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Introduction
The NSW Medical Devices Fund helps encourage and support investment in the development and commercialisation of medical devices and related technologies in NSW. The Fund supports individuals, companies, public and private hospitals, medical research institutes, universities, other public sector research organisations, and the medical devices industry. Through the Fund, grants are available to support a cross-section of products across a range of applications throughout the medical device product life cycle. Funded projects must be capable of potentially improving patient care and/or health and wellbeing, and generating economic, social and/or environmental benefits to NSW.  Applications for the current Fund round will close at 10:00am AEDT Friday 29 March 2024 and late submissions will not be accepted.
[bookmark: _Toc156465013]Application Terms
Submission of an application to the Crown in the Right of the State of New South Wales acting through the Health Administration Corporation (the HAC) (92 697 899 630) constitutes an acceptance by you of the NSW Medical Devices Fund Guidelines  and the Terms and you agree to be bound by both of them.
The applicant is only permitted to submit one (1) Preliminary application per Fund round. Applications must be submitted on or before 10:00am AEDT Friday 29 March 2024. Applications will only be accepted using the application method described in the Fund guidelines. Applications that are incomplete or do not comply with the instructions outlined in the Fund guidelines may be rejected. NSW Health reserves the right to reject an application that does not comply with the eligibility or assessment criteria, or for any other reason. Applications submitted electronically will be treated in accordance with the Electronic Transactions Act 2000 (NSW). The applicant agrees to bear the costs of preparing and submitting the application without recourse to NSW Health. The applicant is aware that giving false or misleading information to NSW Health is a serious offence under the Crimes Act 1900 No 40 (NSW). The applicant, upon submission, confirms that to the best of their knowledge and belief, the information contained within the application is complete, true and correct and that the provision of false or misleading information will render the application ineligible. If the applicant is found to have made false or misleading claims or statements, or to have obtained improper assistance in relation to the application, the application will not be considered by NSW Health. The applicant agrees to indemnify the Health Administration Corporation against and in respect of all damages, losses, expenses and costs (including legal costs on an indemnity basis) which arise out of or in relation to any incorrect or invalid information that is provided through this application. Assessment of the application will be in accordance with the Application and Assessment Process outlined in the Fund Guidelines.
NSW Health reserves the right to seek clarification from any applicant in relation to their application, including seeking further information on the eligibility or assessment criteria. Submission of an application does not guarantee approval for funding under the Fund. Approval is at the sole discretion of NSW Health. If this application is successful, the information provided by the applicant will form part of a funding agreement to be separately agreed and signed between the applicant and the Health Administration Corporation. The applicant is not eligible for any funding until a funding agreement is agreed and signed between the applicant and the Health Administration Corporation. Unsuccessful applicants will be notified via email of the outcome of their application and will be offered further feedback if requested. Unsuccessful applicants may reapply in a future Fund round. Nothing in this request for applications or this application will be construed as giving rise to any contractual obligations or rights, express or implied (other than the applicant's agreement to these Terms and the Program Guidelines). The applicant must seek the written consent of NSW Health before making any public announcement about the Fund and NSW Health's role in the Fund.
Subject to the terms of any funding agreement entered into between the applicant and the Health Administration Corporation, NSW Health reserves the right to alter, amend, suspend, cancel or withdraw the Fund for any reason and in any circumstances in its sole and absolute discretion without notice.
Disclaimer
Subject to any applicable law, NSW Health makes no representation or warranty of any kind, express or implied, in relation to any information or material provided in the application form or the Fund Guidelines including as to its accuracy, currency or reliability.
The information and material provided by NSW Government as part of the application form and Fund Guidelines is of a general nature only and is not legal or other professional advice or intended to be comprehensive. The applicant is responsible for determining the validity, quality and relevance of any information or materials and taking appropriate independent advice before submitting an application or entering into a funding agreement.
NSW Government does not accept responsibility for and excludes liability for any loss, damage, cost or expense howsoever caused (including through negligence or matters outside its control), which the applicant or any person may directly or indirectly suffer in connection with their or such person's use of or reliance on, information or materials contained in the application form or the Fund Guidelines.
Privacy and disclosure
NSW Health collects the information in this application, which may include "personal information" for the purposes of the Privacy and Personal Information Protection Act 1998(NSW) (PPIP Act). Personal information is collected for the purposes of considering and assessing the applicant's application. If the application is successful, the applicant's information will also be used to provide the funding, to assist you in meeting your obligations, and for reporting on the Fund to which your funding relates.
Providing your personal information to NSW Health is voluntary, however, if you do not provide this information, we will not be able to assess your application and you will not be considered for the Fund.
NSW Health may also disclose the applicant's personal information to the following third parties:
· Independent probity advisors assisting NSW Health with its general risk assessment of the Fund
· Legal advisers and other advisers to NSW Health
· A credit assessment agency to help complete due diligence checks
· Other New South Wales Government agencies to help assess and administer the Fund, monitor activity, assist organisations whose applications are successful in meeting their obligations, and introduce unsuccessful applicants to other support programs that may be of assistance to them.
NSW Health may also use the applicant's information to promote and make announcements about successful applicants. Information (such as company and business name, office location and CEO) may be used for NSW Health media announcements and case studies which may be published on NSW Government websites and other social media accounts.
NSW Health may also be required to disclose information by law subject to the Government Information (Public Access) Act 2009 (NSW) (GIPA Act). Information provided by the applicant may be required to be released in response to a request under the GIPA Act. NSW Health may also be required to disclose information to oversight and investigative bodies and to the Parliament of New South Wales.
By submitting this application form, the applicant permits NSW Health to collect, use and disclose information about the applicant in the manner described above.
The applicant must comply with the PIPP Act in relation to any personal information disclosed to them by NSW Health in connection with this application or the Fund Guidelines.
Please refer to the NSW Health Privacy Management Plan for more information on the NSW Health privacy policy and your rights to access or correct the information.
All applications become the property of NSW Health on submission. NSW Health may make copies of the application for any purpose.

