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Streamlined Internal Research Governance Review Checklist for Site Specific Assessment (SSA/STE*)

This Checklist aims to create greater consistency in governance review processes for research studies across different health sites. This Checklist is intended as an internal tool for Research Governance Officers. Local changes to the form would be contrary to the intent of a common tool. However, the tool should be reviewed at least annually to ensure currency with practice.
The checklist can be used for Higher Risk Research (HRR) or Lower Risk Research (LRR) research applications.                                                                 
Note: Aligns with National Statement on Ethical Conduct in Human Research (National Health and Medical Research Council) - see Chapter 2.1, Figure 1: Risk profiles of research
Note: For Yes/No/NA options – please select only one of the checkboxes
	Administration Details
	

	Name of Governance Officer completing the RGO review
	Click or tap here to enter text.
	STE number SSA, top of form
	Click or tap here to enter text.
	Study Title SSA A1
	Click or tap here to enter text.
	CPI Name SSA A3
	Click or tap here to enter text.
	Study Type SSA A7
	Click or tap here to enter text.
	For non-CTs, will the host/lead organisation own the Intellectual Property (IP) for the project ? 
If not, how has the IP been assigned? 
The sponsor will typically be the author of the protocol and therefore likely to retain the data and IP ownership. In some cases, the sponsor may share IP and this should be documented in a written agreement. Check protocol for author/owner and how data will be retained. Check non-standard agreements or special clauses in CTRAs for varied arrangements between parties.
Refer to resources available at the NSW Health Intellectual Property and Commercialisation Support Hub for further information or guidance.
	Click or tap here to enter text.
	Has a statement or plan about consumer involvement been included in the protocol submitted to ethics (and if
so, has it been provided to the RGO)?
	☐ Yes      ☐ No      ☐ N/A




	  Ethics Approval Details

	Is the ethics approval from an HREC certified under the  National Mutual Acceptance Scheme (NMA)?
If the reviewing HREC is interstate (except for ACT) tick yes
Check here NMA
	
   ☐ Yes      ☐ No      

	Approving HREC Name SSA A4
	Click or tap here to enter text.
	ETH number SSA A6
	Click or tap here to enter text.
	Date of initial HREC approval 
Listed on top of HREC approval email or letter, and any dates of approved amendments
	Click or tap here to enter text.
	Check HREA version is correct as per HREC approval letter (Optional)
	☐ Yes      

	Name of site(s) where the study will be conducted SSA B1
	Click or tap here to enter text.
	Does the study include one or more Satellite Sites?
If yes – classification added?
	Click or tap here to enter text.
	Has the local site been listed on the HREC approval letter or HREC Approved Amendment Letter
	   ☐ Yes      ☐ No      

	Approval date of when the site was added
	 Click to select date

	Is the CPI listed on the HREC approval letter (or amendment approval letter), the same as the CPI listed on the SSA (A3)?
	   ☐ Yes      ☐ No      

	Classifications entered and checked in REGIS
	   ☐ Ethics Pathway HR           ☐ Ethics Pathway LR             

	
	☐  Sponsor Type  
☐ Study Type   
☐ CTM Entry         

	  Check documents in REGIS for the following:

	Have all HREC approval and amendment approval letters been provided or submitted? 
	    ☐ Yes      ☐ No      

	Have all current ethics-approved documents been provided or submitted? 
	    ☐ Yes      ☐ No      



	Site Specific PICFs

	Master and site specific documents required?
If No, disregard the questions below.
	☐ Yes      ☐ No      ☐ N/A

	Master documents approved and submitted?
If No, disregard the questions below and include in the further information letter.
	   ☐ Yes      ☐ No      

	Have all site-specific documents been submitted? 
	   ☐ Yes      ☐ No      

	Do they have the local contact details and local logo?
Includes information pertaining to the site at which the research is to be conducted, e.g. local contact details, local investigators and local logos on documentation.    
	   ☐ Yes      ☐ No      

	Site(s): List site specific documents (copy and paste the table below if site specific version numbers are different for each site).

