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Investigator-Initiated Site Specific Assessment (SSA) Guide
Greater than low risk projects
Site Specific Assessment (SSA) 
To ensure your SSA is eligible for review, it must meet CALHN Research Services eligibility requirements. Please use the guide provided below.
For low-risk governance submissions use the CALHN Ethics and Governance Application (EGA) form and submit via email to Health.CALHNResearchLNR@sa.gov.au. Form available on the RAH website.
Submitting your SSA:
Refer to the Research GEMS user guides for step-by-step instructions.
For more information about CALHN requirements refer to the CALHN GEMS Guideline: Submitting An SSA For Investigator Initiated Studies.
Contracts and Agreements
· All Clinical Trial related agreements should be sent to Health.CALHNClinicalTrials@sa.gov.au 
· Material Transfer Agreement (MTA), Data Transfer Agreement (DTA), Services Agreements and Research Collaboration agreements should be sent to Health.CALHNResearchGovernance@sa.gov.au 
· All Grant agreements should be sent to Health.CALHNResearchGrants@sa.gov.au 
Clinical Trials 
Clinical Trial (External/Commercial Sponsor)
Refer to the CALHN Clinical Trial Submission Checklists on RAH website.















SSA Submission Guide for Researchers
All forms, templates and information below can be found on the RAH website.
	1. Relevant Departmental Approval/s 

	☐	This project has been discussed with all relevant Head of Departments (HoD) and/or Allied Health/Nursing/Medical Leads, and they have indicated their support/endorsement.
· Consider services like imaging, pathology, pharmacy, medical records, and other services/departments/wards where resources will be required for this project.
· Please ensure all resources you require from each department (e.g. to provide staff, service/s, investigators etc) have been discussed with the unit in advance, and are well described in Part C: Departments and Services
· Upload the HoD endorsement as an attachment in Part F of the SSA form.
· Please note: Investigators cannot endorse their own research. Endorsement is required from the person they report to. 
· Head of Department Declaration Template

	☐	CALHN Media and Communications approval (if applicable)
Approval is required if advertisements will be displayed at CALHN sites.
CALHN Research Services will liaise with CALHN Media and Communications. 

	☐	Data/Specimen Custodian Approval
Example of data custodians:
· Paper records – Tanya Reid, Manage Medical Records
· SA Prison Health Service Records –Manager Business Systems & Assets
· CBIS – Chief Psychiatrist
· SAMI Data – Executive Director
· SA Pathology Data/Specimen – Jill Lipsett contact via Health.SAPathologyResearch@sa.gov.au

	☐	SA Pathology (if applicable)
If SA Pathology is involved in the research project contact Health.SAPathologyResearch@sa.gov.au
In the submission to SA Pathology, investigators must include the protocol, a detailed summary of how SA Pathology is involved and identify all SA Pathology investigators/contacts involved in the project. In addition, they must provide information about whether their project been discussed with the relevant SA Pathology area/department to ensure they can provide the requested sample/data/support? Are the investigators asking for the ability to use the clinical data SA Pathology generates? Will data be extracted from EMR or Millenium? If from Millenium, investigators will need to submit a Data Access Request form (FOR-4599) for the data.
For further information about SA Pathology: https://www.sapathology.sa.gov.au/partner-with-us/research/research-support 
Submit to CALHN Research Governance:
· All SA Pathology endorsements obtained for the project

	2. Site Team Supporting Documents

	☐	CALHN Study Team Declaration (email is sufficient)
Template available here 

	☐	Curriculum Vitae(s)
Ensuring that current workplace is clearly documented.
Valid for 2 years.

	☐	GCP Certificate(s) 
Valid for 3 years.
Mandatory for Clinical Trials.
Further information available here.

	☐	National Police Check (NPC) - Non-SA Health Investigators (if applicable)
Required for non-SA Health Investigators that will be on a CALHN site.