[bookmark: _Toc57897663]

[bookmark: _Toc156465014]Application Instructions
[bookmark: _Toc156463607]Before you begin
Please ensure you have read the MDF Guidelines and have understood the requirements before proceeding with your application.
[bookmark: _Toc156463608]How to complete your application
[bookmark: _Toc156463609]Preliminary Application Form
Answer the questions using the text boxes provided and limit responses to the stipulated word limit. The declaration must be signed by the organisation/entity CEO or other appropriate authorised representative.
[bookmark: _Toc156463610]Attachments
Ensure that all attachments do not have security protection and can be easily accessed. All documents should be submitted in PDF format (not Excel, PowerPoint, Word etc.). Provide references to relevant papers but do not include the entire paper (these will be requested if needed). Required attachments include:
· A completed Business Canvas Model (BMC) (download template from website NSW Health & Medical Research | Medical Devices Fund). The BMC model must be attached in paper size A3 (maximum) and font size 10 (minimum). Resources to assist in understanding the BMC can be found in Appendix 1.
· Financial statements for FY2022/23 and FY2023/24 (year to date) (if applicable)
· Balance Sheet and Profit and Loss statements for FY2023/24 (year to date) (if applicable) 
· Evidence of technical feasibility 
· Evidence of clinical feasibility 
· Evidence of Intellectual Property Status
· A pitch video – the video should be three-minute (max), provided with the application as a separate attachment, using .wmv format. The video should include brief description of:
· The problem the device solves and for which patients (provide any clinical advice received)
· The market dynamics: market size, growth rates and key trends
· The specifics of the project for which funding is requested and how it will assist with commercialising the device
· The impact the device will have on the health system
· The proposed business model
[bookmark: _Toc156463611][bookmark: _Hlk156294276]How to submit your application
Submit one copy of the application electronically in PDF format to the Office for Health and Medical Research by emailing MOH-OHMRGrants@health.nsw.gov.au. Filenames must follow the naming convention of ‘MDF2024_organisationname’ for preliminary applications and ‘MDF2024_organisationname_attachment’ for attachments. Include all attachments with the electronic application.


