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ABOUT THE APPLICATION KIT 
This document provides intending applicants for funding under the NSW Medical Devices Fund 2014 
with information about the requirements of the program and the submission procedure. 

APPLICATION FORMS 
The application process is a three stage process:  

Stage One: Online Eligibility and Commercial Opportunity Assessment  

Stage Two: Preliminary Application Form  

Stage Three: Full Application Form  

Applicants will self-determine whether they proceed from stage 1 to stage 2, and full applications 
(stage 3) will be by invitation only. The link to the Assessment and the application forms are 
available from the Office for Health and Medical Research (OHMR) 
website http://www.health.nsw.gov.au/ohmr/. The purpose of the application forms is to enable 
applicants to provide information in a consistent format. 

SUBMISSION OF APPLICATIONS 
Intending applicants should submit one (1) electronic copy of their application and eight (8) hard 
copies of the application for funding in the requested format for each stage. 

OHMR requires all hard copies to be formally lodged (i.e. in person, signed courier or registered 
post). Hard copies should be sent: 

By mail to: OR In person or by courier to: 
Ms Anne O’Neill  Ms Anne O’Neill 
Associate Director  Associate Director 
Office for Health and Medical Research  Office for Health and Medical Research 
NSW Ministry of Health  NSW Ministry of Health 
LMB 961  73 Miller St 
NORTH SYDNEY NSW 2059  NORTH SYDNEY NSW 2060 

The electronic copy should be emailed to: medicaldevicesfund@doh.health.nsw.gov.au 

Enquiries may be directed to:  
Office for Health and Medical Research  
Tel. (02) 9391 9252 

Both electronic and hard copy Preliminary Applications must be received by COB (5:00pm)  
4/3/2014. 
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INDICATIVE PROGRAM TIMELINE 
Activity  Date 

Announcement of 2nd Round 

Online self assessment to be completed prior to completing preliminary 
application 

23rd December 2013 

 

Preliminary Applications Open 20th January 2014 

Preliminary Applications close 

Sub Group Review 

4th March 2014 

11th March 2014 

Medical Devices Fund Expert Group meet to review sub group 
recommendations 

26th–28th March 2014 

 

Invitation to submit Full Application 

Invitation ONLY round 

1st April 2014 

 

Full Applications close 

Due diligence undertaken 

9th May 2014  

 

Medical Devices Fund Expert Group meet to review the full applications 
and shortlist for interview 

23rd May 2014 

 

Invitation to present to Expert Group 

Applicants to be available on the nominated dates 

28th May 2014 

 

Medical Devices Fund Expert Group meet to interview shortlisted 
applicants 

17th-20th June 2014 

 

Successful applicants announced 

 

July 2014 

 

Funding Agreements executed and funds released August/September 2014 
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1. INTRODUCTION TO THE FUND 

1.1 Background 
The NSW Health and Medical Research Strategic Review recommended that NSW be enabled to 
contribute to the discovery and application of new treatments, diagnostic techniques and devices 
that will be major contributors to health reform into the future (Recommendation 5.1). The NSW 
Government established the Medical Devices Fund to help encourage and support investment in the 
development and commercialisation of medical devices and related technologies in NSW. 

1.2 Medical Devices Fund 
The Medical Devices Fund (MDF) is a $5 million per annum, competitive technology development 
and commercialisation program funded by the NSW Government, through the NSW Ministry of 
Health. In the second round (2014/2015), the Fund has $7.7 million available. 

1.3 Objectives 
The key objective of the MDF is to promote new and innovative medical devices and technologies 
within NSW that may have a global benefit. 

Broadly, the MDF aims to: 
• provide support to individuals, companies, public and private hospitals, medical research 

institutes, universities, other public sector research organisations, and the medical devices 
industry, to take local innovation to market; and 

• increase the uptake of NSW medical devices by the health system where they are cost 
effective and contribute to improved patient outcomes. 

