Form Name: UnitingCare Health Site-Specific Assessment (SSA)
Project Title: Click or tap here to enter text.
[bookmark: Introductory_Information]Introductory Information	
Introduction
Site-Specific Assessment (SSA) is a key component of research governance that involves assessing the suitability of the site and the Investigator(s) for the proposed research. SSA is the mechanism for professional, legal and financial accountability and transparency, and is consistent with the NHMRC’s “Australian Code for the Responsible Conduct of Research” 2018 (the Code).
The SSA process considers the following elements:
· Evidence of ethical approval
· Compliance with legislation, regulations, policies and codes of conduct relating to matters such as privacy, confidentiality, consent, biosafety, radiation safety and professional standards
· Financial management and site-specific requirements (appropriate resources e.g., financial, human, equipment and infrastructure) for the research to proceed at the site
· Legal and insurance e.g., informed consent, indemnity and contracts
· Researchers have the necessary expertise and experience (if not, relevant training is planned before carrying out their research study)
When to use this SSA form:
If your project involves research activities, resources, patients and/or data at a UnitingCare Health hospital, then use this form.

Instructions for the Principal Investigator:
This form must be completed by the Principal Investigator (PI) responsible for the research at a UnitingCare Health site.
Applicants should begin negotiations with relevant UnitingCare personnel responsible for resources that will be required for the study (e.g. Heads of Services and Financial Performance Analysts), as early as possible.
Promotional material must be included in the SSA submission.

SSA Submission Requirements:
Completed and signed UnitingCare SSA form
SSA supporting documentation that was attached to the HREC submission for this project. This may include patient facing promotional material developed by the clinical trial Sponsor or by the local marketing team.
Signature requests can be sent to the Principal Investigator, Heads of Services, Chief Medical Officer and/or Directors of Medical Services.
SSA signatures are valid for 12 months from the date of submission. If the study has not been authorised within 12 months of SSA submission, further review and signatures may be requested.
SSA Submission Instructions:
Email to dmsoffice.wesley@uchealth.com, dmsoffice.sawmh@uchealth.com.au and/or dmsoffice.bph@uchealth.com.au. 

How is information in the SSA used?
UnitingCare Health collects information about research activity being undertaken within all UnitingCare services, to assist with UnitingCare's future research strategy planning, and for communicating with researchers.
The information in the SSA is used and/or reviewed as necessary by, but not limited to:
· UnitingCare Credentialing
· UnitingCare Legal
· UnitingCare Risk & Audit (e.g. insurance coverage) 
· Finance Department
· Family and Disability Services
The email contact details for the UnitingCare contact person and UnitingCare Principal Investigator, and project titles, may be  shared with members of the UnitingCare Executive.
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1 Project Details
[bookmark: Project_Details]
To help our team prioritise, please complete the following questions about risk, time constraints and funding sources.
1.1 Has this project been approved as a lower risk (i.e., low or negligible risk / LNR) study by a HREC?
☐	Yes
☐	No

1.2 Has this project been approved by an external HREC i.e., not UnitingCare Health HREC?
☐	Yes
☐ 	No
If ‘Yes’, please attach copies of approval letter(s)

1.3 Are there any time constraints related to this application? Select all that may apply
☐	Project is being initiated at the request of UnitingCare Board/Executive/Health Committee
☐	Project with competitive recruitment
☐	Short-term project of 12 months or less (e.g. registrar training program, student project)
☐	Other time constraint
☐	No

1.4 When are you hoping to commence your study (dd/mmm/yyyy)? 
Click or tap here to enter text.

1.5 How is your project being funded? Tick all that apply.
You will be asked further questions about funding sources. This question is to assist us with prioritising your application.
☐	Commercial Funder E.g., CRO, Biotech, Pharma, For-Profit Entity   
☐	Non-Commercial Grant E.g., NHMRC, MRFF, Philanthropy, NFP Entity
☐	UnitingCare I.e., In-kind support for my time 
☐	No funding

1.6 Formal title of research project: 
This is the full or scientific title of the project, as defined in the Protocol.
Click or tap here to enter text.