	Document
	Master
Version	Date
	   Site Specific
Version	 Date                
	Correct Ref?

	Click or tap here to enter text.	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.	Click for date
	Click or tap here to enter text.
	*Does the site specific document refer correctly to the approved Master?


Please list documents required by RGO, but not provided.
	Name	                             Version           Date

	Click or tap here to enter text.	Click or tap here to enter text.	Click for date

	Click or tap here to enter text.	Click or tap here to enter text.	Click for date

	Click or tap here to enter text.	Click or tap here to enter text.	Click for date



	Site Team Listed on STE: There are some differences in SSA/STE terminology usage – these are equivalent* 

	Principal Investigator Details:  Name
	Click or tap here to enter text.
	Position/Department
	Click or tap here to enter text.
	PI must be listed on HREA/STE or amendment approval email
	☐ Yes      

	Employee at LHD/LHN
	☐ Yes    ☐ No      
	If no, seek Contingent Worker Status (if required) include link here 
	Click or tap here to enter text.
	Student**
	☐ Yes     ☐ No      
	If yes, proof of enrolment/ University insurance coverage required
	Click or tap here to enter text.
	If external, has CV or ORCID ID been provided?
	☐ Yes      ☐ No      

	Current GCP certificate
	☐ Yes      ☐ No      ☐ N/A

	[bookmark: _Hlk215646951]Approved access for non-employees at LHD/LHN
	☐ Yes      ☐ No      ☐ N/A

	Evidence of insurance***
	☐ Yes      ☐ No      ☐ N/A

	Support from relevant HoD/ manager
If the HoD is a site team member, ensure their supervisor has provided support.
	☐ Yes      ☐ No
	If yes, name
	Click or tap here to enter text.	For Further Info (RFI)

	Does the Principal Investigator comply with local/hospital policy for conducting research?
	☐ Yes      ☐ No      

	[bookmark: _*_Both_SSA]* Both SSA and STE aim to verify site readiness and compliance before study commencement.  Under national standards (National Clinical Trials Governance Framework (NCTGF), National Safety and Quality Health Service Standards (NSQHS) and National Standard Operating procedures (SOPs)), the terminology may vary, but the intent is the same: 
· Risk assessment, resource validation, and governance assurance at the site level
· NSW Health uses SSA as the formal governance process, while STE is an operational step within that process 
· National SOPs and governance frameworks do not distinguish STE as a separate accreditation requirement; it is treated as part of SSA




	Site Team Members

	**If a non-employee or student is listed as a Site Team Member, check whether physical site access is required. If yes, check Clin Connect/Honorary Appt/Contingent Worker Status.
***If an Investigator is a NSW Health employee they are covered under Treasury Managed Funds (TMF) to conduct research within a NSW Health Public Health Organisation (PHO) site.
If they are on a contract such as a VMO for the purposes of conducting research within a Public Health Organisation (PHO) site, (as per PD2011_006) they are required to have a signed Services Contract and Contract of Liability Coverage for at least the period of the trial. You can contact the Medical Administration department within your organisation to gain confirmation that such an agreement exists.
In the absence of a Services Contract and Contract of Liability Coverage evidence of personal Medical Defence Organisation (MDO) coverage is required.
If an Investigator is employed by a University or private organisation, or a student, this organisation is responsible for providing evidence of indemnity to conduct research for their employee/student. If they are a clinical/academic appointment (e.g. conjoint appointments), please check if they are performing these duties with their University role or their PHO role.



Additional Site Investigator 2 (Use heading to expand/hide section - click on title and then click triangle symbol)
	Site Investigators - 2

	Name 
	Click or tap here to enter text.
	Role 
e.g. Associate investigator etc.
	Click or tap here to enter text.
	Position/Department
	Click or tap here to enter text.
	Employee at LHD/LHN
	☐ Yes    ☐ No      
	If no, seek Contingent Worker Status (if required) include link here 
	Click or tap here to enter text.
	Student**
	☐ Yes     ☐ No      
	If yes, proof of enrolment/ University insurance coverage required
	Click or tap here to enter text.
	If external, has CV or ORCID ID been provided?
	 ☐ Yes      ☐ No      

	Current GCP certificate
	 ☐ Yes      ☐ No      ☐ N/A

	Approved Access for non-employees at LHD/LHN
	 ☐ Yes      ☐ No      ☐ N/A

	Evidence of insurance***
	 ☐ Yes      ☐ No      ☐ N/A

	Sign off from PI
	 ☐ Yes      ☐ No      

	Support from relevant HoD/ manager
	 ☐ Yes      ☐ No
	If yes, name
	Click or tap here to enter text.