	☐	CALHN Confidentiality Deed - Non-SA Health Investigators (if applicable)



	3. Site Costing and Funding

	☐	In Kind Support 
· Investigator initiated projects supported by in kind support must provide a summary of hours, FTE and resources required for the project and the relevant Clinical Program Delivery Manager’s approval (email is sufficient).

CPDM must be given a clear understanding of the resources required from their program.

	☐	Internal Departmental Funding
· Submit the relevant financial approvals and the site study budget to Health.CALHNResearchGovernance@sa.gov.au
· Operational Cost Centre 
· Business Manager Approval (email is sufficient)
· Research Cost Centre/Special Purpose Fund (SPF) 
· SPF owners endorsement
· Research finance approval (email is sufficient)

	☐	Grant
· If any CALHN investigators are listed as chief investigators on the grant application provide a copy of the application and award letter (or provide the CALHN MyIP reference number for the grant agreement).

	☐	External Funding 
· If funds will be paid to CALHN, contact CALHN RGO via Health.CALHNResearchGovernance@sa.gov.au to determine type of agreement required for transfer of funds.

	☐	Budget
For all funding types submit a budget for the project.

	4. For projects where the ethics application has been approved outside of GEMS, please also upload the following:

	☐	Ethics Approval Letter and any subsequent amendment approval letters 
*The letter/s must list each of the sites at which the study will be undertaken.

	☐	HREC approved Master Participant Information Sheet(s) and Consent Form(s) (PICFs)

	☐	All HREC approved documentation, including advertising material.

	☐	Site Specific Document(s) including PICFs.

	☐	Radiation Safety Approval (if applicable)

	☐	Insurance Certificate (if applicable)

	5. University Study (if applicable)

	☐	Confirmation of Insurance
We require confirmation that the relevant specific project is covered by the University’s insurance arrangements. A Certificate of Currency from the university is not the correct document.

	☐	Relevant lead approval
For studies conducted at the University of Adelaide endorsement from the relevant university lead (i.e. medical dean) is required 

	6. Services (if applicable)

	☐	Submit the quote or fee waiver (email is sufficient)
(i.e. SA Pathology, SA Pharmacy)

	☐	Service Agreement (i.e. private radiology, consultants)
Required if an external vendor or CALHN is providing a service and CALHN is paying or receiving money.
Contact CALHN Research Services if an agreement is required via email to Health.CALHNResearchGovernance@sa.gov.au 

	7. Clinical Trial (CALHN Sponsored)
The Therapeutic Goods Administration (TGA) must be notified of clinical trials of unapproved therapeutic goods via the Clinical Trial Notification (CTN) scheme or the Clinical Trial Approval (CTA) scheme.

If a CTN is required, please contact CALHN Research Services via Health.CALHNClinicalTrials@sa.gov.au 
For investigator-initiated research, where CALHN will assume the role of sponsor, the CTN will be lodged by CALHN Research Services, however it is the responsibility of the investigator to provide the information required for the CTN and pay the associated fee incurred by the TGA. 
If a CTA is required, please follow the TGA CTA instructions.


	☐	CTN (if applicable)
The Australian clinical trial sponsor must notify the TGA of the intent to sponsor a clinical trial involving an 'unapproved' therapeutic good prior to commencement of the use. The notification form must be submitted online and accompanied by the relevant fee.

	
☐
☐
	CTA (if applicable)
CTA Part 1: Application submitted to TGA by Principal Investigator (PI)
CTA Part 2: Notification of the conduct of a trial under the CTA scheme submitted to CALHN Research Services by PI to health.CALHNClinicalTrials@sa.gov.au 
Part 2 must be completed and submitted to TGA within 28 days of either the commencement of each new trial or the addition of a new site in an ongoing CTA trial.

	8. Additional requirements for Investigator Initiated and/or Collaborative Trials 
An investigator employed within SA Health should not personally enter into any agreement with a third party.

