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https://www.sahealth.sa.gov.au/wps/wcm/connect/Public%20Content/SA%20Health%20Internet/About%20us/Health%20and%20medical%20research/Ethics%20and%20governance%20in%20South%20Australia/SA%20Health%20research%20ethics/SA%20DHW%20Human%20Research%20Ethics%20Committee
https://gems.sahealth.sa.gov.au/
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/about+us/health+and+medical+research/research+gems/research+gems+user+guides
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/dhw+hrec+-+meeting+dates+and+submission+requirements+2024
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/dhw+hrec+-+meeting+dates+and+submission+requirements+2024
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/dhw+hrec+-+meeting+dates+and+submission+requirements+2024
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Checklist for data linkage studies

Before beginning a new data linkage research project that requires access to statewide data sets held by the Department for Health and 

Wellbeing (DHW), DHW HREC review, SSA authorisation/s and may utilise the services of SA NT DataLink, please consider the following project 

details. These items are required several times in different forms during the application process. The application forms include:

Research GEMS (GEMS) - System used by SA Health for ethics and governance applications.

Human Research Ethics Application (HREA) - Ethics committees require this form to be completed as part of the ethics application. For SA 

Health HREC applications, the form is completed in Research GEMS. 

Research protocol (Prot) – Document that outlines all project details. A protocol template is available from the DHW HREC website. 

Site Specific Assessment (SSA) - Each site requires an SSA to be completed before research can commence. Access to DHW held data sets 

require a DHW SSA, which is completed in Research GEMS. Note that an SSA is required for each project site and is in addition to the ethics 

application.

Confidentiality Agreement (CA) - Legal agreement required by DHW Data Custodians before data is released.

Population Health Research Network (PHRN) Online Application System - System used by SA NT DataLink for project submissions for data 

linkage projects. 

Aboriginal Health Research Ethics Committee (AHREC) – When the project is in the planning stage, consider if an AHREC review is required in 

addition to the SA Health or NMA HREC review. Further information can be found on the SA Health and AHREC webpages. 

It is recommended to start the process by drafting the study protocol to capture the details required across all applications. 

https://www.sahealth.sa.gov.au/wps/wcm/connect/Public+Content/SA+Health+Internet/About+us/Health+and+medical+research/Ethics+and+governance+in+South+Australia/SA+Health+research+ethics/SA+DHW+Human+Research+Ethics+Committee
https://www.sahealth.sa.gov.au/wps/wcm/connect/Public+Content/SA+Health+Internet/About+us/Health+and+medical+research/Ethics+and+governance+in+South+Australia/SA+Health+research+ethics/SA+Health+research+ethics
https://ahcsa.org.au/research-and-ethics/ethical-review-ahrec


SA Health

OFFICIAL

Checklist for data linkage studies



SA Health

OFFICIAL

Checklist for data linkage studies



SA Health

OFFICIAL

The DHW HREC study protocol template is provided for assistance.

Existing protocols will also be reviewed by the HREC, provided that all 

relevant sections from the DHW template are present.

Draft the study protocol

Click here to return to navigation

Click here to return to 
navigation

https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/dhw+hrec+research+protocol+template
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See Research GEMS user guide Completing project registration.

If the research project has already received ethics approval  via the National 

mutual acceptance scheme, see user guide Completing project registration - NMA 

projects.

Before you begin this step, know: 

- the key research team members and their roles: Coordinating Principal 

Investigator (CPI); Principal Investigators (PI); administrators and people 

delegated by the CPI to be able to submit the application. 

- the project’s sites (both internal and external to SA Health). A site specific 

assessment (SSA) is required for all research sites within SA Health relevant to the 

project. SSAs can be completed concurrently with the ethics application, but will 

not be authorised until the HREC grants ethical approval. 

A site can be added after the project registration has been submitted by following 

the user guide Adding a new site application – Existing applications.

Register the project in Research GEMS 

Click here to return to navigation

Click here to return to 
navigation

https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/completing+project+registration+-+research+gems
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/national+mutual+acceptance+projects-research+gems
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/national+mutual+acceptance+projects-research+gems
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/sharing+access+to+applications+and+projects-research+gems
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/sharing+access+to+applications+and+projects-research+gems
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/creating+a+new+site+application-research+gems
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See Research GEMS user guide Completing an ethics application. 

