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	Site-Specific Assessment (SSA) Form – PRIVATE SITES



	· This form must be completed by the Principal Investigator responsible for the research project at this site.
· The completed form must be forwarded to the site’s Research Governance Officer for review and authorisation by the Chief Executive/or delegate. SSA is a component of research governance and involves assessment of the suitability of the site and the Investigator(s) for the proposed research.



	Full project title:
	

	Short project title:
	

	HREC REGIS PID Number
	

	HREC REGIS ETH Number
	

	HREC reference number (if not REGIS)
	

	HREC Name
	

	Date of HREC Approval
	

	Date of HREC Expiration
	

	Name of project site to which this SSA applies to:
SVH Private, TMH, VCCRI
	

	Department
	

	Coordinating Principal Investigator
	

	Multi center or single centre (please list all approved sites)
	

	Under NMA scheme (list all AU states)
	

	Privacy-Waiver of Consent granted (yes/no)
	

	Research Type
	

	Phase (if clinical trial)
	

	Study Sponsor Name
	

	CTN (yes/no)
	



	Project Summary:
	



	Research Personnel:

	Principal Investigator:
	

	Title
	

	First Name
	

	Surname
	

	Mailing Address
	

	Suburb/Town
	

	State
	

	Post Code
	

	Country
	

	Position
	

	Department
	

	Organisation Name
	

	Contact Phone
	

	Email Address
	

	Research Activities this person will be responsible for
	

	Student (yes/no)
	

	Associate Investigator
	

	Title
	

	First Name
	

	Surname
	

	Mailing Address
	

	Suburb/Town
	

	State
	

	Post Code
	

	Country
	

	Position
	

	Department
	

	Organisation_Name
	

	Contact Phone
	

	Email Address
	

	Research Activities this person will be responsible for
	

	Student (yes/no)
	



	Contact Person:

	Title
	

	First Name
	

	Surname
	

	Mailing Address
	

	Suburb/Town
	

	State
	

	Post Code
	

	Country
	

	Position
	

	Department
	

	Organisation Name
	

	Contact Phone
	

	Email Address
	



	Recruitment Records, Tissue and Data:


	Will participants be enrolled for the research at this site? (yes/no)
	

	If yes, what is the minimum and maximum number of participants?
	

	Are you planning on accessing medical records from this site?
	

	Are you planning on accessing tissue samples from this site?
	

	If yes, how many tissue samples?
	

	If yes, will any tissue be transferred?
	

	Are you planning on accessing data from this site?
	




	Additional time and resources:
What additional time and resources above their routine duties will be required of the research team throughout the research project?

	Name
	Department/location
	Additional time spent (hours/week)

	
	
	

	
	
	

	
	
	

	
	
	



	Anticipated Start and Finish Dates for this research project:

	Start Date:
	

	Finish Date:
	

	Duration (Months):
	



	Departments and Services involved in research:
List and specify the departments/locations involved in the research, which are part of this site.
A signed declaration from the Head of Department/Organisation must be attached by using the declaration b form.

	Department/location
	Name of responsible person

	
	

	
	

	
	

	
	



	Study Budget:
An explanation of how the research project will be funded at the site must be provided to ensure adequate financial arrangements are planned. To assess the financial impact of the research any cost incurred by the organisation should be provided.

	Type of funding
	Source of funding
	Amount
($/year of $/participant)

	Commercially Sponsored
	
	

	Sponsored, other 
(e.g. collaborative groups)
	
	

	External funding
(e.g. NHMRC, Foundations, etc)
	
	

	Internal/Departmental funding
	
	

	Other:

	Infrastructure Charge
	
	

	Supply of drug(s)
	
	

	Loan of Equipment
	
	

	Other
	
	



	Organisation Managing Funds:
List the organisation which will manage this funding and/or will be the Administrative Organisation.

	Organisation Name:
	

	Details of contact person

	Title:
	

	First Name:
	

	Surname:
	

	Position:
	

	Department:
	

	Mailing Address:
	

	E-Mail
	

	Phone
	



	Site Specific Policies:
Please state whether this research complies with all site-specific policies and requirements.

	




	Clinical Trials Information:
If the study is a clinical trial the following sections must be completed.

	Is the research project being conducted under the Clinical Trial Notification (CTN) or Clinical Trial Approval (CTA) schemes?
	

	Is the Medicines Australia Standard Indemnity Form (s), signed by the sponsor attached?
	

	Is evidence of adequate insurance cover attached?
	

	ls the Medicines Australia Standard Clinical Trial Agreement(s), signed by the sponsor attached?
	



	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 so, evidence of this is required.
If "yes" to either of items listed below, appropriate documentation of approval must be attached or forwarded to the site's Research Governance Officer when available.

	Is Institutional Biosafety Committee (IBC) notification and/or licence application to the Office of the Gene Technology Regulator (OGTR) for approval of genetically modified organisms required?
	