Additional Site Investigator 3 (Use heading to expand/hide section - click on title and then click triangle symbol)
	Site Investigators - 3

	Name 
	Click or tap here to enter text.
	Role 
e.g. Associate investigator etc.
	Click or tap here to enter text.
	Position/Department
	Click or tap here to enter text.
	Employee at LHD/LHN
	☐ Yes    ☐ No      
	If no, seek Contingent Worker Status (if required) include link here 
	Click or tap here to enter text.
	Student**
	☐ Yes     ☐ No      
	If yes, proof of enrolment/ University insurance coverage required
	Click or tap here to enter text.
	If external, has CV or ORCID ID been provided?
	 ☐ Yes      ☐ No      

	Current GCP certificate
	 ☐ Yes      ☐ No      ☐ N/A

	Approved Access for non-employees at LHD/LHN
	 ☐ Yes      ☐ No      ☐ N/A

	Evidence of insurance***
	 ☐ Yes      ☐ No      ☐ N/A

	Sign off from PI
	 ☐ Yes      ☐ No      

	Support from relevant HoD/ manager
	 ☐ Yes      ☐ No
	If yes, name
	Click or tap here to enter text.

Additional Site Investigator 4 (Use heading to expand/hide section - click on title and then click triangle symbol)
	Site Investigators - 4

	Name 
	Click or tap here to enter text.
	Role 
e.g. Associate investigator etc.
	Click or tap here to enter text.
	Position/Department
	Click or tap here to enter text.
	Employee at LHD/LHN
	☐ Yes    ☐ No      
	If no, seek Contingent Worker Status (if required) include link here 
	Click or tap here to enter text.
	Student**
	☐ Yes     ☐ No      
	If yes, proof of enrolment/ University insurance coverage required
	Click or tap here to enter text.
	If external, has CV or ORCID ID been provided?
	 ☐ Yes      ☐ No      

	Current GCP certificate
	 ☐ Yes      ☐ No      ☐ N/A

	Approved Access for non-employees at LHD/LHN
	 ☐ Yes      ☐ No      ☐ N/A

	Evidence of insurance***
	 ☐ Yes      ☐ No      ☐ N/A

	Sign off from PI
	 ☐ Yes      ☐ No      

	Support from relevant HoD/ manager
	 ☐ Yes      ☐ No
	If yes, name
	Click or tap here to enter text.

Additional Site Investigator 5 (Use heading to expand/hide section - click on title and then click triangle symbol)
	Site Investigators - 5

	Name 
	Click or tap here to enter text.
	Role 
e.g. Associate investigator etc.
	Click or tap here to enter text.
	Position/Department
	Click or tap here to enter text.
	Employee at LHD/LHN
	☐ Yes    ☐ No      
	If no, seek Contingent Worker Status (if required) include link here 
	Click or tap here to enter text.
	Student**
	☐ Yes     ☐ No      
	If yes, proof of enrolment/ University insurance coverage required
	Click or tap here to enter text.
	If external, has CV or ORCID ID been provided?
	 ☐ Yes      ☐ No      

	Current GCP certificate
	 ☐ Yes      ☐ No      ☐ N/A

	Approved Access for non-employees at LHD/LHN
	 ☐ Yes      ☐ No      ☐ N/A

	Evidence of insurance***
	 ☐ Yes      ☐ No      ☐ N/A

	Sign off from PI
	 ☐ Yes      ☐ No      

	Support from relevant HoD/ manager
	 ☐ Yes      ☐ No
	If yes, name
	Click or tap here to enter text.