[bookmark: _Toc156465015][bookmark: _Toc57897664]Section 1: Overview and Eligibility 
[bookmark: _Toc156463613]Summary of device 
1. Briefly describe the device in lay terms. Please attach a high-resolution image of the device in jpg format. (250 words max)
	











[bookmark: _Toc156463614]Medical device definition
2.1 Please provide an explanation for how the device satisfies the definition of a medical device as per the Fund Guidelines. (150 words max)

	











2.2 What is the scientific/technological basis of the device? (150 words max)
	









[bookmark: _Toc156463615]Applicant details 
3.1  Organisation/entity details
	Name of organisation/entity applying for funding
	

	Trading name
	

	Organisation/entity primary address
	

	Organisation/entity postal address
	

	Organisation/entity website (if applicable)
	

	Please select the type of applicant you are:
	· A. A financially viable company or commercial enterprise with:
the parent company based in NSW (e.g., location of manufacturing jobs, headquarters based in NSW, NSW investment) and able to provide evidence that the proposal connects and benefits NSW
an Australian Business Number (ABN)
typically an annual turnover of less than $25 million
a legal entity
· B. An individual based in NSW who agrees to form such an entity so that NSW Government can enter into legally binding funding agreements
· C. A NSW public research organisation applying through its appropriate technology transfer office, or the CEO or equivalent of the research organisation

	If applicable, when was the organisation/entity incorporated?
	

	If applicable, is the organisation/entity a subsidiary? Please provide details.
	

	If applicable, who are the organisation/entity Directors?
	

	If applicable, provide details on the location of the entity’s parent company. Where different to the organisation/entity primary address, please include a street address.
	

	If applicable, what is your organisation/entity annual turnover?
	

	If option B is selected in type of applicant, provide an explanation of your intended approach to form the required entity.
	




3.2 ABN and Legal entity status
	Does your organisation/entity have an ABN?
	· Yes
· No

	If applicable, provide your organisation’s/entity's ABN
	

	Is your organisation/entity registered for GST?
	· Yes
· No

	If applicable, please provide other relevant evidence for your organisation’s/entity’s legal status. This may include: Australian Company Number; ASIC or relevant State Register details for a Cooperative; Incorporated Association Registration number; or details of the organisation’s/entity’s status as a Statutory Entity, Non-corporate State or Territory Statutory Authority, Non-corporate State or Territory Entity, Corporate State or Territory Entity, or Sole Trader. 
	



3.3 Organisation/entity contact details
	Primary applicant full name
	

	Job title
	

	Phone number
	

	Primary email
	



3.4 Secondary contact
	Full name
	

	Job title
	

	Phone number
	

	Primary email
	



3.5 Adverse findings and legal proceedings
	In the last five years, has the organisation/entity and/or any of its owners, directors or associates related to the project been the subject of any adverse findings or legal proceedings, or have any pending?
This includes:
· legal proceedings, including winding up or bankruptcy proceedings
· insolvency administrations or investigations
· research misconduct
· investigations by ICAC or any other public body, including findings of dishonest, unfair and unconscionable conduct.
	· Yes
· No

	If yes, please provide details of adverse findings or legal proceedings.
Note that providing these details will not exclude the organisation from being considered for a MDF grant, however further information may be required should the Health Administration Corporation (HAC) choose to enter into a Funding Agreement.
	


[bookmark: _Toc156463616]Intellectual Property
4. Please provide information on the Intellectual Property (IP) status of the device.
	Is the medical device supported by NSW IP? 
	· Yes
· No

	If 'yes’, please provide details.


	

	Provide a list of patents filed. If applicable, include invention title, applicant, inventor, World Intellectual Property Organization (WIPO) or Patent Cooperation Treaty (PCT) number, filing date, and priority date.

	

	Has the IP been licensed from elsewhere? If yes, please provide details.
	· Yes
· No

	If 'yes’, please provide details.



	

	List any other IP rights.