1.7 Project Acronym: 
If there is an acronym for this project, please enter it here.
Click or tap here to enter text.

1.8 Provide a description of the project in plain language: 
Click or tap here to enter text.

1.9 Please select your Project Design type. Multiple selections are permitted.
☐	Observational Study E.g., Cohort, Cross Sectional or Case-Control
☐	Interventional Study E.g., Clinical Trial
☐	Qualitative / Mixed-Methods Research  
☐	Biobank
☐	Databank/Registry
☐	Quality Improvement / QI Initiative

1.10 UnitingCare sites at which the research project will be undertaken (select all that apply)
Chief Medical Officer and/or Director of Medical Services at each nominated UnitingCare site/hospital must sign this form.
☐	Buderim Private Hospital
☐	St. Andrew’s War Memorial Hospital
☐	St. Stephen’s Hospital
☐	The Wesley Hospital
☐	Other: Click or tap here to enter text.

1.11 Are there any external sites (i.e. not at UnitingCare) for participant recruitment, sample   collection or data collection? 
☐	Yes
☐	No
If ‘Yes’, please comment: Click or tap here to enter text.

1.12 Are there any external sites (i.e. not at UnitingCare) that will be analysing or storing data and/or samples? 
☐	Yes
☐	No
[bookmark: _Hlk150528709]If ‘Yes’, please comment: Click or tap here to enter text.

1.13 Please indicate the UnitingCare service to which this research project belongs? 
Select all that apply.
☐	Assistant Director of Nursing, Medical & Critical Care 
☐	Assistant Director of Nursing - Women's & Surgical Services
☐	Director Clinical Services
☐	Director, Perioperative Services
☐	Manager, Allied Health Services 
☐	UnitingCare Education
☐	UnitingCare Residential Care and Community Services
☐	UnitingCare Business Support Services
☐	Other: Click or tap here to enter text.

1.14 Please advise who you have discussed this research project with at UnitingCare:
Click or tap here to enter text.

1.15 If led by Wesley Research Institute, please indicate the primary Research Program to which this project belongs:
☐	Coeliac Disease and Immune Health Research 
☐	Cancer 
☐	Cardiovascular and Critical Care
☐	Neurology
☐	Orthopaedics
☐	Health Services Research
☐	Other: Click or tap here to enter text.

1.16 Please indicate where your research project falls in the T1-T5 translational research phases:
☐	T1 – Discovery science i.e., preclinical and animal studies
☐	T2 – Translation to humans i.e., proof of concept prototype studies and healthy volunteer phase 1 clinical trials
☐	T3 – Translation to patients i.e., phase 1-3 patient studies and clinical research to inform evidence-based guidelines
☐	T4 – Translation to practice i.e., phase 4 trials, health services and implementation research including real-world studies
☐	T5 – Translation into community i.e., population-level outcomes research and studies of impact on policy


2 Agreements
2.1	Agreements
If your research includes any of the following, please contact the UnitingCare Research Governance Office or Chief Medical Officer to discuss the requirement for a legal agreement. Select all that apply.
☐	Non-UnitingCare researchers or resources (including accessing UnitingCare site and participants at UnitingCare site)
☐	Student involvement
☐	Intellectual property that may have commercial value
☐	Clinical or collaborative trial
☐	None of the above
Please note: It is recommended to submit your SSA as soon as possible after the HREC application is submitted. The need for an agreement should not delay the submission of your SSA. Agreements are processed in parallel with the SSA review.

3 Use of Samples
3.1	Does the project involve the use of biological samples?
☐	Yes
☐	No
If ‘Yes’, please comment: Click or tap here to enter text.
4 [bookmark: Team_Member_Details]Team Member Details
4.1 Team Member Details
Provide details below for each researcher involved with the conduct of the research project at this site. This includes anybody who will be accessing the UnitingCare participants’ data or UnitingCare resources.