2. DEFINITIONS 
The Medical Devices industry is defined as including those companies and organisations that 
develop, produce or supply devices or parts of devices that are regulated as medical devices by the 
TGA. The Therapeutic Goods Act 1989, as amended, defines a medical device as: 

(a) any instrument, apparatus, appliance, material or other article (whether used alone or in 
combination, and including the software necessary for its proper application) intended, by the 
person under whose name it is or is to be supplied, to be used for human beings for the purpose of 
one or more of the following: 
i. diagnosis, prevention, monitoring, treatment or alleviation of disease; 
ii. diagnosis, monitoring, treatment, alleviation of or compensation for an injury or handicap; 
iii. investigation, replacement or modification of the anatomy or of a physiological process; or 
iv. control of conception, and that does not achieve its principal intended action in or on the human 
body by pharmacological, immunological or metabolic means, but which may be assisted in its 
function by such means; or 
 
(b) an accessory to such an instrument, apparatus, appliance, material or other article. 

For the purposes of the MDF, the definition of a medical device includes those technologies which 
will impact health that are not considered to be drugs. These include technologies such as ‘omics’ 
technologies, apps, virtual technologies, remote diagnostics and nanotechnologies, so as to not 
overtly restrict the Fund in its initial stages. 
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3. PRINCIPLES 
The following principles will apply to the MDF 

• The project must be capable of potentially: 
- improving patient care and/or health wellbeing; 
- generating, economic, social and/or environmental benefits to NSW 

• Funding will be open, competitive and merit based, while maintaining commercial-in-
confidence requirements 

• Funding can be used for purposes including: 
- proof-of-concept, prototyping and piloting studies 
- manufacturing samples for product trials; 
- conducting market and product assessments; 
- engaging a consultant to locate other national and international trials and research 

relevant to the product under development; and 
- conducting clinical assessments. 

• The Fund will support a cross-section of products across a range of applications throughout 
the medical device product life-cycle (concept to marketing). 

• The Fund will not support activities which are deemed to be research 
• The Medical Devices Fund Expert Group will have sufficient flexibility to tailor funding 

support according to what it believes is required to assist the development and 
commercialisation of a medical device. 

4. ELIGIBILITY CRITERIA 

4.1 Applicants 
The MDF can be accessed by eligible NSW organisations with innovative medical devices and 
technologies supported by intellectual property. Eligible organisations include public and private 
hospitals, medical research institutes, universities, start-ups and established SMEs. 

An applicant must be: 

• A financially viable company or commercial enterprise with a current or proposed 
connection in NSW (eg. location of manufacturing jobs, headquarters based in NSW, NSW 
investment, new research lab developed in NSW) and be able to provide evidence that the 
proposal connects and benefits NSW; have an Australian Business Number (ABN); typically 
with an annual turnover of less than $25 million; and is a legal entity; or  

• An individual who agrees to form a company that must have: 
o an ABN 
o the registered office being in NSW 
o the headquarters being located in NSW 
o the development of the medical device to be taking place in NSW 

so that NSW Government can enter into legally binding funding agreement; or 
• A NSW public research organisation applying through their appropriate technology transfer 

office or the CEO or equivalent of the research organisation 

4.2 Medical Device Technology 
• Must satisfy the definition of a medical device as defined in section 2 
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• Must be innovative (i.e. new to market, or new to world) 
• Must be at a stage of development equivalent to Level 3 or beyond on the Technology 

Readiness Level Scale displayed in Appendix 1. 
• Must have been developed in NSW 
• Must be supported by Intellectual Property 

4.3 Projects 
• Must seek to progress a medical device along the commercialisation path 

4.4 Health Benefits of the Medical Device 
• Should have the potential to assist health delivery in NSW 
• Generate significant health, economic, social and/or environmental benefits to NSW 

5. SELECTION CRITERIA AND WEIGHTING 
The Expert Group will evaluate grant applications against information and evidence provided 
throughout the application process in relation to the following selection criteria. Each of the 
criterion is of equal weight.  

5.1 The commercial case (25%) 
This criterion is concerned with the size and dynamics of the market, the level of competition, the 
business model, scalability, risk management, management capability, corporate governance, vision, 
strategy, fundraising, profitability and the exit strategy. 

5.2 The medical device (25%) 
This criterion focusses on the nature of the device and its scientific and technological underpinning, 
the level of innovation, the stage of development, the regulatory approval status and plan and the 
intellectual property for the device. 