	


[bookmark: _Toc156463617][bookmark: _Toc156463618]Eligible project details
5. Please provide the project details in the table below.
	Project title  
	

	Amount of funding requested
	

	Target health or disease area the technology addresses  
	

	Short description of device (25 words)
	

	If successful, how will this grant help progress the development of this device?  (100 words max)

	

	Under TGA criteria, what Class of Medical Device is the device (Class 1, 2 or 3)? If not strictly a device, what regulatory approvals will be required?
	

	What stage of development is the device at (design, preclinical or clinical)?

	

	What is the current Technology Readiness Level of the device now? What is the expected development stage if successful in obtaining funding from the MDF.
Refer to Appendix 2 for more information on the Technology Readiness Level Scale
	
	Technology Readiness Level
	1
	2
	3
	4
	5
	6
	7
	8
	9

	Now
	☐	☐	☐	☐	☐	☐	☐	☐	☐
	At project end
	☐	☐	☐	☐	☐	☐	☐	☐	☐






[bookmark: _Toc57897665]

[bookmark: _Toc156465016]Section 2: Assessment Criteria
[bookmark: _Toc156463620]Impact on health outcomes
1.1 Describe and detail the impact of the device on the health system in NSW, Australia and globally. This should include an indication of the size of the patient population in NSW, Australia and the world globally, currently and in 10 years. (200 words max)
	






1.2 Describe and detail how the device will improve people’s health and wellbeing. This should include a description of a typical patient who would use the device. (100 words max)
	






[bookmark: _Toc156463621]Economic, Social and/or Environmental impact for NSW
2.1 Explain how the device has been and is developed in NSW (100 words max)
	






2.2 What is the estimated percentage of the project activities to be conducted in NSW?
	%



2.3 Describe and demonstrate how the medical device will deliver economic, social and/or environmental benefits for NSW. This should include whether the project is expected to create new jobs in NSW and, if yes, the number of expected jobs and the required skills mix. (200 words max)
	









[bookmark: _Toc156463622]Impact on clinical practice
3.1 Detail and describe the clinical relevance of the medical device and how the device will assist health delivery in NSW including how it will result in improved clinical outcomes, practice efficiency or effectiveness, ease of use, quality, and/or safety. (250 words max)
	








3.2 Describe any other applications the device may have. (150 words max)
	






[bookmark: _Toc156463623]Innovation
4.1 Describe and detail how the medical device is innovative and how the level of innovation in the device will create a compelling case for change in the target market. (200 words max)
	








4.2 Provide details of developments currently taking place in this area both locally and internationally. (200 words max)
	








[bookmark: _Toc156463624]Commericalisation pathway
5.1 Describe the current stage of development of the device, including stage of prototype development completed. Please provide evidence of the clinical, pre-clinical or bench-testing for the functionality, safety, and efficacy of the device (300 words max)
Please attach any evidence which supports the answer to this question. 
	








5.2 Describe the business case for the product/service under the following headings (500 words max): 

· What is the target customer segment(s) and what are their unmet needs?
· What is the value proposition you offer to give your customer segments a compelling reason to buy your product?  How is it differentiated from the competition?
· How and how much will you charge for your product? Will there be any recurring revenues? Do you expect the product to be reimbursed?
· How will you market, sell and distribute the product to your target customers? E.g., directly or through intermediaries
· Describe the export market for the device? 
· What are the key capabilities the organisation has and needs to be successful?  What key resources (people, infrastructure etc) will the organisation need?
· What will the cost structure of the organisation look like, and how will it generate a sustainable profit margin?
· How will the product/service be manufactured or provided?
· Are there any key external (industry, distributor, academic, manufacturing etc) relationships the organisation needs to develop and maintain in order to be successful?

	











5.3 What is the scope of the project and what are the top three project goals? (200 words max)
	









5.4 Outline the key project milestones, estimated total project timeline and costs in the table below.
	Project Milestones
	Description (50 words max)
	Start Month (MM/YY)
	End Month (MM/YY)
	Cost to meet Milestone ($)
	MDF Funding Requested ($)

	1. Brief Name
	
	
	
	
	

	2. 
	