All research personnel involved with the research at UnitingCare must review the SSA form. Please note the below requirements:
1If a team member does not have a UnitingCare Staff ID, please attach approval letter/s for an honorary research appointment at Wesley Research Institute or UnitingCare Health.
2If a team member will conduct direct patient care, please attach confirmation of credentialling at UnitingCare Health.
4.2 Please enter details of the Principal Investigator at the UnitingCare site
	Title: 
	Click or tap here to enter text.

	First Name: 
	Click or tap here to enter text.

	Surname: 
	Click or tap here to enter text.

	Organisation: 
	Click or tap here to enter text.

	Department: 
	Click or tap here to enter text.

	Position:
	Click or tap here to enter text.

	Office Telephone:
	Click or tap here to enter text.

	Mobile:
	Click or tap here to enter text.

	Direct Email I.e., No Admin/Reception Emails:
	Click or tap here to enter text.

	PA/Receptionist Email:
	Click or tap here to enter text.

	UnitingCare Staff ID1:
	Click or tap here to enter text.

	Describe the research activities this person will be responsible for2: Click or tap here to enter text.



4.3 Please enter details of all other UnitingCare team members:
Copy and paste as required.
	Title: 
	Click or tap here to enter text.

	First Name: 
	Click or tap here to enter text.

	Surname: 
	Click or tap here to enter text.

	Organisation: 
	Click or tap here to enter text.

	Department: 
	Click or tap here to enter text.

	Position:
	Click or tap here to enter text.

	Office Telephone:
	Click or tap here to enter text.

	Mobile:
	Click or tap here to enter text.

	Direct Email I.e., No Admin/Reception Emails:
	Click or tap here to enter text.

	PA/Receptionist Email:
	Click or tap here to enter text.

	UnitingCare Staff ID1:
	Click or tap here to enter text.

	Describe the research activities this person will be responsible for2: Click or tap here to enter text.






4.4 Does the Principal Investigator have:
☐	A current clinical appointment at UnitingCare
☐	A VMO status at UnitingCare
☐	Neither. Please contact the credentialling office.

4.5 Please attach the Principal Investigator's CV and Good Clinical Practice Certificate (GCP). 
4.6 Is the Principal Investigator the UnitingCare contact for this project? 
☐	Yes
☐	No
If ‘No’, please provide details in 1.4.

4.7 Please provide contact details: 
	Title: 
	Click or tap here to enter text.

	First Name: 
	Click or tap here to enter text.

	Surname: 
	Click or tap here to enter text.

	Organisation: 
	Click or tap here to enter text.

	Department: 
	Click or tap here to enter text.

	Position:
	Click or tap here to enter text.

	Office Telephone:
	Click or tap here to enter text.

	Mobile:
	Click or tap here to enter text.

	Direct Email I.e., No Admin/Reception Emails:
	Click or tap here to enter text.

	PA/Receptionist Email:
	Click or tap here to enter text.

	UnitingCare Staff ID1:
	Click or tap here to enter text.

	Describe the research activities this person will be responsible for2: Click or tap here to enter text.




4.8 Are there any students on this project? 
☐	Yes
☐	No

4.9 Is there an existing student agreement in place?
☐	Yes
☐	No
If yes, please attach student agreement. If no, an agreement is required before students can commence on the project.


4.10 Does the project have a coordinator/contact person external to UnitingCare who should be included in correspondence about the application? 
☐	Yes
☐	No
If ‘Yes’, please provide details in 1.8.

4.11 Please provide contact details:

	Title: 
	Click or tap here to enter text.

	First Name: 
	Click or tap here to enter text.

	Surname: 
	Click or tap here to enter text.

	Organisation: 
	Click or tap here to enter text.

	Department: 
	Click or tap here to enter text.

	Position:
	Click or tap here to enter text.

	Office Telephone:
	Click or tap here to enter text.

	Mobile:
	Click or tap here to enter text.

	Direct Email I.e., No Admin/Reception Emails:
	Click or tap here to enter text.

	PA/Receptionist Email1:
	Click or tap here to enter text.

