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Far North Queensland HREC (EC00157)
Quality Assurance (QA) / Quality Improvement (QI) Application Submission Checklist
For applications seeking exemption from HREC review
[bookmark: _Hlk60818874]Complete this checklist before submitting your application in Ethical Review Manager (ERM) to ensure a valid and complete application. For full submission guidance, refer to Apply for quality assurance activity | Cairns and Hinterland Hospital and Health Service. 
All applications must be submitted in ERM, using the QLD Exemption Form. ERM access: https://au.forms.ethicalreviewmanager.com/. 
This checklist only applies to QA/QI activities seeking review under the FNQ HREC Quality Assurance (QA) application pathway because the findings are intended to be disseminated externally (e.g., publication, conference presentation or other dissemination outside Queensland Health).
Before you begin
Applications cannot be accepted if:
· The activity has already commenced - retrospective exemptions are not issued. If activity data has already been collected, accessed or analysed, contact the FNQ HREC office before proceeding.
· The QA Activity Review Guide (Decision Tool) has not been completed. 
· Mandatory documents are missing.
· Required signatures have not been obtained.
· Required HHS-specific requirements have not been completed.
	1.
	Confirm your activity is eligible

	☐
	QA Activity Review Guide (Decision Tool) - you must complete the QA Activity Review Guide (Decision Tool) answering ‘Yes’ or ‘No’ to each statement. All responses should be ‘Yes’. If any response is ‘No’ or ‘Unsure’, do not submit your application until you have contacted the FNQ HREC Office for advice.

Refer to the Ethical considerations in quality assurance and evaluation activities | NHMRC or contact the FNQ HREC office for further guidance.



	2.
	Documents to Upload to ERM
All study documents and any staff- or participant-facing documents must include appropriate logo(s), page numbers, a version number and document date.

	Mandatory

	☐
	QA Activity Review Guide (Decision Tool) – Completed copy of the QA Activity Review Guide (Decision Tool).

	☐
	Cover Letter – Completed using the QA Cover Letter Template.

	☐
	QA Application Form(s) – Completed and signed copies. Refer to Section 3 HHS-specific application forms.

	☐
	Study Plan / Protocol – Prepared using the Guide to Writing a QA Study Plan and QA Study Plan Template.


	☐
	Data Management and Storage – Ensure the Data Management and Storage section of the Study Plan has been completed in accordance with the requirements of the participating HHS/organisation. 

CHHHS and TCHHS activities – Refer to the Guide to Writing a QA Study Plan and the CHHHS QA Data Guide for guidance on completing the Data Management and Storage section of the Study Plan.

TCHHS activities – Also refer to the relevant TCHHS guidance available on the Apply for ethics approval | Torres and Cape Hospital and Health Service and Health Data Systems guide | procedure-0080-health-data-systems | Torres and Cape Hospital and Health Service webpages. 

	☐
	CVs of all investigators – Current (within the past 3 years). CVs must accurately reflect each investigator's current employment and organisational affiliation(s) and be signed and dated.

	☐
	Data custodian(s) engagement evidence - If accessing clinical system data (e.g., confidential patient data from ieMR or another clinical information system). Refer to Section 3 HHS-specific requirements for further guidance.

	Additional documents (if applicable) 
Submit as standalone documents

	☐
	Data collection instruments (if applicable) – Include copies of questionnaires, survey tools, interview schedules, audit tools, data collection forms, or spreadsheets. 
If your activity includes online surveys, questionnaires or forms, refer to the CHHHS Online survey tools webpage for CHHHS-specific guidance on survey development, privacy responsibilities, cultural considerations and practical tips.

	☐
	Information Sheet and Consent Form(s) (if applicable) – Include an Information Sheet and Consent Form if patients or staff are being directly engaged (e.g., interviews, surveys or identifiable clinical photographs or videos). 

Clinical images and consent (if applicable) - If your activity involves taking or using identifiable clinical images, including photographs or videos, ensure appropriate written consent has been obtained and organisational requirements are met.

