






Review Form - Site Specific Assessment (SSA) 
for a Multi-Centre Low/Negligible Risk Research (LNR) Application


This form has been designed to assist with assessing individual applications for research to be conducted within a Public Health Organisation (PHO) site or Service. 


	
Application Details


	

	Local Reference Number: Number/Reference generated by the local site Research Governance Officer.
	[bookmark: Text2][bookmark: _GoBack]     

	AURED SSA Reference Number: Generated once the Application is entered into AU RED by the Research Governance Officer.
	     

	1. HREC AURED LNR Reference: Listed on the HREC approval Letter.
	     

	2. HREC Name: SSA, Question 2a.
	     

	3. Date of HREC Approval: Listed on the HREC Approval Letter.
	     

	4. Study Title: SSA, Question 1.
	     

	5. Study Investigators: SSA, Question 6.
	     

	6. Study Site: SSA, Question 3.
	     

	7. Departments involved in the Research: As listed on the SSA, Question 7.
	     

	
Application Brief

	

	Is the Principal Investigator (PI) a NSW Health employee for indemnity purposes? If the PI 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 the CI is employed by a University or private organisation this organisation is responsible for providing evidence of indemnity to conduct research for their employee. *Please note that if the PI is listed on the project but will not be involved in the recruitment or active conduct of research at the PHO site then evidence of employment status is not required.
	[bookmark: Check38]|_|	NSW Health Employee
[bookmark: Check42]|_|	University/External Entity
[bookmark: Check39]|_|	VMO/Contractor

[bookmark: Check40]	|_| Service Contract & Contract of 		     Liability Coverage
	|_| Personal MDO

[bookmark: Text3]Comment:      

|_| Request Sent


*Tick all relevant boxes and provide comment as necessary.

	What is the employment status of the Associate Investigators listed on the Project? Please note that if any of the Associate Investigators are visiting /participating in research within a PHO their employment status should also be reviewed.  If the AI 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 the AI is employed by a University or private organisation this organisation is responsible for providing evidence of indemnity to conduct research for their employee.
*Please note that if the AI is listed on the project but will not be involved in the recruitment or active conduct of research at the PHO site then evidence of employment status is not required.
(To duplicate this section for additional AI’s - Click on the Developer Tab select ‘Restrict Editing’ then ‘Stop Protection’. A password box will appear enter the password ‘nsw’. This will enable editing to the form, insert an additional row below this row, by right clicking with the mouse in this row. Copy and paste the content of this row and paste into the new row, repeat as necessary. Once finished select ‘Yes, Start Enforcing Protection’ and lock the form again by entering the password ‘nsw’ twice. The form will now be useable again.)
	|_|	NSW Health Employee/s
|_|	University/External Entity/s
|_|	VMO/Contractor/s

	|_| Service Contract/s & Contract of 		     Liability Coverage/s
	|_| Personal MDO

Comment:           

|_| Request Sent








*Tick all relevant boxes and provide comment as necessary.



	Brief Description of Study including the Study Aim:
Entered by the Research Governance Officer, SSA, Question 4.

	     

	How many participants do the researchers intend on recruiting to the study at the Hospital? SSA, Question 8.

	     

	What department within the hospital will participants be accessed from to include in the study? Has the Head of Department or appropriate delegated authority signed off on the project? SSA, Question 7.

	     

	Is authorisation required from a Director, the General Manager or Chief Executive/Delegate in addition to the Head of Department signature? Please note this would only be required for those studies being conducted across more than one site in a PHO and submitting on the one SSA Form (Director signature required).

Any studies researching a sensitive participant population or subject area which could have a significant impact on the hospital (i.e. media risk if adverse participant response/outcome, high risk projects) or projects that will have a large impact on hospital resources (e.g. requiring theatres to be closed for one day) (the later would both require GM and CE approval). 


	     

	How will the researchers obtain access to these participants and who will be doing the approach? LNR, Question 6.

	     

	Who is the funder/sponsor of the project? Has evidence of funding been provided? Will this group/body own the Intellectual Property (IP) for the project? If not how has the IP been assigned? SSA, Question 9.