	Describe the research activities this person will be responsible for2: Click or tap here to enter text.





5 [bookmark: GCP_Compliance][bookmark: Clinical_Trial_and_Project_Sponsor_Detai]Project Sponsor Details
5.1 Who is assuming Sponsor responsibilities for the project?
☐	External Sponsor 
☐	Principal Investigator
☐	Other
If ‘External Sponsor’ or ‘Other’, please comment: Click or tap here to enter text.

6 Participants at UnitingCare
6.1 [bookmark: Participants_at_Mater]Does this project require prospective recruitment of human participants at UnitingCare?
☐	Yes
☐	No

6.2 Does this project use existing collections of retrospective clinical data?
☐	Yes
☐	No

6.3 Will non-UnitingCare researchers be accessing identifiable or re-identifiable UnitingCare participant data?
☐	Yes
☐	No

6.4 Will non-UnitingCare researchers be storing identifiable or re-identifiable UnitingCare participant data at a non-UnitingCare site?
☐	Yes
☐	No

6.5 Is a Data and Safety Monitoring Committee (DSMC) required for this study?
☐	Yes
☐	No

6.6 Please confirm you have provided all promotional material (e.g. posters, brochures, flyers).
☐	All promotional materials are attached
☐	Promotional materials are not attached


7 Recruitment
7.1 At UnitingCare, does this project include any special recruitment requirements or categories?

☐	  Interpreter/s
☐	Use of embryos in human research
☐	Clinical trials where pregnancy must be avoided
☐	Individuals with impaired capacity to consent
☐	Aboriginal and Torres Strait Islander people (ATSI)
☐	Access to coronial material
☐	None of the above

If you have selected any of the above categories, please outline how you will mitigate the risk to these participants:
Click or tap here to enter text.

7.2 [bookmark: Recruitment]At the UnitingCare site, does the study include recruitment of participants in any of the following categories? Select all that apply.
Please note that studies in these 3 categories will be referred to the UnitingCare Insurer for approval. Please contact us if you have any concerns.

☐	Women who are pregnant or the human foetus 
☐	Children under 5 years of age
☐	Overseas (non-Australian) study that includes an overseas site or Sponsor
☐	Not applicable

8 Biosafety, Chemical and Radiation Safety
It may be necessary for research organisations to complete notification, registration or licence requirements for research involving biosafety, regulatory issues and/or radiation.
If your project involves any of the following, appropriate approval documentation must be attached.
8.1 Does the study involve the use of:
☐	Radiation above standard care for the study population
☐	Genetically modified organisms
☐	Gene or cell therapies
[bookmark: Resource_and_Budget_Introduction]☐	None of the above


9 Resource and Budget Introduction
Introduction
UnitingCare may incur costs through providing support for your research over and above those associated with standard care. Costs additional to routine care that are to be met by UnitingCare must be clearly identified and detailed. This includes both ‘actual monetary’ costs and ‘in kind’ support.
Please note for projects involving ‘actual monetary’ costs, confirmation of cost estimates and agreement as to a funding source is to be provided to the Financial Performance Analyst before approvals are obtained from the Head(s) of Services(s), Directors of Medical Services and Executive Director(s).

10 [bookmark: Support_Services_and_Funding_Sources]Support Services and Funding Sources
10.1 Are any project costs covered by a funding source/s? 
☐	Yes
☐	No
If ‘Yes’, please complete the following (insert additional rows, as required): 

	Funding Body/Source
	Amount Awarded
	Start Date
	End Date
	Grant Title

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



10.2 Are any project costs being provided "in-kind"? 
☐	Yes
☐	No

10.3 Are any UnitingCare Departments involved in the research project?
☐	Yes
☐	No

10.4 Please list relevant UnitingCare Departments and personnel
	Department or location
	Name of Responsible Person
	Contact Details

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

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

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



10.5 Are there any UnitingCare Support Services involved in this project? An accepted signed quote from each service area must be attached.
☐	Pharmacy
☐	Pathology
☐	Radiology
☐	Interpreter Services
☐	Not applicable


11 UnitingCare study budget
11.1 Please confirm the SSA Budget Template is attached to this application.
☐	Yes
☐	No

11.2 Are all study costs covered by awarded funding or the sponsor?
☐	Yes
☐	No
If ‘No’, please comment: Click or tap here to enter text.

