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CHQHHS Research Governance Submission Checklist

CHQHHS Checklist of Research Governance Documents
Please submit check list when submitting your Site Specific Assessment (SSA)
Submission Process for Research Governance Documentation:

All applications should be submitted in Ethical Review Manager (ERM) portal https://au.forms.ethicalreviewmanager.com/   Create subform to initiate SSA, progress can be saved and completed at another time.  Only submit the SSA once Ethics approval has been received.  Further information can be found here Research governance | Children's Health Queensland Hospital and Health Service.  
Please note CHQ site Principal Investigator must be a CHQ employee.
Hard copy documents are not required.  The exception to this is if a Commercial Sponsor requires wet ink signatures then Clinical Trial Research Agreement and Indemnity Forms should be submitted in duplicate.  CHQHHS do not require a hard copy agreement to keep.

Upon receipt of a valid application (meeting the checklist above); final sign off for the SSA submission is normally within 3-4 weeks.  Please contact the Governance office if you are unsure or have any questions. 

	Contact CHQ Research Governance Office

	Email
	CHQ_RGO@health.qld.gov.au
	Telephone: 07 3069 7008 or 3069 7004

	Delivery
	CHQ Research Governance Office

Level 7 Centre for Children’s Health Research

62 Graham Street, South Brisbane

QLD 4101


	Document
	Notes
	Yes
	No
	N/A

	Mandatory Documents

	Cover Letter
	Addressed to CHQHHS Director of Research or the Research Governance Office, providing a brief project description, site-specific details that should be noted, contracts or Public Health Act Application and any details that are pending (i.e. pathology quote), and list of accompanying documents (including version and date) that should be signed by the CHQ Site Principle Investigator 
	(
	(
	(

	SSA Form 


	The SSA form is initiated within ERM by selecting “create subform”. 
	(
	(
	(

	Budget information


	A separate CHQ budget spreadsheet should be uploaded in ERM for all studies in order to capture all revenue and expenditure including in-kind and no-cost expenses for CHQ. A budget template with a detailed explanation can be obtained here Research governance | Children's Health Queensland Hospital and Health Service 
· The budget must include a signature from the relevant finance delegate (CHQ_MA_Research@health.qld.gov.au). 
· For commercially sponsored clinical trials, the budget should also include the research governance review fee.

· Quotes from supporting departments must also be uploaded such as pathology, pharmacy, and radiology
	(
	(
	(

	Funding information
	Where applicable, funding information, including but not limited to grant approval letter and grant agreement should be uploaded in ERM.
	(
	(
	(

	HREC approval letter
	The original Health Research Ethics Committee (HREC) approval should be included in the governance submission. CHQHHS should be listed as an approved site if the study is multi-centre. 

Where amendment to the study have occurred following the original approval, all HREC approval letters, and any responses to request for further information should also be uploaded in ERM
	(
	(
	(

	Study Documentation
	Studies approved by CHQ HREC:

Please note, you do not need to upload documents or CVs approved by CHQ HREC as part of your SSA submission. 

Studies approved by non-CHQ HREC:

Please upload all study documentation including HREA approved by the HREC.

Upload all CVs for all personnel listed on the SSA

Upload both the Master and site-specific Information Sheet and Consent Forms
	
	
	

	Public Health Act Application
	If any member of the study team will be accessing confidential information without consent, a PHA may be required. Please visit the following website for more information about submitting your PHA application:

Tips for submission of Public Health Act 2005 research applications

	Study agreement
	All research projects that involve parties outside of Children’s Health Queensland require an agreement to cover matters such as confidentiality, intellectual property, ownership of data, insurance, and indemnity:

For Projects involving two or more organisations which are part of the Health Translational Queensland, the HTQ agreement may be used.
Health Translation Queensland | research, passport (healthtranslationqld.org.au)
Please get in touch with your Research Governance Officer early for advice and available templates. 

	Clinical Trial

	Medicine’s Australia Agreement
	Medicines Australia Clinical Trial Research Agreement (CTRA) are mandatory for all industry-sponsored and contract research organisation sponsored clinical trial studies conducted with CHQ HHS facilities.
https://medicinesaustralia.com.au/policy/clinical-trials/clinical-trials-research-agreements/ 
	(
	(
	(


Training guides for ERM: https://www.health.qld.gov.au/hiiro/html/regu/regu_home/erm-ethics-review-manager/erm-quick-guides.  Frequently asked questions ERM:  https://www.health.qld.gov.au/hiiro/html/regu/regu_home/erm-ethics-review-manager/erm-frequently-asked-questions 
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