	     

	Has the NSW Health Risk Matrix been applied? What is the category of risk for this study?  http://internal.health.nsw.gov.au/cgrm/rmra/risk_management/1_risk_matrix.pdf






	     

	
SITE SPECIFIC ASSESSMENT (SSA) Form

	


	
1. Has an answer been provided to each question in the SSA Form? Please make a note of questions which have not been answered.
		
|_|	Yes
	
|_|	No
	



Comment:      

|_| Request Sent

	
2. Has a Hospital Site been nominated at Question 3? 
	
	
|_|	Yes
	
|_|	No
	



Site/s:      

|_| Request Sent

	
3. Has a local investigator/Contact been appointed?  At least one of the investigators/contact person listed on the SSA must be an employee of the organisation.
		
|_|	Yes
	
|_|	No
	



Name:      

|_| Request Sent

	
4. Has the type of funding body been identified at Question 9?
		
|_|	Yes
	
|_|	No 
	
|_|	N/A



Funder/Sponsor:      

|_| Request Sent

	
5. Has an organisation been nominated as being responsible for managing and administering funding for the research?  In addition, has a local cost centre number been provided at this section? SSA, Question 9.
		
|_|	Yes
	
|_|	No
	
[bookmark: Check35]|_|	N/A



Organisation:      
Cost Centre Number:      

|_| Request Sent

	
6. Declaration by the Principal Investigator and any Co-Investigators? Have all signatures been received? 
		
|_|	Yes
	
|_|	No
	



Comment:      

|_| Request Sent

	
7. Have signatures of the Heads of Department/Head of Supporting Departments from the PHO (listed at Question 7 of the SSA) been provided? 
	
	
|_|	Yes
	
|_|	No
	



Comment:      

|_| Request Sent


	
Attachments
	

	
1. LEAD Ethics Committee Approval - Has a copy of the approval letter issued by the approving LEAD HREC been provided? The letter must list each of the sites at which the study will be undertaken or be accompanied by an appropriate amendment letter listing the subsequent sites.
	
	
|_|	Yes
	
|_|	No
	



Comment:      

|_| Request Sent

	2. Investigators Curriculum Vitae’s (C.V’s) – Required for all applications unless already on file from a previous project. 
		
|_|	Yes
	
|_|	No
	



Comment:      

|_| Request Sent

	3. Study documentation approved by the LEAD HREC - Has the investigator submitted a copy of all documents approved listed on the LEAD HREC approval letter, such as protocols, advertisements, questionnaires etc.?
		
|_|	Yes
	
|_|	No
	



Comment:      

|_| Request Sent

	4. Site Specific Documentation - Have the relevant Site-Specific documents such as Participant Information Sheet and Consent Form been submitted?  Site Specific documentation is where all site contact details are included within the documents.  E.g. Hospital logos, investigator contact details, investigator telephone numbers, contact details for site RGO.
		
|_|	Yes
	
|_|	No
	



Comment:      

|_| Request Sent

	5. Budget. A site specific budget signed by the relevant Business Manager/Head of Department/ or delegated authority must be submitted with a research project if there is any income or expenditure generated at the local site.
		
|_|	Yes
	
|_|	No
	
[bookmark: Check36]|_| 	N/A



Comment:      

|_| Request Sent

	6. Study funding Confirmation. A copy of written correspondence from the organisation or company providing funding for the research must be provided.  If the funding is to be covered by a departmental cost centre written correspondence from the authority of the cost centre must be provided. Please note that this is not required for a clinical trial where the terms of payments and funding are set out in the Clinical Trial Research Agreement. * Please note this would be in the absence of a formal agreement, if an agreement is in place and has been provided this requirement is N/A.

		
|_|	Yes
	
|_|	No
	
|_| 	N/A



Comment:      

|_| Request Sent

	RGO Notes. Please enter any relevant notes as required.
	     
     
     
     
     


	
Review & Authorisation

	

	1. Authorisation recommended:
		
|_|	Yes
	
|_|	No
	



[bookmark: Text13]Date Authorised:     	          Signature: 
     



	2. Application rejected:

	



	
	
|_|	Yes
	
|_|	No
	




[bookmark: Text14]Date Rejected:     	          Signature:      

Comment:      










· The Application Details and Brief on Page 2 should summarise any key issues related to the project.
· The SSA Form section aims to ensure all relevant information required to make a decision on the project has been provided in the relevant sections of the SSA Form.
· The Attachment section aims to ensure all relevant documents listed in the Checklist have been provided.
· The Review and Authorisation section is a record of the review process having been undertaken and confirmation the SSA has been reviewed and approved by the relevant authority within a given NSW Health PHO Site or Service.
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