Additional Site Investigator 6 (Use heading to expand/hide section - click on title and then click triangle symbol)
	Site Investigators - 6

	Name 
	Click or tap here to enter text.
	Role 
e.g. Associate investigator etc.
	Click or tap here to enter text.
	Position/Department
	Click or tap here to enter text.
	Employee at LHD/LHN
	☐ Yes    ☐ No      
	If no, seek Contingent Worker Status (if required) include link here 
	Click or tap here to enter text.
	Student**
	☐ Yes     ☐ No      
	If yes, proof of enrolment/ University insurance coverage required
	Click or tap here to enter text.
	If external, has CV or ORCID ID been provided?
	 ☐ Yes      ☐ No      

	Current GCP certificate
	 ☐ Yes      ☐ No      ☐ N/A

	Approved Access for non-employees at LHD/LHN
	 ☐ Yes      ☐ No      ☐ N/A

	Evidence of insurance***
	 ☐ Yes      ☐ No      ☐ N/A

	Sign off from PI
	 ☐ Yes      ☐ No      

	Support from relevant HoD/ manager
	 ☐ Yes      ☐ No
	If yes, name
	Click or tap here to enter text.

Additional Site Investigator 7 (Use heading to expand/hide section - click on title and then click triangle symbol)
	Site Investigators - 7

	Name 
	Click or tap here to enter text.
	Role 
e.g. Associate investigator etc.
	Click or tap here to enter text.
	Position/Department
	Click or tap here to enter text.
	Employee at LHD/LHN
	☐ Yes    ☐ No      
	If no, seek Contingent Worker Status (if required) include link here 
	Click or tap here to enter text.
	Student**
	☐ Yes     ☐ No      
	If yes, proof of enrolment/ University insurance coverage required
	Click or tap here to enter text.
	If external, has CV or ORCID ID been provided?
	 ☐ Yes      ☐ No      

	Current GCP certificate
	 ☐ Yes      ☐ No      ☐ N/A

	Approved Access for non-employees at LHD/LHN
	 ☐ Yes      ☐ No      ☐ N/A

	Evidence of insurance***
	 ☐ Yes      ☐ No      ☐ N/A

	Sign off from PI
	 ☐ Yes      ☐ No      

	Support from relevant HoD/ manager
	 ☐ Yes      ☐ No
	If yes, name
	Click or tap here to enter text.

Additional Site Investigator 8 (Use heading to expand/hide section - click on title and then click triangle symbol)
	Site Investigators - 8

	Name 
	Click or tap here to enter text.
	Role 
e.g. Associate investigator etc.
	Click or tap here to enter text.
	Position/Department
	Click or tap here to enter text.
	Employee at LHD/LHN
	☐ Yes    ☐ No      
	If no, seek Contingent Worker Status (if required) include link here 
	Click or tap here to enter text.
	Student**
	☐ Yes     ☐ No      
	If yes, proof of enrolment/ University insurance coverage required
	Click or tap here to enter text.
	If external, has CV or ORCID ID been provided?
	☐ Yes      ☐ No      

	Current GCP certificate
	☐ Yes      ☐ No      ☐ N/A

	Approved Access for non-employees at LHD/LHN
	☐ Yes      ☐ No      ☐ N/A

	Evidence of insurance***
	☐ Yes      ☐ No      ☐ N/A

	Sign off from PI
	☐ Yes      ☐ No      

	Support from relevant HoD/ manager
	☐ Yes      ☐ No
	If yes, name
	Click or tap here to enter text.


