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SECTION A
Overview



	Project Title
	

	Host Organisation
Primary site for the project
	

	Administering Institution
The organisation that will administer the funding
	

	Chief Investigator
Include title/salutation
	

	Chief Investigator contact details
Mobile Email Address
	

	Project Summary (300 words)
	












	Total amount requested (excluding GST)
	

	Submission to other funding sources for this project
Include any planned or submitted applications.
List the funder, expected date of notification of success and the amount(s) requested.
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SECTION B
Eligibility Criteria
All eligibility criteria must be met.

B.1 Institutional support
Attach a letter of institutional support for the project signed by the Chief Executive of the host institution or a duly authorised officer.

B.2 Foundations of the project based in NSW
Provide an overview of the development of the project (maximum 300 words).
[fillable text box]















B.3 Team based in NSW

	Are at least 50% of the Chief Investigators based in NSW?
	
☐Yes 
	
☐No


B.4 Conducts health and medical research

	Does the research team conduct health and medical research (ie. is the host organisation a department or research centre within a NSW University, a NSW Health entity, an independent NSW based medical research institute or a NSW based non-government organisation)?
	

☐Yes
	

☐No

	
Is the enterprise an international biotech company?
	
☐Yes
	
☐No




SECTION C
Project Proposal

C.1	Lay Project Summary (maximum 200 words).
In lay terms summarise the application referring to aims, significance and expected outcomes suitable for NSW Health website and media releases.
[fillable text box]
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SECTION D
Research and Development Strategy
Provide your research and development strategy.

D.1 Scientific Quality and Feasibility (35%)
D.1.1 Strong scientific basis for the work proposed (15%) (maximum 6 pages)
Provide an outline of the research and development plan including: research question, aims and objectives, background including the development of the intervention (where relevant), evidence gaps that will be explored, study methodology, analysis plan, specific outputs, expected outcomes.
Detail what, when and how infrastructure will be accessed/sourced such as project staff, the NSW Statewide Biobank, the NSW based cell and gene therapy manufacturing facilities.
Also describe when translation and stakeholder engagement activities will occur.

[fillable text box]












D.1.2 Methods that have high probability of achieving results (10%)
D.1.2.1 Feasibility and Risk Assessment
Demonstrate that the methods are feasible with the required expertise, research tools and techniques.

	Feasibility/Risk Assessment
	Question
	Response

	Safety and Efficacy (for projects that include clinical trials)
	Have safety and efficacy assessments been completed?
	
Yes☐
	
No☐
	
N/A☐

	
	Do assessments demonstrate the project has achieved appropriate levels of safety and efficacy?
	
Yes☐
	
No☐
	
N/A☐

	
	Will regulatory approvals be received before clinical trials commence?
	
Yes☐
	
No☐
	
N/A☐

	Manufacturing of cell and gene therapy products (for projects that include a manufacturing component)
	Does the project use NSW facilities for manufacturing of cell and gene therapy products?
	
Yes☐
	
No☐
	
N/A☐

	
	Provide the details of any cell and gene therapy manufacturing services to be funded by the Grant.
	

	
	Provide a letter of endorsement of the application by the manufacturing facility
	

	Continued use of therapeutic drugs (for projects including clinical trials and the use of therapeutic drugs)
	Does the project have suitable arrangements in place for the continued use of therapeutic drugs by clinical trial participants (if their clinician requests it) after the clinical trial has ceased?
	Yes☐
	No☐
	N/A☐

	
	Provide details of these arrangements.
	




D.1.2.2 Ethics and Governance

	Indicate whether ethics approval has been obtained:
	Yes☐	No☐

	If yes – list the relevant ethics committee(s) and approval number(s). List any conditions attached to the approval(s).
	

	If no – outline the plan for obtaining ethics approval for the project.
	


