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Date


Dear Governance Officer,

HREC Project ID Number: XXXX/ETHXXXX
SSA Ref: XXXX/STEXXXX

Title of study 

This is a site-specific application (SSA) submission for the above study.
The study site is: [Hospital site].
The Principal Investigator is: [PI name].

The submission is complete and conforms with local requirements [see the SESLHD Governance Pre-submission Guide and Governance Eligibility Checklist which can be found on the Prior to Starting page of the SESLHD Research Website: https://www.seslhd.health.nsw.gov.au/services-clinics/directory/research-home/prior-to-starting].

The pre-submission meeting for this application was completed on [insert date].
[A pre-submission meeting ensures the application is complete when submitted which results in faster review and approval. A pre-submission meeting is recommended and can be booked online via: 
https://outlook.office.com/book/RSOBookingsSESLHD@bookings.health.nsw.gov.au/?ismsaljsauthenabled]

Ethics
The project has been approved by an external HREC and all ethics-approved documents and HREC approval letters have been uploaded to this application.
[bookmark: _Hlk200965899][State here if the project has been approved by an external HREC, i.e. outside of NSW or ACT and is not in REGIS. If this is the case, a copy of all ethics-approved documents and all HREC approval letters must be uploaded to this application. Please upload the ethics approval notification under ‘Ethics application decision notification’ as a single document so REGIS identifies the application as ethics approved].

For your information
[Include here any specific information you would like the Governance Officer to consider (e.g., anything relevant which is not covered in the sections below or any documentation that is pending)]


[bookmark: _Hlk198816640]Personnel
The PI is a permanent SESLHD staff member (on NSW Health payroll) and employed at the site. 
[PI cannot be a student or contingent worker] 
As the Head of Department (HOD) is a Team Member, email chain approval for the study has been obtained from their line manager and uploaded with the application.
[If the Head of Department is a study team member then email chain approval for the study must be obtained from their line manager and uploaded with the application]
[Any non SESLHD-investigators coming on-site or accessing SESLHD patients or identifiable data must obtain contingent worker status].
The following non-SESLHD team members have contingent worker status [Please upload confirmation]:
·  
· 

The following non-SESLHD team members have contingent worker status pending:
·  
· 
[Undergraduate students doing a SESLHD placement and enrolled through ClinConnect do not require contingent worker status. Evidence of ClinConnect registration must be provided. Higher degree or undergraduate students not registered for placements at SESLHD via ClinConnect will still require Contingent Worker Status.]
The following undergraduate student is on SESLHD placement and is enrolled through ClinConnect. Evidence of ClinConnect registration has been uploaded with the application:
·  
· 

Budget & costs 
[If there are no financial costs but SESLHD personnel are conducting study-related tasks during the course of their usual duties then that is a non-financial (in-kind) cost and is to be estimated in dollars in the SSA and specified in the Non-financial cost row of the table below].
The budget summary is:
	Financial cost:
	$
	Financial cost of conducting the study at the site. 

	Funding:
	$
	Amount of funding, and source (e.g., Commercial Sponsor, NHMRC grant)

	Surplus/deficit/breakeven:
	$
	Difference between financial cost and funding, if breakeven then =$0

	Non-financial (in-kind) cost:
	$
	If SESLHD personnel are conducting study-related tasks during the course of their usual duties then this is a non-financial (in-kind) cost and is to be estimated in dollars based on published award rates.


[For clinical trials (with commercial or non-commercial sponsors), ensure any Research Ethics, Governance and CTMS fees have been included in the study budget. CTMS and ethics/governance review fees are set by OHMR (Ministry of Health) PD2025_017 and the SESLHD CTMS service policy. Please ensure a completed Method of Payment (MOP) form has been uploaded with your submission.]

Grant funding
The study is funded by a [Insert grant details] and the award acknowledgment letter has been uploaded.
[If the study is funded by a grant (e.g., NHMRC, MRFF), please provide grant details and upload the award acknowledgement letter].

Surplus/deficit
The budget results in a deficit/surplus [delete as relevant]. The deficit will be covered by [insert Cost Centre details or source of funds] or, The intended purpose of surplus funds is to [insert intended purpose].
[If the budget results in a deficit or a surplus, specify how the deficit will be covered (e.g., the Cost Centre which will cover it) or the intended purpose of surplus funds (e.g., staff training and development, equipment, future research projects)].

Research Agreement
The study involves an external partner and a partially executed [signed by all parties except the SESLHD signatory] research agreement has been uploaded.
The contract includes Special Conditions [e.g., Schedule 7 of a CTRA or Schedule 4 in a CTRA CRG] and the corresponding SEBS/NaCTA approval letter has been submitted [unless it is a standard approved clause].
[For clinical trials with a commercial or non-commercial external sponsor, CTMS/SSA/HREC review fees are payable in accordance to the current Ministry of Health Research Fee Policy PD2025_017 and the SESLHD CTMS service policy. Please ensure the following statement is included in the fee Schedule: CTMS and Research Review fees are pass-through charges, payable by the Sponsor and invoiced directly by the SESLHD Research Office. Please ensure a completed Method of Payment (MOP) form has been uploaded with your submission.]

Data trajectory
Data [e.g., medical record data and/or research-generated data] is going external to SESLHD [e.g., to REDCap hosted by an external organisation] and a Data Custodian Request (DCR) form has been included in this submission.
[If data stored or generated within SESLHD (e.g., medical record data or research-generated data) is leaving the District a DCR form is required. This applies to identifiable and non-identifiable data. See Governance Pre-Submission Guide. Ensure the current template is used, downloadable from the SESLHD Research website]

Site-specific and patient-facing documentation
The file names and format [e.g., document footers] of site-specific and patient-facing documentation conform to SESLHD requirements [as per the SESLHD Governance Pre-submission Guide].

Should you have any queries, please do not hesitate to contact myself on [phone number] or via email [email address].

Yours Sincerely,


Name
Position
Affiliation
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