5.3 The project (25%) 
This criterion concerns the project activities and how they advance the commercialisation of the 
device, the scope and goals, the timelines and milestones, the costs, the project team, project 
governance and the project risk management strategy. 

5.4 The clinical/health/state/economic/social and environmental benefits (25%) 
The last criterion is focussed on the clinical relevance of the device, the clinical and health system 
impact of the device, health economics and reimbursement, ease of adoption and health system 
integration and the broader economic/social/environmental benefits of the device. 

6. APPLICATION PROCESS 
The application process will involve three stages: 

a. Online Eligibility and Commercial Opportunity Assessment (Stage One) – This online 
assessment stage initially focusses on the program eligibility criteria to guide potential 
applicants. Subsequent stages require the applicant to complete a diagnostic tool and 
answer some preliminary questions about the device and the commercial opportunity.  

b. Preliminary Application (Stage Two) – This stage requires the applicant to answer additional 
preliminary questions regarding the program selection criteria in more detail. The applicant 
will need to attach supplementary material to support their application.  The applicant must 
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also provide a 3 minute video that addresses a number of key questions. The Expert Group 
will review the preliminary application and the video and determine if the applicant will be 
invited to submit a Full Application. 

c. Full Application (Stage Three) –This is a more detailed document of 13-16 pages that covers 
in depth all the program selection criteria. Supplementary material will be required to 
support the application. Applicants may be required to present the proposal or be 
interviewed. 

The application forms will be released on the dates outlined in the indicative program timeline on 
page 2 and available on-line http://www.health.nsw.gov.au/ohmr/. 

7. ASSESSMENT PROCESS 
The Medical Devices Fund Expert Group will assess the Preliminary and Final applications against the 
selection criteria. It will convene at least 3 times during the assessment process to review 
applications and interview applicants (if required). The Office for Health and Medical Research 
(OHMR) will provide the Secretariat for the Expert Group. OHMR will review the online Eligibility and 
Commercial Opportunity Assessment stage and provide feedback to applicants on their eligibility for 
the program if requested.  

All applications and supporting material will be treated commercial-in-confidence. Consent will be 
sought to circulate an application and supporting material for review as further expertise may be 
sourced by the Expert Group on a case-by-case basis. This could include advice from other relevant 
commercialisation experts (such as MRCF or NSW Trade and Investment), science and technical 
experts and clinical experts. 

The Expert Group reserves the right to refer proposals to the Secretariat for further discussion and 
development with applicants. Not all Preliminary Applications will proceed to Full Applications.  

Sufficient information and evidence must be provided by the applicants to enable the Expert Group 
to undertake a diligent review of the applications without the need to source significant further 
information to evaluate the submission. 

8. DURATION, SIZE AND PAYMENT OF GRANTS  

8.1 Grant duration and size 
Funding will be in the range of $50,000 to $5 million, depending on the product’s stage of 
development over a period of one year to three years. The funding agreement may be for a period 
of up to 10 years. 

8.2 Return on Investment 
Depending on the value of the grant provided through this fund, the Ministry of Health may elect 
through individual agreements with the grantees to either require repayment of the grant provided 
and/or provision of the device to the NSW Health System at a discounted price, once the device is 
determined to be commercially successful. The specific terms of the return on investment, such as 
time period, percentage of the grant, interest and other factors would be agreed on as part of the 
contract negotiations. 
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8.3 Payment of Grants 
Payment of grants awarded under the MDF will be made directly to the applicant’s organisation. 

9. PROGRAM TERMS AND CONDITIONS 
Applicants invited to submit a Final Application will be required to sign a declaration that they have 
read and understood the Program’s Standard Terms and Conditions. A copy of the Standard Terms 
and Conditions will be available on the Office for Health and Medical Research website for applicants 
to review. 

10. REPORTING AND ACCOUNTABILITY REQUIREMENTS 
Successful applicants will be required to sign a Funding Agreement that outlines the Health 
Administration Corporation’s (HAC) obligations in relation to the flow of funds and the grant 
recipient’s obligations in relation to reporting and accountability. 

All information provided in support of Medical Devices Fund applications may be subject to external 
audit under the Funding Agreement. 