D.1.2.3 Clinical Trials approvals (if applicable)
Outline any regulatory approvals required (TGA/CTN or CTX) and how they will be obtained. Also outline any Site Specific Approvals required and how they will be obtained.
[fillable text box]


D.1.3 Ability to translate work into a clinical trial within 1-3 years (10%)
[bookmark: _GoBack]Provide a list of key project milestones (eg. ethics approval, recruitment of staff and patients, data collection, data analysis, final reporting). Demonstrate that the work can be translated into a clinical trial within 1-3 years. Milestones should cover translation, stakeholder engagement activities and the timing of ethics and other governance approval processes.

	Key milestone
	Achievement date (mm/yyyy)

	
	

	
	

	
	

	[add more rows as necessary]
	



D.2 Significance of the Expected Outcomes and/or Innovation (40%)
D.2.1 Significance of concept (10%)
Describe how the project will result in a significant or major advance in treatment and/or knowledge in the field or address an issue of significant importance to the health of people in NSW.
[fillable text box]


D.2.2 Translate to a health benefit for people of NSW (5%)
Explain where the project sits on the pathway between concept and application. Explain whether the project is research that can be generalised and scaled AND/OR research that examines how to more effectively apply best practice models of care.


	
	

Idea generation
	

Feasibility
	

Efficacy
	
Replicability and adaptability
	

Effectiveness
	

Scalability
	

Monitoring

	Current evidence
	☐
	☐
	☐
	☐
	☐
	☐
	☐

	Proposed research
	☐
	☐
	☐
	☐
	☐
	☐
	☐


Refer to the Translational Research Framework and Translational Research Framework Source Book available on the TRGS website.

D.2.3 Show potential to impact clinical medicine locally and at scale, demonstrate successful collaboration and build capacity (25%)
Include a research translation plan that demonstrates how the research will be translated to practice. The plan should describe:
· the activities that will help generalise, implement and scale the evidence. Each activity should describe how, where and when the research evidence will affect clinical evidence
· the activities to support the translation of knowledge to and from the research project into policy and/or practice where relevant. Each activity should include information on who will be engaged, when, and how, as well as the intended impact of each engagement and how it will support successful implementation of the research findings
· if relevant, commercialisation activities
· activities that build capacity and capability of staff and the infrastructure supporting the project
· stakeholder engagement activities
· engagement of essential partners who will contribute to the conduct and management of the research project
· consultation with partners and consumers in the development of the application
· ongoing engagement with relevant stakeholders for the dissemination of new knowledge as it emerges, including clear links to the groups that will likely implement positive outcomes from the research
· links to key project milestones and stakeholder engagement.



	Activity
	Who will be engaged?
	Timing and purpose
	Intended impact
	Link to milestone

	To generalise, implement and scale evidence and/or support knowledge translation.

E.g. meetings with individual stakeholders; inclusion of stakeholders in project governance structures; development of educational resources, guidelines, toolkits and checklists; publication of findings on open access platforms; dissemination workshops

	E.g. patients or ‘end users’; clinicians; policy makers; researchers; health service managers; patient advocacy groups; peak organisations
	E.g. initial planning phase; during the research to identify potential implications and applications of findings; when disseminating findings to support scaling and implementation in practice
	E.g. to improve the relevance of the research and its findings to practice for more effective implementation; to support the scaling up of research findings; to ensure research findings are translated into policy and clinical practice
	

	
	
	
	
	

	
	
	
	
	



D.2.7 Partnership with industry and consideration of commercial viability
If relevant, provide details of the commercial partner supporting the project and is committed to further developing the therapy if successful.