	Is committee approval of chemical safety required (drugs/pharmacy committee)?
	

	Will the project require NHMRC Gene and Related Therapies Research Advisory Panel (GTRAP) assessment?
	

	For projects where Australian  Radiation Protection and Nuclear Safety Agency   (ARPANSA)   Code  compliance   is  required,  is  additional  State­ specific radiation safety approval and registration required?
	





Declaration A – Principal Investigator and Associate Investigators


	HREC Ref#
	

	Project Title (full)
	

	Local PI
	

	Participating Site:
	



1. I declare the information in this form is truthful and accurate to the best of my knowledge and belief and I take full responsibility at this site.
2. I will only start this research project after obtaining authorization from the site and approval from the responsible Human Research Ethics Committee (HREC).
3. I accept responsibility for the conduct of this research project according to the principles of the NHMRC National Statement on Ethical Conduct in Research.
4. I undertake to conduct this research project in accordance with the protocols and procedures as approved by the HREC and the ethical and research arrangements of the organisation (s) involved.
5. I undertake to conduct this research project in accordance with relevant legislation and regulations.
6. I agree to comply with the requirements of adverse or unexpected event reporting as stipulated by the HREC and NHMRC.
7. I will adhere to the conditions of approval stipulated by the HREC and will cooperate with HREC monitoring requirements.
8. I will inform the HREC and the research governance officer if the research project ceases before the expected date. I will discontinue the research if the HREC withdraws ethical approval.
9. I will adhere to the conditions of authorization stipulated by the authorizing authority at the site where I am Principal Investigator. I will discontinue the research if the authorising authority withdraws authorization at the site where I am Principal Investigator.
10. I understand and agree that study files and documents and research records and data may be subject to inspection by the HREC, research governance officer, the sponsor or an independent body for audit and monitoring purposes.
11. I understand that information relating to this research, and about me as a researcher, will be held by the HREC, research governance officer, and on the Research Ethics Database (RED). 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.


	Name
	Designation
	Signature
	Date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	





Declaration B – Head of Department

This declaration must be completed by the head of department (or facility, location or service) involved in hosting the project, listed at Question 7 of this form. Complete a separate declaration for the head of each department involved in hosting the project at this site.

Where an investigator for the study is also the head of department, certification must be sought from the person to whom the head of department is responsible. Investigators must not approve their own research on behalf of the department.

	HREC Ref#
	

	Project Title (full)
	

	Local PI
	

	Participating Site:
	




1. I certify that I have read the project application named above.
2. I certify that I have discussed the project and the resource implications for this Department with the Principal Investigator
3. I certify that researchers/students from my Department involved in the project have the skills, training and experience necessary to undertake their role.
4. I certify that there are suitable and adequate facilities and resources for the project to be conducted at this site.

My signature indicates that I support this project being carried out using the required resources, based on the information provided by the Principal Investigator.

	Name of the Department
	

	Name of Head of Department
	

	Signature
	

	Date
	

	Comments
	





Declaration C – Head of Supporting Department

This form is to be completed by the head of any department (or facility, location or service) that is providing support or services to the research project, but which does not have any member(s) on the research team.
Complete a separate declaration for the head of each department involved in supporting or providing services to the project at this site.


	HREC Ref#
	

	Project Title (full)
	

	Local PI
	

	Participating Site:
	




I have discussed this project with the Principal Investigator and have read the research proposal. I am (tick whichever applies):

☐ able to provide the investigations/services indicated, within the present resources of the department.


☐ able to provide the investigations/services indicated, if the following financial assistance is provided:
	_________________________________________


☐ unable to undertake the investigations/services indicated, on the following grounds:
	_________________________________________


	Name of the Department
	

	Name of Head of Department
	

	Signature
	

	Date
	

	Comments
	






Recommendation by the Research Governance Officer


	HREC Ref#
	

	Project Title (full)
	

	Local PI
	

	Participating Site:
	




The Site-Specific Assessment (SSA) form for the above research project has been completed (with all attachments)

Site Authorisation is:

O	Recommended

O	Not Recommended

O 	Requires Chief Executive/delegate consideration


If not recommended or requires Chief Executive/delegate consideration, give reasons

Research Governance Officer Name (or equivalent):


	Name of RGO
	


	Signature
	


	Date
	


	Comments
	








Authorisation by Chief Executive or Delegate


	HREC Ref#
	

	Project Title (full)
	

	Local PI
	

	Participating Site:
	




This research is:		O     authorised		O      is not authorised


Specifiy, conditions applying to authorization or reasons for not authorizing

My signature indicates that I authorise/do not authorise this research project to commence at this site.


	Name of CEO (or delegate)
	


	Name of Organisation

	

	Signature
	


	Date
	


	Comments
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