
7.1 Does the research project involve a Western Australian Department of Education Site?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, then the investigator should refer to the Department of Education WA “Research Conducted on Department of Education Sites by External Parties” 2009 policy.
7.2 Does your research project involve a Western Australian Catholic School?
Yes    FORMCHECKBOX 
    No    FORMCHECKBOX 

If Yes, then the investigator should refer to the Catholic Education Office of WA “Interim Research Application Guidelines”
HREC Ref No: 











� The use of the term “Aboriginal” within this document refers to Australians of both Aboriginal and Torres Strait Islander people.
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