Draft versions of the HREA can be saved in progress, to be continued later.

The DHW HREC is committed to reducing duplication between the protocol and the HREA. 

Please include all project details within the protocol, and when completing the HREA 

online, respond with ‘Refer to section xxx in the protocol’. 

Upload all ethics application attachments to HREA. 

Label documents as ‘Description—v1.0– dd.mm.yyyy’ e.g Protocol—v1.0—01.01.2023

See user guide File naming convention

Ensure each document’s footer contains the version control and date that match the file 

name. This version control is used in the ethics approval letter, so it must be updated with 

each version. 

Draft the Human Research Ethics Application 

(HREA)

Click here to return to navigation

Click here to return to 
navigation

https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/completing+an+ethics+application+-+research+gems
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/file+naming+convention+-+research+gems
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Only the CPI or person with ‘submitter’ access can submit the 

HREA.

If you are an editor, ask the CPI to log in to their GEMS account and 

submit the application. Once this step is completed, the application 

status will change to ‘submitted’. 

Submit the HREA

Click here to return to navigation

Click here to return to 
navigation

Meeting cutoff date is 2 weeks before the meeting
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The Executive Officer reviews the submission to ensure:

-All relevant documents are provided, as per the submission checklist.

-The footer in each document contains version control and date 

- Correct SA Health sites are identified

- Common HREC concerns are addressed (e.g. waiver of consent details, data 
variable lists are provided)

  If changes are required, the EO will contact the researchers with advice and 
return the application to the research team in Research GEMS.

Executive Officer (EO) reviews the 

submission

Click here to return to navigation

Click here to return to 
navigation

https://www.sahealth.sa.gov.au/wps/wcm/connect/30a02eef-630b-4d92-8bcb-f032476200db/DHW+HREC+submission+checklist+and+due+dates+-+Feb+2024.pdf?MOD=AJPERES&amp;CACHEID=ROOTWORKSPACE-30a02eef-630b-4d92-8bcb-f032476200db-oRYtPoP
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Submission cut-off and meeting dates can be found here.

The Executive Officer will send an email from GEMS stating that the 

application is eligible, and has been assigned to the upcoming 

meeting. 

Application marked as Eligible and  assigned 

to HREC meeting

Click here to return to navigation

Click here to return to 
navigation

https://www.sahealth.sa.gov.au/wps/wcm/connect/3f5df673-2903-4def-ad80-4932bcb766ee/SAH+HREC+Deadlines+and+Meeting+Dates+-+2023.pdf?MOD=AJPERES&amp;CACHEID=ROOTWORKSPACE-3f5df673-2903-4def-ad80-4932bcb766ee-okeBnyA
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The HREC assigns two lead reviewers to each application. They are 

selected for their research experience and methodological 

knowledge to lead the review of the application and then the HREC 

has a robust conversation to discuss each application. 

Meeting occurs

Click here to return to navigation

Click here to return to 
navigation
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Depending on the scope of the changes the application will either 

be reviewed by the Chair or sub-committee out of session, or the 

full committee during a monthly meeting.

The review pathway will be specified in the response letter.

HREC requests more information

Click here to return to navigation

Click here to return to 
navigation

The HREC is required to send notice within 5 business days
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Congratulations! Please note that the project cannot commence 

until the required SSA(s) are also authorised. 

Approved

Click here to return to navigation

Click here to return to 
navigation
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In order to maintain ethics approval, progress reports need to be submitted to 

GEMS annually on the anniversary date of approval, and a final report must be 

submitted once the project is complete. 

Amendments also need to be submitted via a GEMS amendment form when 

any changes are made to the project (e.g. a change to the research team, 

methodology, data requested or extensions). 

See Research GEMS user guide: Ethics amendment - completing and submitting

See Research GEMS user guide: Submitting a progress report or final report 

HREC annual reporting and amendments

Click here to return to navigation

Click here to return to 
navigation

https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/completing+and+submitting+an+ethics+amendment+-+research+gems
https://www.sahealth.sa.gov.au/wps/wcm/connect/public+content/sa+health+internet/resources/submitting+a+progress+report+or+final+report-research+gems
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