	
	
	
	

	3. 
	
	
	
	
	

	4. 
	
	
	
	
	

	5. 
	
	
	
	
	

	6. 
	
	
	
	
	

	7. 
	
	
	
	
	

	8. 
	
	
	
	
	

	9. 
	
	
	
	
	

	10. 
	
	
	
	
	



5.5 Provide details of the stakeholders or groups of stakeholders who have been consulted. (200 words max)
	
















5.6 Explain the key elements of the intellectual property portfolio (e.g., patents, trade secrets, trademarks, etc.) and the plan to build and protect this portfolio in key geographical target markets? (250 words max)
Please attach any evidence that supports the answer to this question.
	








5.7 Has any Freedom To Operate (FTO) work been undertaken on the Intellectual Property? Please provide details. (150 words max) 
	







5.8 What is the regulatory pathway for the device? Please include the device category, the regulatory requirements key geographical areas and the proposed timeframes. (200 words max) 
	










[bookmark: _Toc156463625]Funding need
6.1 Describe how the organisation/entity will use the funding to complete project activities. (150 words max)
	









6.2 Please complete the table below to detail the estimated total project costs requirements. Add or subtract milestones as required. Please ensure this aligns with responses in question 5.4.
	Project Milestones
	Cost Category
	Start Month (MM/YY)
	End Month (MM/YY)
	Total Cost ($)
	Amount of MDF Funding ($)

	Milestone 1
	e.g., Salary Costs
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Milestone 2
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Milestone 3
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Milestone 4
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



6.3 Please provide the following financial details.
	Provide details of any outstanding loans 

	Source of Loans
	Amount ($’000)
	Terms

	
	
	
	

	
	
	
	

	
	
	
	

	Does cash at hand exceed all liabilities?
	

	What equity finance has been raised to date? How much and from whom? When was the funding received (MM/YY)?

	Source of Funding
	Date (MM/YY)
	Amount ($’000)

	
	
	
	

	
	
	
	

	
	
	
	

	What grants have been raised to date?  How much and from whom? When was the grant funding received (MM/YY)?

	Source of Funding
	Date (MM/YY)
	Amount ($’000)

	
	
	
	

	
	
	
	

	
	
	
	

	What other funding has been raised to date? How much and from whom? When was the funding received (MM/YY)?
	Source of Funding
	Date (MM/YY)
	Amount ($’000)

	
	
	
	

	
	
	
	

	
	
	
	

	When do you expect to commence commercial sales of your product?
	

	Please include a high level summary cash flow for the company for the next 3 years (main uses of cash, main sources of cash – revenue, capital, grant etc.) 
	



6.4 If relevant, please complete the following table. Please attach audited or certified Financial Statements for FY2022/23 and FY2023/23, and Management Accounts for half year FY2023/24 (YTD Dec23).
	$ (‘000)
	FY2021/22 (Actual)
	FY2022/23 (Actual)
	FY2023/24 (YTD Dec 23) (Actual)
	FY2024/25 (Forecast)
	FY2025/26 (Forecast)
	FY2026/27(Forecast)
	FY2027/28(Forecast)

	Sales Revenue
	
	
	
	
	
	
	

	Other Revenue (Grant, R&D etc.)
	
	
	
	
	
	
	

	Gross Profit
	
	
	
	
	
	
	

	Operating Profit
	
	
	
	
	
	
	

	Total Assets (on June 30)
	
	
	
	
	
	
	

	Current Assets (on June 30)
	
	
	
	
	
	
	

	Cash & Cash Equivalent (on 30 June)
	
	
	
	
	
	
	

	Total Liabilities
(on June 30)
	
	
	
	
	
	
	

	Current Liabilities (on June 30)
	
	
	
	
	
	
	



6.5 Detail and describe how the funding requested is critical to the development and commercialisation of the device. (250 words max)
	