	  Supporting Documentation 

	Supporting departments
As listed on the STE,
Part C
	Specify study specific assessments or services requiring support
	Evidence of Budget stated agreement or interdepartmental agreement in place?
	Quote/
SLA required

	Signature of Department Head


	
	
	Yes
	No
	Yes
	No
	Yes
	No

	Click or tap here to enter text.	Click or tap here to enter text.	☐
	☐
	☐
	☐
	   ☐   ☐     

	
	
	
	
	
	
	[bookmark: Untitled] Name:

	
	
	
	
	
	
	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	☐
	☐
	☐
	☐
	 ☐   ☐     

	
	
	
	
	
	
	 Name:

	
	
	
	
	
	
	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	☐
	☐
	☐
	☐
	 ☐   ☐     

	
	
	
	
	
	
	 Name:

	
	
	
	
	
	
	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	☐
	☐
	☐
	☐
	 ☐   ☐     

	
	
	
	
	
	
	 Name:

	
	
	
	
	
	
	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	☐
	☐
	☐
	☐
	 ☐   ☐    

	
	
	
	
	
	
	 Name:

	
	
	
	
	
	
	Click or tap here to enter text.



	  Site Specific Details 

	Has a local contact been named in the STE form? SSA B7
	☐ Yes      ☐ No      ☐ N/A

	Expected number of participants at local site SSA, D5
	   NN

	Age of participants complies with local policy?
If patients between the ages of 16 – 18 years are being recruited, ensure this will comply with any specific local ‘Age of Admission’ policies if relevant.
If recruiting over 18, ‘Age of Admission’ policy’ is only applicable to Paediatric sites.
	☐ Yes      ☐ No      ☐ N/A

	NCAT approval required?
For all clinical trials involving recruitment of participants over the age of 16 who do not have the capacity to consent for themselves and/or require consent from a parent/guardian/or person responsible on their behalf.
Further information: https://ncat.nsw.gov.au/
If NCAT approval required as evidence of this provided?
	☐ Yes      ☐ No      

	
	☐ Yes      ☐ No      

	Are data or materials leaving the PHO? If yes, have the appropriate steps been taken to minimise risk in this transfer? E.g.
Agreement, Data Policy, Brief, research data management plan (refer to your local LHD website for further requirements).
PD2018_001 provides guidance on the procedure to be followed when identified or de-identified unit record data relating to the health of an individual or individuals is being released from the PHO for the purpose of research. Please note that this PD does not apply to clinical trials.
	☐ Yes      ☐ No      ☐ N/A


☐ Identifiable     ☐ De identified           

	Is the method of transfer appropriate? E.g. REDCap
If yes, include what type
	☐ Yes      ☐ No      ☐ N/A

	
	Click or tap here to enter text.
	Will data be linked to federal or state wide databases?
If yes, site authorisation should include a condition that PHSREC approval is needed before data linkage can commence.
State Wide Databases: http://www.cherel.org.au/data-dictionaries 
Federal Databases: https://www.aihw.gov.au/our-services/data-linkage/data-collections
	
	
☐ Yes      ☐ No      ☐ N/A



	Is approval required from an additional HREC (Data Linkage)? 
Remind the researcher to submit a copy once approval is obtained State Wide Databases: NSW Population & Health Services Research Ethics Committee (PHSREC) approve state wide data linkage.
Federal Databases: The Australian Institute of Health and Welfare (AIHW) OR Services Australia approve federal data linkage.
	
	☐ Yes      ☐ No      ☐ N/A



	Does the project intend to collect and analyse Aboriginal data?
If yes, approval from the Aboriginal Health & Medical Research Council (AHMRC) may be required.
	
	☐ Yes      ☐ No      


	Will the data be collected from an existing source or will it be collected prospectively?
If a database is required to be accessed, signoff from the data custodian/ health information services is required
	Name of existing source:
	Click or tap here to enter text.
	
	Collected prospectively from:
	Click or tap here to enter text.
	
Is this project funded? If yes, name funder.
	☐ Yes      ☐ No      ☐ N/A

	
	Funder:
	Click or tap here to enter text.
	If yes, has evidence of the funding been provided?
A copy of written correspondence from the organisation or company providing funding for the research must be provided. Please note evidence of funding is not required for a clinical trial where the terms of payments and funding are set out in the Clinical Trial Research Agreement.
	
	☐ Yes      ☐ RFI      


	If money is being transferred to the PHO, has an agreement been provided?
	