Only SA Health (as an entity) can enter into a relevant agreement with a third party in relation to any project (i.e. such as a CTRA/CIRA). The Principal Investigator may acknowledge, receipt, or review documents but must not personally enter into any formal agreement.

Such agreements can only be signed by an individual or delegate with appropriate authority to sign on behalf of SA Health.

	☐	Research Collaboration Agreement

	☐	Material Transfer Agreement (MTA)
If your research involves a transfer materials or samples to an external site and does not require a CTRA or other collaboration agreement an MTA may be required.

	☐	Data Transfer Agreement (DTA)
If your research involves a transfer of data to an external site and does not require a CTRA or other collaboration agreement a DTA may be required.

	CALHN Research Office Reference Number - MyIP

	Once you submit your project to CALHN Research Services, a specific identifier known as MyIP will be assigned to it. A reference number will be allocated to your SSA and any associated agreements. It is important to note that this reference number is in addition to your GEMS reference number.
Please note: the MyIP is required for correspondence within CALHN.


For more information
	CALHN Research Services
	

	T: (08) 7117 2228
	

	E: Health.CALHNResearchGovernance@sa.gov.au  
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THIS DEED POLL is made on the 

day of


BY:


THE PERSON NAMED IN ITEM 1 OF THE SCHEDULE (‘YOU’)


IN FAVOUR OF:


CENTRAL ADELAIDE LOCAL HEALTH NETWORK INC of Port Road, Adelaide 5000(‘CALHN’)


RECITALS


A. CALHN provides health and diagnostic services and conducts research activities for the benefit of the public of South Australia.

B. In the course of undertaking its activities, CALHN has collected personal or health information of patients and other confidential information.

C. You intend to undertake research activities, as described in the Schedule herein (the Activities).

D. In order to conduct the Activities, access to that health information of patients and other confidential information held by CALHN is required.

E. CALHN will provide such access, and you agree to accept such access, upon the terms and conditions referred to in this Deed Poll.

IT IS AGREED:


1.
RECITALS



You acknowledge that the Recitals are true and correct.


2.
DISCLOSURE OF CONFIDENTIAL INFORMATION



2.1
For the purpose of this clause:



“Confidential Information” means information that:

2.1.1 is by its nature confidential or by the nature in which it is disclosed is confidential;

2.1.2 is designated by CALHN as confidential or identified in terms connoting its confidentiality;

2.1.3 you know or ought to know is confidential; but does not include information that is or enters the public domain other than by breach of this Deed Poll.

2.2
You will ensure that no Confidential Information is disclosed to any third party except as required by law.

2.3
You will take all steps necessary to ensure that any Confidential Information in your possession remains confidential and that its confidentiality is preserved.

2.4
You must immediately advise CALHN if you become aware of any disclosure of Confidential Information which has been disclosed without authorisation.

2.5
You acknowledge that CALHN may at its discretion deny you further access to any Confidential Information or may require you to return any document containing Confidential Information that has been provided to you.

2.6
CALHN will provide you with a written notice if it determines that you are no longer to be provided access to Confidential Information and include in the notice the date upon which you must return any documents containing Confidential Information in your possession.

3.
PERSONAL OR HEALTH INFORMATION


3.1
You will ensure that any of the Activities that you undertake are subject to current and relevant human ethics approvals, including but not limited to endorsement from the human ethics committee that the access, collection, use, handling or disclosure of any personal or health information is endorsed as being ethical and approved for research purposes.

3.2
You shall comply with all protocols and procedures of CALHN in relation to the access, handling, collection, use and disclosure of personal or health information of patients including but not limited to any requirements of the Privacy Act or other privacy based regulations or rules existing in South Australia including SA Health’s Privacy Policy Directive.

3.3
Otherwise than in accordance with the requirements of this Clause 3, you shall not access information from CALHN or you shall be in breach of your obligations under this Deed Poll. In such circumstances, without limiting any other consequences at law, CALHN shall be entitled to immediately stop your access to the information it holds and to request the return of any information that you hold which was obtained from CALHN.   

