


	St Vincent’s Hospital Sydney
Checklist for Low/Negligible Risk Study Submission for HREC Executive Review
(Refer to the Research Office website for the latest version of this checklist)



The HREC Executive Committee review submissions on a rolling basis with meetings held at least fortnightly.  The following information should be read carefully to avoid delays:

1. Before registering a Low/Negligible risk study in REGIS, applicants must email the Study Protocol/Summary to the Research Office SVHS.Research@svha.org.au for confirmation that the study is appropriate for Low/Negligible Risk review by the HREC Executive Committee. Applicants will receive an email reply confirming if the proposal meets the Low/Negligible Risk pathway (Research Office confirmation email).  This email also contains important information to assist with preparing the ethics application and study documentation and must be included in the submission documents.

2. Please note that the details entered at Project Registration will inform the ethics application (ETH) and any NSW/ACT & Tasmanian Public Health site application/s (STE) going forward. As such, it is important that the correct details are entered at project registration.  This step is not editable once submitted and corrections downstream may result in delays and extra steps.

3. Upon completion of Project Registration, a PID number and ETH Reference number will be generated simultaneously. Please reference these numbers when corresponding to the Research Office. 

4.  The ETH application can now be edited. Please refer to the REGIS QRG “Completing an ethics application.”

5. Once the ETH application is submitted, STE application number/s (NSW, ACT and TAS sites managed in REGIS only) will be generated under the ETH and PID.

6. [bookmark: _Hlk182480769]The Study Protocol must list all investigators and their relevant institutional email.   For students, contact information must include University email and Faculty details.  Further, a student cannot be listed as the Coordinating Principal Investigator (CPI) - there are exceptions if the student is also a St Vincent's Hospital employee, please seek advice from the Research Office.

7. Submissions are managed via the REGIS platform.  Information including Quick Reference Guides (QRGs) and step by step videos on how to submit an ethics application can be found on the website: https://regis.health.nsw.gov.au/how-to/ 

8. A user account is required to register the project in REGIS https://regis.health.nsw.gov.au/. The study site/s and the site Principal Investigators are nominated at Project Registration (NSW/ACT & Tasmanian Public Principal Investigators must also have a REGIS account).

9. [bookmark: _Hlk182481180][bookmark: _Hlk182481911]Note that the document filenames must be entered into REGIS exactly as they are to appear in the approval email, inclusive of version and date.  If a document does not have a version/date, enter the filename and add the suffix “no version, no date” as required.

10. The Research Office will assess the application and determine if it is eligible to be reviewed.  Incomplete submissions will be deemed ineligible and returned to the applicant for handling.  Eligible submissions will be assigned for review at the next available meeting.

11. There are circumstances where a HREC may grant a waiver of consent, and the investigator will be required to seek a waiver of consent by justifying that the study meets the qualifying conditions described in the National Statement (2025). The justification for waiver of consent is required in both the Study Protocol and the HREA (which is a stand-alone document).

12. The table below lists requirements for Study documentation to be uploaded with the submission.  
[bookmark: _Hlk182481224]Study documentation to be uploaded in REGIS with the submission:
	Document 
	Requirements

	Signed St Vincent’s Hospital Sydney Research Office Standard Cover Letter  addressed to the Research Office (template available on the Research Office website under ‘Research Ethics – New Submissions’)


	St Vincent’s Hospital Sydney Research Office Standard Cover Letter signed by the Coordinating Principal Investigator (CPI) for all projects which must:
· List all sites for which St Vincent’s Hospital Sydney HREC approval is being sought and state whether they are public or private
· List and name all documents submitted for review exactly as they are to appear in the approval email including version number and date.  If a document doesn’t have a version/date, enter the file name and add the suffix “no version, no date” as required.

	Human Research Ethics Application (HREA)
	The HREA Form is generated via REGIS following Project Registration

	Victorian Specific Module (VSM) and/or Western Australia Specific Module
	For studies which include sites in Victoria and Western Australia

	Research Office email confirming eligibility for Low/Negligible Risk pathway
	Research Office email confirming eligibility for Low/Negligible Risk pathway must be submitted with the LNR application

	Study Protocol or Investigational Plan

Electronic copy of the Protocol must be sent as a searchable pdf or word document.
	The submission of a protocol is mandatory. Please use the SPIRIT protocol template (preferred) available on the St Vincent’s Hospital Research Office website under ‘Resources for Researchers’.
Please use the Spirit template rather than the template available through the HREA. 

	Data Collection Sheet
	Where data sets are to be collected, a separate data collection sheet must be submitted with the application (Word/Excel). If REDCap is used, a PDF version of the online form can be submitted.

	Guide for assessing research involving Artificial Intelligence, Machine Learning and Large Language Model Technology (collectively “AI”):
https://www.nhmrc.gov.au/about-us/resources/guide-assessing-research-involving-artificial-intelligence-machine-learning-and-large-language-model-technology-collectively-ai 
	This completed guide must be included for all studies involving the use or development of Artificial Intelligence (AI) tools

	Participant Information Sheet & Consent Form(s) (PISCFs)

Submit all PISCFs in word format only 

	· The use of the NSW Health endorsed InFORMed PICF standard templates and wording is required. 
· templates are available on the St Vincent’s Hospital Sydney Research Office website under ‘Resources for Researchers’
· drugs should be referred to by their generic rather than brand name 
· do not use specific Research Office staff member names in the contacts section of the form. The required St Vincent’s Hospital Sydney Research Office Contact details and logo are available on the St Vincent’s Hospital Sydney Research Office website under ‘Resources for Researchers’.
· for multi-centre projects a master document must be submitted 
· for single centre projects the institutional logo must be inserted on pages 1, consent page and revocation of consent page
· appropriate Catholic wording must be used in PISCF for interventional studies conducted on Catholic sites. More information is available on the St Vincent’s Hospital Sydney Research Office website under ‘Resources for Researchers’.

	All other documents to be used in the study


	Examples include questionnaires (if not validated), advertisements, participant cards, letters of invitation, diaries, interview questions, telephone scripts (all must have versions and dates printed on them).
· Study Advertisements (Posters, Invitation Letters/Emails, Leaflets, etc) should include the statement:
“This study is approved by the St Vincent’s Hospital Sydney Human Research Committee ETH Reference [insert the ETH Reference number generated by REGIS at Project Registration]”



Please contact the Research Office if assistance is required: (02) 8382 4960 | SVHS.Research@svha.org.au
https://www.amr.org.au/our-research/research-ethics-and-governance/
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