	☐ Yes      ☐ RFI    


	Budget / funding confirmation
	Click or tap here to enter text.
	Other /project/contract related agreements/ confirmation reviewed by RGO
As per PD2010_056, the RGO must ensure the project has sufficient funds to cover the costs of conducting research at the site.
	
	☐ Yes      ☐ No      ☐ N/A



	If a non-standard research agreement is being used, will it require legal review?
	
	☐ Yes      ☐ No      ☐ N/A

	If there is no funding coming to the PHO as part of research activity, what staffing and resources will be used as in-kind from the PHO?
	Click or tap here to enter text.
	Collaborative Research Agreement Details
Check correct details on front page (e.g. parties listed, ABN, contact notice details), Schedule 1 Agreement details (e.g. CPI, HREC, investigators, sites), names of signatories on signing page.
	
	☐ Yes      ☐ No      ☐ N/A




	  Approvals/Checks

	Biosafety Committee Approval (could be included in HREC approved documents)
For all studies involving the use of recombinant DNA.
	
	☐ Yes      ☐ No      ☐ N/A

	Radiation Safety Report
If yes, do we have the reports and is the wording in the site specific PICF represented appropriately?
For all studies involving the Use of Radiation above standard levels that the patient would usually receive. This may be undertaken by the approving HREC or the PHO’s Radiation Safety Officer, depending on the PHO’s internal processes for these types of applications.
	☐ Yes      ☐ No      ☐ N/A

	Appropriate checks for use of equipment not already approved for use within the PHO. Ensure clause is inserted into approval letter, if required.
	
	☐ Yes      ☐ No      ☐ N/A

	Insurance
For all commercially sponsored research, evidence of insurance must be submitted with the governance application. The insurance certificate should cover a minimum of $20 million (AUS); have an Australian-named sponsor, and an excess/deductible or self-insured retention amount not greater than $25,000 for each and every claim. For more information, see NSW MoH Policy Clinical Trials – Insurance and Indemnity PD2011_006, section 2.2.
For non-commercially sponsored research, PHOs must ensure sponsors have indemnity or insurance arrangements that are sufficient to cover their sponsor-related liabilities. This insurance should cover a minimum amount of $10 million (AUD).
	☐ Yes      ☐ No      ☐ N/A

	
	Expiry Date:
	Click for date






	Clinical Trials Checklist

	Clinical Trial Research Agreement (CTRA)
	☐ N/A

	Type of CTRA received – standard, collaborative, other?
	☐ Standard     
☐ Collaborative     
☐ Other

	Institution details on first page correct?
	☐ Yes      ☐ No      ☐ N/A

	Sponsor Type (the entity taking overall responsibility for the study, as per GCP) SSA A12
	Click or tap here to enter text.
	Sponsor Name SSA A13
	Click or tap here to enter text.
	Has fee been paid/payment form been received?
	☐ Yes      ☐ No      ☐ N/A

	Schedule 1 – check details and HREC is correct.
	☐ Yes      ☐ No      

	Schedule 2 – General review does not include GST and that SSA fee and if applicable HREC are included as pass through cost.
	☐ Yes      ☐ No      

	Schedule 4 or 7 clauses - check NaCTA approval in REGIS.
	☐ Yes      ☐ No      

	Schedule 6 - check correct protocol listed and dated.
	☐ Yes      ☐ No      

	Signed by the PI and the sponsor before submission.
	☐ Yes      ☐ No      

	Please note that any Schedule 4 or 7 conditions should be approved by NaCTA and evidence of approval must be provided with the application or viewed in REGIS (RGOs can accept Schedule 4 or 7 changes if they have reviewed and agreed).
NaCTA advises that : “Once a set of clauses has been agreed between the Panel and the applicant, the NaCTA jurisdictions will each prepare an approval letter accompanied by the approved clauses and will email these in PDF form to the applicant’s contact person. The applicant should then submit the jurisdiction-specific letter and approved clauses to that jurisdiction’s sites (ie/ send the NSW approval letter and clauses to all participating NSW sites; South Australian letter and clauses to SA sites, etc), as part of their site-specific assessment application.”  See link: Clinical Trial Research Agreements – Medicines Australia
Alternatively Schedule 4 or 7 clauses may be sent for external legal review at the sponsor’s expense.