Organisations will be awarded funding for one term at a time. The organisation must fulfil its 
obligations as set out in the Funding Agreement to receive funds for subsequent years within the 
funding period. 

An authorised signatory from the organisation awarded a grant under the Medical Devices Fund will 
be required to sign the Funding Agreement with HAC before funds are made available. 
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11. APPENDIX 1 
Technology Readiness Level (TRL) Scale Overview 

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 (eg 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. 

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 (eg 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. 
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12. APPENDIX 2                                     
Overview of question areas addressing the selection criteria for the different assessment stages 

 Online Assessment  Preliminary Application Final Application 
Commercial 
Case 
 
Weight: 25% 

• Contact Details and ABN 
• 14 principles of High 

Growth 
• Qualitative information on 

the target market, the 
potential customer and 
competitors  

• 14 principles score justification   
• Basic table of financial data (if 

applicable) 
• P&L and Balance Sheet from last 

two years (Attached) (if 
applicable) 

• External Fund received  

• Detailed information on : Market, Distribution Strategy, Innovation, Competitive 
Advantage, Business Model, Sustainability, Scalability, Pricing Strategy, Risk Management, 
Management team/Corporate Governance, Profitability/Cash Flow and Fundraising & Exit 
strategy 

• Identify the three biggest challenges for the commercialisation of the device 
• Other non-project activities over the next 3 years and how they will be funded 
• Are you considering accessing other Government funding? Please Specify 

Medical 
Device 
 
Weight: 25% 

• Device Category (based on 
TGA definition) 

• Status of IP and ownership 
• Device Description, Stage 

of Development Device 
Development Path, Level 
of Innovation  and clinical 
feedback on device  

• Scientific basis, current stage of 
development and evidence of 
technical and clinical feasibility 
(Attach), level of innovation and 
technology readiness (before and 
after project) 

• IP: Patent status, trade secrets, 
ownership, patent office feedback  

• Detailed Scientific/Technological basis of device, technology drivers, product lifecycle, 
product development plan and the level of independent product testing 

• Has a Device Risk assessment been performed 
• Regulatory Status by end of project 
• Regulatory Approval/Clinical trial strategy 
• Have global key opinion leaders and high profile establishments been identified and 

recruited for clinical validation and subsequent trials? 
• More detail on IP: patents, trade secrets, trademarks and inventor engagement 

Project 
 
Weight: 25% 

• Project Summary  
• Project Activities (tick 

boxes) 
• How project will help with 

the commercialisation of 
the device  

• Project team background 

• Project Scope 
• Project Goals 
• Estimated Timelines 
• Estimated Costs 
• Percentage of Project conducted 

in NSW 
• Project Team 

• Project team , roles and experience relevant to roles 
• Project Governance and Risk Management 
• Project milestones 
• Detailed GANNT Chart with work breakdown structure and timelines 
• Detailed Costings & Project Financing 
• Interaction with Health Organisations 
• How will project address their three big challenges for commercialisation? 

Clinical/Health 
System and 
other benefits 
 
Weight: 25% 

• Potential Health benefits 
of the device 

• Economic, social and 
environmental benefits of 
the device  

• Describe typical patient and their 
population in 
NSW/Australia/World?  

• Outline the clinical relevance of 
the device and the likely clinical 
impact? 

• Outline the health system impact 
of the device 

• Provide contact details for two 
clinical/academic referees 

 

• Detailed description of the clinical relevance of the device in NSW/Australia & globally?  
• Health System Technology adoption: What are the requirements of potential patients and 

health professional for your device? 
• Integration in Health System: How does your device integrate with established health 

system infrastructure, systems and resources currently in use in NSW and elsewhere? 
• Impact of the device on clinical practice and the health system in NSW/Australia & globally 
• Has any health economics analysis (cost-minimization, cost-effectiveness, cost-utility and 

cost-benefit analyses) been conducted?  
• What is your reimbursement strategy? 
• Is there a possibility that the device will be supported through medical guidelines? 
• Detailed description of the economic, social and environmental benefits of the device 

Other 
Assessment 
Processes 
 

 • Video (3 Min): Problem solved for 
customer, market dynamics, 
device, value proposition, project, 
health impact and business model 

• Presentation to Expert Panel (by invitation only) 
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