Rural, Regional and Remote Clinical Trial Support Unit (R3CTSU) Proposal
Instructions for applicants
It is strongly recommended that applicants read the Guidelines for Applicants and The RRR CT Program project plan, Improving access to innovative healthcare in rural, regional and remote NSW and ACT prior to completing this expression of interest (EOI) form. 
The Guidelines for Applicants provide information about the expression of interest application procedure, selection process, as well as reporting and evaluation requirements. The Guidelines for Applicants are available here.
The RRR CT Program project plan, Improving access to innovative healthcare in rural, regional and remote NSW and ACT was submitted by NSW Ministry of Health, Office for Health and Medical Research (OHMR) and its partners, including ACT Health for the Rural, Regional and Remote Clinical Trial Enabling Infrastructure Grant funded under the Medical Research Future Fund – National Critical Infrastructure Initiative. 
[bookmark: _Hlk57975192]The project plan provides an overview of the project, its visions and aims, partners and project key activities, which must be operationalised by the R3CTSUs as part of the network. The RRR CT Program project plan is available here. 

This EOI involves two key components:
1. Demonstration of the cluster’s current clinical trial capacity, capabilities and collaborative relationships.
2. A proposal outlining how the R3CTSU will be developed and delivered within the cluster in line with KA4 of the RRR CT project plan and the responsibilities outlined in Section 4 of the Guidelines, leveraging and building on current capacity and capabilities and clearly demonstrating strong collaboration.

Completing the Expression of Interest
Component 1: Demonstration of the cluster’s current clinical trial capacity, capabilities and collaborative relationships

This component of the EOI must be completed using the excel template provided.
Component 2: A proposal outlining how the R3CTSU will be developed and delivered within the cluster in line with KA4 of the RRR CT project plan and the responsibilities outlined in Section 4 of the Guidelines, leveraging and building on current capacity and capabilities and clearly demonstrating strong collaboration.
This component of the EOI must be completed using this form.  
All sections of this form and attachments must conform to the following: 
· Left and right margins of at least 2cm 
· Font no smaller than 11 point (preferred font is Arial)
· Line spacing of 1.5

When saving this form, please use the naming convention: 
R3CTSU EOI_<Host organisation>_<First name and SURNAME of Research Director or Clinical Trials Champion >
(e.g. R3CTSU EOI_SLHD_ Warwick BRITTON)
For attachments, please use the naming convention:
<Document name>_<Host organisation>_<First name and SURNAME of Research Director or Clinical Trials Champion >
(e.g. CV_ SLHD_ Warwick BRITTON)
Obtaining Chief Executive endorsement prior to submitting the expression of interest 
The Host Organisation must obtain authorisation and sign off from the Chief Executive of the Host Organisation and Partner local health districts (NSW)/ health services (ACT) within the cluster in advance of the submission deadline. Additional time has been built into the EOI preparation phase to allow this to occur. 
Submission Guidelines 
This EOI form, excel template and attachment(s) must be submitted by the point of contact at the Host organisation (listed in the EOI Form under question A4) by email to clinicaltrialsNSW@health.nsw.gov.au by 5pm, 15 March 2021.

Please note single emails larger than 20MB will be blocked.
SECTION A – ADMINISTRATIVE OVERVIEW 
[bookmark: _GoBack]A1. Research Director or clinical trials champion nominated by the host organisation (please include title, first name, surname, email and phone number)


A2. Credentials of the Research Director or clinical trials champion nominated by the host organisation
Provide a 1-page CV for the lead applicant nominated in question A1 as an attachment to this EOI form. 

A3. Host organisation


Please explain why this Host Organisation was selected to lead the R3CTSU and EOI based on the MMM3-7 classification. 


A4. Point of contact at the host organisation for administration purposes (please include title, first name, surname, email and phone number)


A5. Partner local health districts (NSW) and/or health services (ACT)
Please list the rural and regional LHDs and/or health services (ACT) within your cluster
	Local health district or health service name
	Point of contact at local health district (NSW) or health service (ACT) for administration purposes (Title, first name, surname)
	Point of contact’s email
	Point of contact’s phone number

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Add rows as required
	
	
	



Please explain why these rural and regional LHDs and/or health services (ACT) have been selected for your cluster based on the MMM3-7 classification.



A6.  Expression of Interest Team (please specify the team members who developed this EOI – a maximum of 5 team members can be listed)
	Full name
	Organisation
	Role

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



SECTION B – CURRENT CLINICAL TRIAL CAPACITY, CAPABILITIES AND COLLABORATIONS
Questions B1 to B5 must be answered in the excel template provided. 