	Indemnity Assessment

	Has the Medicines Australia Form of Indemnity template been used? (between the sponsor and the NSW PHO or Service).
	☐ Yes      ☐ No      ☐ N/A

	Is the study title correct?
	☐ Yes      ☐ No      

	Are the Institutional details correct (including ABN)?
	☐ Yes      ☐ No      

	Is the Principal Investigator’s name correct?
	☐ Yes      ☐ No      

	Has it been signed by the sponsor?
	☐ Yes      ☐ No      

	Clinical Trials registry information

	By the time of STE application, this number should already be available. If it’s not provided, remind the researcher that the study must be registered on a public clinical trials registry prior to recruitment starting. NB: This should not delay Governance Authorisation.

	Note: For clinical trials involving Teletrial sites please see supplementary checklist: Decentralised Trials Research Governance Review Checklist





	  Summary 

	Summary of request for further 
	Click or tap here to enter text.
	Recommendation for the CE/ Delegate
Outline here any potential issues/concerns
	Click or tap here to enter text.
	
Required signoff
	☐ Yes      
	Research Governance Officer 

	
	☐ Yes      
	Research Manager

	
	☐ Yes      
	Chief Executive Delegate

	
	☐ Yes      
	Chief Executive





[bookmark: _Definitions_of_Study]Definitions of Study Types as per REGIS;
Clinical trial - Any research project that prospectively assigns human participants or groups to one or more health-related interventions to evaluate the effects on health outcomes.
Clinical research - Studies, including observational studies in the clinical setting, which are designed to understand, find and treat illnesses and other health issues. These studies involve a wide range of activities from genetics to assisting medical staff and patients to communicate better. Examples include finding how genetics lead to disease or finding the best ways to counsel people who have a genetic mutation that predisposes them to a certain disease such as cancer; disease registries; and studying the relationship between smoking and heart attacks.
If the clinical research also meets the definition of CT, please only select CT.
Health Research/Social Science - Health Research studies are designed to gain information and understanding about health. The goal is to find ways to improve human health. Social science studies seek to understand social behaviour through (a) the measurement of social phenomena, (b) the discovery of social regularities, and (c) the creation of social theories. Examples include: interviews involving one or more participants, focus groups discussing a specific set of topics, observing the participant in his/her own environment or in the environment being studied.
Other - Other is a study that does not fall into any of the other available categories. Examples include: Population and public health studies which aim to develop or contribute to generalisable knowledge to improve public health practice; the collection and analysis of qualitative and quantitative survey data; the analysis of administrative datasets; economic evaluation of health care interventions or health care financing priorities; evaluation of health services and health policy; GIS studies; and knowledge translation. It includes population-level and health-system research, but not clinical or biomedical research.
Definitions of sponsor types:
These definitions have been adopted from PD2011_006, ‘Clinical Trials: Insurance and Indemnity’.
1. “Commercially sponsored trial” is a clinical trial where a commercial entity that is a pharmaceutical or device company:
a) Initiates the trial and makes an application to conduct the trial under the Clinical Trial Notification (CTN) or Clinical Trial Exemption (CTX) Scheme administered by the Therapeutic Goods Administration;
b) Is directly funding the conduct of the trial, that is, making payments to the relevant hospital or investigator. This does not include trials where a commercial entity is providing in-kind support (e.g. provision of investigational product or funds) but has no other involvement in the conduct of the trial; and
c) Is the primary author or custodian of the clinical trial protocol.
2. A commercially sponsored research project has the following characteristics:
a) It is initiated by a pharmaceutical/device company or other commercial entity and not by an investigator at a NSW public health service site.
b) The research is conducted to investigate a medication/device for commercial exploitation by its manufacturer/ sponsor.
c) The protocol has been developed and is the responsibility of a pharmaceutical/device company or other commercial entity.
3. A sponsored (non-commercial) research project has the following characteristics:
a) The research must address relevant clinical questions and not pharmaceutical/device industry or commercial needs.
b) The sponsor (non-commercial) must declare any/in-kind support (e.g. provision of medicines, devices, funds) from any organisation.
c) The sponsor (non-commercial) must be the primary author and custodian of the clinical trial protocol
d) Examples of groups that may fall under this category are;
· Research institutes external to NSW Health; Collaborative or cooperative research groups external to NSW Health; and Universities
4. An investigator initiated (institutional sponsored) research project has the following characteristics:
a) A pharmaceutical/device company is not acting as the Sponsor for the purposes of the CTN Scheme application
b) A pharmaceutical/device company is not directly funding the conduct of the study that is making payment to the relevant hospital or investigator
c) The clinical trial addresses relevant clinical questions and not industry needs
d) The Principal Investigator and the institution is the primary author and custodian of the clinical trial protocol
	GLOSSARY 