[bookmark: _Toc156463626]Applicant/Organisation
7.1 Describe and detail:
· the applicant/organisation’s support of the technology applying for funding
· how the organisation’s interest/involvement in the opportunity was initially derived from the activities of its researcher(s)/employee(s)
· the benefit the organisation will receive from the Fund investing in the opportunity, noting the benefit need not be financial
· the organisation’s researcher(s)/employee(s) ongoing role in the development of the technology
· how the organisation will derive financial benefit if the technology is commercialised
· how the organisation will gain recognition/kudos if the technology is commercialised
(250 words max)
	









7.2 Describe the key members of the project team, where they are based and their experience (200 words max).
	









7.3 Please list the name/s and administrative details of up to three key personnel on the team. This can include Directors, Founders and technological staff. 
Key personnel 1 details 
	Title
	

	First name
	

	Last name
	

	Position
	

	Gender
	· Male
· Female
· Other
· Prefer not to say

	Are you of Aboriginal and/or Torres Strait Islander descent?
	· Yes
· No
· Prefer not to say

	Do you reside in a Rural or Remote location (i.e., primarily work and reside outside the Sydney Metropolitan Area)?
	· Yes
· No
· Prefer not to say


Key personnel 2 details
	Titel
	

	First name
	

	Last name
	

	Position
	

	Gender
	· Male
· Female
· Other
· Prefer not to say

	Are you of Aboriginal and/or Torres Strait Islander descent?
	· Yes
· No
· Prefer not to say

	Do you reside in a Rural or Remote location (i.e., primarily work and reside outside the Sydney Metropolitan Area)?
	· Yes
· No
· Prefer not to say


Key personnel 3 details 
	Titel
	

	First name
	

	Last name
	

	Position
	

	Gender
	· Male
· Female
· Other
· Prefer not to say

	Are you of Aboriginal and/or Torres Strait Islander descent?
	· Yes
· No
· Prefer not to say

	Do you reside in a Rural or Remote location (i.e., primarily work and reside outside the Sydney Metropolitan Area)?
	· Yes
· No
· Prefer not to say






[bookmark: _Toc57897666][bookmark: _Toc156465017]Section 3: Additional Information
[bookmark: _Hlk156304550][bookmark: _Toc156463628]Previous submissions to MDF
1. Please provide details of any previous applications (if applicable) in the table below.
	Has the applicant applied to MDF before? 

	Please include year/s and project titles

	If the applicant has previously received a MDF grant, is it completed? 


	If yes, when was the grant expended and/or when were the milestones completed?
If no, how much grant money is remaining and/or which milestones have not been completed? 

	If unsuccessful previously, does this application clearly address the issues raised?

	Please provide details 



[bookmark: _Toc156463629]References
2.1 Provide details of two referees who can be contacted regarding the clinical relevance of your device.
Referee 1:
	Name:
	

	Position:
	

	Organisation:
	

	Phone Number (w):
	

	Phone Number (m):
	

	Email:
	



Referee 2:
	Name:
	

	Position:
	

	Organisation:
	

	Phone Number (w):
	

	Phone Number (m):
	

	Email:
	



2.2 Provide details of two professional references for each ‘key personnel’ listed in question 7.3 of this application form. 
Name of Key Personnel 1 ________________________
Referee 1:
	Name:
	

	Position:
	

	Organisation:
	

	Phone Number (w):
	

	Phone Number (m):
	

	Email:
	

	Relationship:
	



Referee 2: 
	Name:
	

	Position:
	

	Organisation:
	

	Phone Number (w):
	

	Phone Number (m):
	

	Email:
	

	Relationship:
	




Name of Key Personnel 2: ________________________
Referee 1:
	Name:
	

	Position:
	

	Organisation:
	

	Phone Number (w):
	

	Phone Number (m):
	

	Email:
	

	Relationship: 
	



Referee 2: 
	Name:
	

	Position:
	

	Organisation:
	

	Phone Number (w):
	

	Phone Number (m):
	

	Email:
	

	Relationship:
	



Name of Key Personnel 3: ________________________
Referee 1:
	Name:
	