SECTION C – PROPOSAL FOR THE DEVELOPMENT AND DELIVERY OF THE CLUSTER R3CTSU (this section relates to KA4 of the project plan and Section 4 of the Guidelines)
C1. Areas of unmet needs in rural, regional and remote communities
Outline the areas of unmet needs within your cluster (e.g. disease types that require more research)
The following selection criteria referred to in the Guidelines must be addressed in the response:
2.1 Identifies areas of unmet needs within the cluster in sufficient detail


C2. Benefit to the rural, regional and remote community/ies 
Describe how the development and the delivery of the RRR CT Program through the R3CTSU will tangibly benefit the community/ies within the cluster. 
(maximum 1 page, please start your response in the box on the next page)
The following selection criteria referred to in the Guidelines must be addressed in the response in sufficient detail
2.2 Clearly articulates how development and delivery of the RRR CT Program through the R3CTSU will tangibly benefit their rural, regional or remote community/ies.  Explains how areas of unmet needs within the cluster will be addressed and how funding will be directed to MMM3-7 areas.
2.3 Considers equity of access by researchers and potential participants to clinical trials within the Cluster 


	






















C3. Development and operationalisation of the proposed R3CTSU
Describe your proposed R3CTSU within the cluster. In your response explain how the host organisation and partner local health districts (NSW) and/or health services (ACT) within the cluster will:
1. Develop the proposed R3CTSU
2. Deliver the R3CTSU responsibilities outlined in Section 4 of the Guidelines and KA4 of the RRR CT Program project plan
(maximum 4 pages including any diagrams, please start your response in the box on the next page)
The following selection criteria referred to in the Guidelines must be addressed in the response in sufficient detail. A supporting budget will be required in Section E.
2.4 Proposes how the R3CTSU will leverage and build on existing capacity, capabilities and collaborative relationships to deliver the R3CTSU responsibilities, specifically 
2.4.1 Proposes a strong and practical governance structure for the R3CTSU across the LHDs in the Cluster.  Includes evidence of partnerships where appropriate and explains how those partnerships will add value to the R3CTSU in supporting the R3CTSU responsibilities. 
2.4.2 Proposes an appropriate staff structure for the R3CTSU and Cluster
2.4.3 Proposes appropriate infrastructure (office and clinic space, etc) for the R3CTSU and Cluster
2.5 Proposes a model for collaborating and communicating within the R3CTSU Cluster and with other R3CTSUs to create a rural, regional and remote clinical trials network across NSW.  












	




SECTION D – TIMEFRAME 
D1. Proposed project timeline
Provide a detailed project plan, outlining key project milestones, timeframe for execution, and how these will be achieved, addressing any known risks to execution timelines.
Please ensure the proposed project plan demonstrates the selection criteria referred to in the Guidelines below:
3.1.  Ability of the proposed R3CTSU to be operational by January 2022 including a detailed plan of how this will be achieved, addressing any known risks such as staff recruitment challenges and contract/agreement execution timelines.
3.2. Demonstrated alignment with delivery of current milestones in the RRR CT Program project plan.
	Project milestone
	Who will lead on this activity
	Mitigation strategy(ies) for known risks that may prevent achievement of the milestone
	Commencement date (mm/yyyy)
	Achievement date (mm/yyyy)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Add rows as required
	
	
	
	















SECTION E – BUDGET 
E1. Budget
Please provide a detailed budget of the funds requested. 
Each Host Organisation, either an LHD (NSW) or health service (ACT), may apply for funding up to $6 million over 4 years per region. The maximum funding available for the network of R3CTSUs in up to three clusters is a total of up to $18 million over 4 years.
The budget should include all anticipated funding required.  For salaries, please specify the FTE, salary level, maximum oncosts (package) and anticipated increases over the 4-year Program period. 
Reference to costing sources should be included where possible.
Funding conditions are outlined in Section 8 of the Guidelines.
Please ensure the proposed budget demonstrates the selection criteria referred to in the Guidelines below:
4.1 Extent to which the budget is reasonable and well-justified.
	#
	Budget Item
e.g. Salary (CI, AI, research assistant
	Description (<100 words per item)
	Costing sources
	Funding requested (excl. GST)

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	

	Add rows as required
	
	
	
	

	Total funds requested
	$

















SECTION F – SUSTAINABILITY 
F1. Embedding clinical trials in the rural, regional and remote (R3) health care system
Propose how the R3CTSU will integrate clinical trials within the R3 health care system on an ongoing basis, beyond the life of the Program.


F2. Financing and resourcing the R3CTSU
Propose a model for financing and resourcing of the R3CTSU on an ongoing basis, beyond the life of the Program.






SECTION G – DECLARATION BY THE HOST ORGANISATION
I certify that:
1. The Host Organisation has conducted a review of this proposal, ensuring it meets the intent of the Rural, Regional and Remote Clinical Trials Program before submission
1. All funds awarded to the Host Organisation will be used only for the purpose for which they were awarded, be reviewed annually and adjusted or ceased depending on performance against the agreed project milestones and budget
1. The contents of this proposal are accurate and correct.

I understand that:
This Expression of Interest will be reviewed by the RRR CT Selection Panel and other advisors to the assessment process.



____________________________________
<Insert Name>
Chief Executive, <Insert Host Organisation name>

____________________________________
Date







	If this certification is not signed by the Chief Executive of the Host Organisation, the Expression of Interest is not valid.



 










SECTION H – DECLARATION BY THE PARTNER LOCAL HEALTH DISTRICTS (NSW) AND/OR HEALTH SERVICES (ACT)
The Chief Executive of each Partnering local health district (NSW) and/or health service (ACT) supporting the R3CTSU must certify the contents of the proposal are true and correct. Partner local health districts (NSW) and/or health services (ACT) should be listed in question A5 under Section A of this form.

Partner local health district (NSW)/ health service (ACT):
(Add multiple sign offs as required)

____________________________________
<Insert Name>
Chief Executive, <Insert Partner local health district (NSW)/ health service (ACT) name>

____________________________________
Date

	If this certification is not signed by the Chief Executives of the Partner local health districts (NSW) and/or health services (ACT), the Expression of Interest is not valid.
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