	Details
	Response

	Contact Details

	Family Name:
	

	Given Name:
	

	Postal Address:
	

	Telephone:
	

	Mobile:
	

	Email:
	

	Located in New South Wales?
	Yes☐	No☐

	Organisation Details

	Organisation Name
	

	ABC/ACN (if in Australia)
	

	Registered Business Address:
	

	Postal Address:
	





If relevant, describe the partnership with industry including the partnership arrangement, how intellectual property rights (and any other rights) will be managed and how future commercial development will be considered (maximum one page)

[fillable text box]
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D.3 Team Quality and Capability, relative to opportunity (25%)
D.3.1 Expertise and experience that is highly relevant to the proposed research (15%)
D.3.1.1 Other Chief Investigators and Associate Investigator/s
An Associate Investigator provides intellectual input into the project and whose participation warrants inclusion of their name on publications.

	Title
	Name
	Chief Investigator or Associate Investigator
	Organisation
	Contribution (max 400 characters)
	Located in NSW (Y/N)

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


D.3.1.2 Curriculum Vitaes
Attach a brief CV (maximum 2 pages) for each investigator(s) in the team. This should specify:
· PhD qualification, other educational qualification including year awarded, awarding body and country
· academic research
· research, clinical, and industry experience over the last ten years and the different disciplines engaged with in each role
· any career achievement and awards
· skills and experience:
· that directly relate to cell and gene therapy research and development, or relate to a nominated area for development and how participation in the project will help develop these skills
· that relate to successful translation of an intervention into clinical practice, health policy, population health interventions. The scale of the research translation should be included
· in communicating and building relationships with stakeholders
· any significant career disruptions or clinical responsibilities that could reasonably be considered to have had an impact on their research track record over the previous ten years.


D.3.2 Demonstration of a globally/nationally competitive track record of relevant work commensurate with opportunity (10%)
Provide a list of all relevant publications, reports, patents or conference presentations, providing full references in the last 3 years produced by the chief investigator(s). All publications relevant to this project should be highlighted.
[fillable text box]
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SECTION H
Budget
Maximum, 2 pages
H.1 Requested Budget

	Expenditure Item
	FTE (For Salary only)
	Expenditure ($)
– 18/19
	Expenditure ($)
– 19/20
	Expenditure ($)
– 20/21

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	TOTAL
	
	
	
	



	In-Kind Support Items
	FTE (For Salary only)
	Nominal expenditure ($)
- 18/19
	Nominal expenditure ($)
- 19/20
	Nominal expenditure ($)
– 20/21

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	TOTAL
	
	
	
	




SECTION I
Certification

Privacy Notice
Applicants (researchers/clinicians and administering institutions) consent to the information supplied as part of their application being disclosed for the purposes of their application and for purposes connected with the making and administration of the grant. Such disclosure includes, but is not limited to, disclosure to members of the independent panel assessing applications, other assessors and relevant representatives and employees of NSW Health. NSW Health may publicise and report on the awarding to, and the use of, the funds including media releases, general announcements and reports.
Documents containing personal information are handled and protected in accordance with the provisions of the Privacy and Personal Information Act 1998 which sets standards for the collection, storage, use and disclosure of, and access to, personal information.

G.1 Certification by first named Chief Investigator
I certify that:
1. To the best of my knowledge and belief, the information in this application is complete, true and correct and I understand that the provision of false or misleading information may attract substantial penalties;
2. I consent to this application being peer-reviewed by persons who will remain anonymous;
3. I have read and agreed to the Privacy notice above;
4. All named applicants on this application have read this application in full and given their consent to be included.

	
Name:
	Date:



	Title

	


G.2 Certification by the Administering Institution
I certify that:
1. I am authorised signatory on behalf of this Administering Institution;
2. The resources described in Section D are available;
3. I am prepared to have the Grant administered by this institution under the conditions as set out;
4. All funds awarded for the Grant will be used only for the purpose for which they were awarded;
5. Agreement has been reached with collaborators in this application, or will be reached prior to the commencement of this Grant, about IP ownership, financial arrangements and any other support specified in the form;
6. The Administering institution will ensure that all ethical and other clearance(s) have been obtained that may be necessary prior to the establishment of or during this Grant.

	
Name:
	Date:



	Title
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