	Position:
	

	Organisation:
	

	Phone Number (w):
	

	Phone Number (m):
	

	Email:
	

	Relationship: 
	



Referee 2: 
	Name:
	

	Position:
	

	Organisation:
	

	Phone Number (w):
	

	Phone Number (m):
	

	Email:
	

	Relationship:
	


[bookmark: _Toc57897671]
[bookmark: _Toc156465018]

Section 4: Declarations
[bookmark: _Toc156463631][bookmark: _Toc57897672]CEO/Vice Chancellor/Director’s Declaration
I ______________________________________ (Name of Director/CEO/Vice Chancellor or delegate) from ____________________________________________ (name of applicant organisation) confirm that I have read and understood the application terms and that the information provided in this application form is true and correct. I understand that this application may be circulated to third parties as required by the secretariat or the Fund Expert Panel. I provide consent for the primary contact details and lay description of the device (non-commercial in confidence), along with a brief summary of the project to be forwarded to third parties so they may make contact if they can assist.
Position: _____________________________

Signature: ____________________________

Date: ________________________________
· 

[bookmark: _Toc57897673][bookmark: _Toc156465019]Appendix 1 – The Business Model Canvas 
The Business Model Canvas (BMC) was developed by Alexander Osterwalder as a strategic tool to outline the nine segments which form the building blocks for the business model in one page. The right side of the BMC focuses on the customer while the left side focuses on the business. 
Please download the blank BMC template below and submit it with your application. 
[image: ]








[bookmark: _Hlk120709297]	https://www.medicalresearch.nsw.gov.au/medical-devices-fund/

Resources to understanding and completing the BMC can be found here:
· Business Model Canvas Tutorials: 
https://canvanizer.com/how-to-use/business-model-canvas-tutorial

· Business Model Canvas for Startups: 
 https://www.youtube.com/watch?v=MxgqrDv7g0I 

· How to Business Model Canvas explained: 
https://medium.com/seed-digital/how-to-business-model-canvas-explained-ad3676b6fe4a 

· How to use the Business Model Canvas: 
https://www.businessmodelsinc.com/about-bmi/tools/business-model-canvas/ 





[bookmark: _Toc57897674][bookmark: _Toc156465020]

Appendix 2 – Technology Readiness Level Scale
	TRL
	TRL Description
	Evidence of Achievement

	1
	Basic principles observed and reported
	Published research that identifies the principles that underlie this technology

	2
	Technical Device concept formulated
	Practical applications (e.g., devices) of the basic principles are invented

	3
	Technical proof of concept demonstration
	The basic performance of the invention is demonstrated in a laboratory setting and evidence of this is provided

	4
	Alpha prototype validation in laboratory environment
	A simple prototype is developed, and its performance is demonstrated in a laboratory environment. The performance indicates its potential for solving a clinical need

	5
	Beta prototype validation in clinical environment
	A more advanced prototype is developed, and its performance is demonstrated in a clinical environment and further clinical feedback is gained for the final design phase

	6
	Final Device design validation with clinical pilot study
	The design of the device is frozen, and a small number of devices are manufactured, and a clinical pilot study is conducted by a key opinion leader. A pilot study report is prepared showing the results of the study

	7
	Device from pilot manufacturing line is being clinically trialled in multiple geographical locations
	A larger sample of devices are manufactured and sent to multiple clinical sites in different geographical locations for clinical trials. The reports from these trials will be used for submissions to regulatory authorities (e.g., TGA, CE, FDA)

	8
	Device is partially approved and in clinical use
	The device has been approved in limited geographical regions and is in clinical use in those regions

	9
	Device is fully approved and in clinical use worldwide
	The device is approved for use worldwide and is in clinical use worldwide




image2.jpeg




image4.png
The Business Model Canvas

[— & | ey acttes @ | vaterroposiions & | Customer netationships W | customer seaments )
oy Rosources =d Crannels "o
Cost structure @ | revene sreams &

®strategyzer

sratoayzercom





image1.jpg




image3.png
EEEEEEEEEE




