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Obtaining ethics approval from a Queensland Health HREC

PQ Research Office

Obtaining ethics approval from a Queensland Health HREC
The National Statement on Ethical Conduct in Human Research (2018) (National Statement) defines human research as being ‘conducted with or about people, or their data or tissue’. The purpose of the Human Research Ethics Committee (HREC), in accordance with the National Statement, is to ensure that all research is conducted in an ethical manner and to promote and foster ethical and good clinical/health research practice that is of benefit to the community.
Research projects are reviewed according to the level of risk to human participants and risk is defined as a potential for harm, discomfort or inconvenience. It involves the likelihood that a harm (or discomfort or inconvenience) will occur and the severity of the harm, including its consequences. 
· ‘Low risk’ is where the only foreseeable risk is one of discomfort such as measuring blood pressure or interview-induced anxiety. ‘Negligible risk’ is where there is no foreseeable risk of harm or discomfort; and any foreseeable risk is no more than inconvenience (S2.1.6 National Statement).

· Greater than low risk is where the risk, even if unlikely, is more serious than discomfort (S2.1.6 National Statement).

Based on the level of risk to the human participants of the research, two types of ethics applications can be submitted to a Queensland Health HREC: 

· Human Research Ethics Application (HREA) for low or negligible risk (LNR) research and greater than low risk research 
· LNR research applications are reviewed by an HREC sub-committee (out of session) 

· greater than low risk research applications are reviewed by the full HREC

· QLD Exemption Form for exempt research and non-research projects (quality assurance activities and the publication of case reports)

· reviewed by the HREC Chairperson (out of session). 
All ethics applications should be made using Ethical Review Manager (ERM). The following is a guideline for the ethics application process.
1. Prepare your research proposal
Before submitting an ethics application, you are required to prepare a research proposal to plan your research project.
2. Obtain required and supporting documents

Following completion of your research proposal, you should then obtain other required and supporting documents.

· Letter of support (required)

· Participant information and consent forms

· Surveys and questionnaires

· Data collection forms
3. Complete and submit an HREA

An HREA is used for low or negligible risk and greater than low risk research ethics applications.

· Create an ERM account if you do not have one.

· Login to ERM to create an HREA. Once logged in:

· Select Create Project from the list of Actions on the left-hand side and follow the prompts.

· On the Create Project page, select QLD Health as jurisdiction and HREA as the Form type, then select Create.

· Complete the HREA by following the prompts and attach relevant supporting documents before submission.

· Once you have completed the form, with all supporting documents uploaded, the coordinating principal investigator or principal investigator should complete the Signatures and Declarations page and sign the form electronically (recommended) or as ‘wet-ink’ and upload the page to the form.

· Select the Submit tile from the list of Actions on the left-hand side and follow the prompts. This will submit the application to the selected HREC for processing.
4. Complete and submit a QLD Exemption Form

A QLD Exemption Form is used for research that can be exempted from ethics review including negligible risk research that involves the use of existing collections of data or records that contain only non-identifiable data about human beings.

The QLD Exemption Form is also used for non-research activities including quality assurance activities and the publication of case reports. 
· Create an ERM account if you do not have one.

· Login to ERM to create a QLD Exemption Form. Once logged in:

· Select Create Project from the list of Actions on the left-hand side and follow the prompts.

· On the Create Project page, select QLD Health as jurisdiction and QLD Exemption Form as the Form type, then select Create.

· Complete the QLD Exemption Form by following the prompts and attach relevant supporting documents before submission.

· Once you have completed the form, with all supporting documents uploaded, the applicant should complete the Signatures and Declarations page and sign the form electronically (recommended) or as ‘wet-ink’ and upload the page to the form.

· Select the Submit tile from the list of Actions on the left-hand side and follow the prompts. This will submit the application to the selected HREC for processing.
5. Post-approval amendments and reports


After research ethics approval, you are required to complete specific procedures to ensure that research continues to comply with ethical standards.


During the post-approval stage, you must submit:

· a commencement form, once research begins 

· progress reports to the HREC and RGO, annually by 30 April

· final report to the HREC and RGO within six months after completing the project
· amendment requests including for amendments to the approved study sites, documents and researchers involved in the project


Refer to the reviewing Queensland Health HREC for additional reporting requirements.
6. Submitting post-approval reports, amendments and forms in ERM
· Login to ERM
· Select the relevant project under ERM Applications
· Select the tile Create Subform from the list of Actions on the left-hand side

· On the Create Subform page, select Amendments, Reports and Notifications and then Create
· Select the required report type Amendment Request Form, Progress Report or Project Final Report
· Complete the form, attach the supporting documents as prompted in ERM and Submit.
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