· Queensland Government Clinical Film/Photo Consent Form (Queensland Health staff only)
· CHHHS Taking and Uploading Clinical Images Procedure (CHHHS staff) (Queensland Health staff only)



	3.
	HHS-Specific Requirements

	Cairns and Hinterland Hospital and Health Service (CHHHS)

	☐
	FNQ HREC CHHHS QA Application Form – Completed copy of the CHHHS QA Application Form. All boxes must be ticked, and the form must be signed by the Lead Investigator and the Lead Investigator's Clinical Director. If the Clinical Director is also an investigator on the project, the form must instead be signed by the Clinical Director's line manager (the "one up" rule).

	☐
	CHHHS Data Custodian (Health Information Services (HIS)) – If your activity involves accessing CHHHS clinical system data (e.g., ieMR or other CHHHS clinical information systems), email CHHHS-HIS@health.qld.gov.au to confirm data availability, any retrieval costs, and any data access requirements or permissions. Upload evidence that you contacted the CHHHS HIS team (e.g., a copy of the email you sent) in ERM.

	Torres and Cape HHS (TCHHS)

	☐
	Quick Guide for Research and Quality at TCHHS – Refer to the Quick Guide for Research and Quality at TCHHS | TCHHS-CLIN-1-GUIDE-2366 | Torres and Cape Hospital and Health Service.

	☐
	FNQ HREC TCHHS QA Application Form – Completed copy of the TCHHS QA Application Form. All boxes must be ticked, and the form must be signed by the Lead TCHHS Investigator and the Lead TCHHS Investigator's line manager.

	☐
	TCHHS Data Custodian – If your activity involves accessing TCHHS clinical system data, refer to the Health Data Systems guide | procedure-0080-health-data-systems | Torres and Cape Hospital and Health Service to identify the relevant data custodian(s). Upload evidence that you contacted the relevant TCHHS data custodian (e.g., a copy of the email you sent) in ERM.

	Both CHHHS and TCHHS

	☐
	Both QA Application Forms completed and uploaded.



	4.
	ERM Submission

	☐
	New project created in ERM using the QLD Exemption Form. ERM access: https://au.forms.ethicalreviewmanager.com/. 

	☐
	Question 3: Select Far North Queensland Human Research Ethics Committee (EC00157) and all participating Queensland Health Hospital and Health Service (HHS) site(s).

	☐
	Question 3 (Aboriginal and Torres Strait Islander Community Controlled Health Organisation projects only): For collaborative projects with an Aboriginal and Torres Strait Islander Controlled Health Organisation, select 'Other', enter the organisation name, and upload a letter or email of support from an appropriate organisational delegate.

	☐
	Project Team Member Details: Ensure the Lead Investigator and all Investigators are consistently listed in the QLD Exemption Form and the Study Plan. Only one Lead Investigator should be named.

	☐
	Question 6: Select ‘Exempt - Not Research’ for all QA/QI projects. Only select ‘Exempt - Research’ if explicitly pre-confirmed with the FNQ HREC office.

	☐
	Question 7: All study and application documents uploaded in ERM.



	Before you press submit

	☐
	Completeness Check completed before submission. Use the Completeness Check tile to confirm nothing has been missed.


	☐
	QLD Exemption Form electronically signed and submitted. Select Electronic Signature or Upload email or letter of support / Wet Ink Signature before selecting Submit.

	☐
	ERM does not automatically notify the FNQ HREC Office. Please email FNQ_HREC@health.qld.gov.au after submission.



After submission
· The FNQ HREC Office will undertake an administrative review for completeness.
· Incomplete applications may be returned without review.
· The FNQ HREC Chair may request further information before determining whether the activity is eligible for review under the FNQ HREC Quality Assurance application pathway.
· Do not commence your activity until written confirmation has been received.


	Questions? 

FNQ HREC Office: FNQ_HREC@health.qld.gov.au | (07) 4226 5513     
ERM Help Desk: ERMhelpdesksupport@health.qld.gov.au | 07 3708 5081
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