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1. Executive Summary
Overview
Briefly describe your medical device in lay terms. This may be used for media releases.

Impact
Detail the impact that your device will have on the health system.

Funding
Indicate the funding amount you are requesting

Project
Describe the commercialisation project
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2. High Growth Summary
Description of different market conditions
Time & Place

Need to Buy

Identified
Customer

Distribution
Channel

Innovation
Competitive
Advantage
Sustainability

Scalability

Vision

Strategy

Robust
Margins
Managing
Risk
Team

ROI

The opportunity is in a mature, stagnant or declining market. There are no
current changes or problems that we can identify that will generate growth.
The device satisfies a clear customer desire, but it is neither urgent nor
pressing and can be satisfied by a large number of alternative solutions or
products. Customers can decide not to buy without being overly concerned.
The opportunity is in a growing market with relatively stable suppliers. There
are clear indications of potential changes in
technology/regulations/consumer needs.
A single distribution strategy is well defined, is effective in reaching most of
the target customers and can handle the volume of sales anticipated but
lacks robustness to be able to adapt to disruptive events. Other channels
have proved difficult to develop.
The product has breakthrough product and/or business advantages which
clearly separate it from competitors. Customers highly value the advantages,
and this has/will create a leadership position.
The products and services sold by the company are the same as other
companies in the sector.
The firm has a number of competitors which offer similar products or
services. The firm has no plans to differentiate their products or services
further.
The operations plan for growth has been established at a low level of
aggregation but supporting detail of resources required, staffing skills
required and infrastructure is lacking.
The business operates across a number of different markets with some level
of commonality. Most employees are able to provide input into most of the
market sectors the business currently operates in.
The strategy of the business is to grow and avenues for growth have been
identified. Some of these are extensions to existing business and others are
new areas of business. Realistic plans for new areas of growth have not been
created.

Score
1

2

3

4

5

1

2

3

4

3

Pricing is highly competitive, sales are very price sensitive and the firm has
little influence over input costs.

1

The firm undertakes some risk analysis around financial results but no
detailed risk planning is undertaken at the operational level. The firm has no
processes which would support such an activity.

2

The current management team has no desire to grow the business.

1

Detailed financial projections with worst, most likely and best case scenarios
are prepared. Underlying assumptions are validated. Profit and ROI targets
are robust and achievable under all scenarios. Comprehensive monitoring of
physical activities is undertaken which provide the basis for KPI and
performance reviews. Key indicators are monitored to provide early warning
of changes in the product/market environment of the firm.

5
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3. Time & Place
Ranking

Description of different market conditions

1

The opportunity is in a mature, stagnant or declining market. There are no current
changes or problems that we can identify that will generate growth.

2

The opportunity is in a mature market or emerging but limited market. There are
changes that appear to support growth but these are not dramatic. Existing solutions
are acceptable. No major changes are anticipated.

3

The opportunity is in a growing market with relatively stable suppliers. There are clear
indications of potential changes in technology/regulations/consumer needs.

4

The opportunity is in a rapidly growing market where changes in technology/regulations
and/or consumer demands are obvious. New niche markets are emerging constantly.

5

The current market has high volatility due to constant changes in technology/regulation
and/or consumer demands. There are many opportunities for the development of new
products and/or services.

Justification
Justify your ranking
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4. Compelling Need to Buy
Ranking

Description of different levels of customer needs

1

The device has many competitive and substitute offerings and is highly discretionary or
optional. Customers regard the purchase as a nice to have rather than a must have.

2

The device satisfies a clear customer desire but it is neither urgent nor pressing and can
be satisfied by a large number of alternative solutions or products. Customers can
decide not to buy without being overly concerned.

3

There is a clear need but satisfying the need can be deferred as it is not an urgent need
to satisfy. Customers have a strong preference to purchase and would be concerned if
they were not able to. There are some near acceptable alternatives.

4

The need is obvious and of high value to the customer but may be temporarily deferred
or can be partly satisfied by poor alternatives. Customers have a strong desire to
purchase and would be seriously concerned by deferring the purchase.