12 Attach Remaining Documents
12.1 Please select all remaining documents that are being submitted for review.
Tip: Please give each document a relevant and descriptive name to help administrators easily identify the document.

☐	Protocol
☐	Investigator Brochure (if required)
☐	Participant Information and Consent Form 
☐	Participant documents (e.g. questionnaires, wallet cards, instruction guides) 
☐	Promotional materials (e.g. flyers, social media strategy)
☐	HREC approval letter
☐	All other documents e.g., honorary appointment, credentialling, CV/GCP certificate, student agreement, signed quote, biosafety/chemical/radiation safety approval

13 [bookmark: Signatures_and_Sharing]Signatures and Sharing
Guidance for signature collection
SSA signatures are valid for 12 months from the date of submission. If the study has not been authorised within 12 months of SSA submission, further review and signatures may be requested.

Sharing this form
It is recommended that this form is shared with all relevant study personnel, including Financial Performance Analyst, Heads of Services and final approval signatories, to enable them to read and review the form. 
The form must be shared with the UnitingCare Contact and the PI to allow them to review and sign the form. 

13.1 Is this the initial submission of this SSA or are you re-submitting in response to a review by the UnitingCare RGO?
☐	First submission
☐	Re-submission


14 PI and UnitingCare Contact Declarations
Declaration by the Principal Investigator and UnitingCare Contact

1. I declare the information in this form is truthful and accurate to the best of my knowledge and belief and I take responsibility for the conduct of the study at this site.
2. I confirm that all Departments involved in the research project have reviewed the protocol and agree to participate in the project.
3. I will only start this research project after obtaining UnitingCare Research Governance authorisation and approval from the reviewing  Human Research Ethics Committee (HREC).
4. I accept responsibility for the conduct of this research project according to the principles of the NHMRC National Statement on the Ethical Conduct in Human Research (2023), the Australian Code for the Responsible Conduct of Research (2007) and Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95).
5. I agree to conduct this research project in accordance with the protocols and procedures as approved by the reviewing HREC and the ethical and research arrangements of the organisation(s) involved.
6. I agree to conduct this research in accordance with relevant institutional policies and procedures.
7. I agree to conduct this research in accordance with relevant legislation and regulations.
8. I agree to comply with the requirements of adverse or unexpected event reporting as stipulated by the reviewing HREC and NHMRC.
9. I will adhere to the conditions of approval/authorisation stipulated by the reviewing HREC and UnitingCare Research Governance Office and will cooperate with HREC and UnitingCare Research Governance monitoring requirements. I will discontinue the research if the reviewing HREC and/or UnitingCare Research Governance withdraws approval and/or authorisation.
10. I will inform the reviewing HREC and the UnitingCare Research Governance Office if the research project ceases before the expected date.
11. I understand and agree that study files, documents, research records and data may be subject to inspection by the reviewing HREC, UnitingCare Research Governance Office, the sponsor or an independent body for audit and monitoring purposes.
12. I understand that information relating to this research, and about me as a researcher, will be held on file and in the research databases of the reviewing HREC and the UnitingCare Research Governance Office. This information will be used for reporting purposes and managed according to the principles established in the Privacy Act 1988 (Cth) and relevant laws in the States and Territories of Australia.

[bookmark: PI_and_Mater_Contact_Declarations]Principal Investigator Signature: 
Ensure all required fields on this form have been completed, including the names of all signatories, before signing this form.

Name: Click or tap here to enter text.
Date: Click or tap here to enter text.


15 UnitingCare Health Approval

Director of Medical Services / Chief Medical Officer Signature: 
Ensure all required information has been provided and is acceptable for commencement of research at the indicated site/s.

Name: Click or tap here to enter text.
Date: Click or tap here to enter text.
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