	Abbreviation
	Description

	ABN
	Australian Business Number  

	AHMRC
	Aboriginal Health & Medical Research Council

	AIHW
	Australian Institute of Health and Welfare

	CE
	Chief Executive

	CPI
	Coordinating Principal Investigator

	CT
	Clinical Trials

	CTN
	Clinical Trial Notification

	CTRA
	Clinical Trials Research Agreement

	CTX
	Clinical Trial Exemption 

	GCP
	Good Clinical Practice

	GIS
	Geographic Information Systems

	HOD
	Head of Department

	HREA
	Health Research Ethics Application

	HREC
	Health Research Ethics Committee

	HRR
	Higher Risk Research, “Research in which there is a risk of harm and in which there may also be a foreseeable burden. The risk of harm in higher risk research may or may not be a risk of significant harm and may be harm to the individual, group, community, societal or global level.” 
Source: National Statement on Ethical Conduct in Human Research (National Health and Medical Research Council)

	LHD
	Local Health District

	LRR
	Lower Risk Research, “Research in which there is no risk of harm, but in which there is a risk of discomfort and in which there may also be a foreseeable burden (low risk research) OR research in which there is no risk of harm or discomfort, but which includes a potential for minor burden or inconvenience (minimal risk research).” 
Source: National Statement on Ethical Conduct in Human Research (National Health and Medical Research Council) 

	MDO
	Medical Defence Organisation

	NaCTA
	National Clinical Trial Agreement Panel

	NCAT
	NSW Civil and Administrative Tribunal

	NCTGF
	National Clinical Trials Governance Framework 

	NMA
	National Mutual Acceptance Scheme 

	NSQHS
	National Safety and Quality Health Service Standards

	NSW MoH
	NSW Ministry of Health

	NSW PHO
	NSW Health Public Health Organisation (PHO) 

	PI 
	Principle Investigator

	PICF
	Patient Information and Consent Form

	PHSREC
	NSW Population & Health Services Research Ethics Committee 

	REGIS
	Research Ethics Governance Information System

	RFI
	Request for Information

	RGO
	Research Governance Officer 

	SOP
	Standard Operating Procedure

	STE/SSA
	Site Specific Assessment 
“SSA/STE is part of the site governance process adopted across NSW, TAS & ACT Health, by which a potential research site considers authorisation of a project to access and/or utilise its resources. SSA/STE applications are required for each site where the research will be conducted within the Centre (e.g. LHD or Network). They can be completed and submitted before ethics approval has been made but cannot be authorised until ethics approval has been obtained.” 
Source REGIS reference:  Quick reference Guide

	TMF
	Treasury Managed Funds (TMF) 




	This Checklist was developed and agreed by Sydney Health Partners and representatives from the following health organisations in NSW: 

	Central Coast Local Health District

	Hunter New England Local Health District

	Illawarra Local Health District

	Murrumbidgee Local Health District

	Mid North Coast Local Health District

	Nepean Blue Mountains Local Health District

	Northern New South Wales Local Health District

	Northern Sydney Local Health District 

	South Western Sydney Local Health District 

	St Vincent’s Hospital

	Sydney Local Health District 

	The Sydney Children’s Hospital Network

	The Westmead Institute for Medical Research

	Western Sydney Local Health District
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