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Checklist for Site Specific Assessment (SSA) Submission

Commercially Sponsored Research
Note: The commercial sponsor must be local
 FORMCHECKBOX 

Cover Letter

· Addressed to the Research Governance Officer 
· Please list all documents being submitted including versions and dates
· Please indicate if the application is a student project
· Please address any application specific items that you wish to bring to the attention of the RGO
· Please provide an explanation on why any items listed on the Submission Checklist have not been provided. 
· The cover letter must be signed by the Principal Investigator
 FORMCHECKBOX 

Site Specific Assessment Form (SSA) Form
· Site Principal Investigator (PI) must be a SESLHD staff. Alternatively, if the PI is a Visiting Medical Officer, a letter of appointment from the site needs to be provided.
· Please use NSW Health email address if a member of the research team is from NSW Health.
· Please acquire approval from the Head of Department (HOD) of Medical Record, if medical records from this site will be assessed prior to approaching participants

· Please provide a breakdown of the budget if there are financial costs associated with the study. 
· Non-financial costs include in-kind contributions such as staff hours. Please provide details regarding the amount of time needed from staff.

· Please nominate the correct HOD and ensure that the HOD on REGIS is current (if the HOD on REGIS is incorrect, please inform SESLHD Research Office). If the HOD is on the research team, the HOD’s line manager needs to be nominated to be the HOD for the study.
 FORMCHECKBOX 

Ethics approval letter(s) 
· Please provide all ethics approval emails/letters if lead HREC is not from NSW/ACT.
 FORMCHECKBOX 

Budget
· The budget must reflect the actual costs to complete all of the procedures and administrative tasks of the study
· Please clearly outline the costs and eventual surplus/breakeven/deficit of site. Please use SESLHD budget template.

 FORMCHECKBOX 

Site Specific Documents – PISCF, Questionnaire, etc.
· Please include SESLHD logo on all site-specific documents. For example, PISCF and Questionnaire. 
· Please accurately cite the Master copy name, version and date in the footer and include site specific name, version and date. For example:

Master PISCF, v2, 10/02/2020

POWH PISCF, v1, 13/05/2020

· Please provide all other documents such as Protocol, Data Collection Form and Patient ID card if lead HREC is not from NSW/ACT. 
· For site-specific PISCF, please use the following RGO details for complaints

· The conduct of this study at the [name of SESLHD site] has been authorised by SESLHD. Any person with concerns or complaints about the conduct of this study may also contact the SESLHD Research Governance Officer on 02 9382 3587, or email SESLHD-RSO@health.nsw.gov.au and quote [SSA Ref Number]

 FORMCHECKBOX 

 Clinical Trial Research Agreement (CTRA) or Clinical Investigation Research Agreement (CIRA)
· Please use the Medicine Australia template for the CTRA 
· For device trials, please use the MTAA template for the CIRA 
· Please upload the partially executed CTRA (sponsor and PI signed) with your SSA application. If the SSA application is complete, the Research Office will send the CTRA to the site GM for the final signature and full execution.  

· Details to be used on contracts for all SESLHD sites are:

	Business name
	South Eastern Sydney Local Health District

	Address
	District Executive Unit, Level 4

The Sutherland Hospital & Community Health Service

Cnr The Kingsway and Kareena Road

CARINGBAH NSW 2229

	ABN
	70 442 041 439

	Contact for notices
	[Site PI]


 FORMCHECKBOX 

Certificate of Insurance (minimum amount AUD 20 million per any one occurrence and in the annual aggregate)
· Required for sponsored research (per NSW Health PD2011_006).  It must state ‘Clinical Trials Insurance’
 FORMCHECKBOX 

Form of Indemnity 
· Please use the Medicine Australia template for the Form of Indemnity 

 FORMCHECKBOX 

Insurance cover for research team members
· Please provide evidence of public liability insurance coverage for research team members who are not SESLHD/UNSW staff

· Please provide evidence of public liability insurance coverage for students
 FORMCHECKBOX 

Clinical Trial Notification (CTN)
· Please provide a draft CTN if the clinical trial is to be conducted under the CTN scheme.
· Details to be used for the CTN are
	Name of approving Authority
	South Eastern Sydney Local Health District RSO

	Approving authority contact officer
	Hong Sheng Ong

	Approving authority contact position
	Research Ethics and Governance Officer

	Approving authority contact phone
	02 9382 3587

	Approving authority contact email
	SESLHD-RSO@health.nsw.gov.au


Important Information

· Electronic signatures are accepted

· Please contact SESLHD Research Office if the clinical trial is to be conducted under the Clinical Trial Approval (CTA) scheme to confirm requirements.
Please contact the Research Office if assistance is required
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