4.
PREMISES

You shall comply with the health and safety policies and reasonable directions of CALHN to the extent that you are granted access to any of CALHN’s premises as part of undertaking the Activities.

5.
INTELLECTUAL PROPERTY RIGHTS

Any Intellectual Property Rights of CALHN in the Confidential Information are retained by CALHN despite any disclosure to You.


6.
INDEMNITY

You indemnify CALHN against any loss or damage incurred by any third parties for which CALHN may become liable as a result of any disclosure or use of Confidential Information in breach of this Deed by you.


7.
RELEASE

Subject to the following clause, you release CALHN in respect of any liability which


may arise from or in connection with the provision or use of Confidential Information to the fullest extent that the law permits such a release to be given.


8.
DURATION

This Deed will continue in full force and effect until CALHN notifies you in writing that


the obligations of You under this Deed cease to bind you.


9.
RIGHTS ARE CUMULATIVE

The rights of CALHN under this Deed are in addition to and do not derogate from, any rights in law or equity of CALHN.


10.
 PROPER LAW

The laws in force in South Australia, including law with respect to capacity to contract


and manner of performance, apply to this Deed.


11. 
JURISDICTION OF COURTS

11.1 
You agree that the courts of South Australia will have exclusive jurisdiction to


determine any proceeding in relation to this Deed.

11.2 
Any proceeding brought in a Federal Court must be instituted in the Adelaide


Registry of that Federal Court.

11.3 
You undertake not to apply to transfer any proceedings to another registry of


the Federal Court.


12. 
NOTICES

12.1
A “notice” means:


12.1.1
a notice in writing; or


12.1.2
a consent, approval or other communication required to be in writing under this Deed

12.2
A notice must be sent on behalf of the sender addressed to the recipient and:


12.2.1
delivered to the recipient’s address;


12.2.2
sent by pre-paid mail to the recipient’s address; or


12.2.3
transmitted by email to the recipient’s address.


21.3
A notice given to a Party in accordance with this clause 12 is treated as having been given and received:


12.3.1
on the day of delivery if delivered before 5.00 pm on a Business Day, otherwise on the next Business Day;


12.3.2
if sent by pre-paid mail, on the third Business Day after posting;


12.3.3
if sent by email, a) at the time shown in the delivery confirmation report generated by the sender’s email system; or (b) if the sender’s email system does not provide a delivery confirmation, twenty four hours after the email was sent, unless the sender receives a return email notification that the email was not delivered or otherwise not received.

13. 
WAIVER

13.1 
Any waiver of any provision of this Deed is ineffective unless it is in writing and signed by the party waiving its rights.

13.2 
A waiver by either party in respect of a breach of a provision of this Deed by the other party is not a waiver in respect of any other breach of that or any other provision.

13.3
The failure of either party to enforce at any time any of the provisions of this


Deed must not be interpreted as a waiver of such provision.


This Deed Poll is signed for the benefit and reliance of CALHN:


EXECUTED AS A DEED POLL this                    
  day of                                    20

Signed by: [insert full name]


…………………………………………………………


Witness Signature:………………………………….


Witness Name:……………………………………….

SCHEDULE 


		ITEM 1 - Recipient Details 



		Full Name and Title


(Please include all middle names)

		



		

		



		

		



		Residential Address


(NOTE: PO Box addresses are not acceptable)

		



		

		



		

		



		

		



		ITEM 2 – Activities



		Research Project Title


CALHN site(s): RAH/TQEH/Hampstead/SA Pathology.




		



		

		



		

		



		

		



		

		



		

		



		

		



		ITEM 3 - SUPERVISORS

		



		If PhD, Masters or Honours student:


Please specify degree and name of University enrolled at.

Supervisors




		



		

		



		

		



		

		



		

		



		CALHN Collaborators/ Supervisors

		



		

		



		

		



		Start Date:



		End Date:
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