5

There is a compelling need to purchase either to avoid high levels of physical or
psychological pain or to avoid severe penalties or costs or, in the case of corporate
purchases, to obtain/maintain a competitive advantage. Deferment is not really an
option, nor are there any substitute solutions.

Justification
Justify your ranking
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5. Identified Customer
Ranking

Description of different levels of customer awareness

1

The size of the potential market for the device is unclear. There is no clear definition of
the ideal customer, the places where they might be contacted nor whether they are
willing and able to buy.

2

The customer definition is reasonably clear but no attempt has been made to establish
whether they can be approached proactively, are willing to purchase or are in sufficient
numbers to make the venture attractive.

3

A clear definition of the customer exists, intention to purchase has been established but
the size of the market has not been established nor has a program been developed to
proactively reach them.

4

The size and location of a clearly defined existing and/or potential customer market has
been established. The size of the market has been established and the level of buying
intention has been estimated.

5

A clearly identified and reachable existing and/or potential customer market has been
defined and validated. The potential customers show a clear intention to purchase the
specific product of the firm. The size of the market would support the projected
revenue of the venture.

Justification
Justify your ranking

Page 8 of 31

6. Distribution Channel
Ranking

Description of different levels of distribution capability

1

There are limited opportunities to utilise existing distribution channels to market as
these are locked up with competitors. The nature of the market does not support
alternative channels.

2

There is limited access to existing distribution channels and there is competition for
capacity with many other competitors. The firm has some capacity within its own
resources to access customers directly but is limited in the extent to which it can fund
growth in this channel.

3

The firm has a well-defined distribution strategy but lacks an exclusive presence, a lack
of incentives on the part of distribution channels to put above average effort into the
products or a lack of capacity within that channel to handle significant volumes.

4

A single distribution strategy is well defined, is effective in reaching most of the target
customers and can handle the volume of sales anticipated but lacks robustness to be
able to adapt to disruptive events. Other channels have proved difficult to develop.

5

The distribution strategy has multiple paths, is able to directly connect with the target
market in an arrangement which provides the firm with excellent and timely exposure
to the customer. The channel(s) are highly motivated and incentivised and have the
depth and scope to cater for changed circumstances and can readily support the
volumes required to meet financial objectives.

Justification
Justify your ranking
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7. Innovation as driver
Ranking

Description of different levels of product differentiation from innovation

1

The products or services are the same as many others in the market. The firm has not
invested in any product development.

2

The products offered have minor differences to the competition. The firm invests little
in product development or new product introduction. The firm is a follower rather than
a leader in working with customers.

3

4

5

The products have clear differentiation from others in the market place but the
differences are not necessarily sufficient to capture customers from competitive
offerings. The firm does however take note of customers’ requirements and complaints
and seeks to provide new and improved products to meet those needs. The firm does
invest in finding and developing products and services for its target market.
The products have major differences from competitive offerings and customers value
those differences. Products have a strong competitive advantage. The firm proactively
works with customers to identify new features and new products. The firm spends
significantly on research and development within its target markets.
The product has breakthrough product and/or business advantages which clearly
separate it from competitors. Customers highly value the advantages and this has/will
create a leadership position. Products are the only offering in a new emerging market or
are the only products able to solve the target problem. The firm spends significantly on
research and development in its current markets and in potential markets.

Justification
Justify your ranking
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8. Clear Competitive Advantage
Ranking

Description of different levels of competitive advantage

1

The products and services sold by the company are the same as other companies in the
sector.

2

The firm has a number of competitors which offer similar products or services. The firm
has no plans to differentiate their products or services further.

3

The firm actively seeks to differentiate its products and services from its competitors.
The extent of differentiation is, however, not significant. Few opportunities exist within
the market for major differentiation.

4

The firm has been proactive in seeking out underserved markets and in identifying
significant ways of differentiating its products and services. The sector offers major
opportunities for leadership in large niche markets.

5

The firm has well-protected and strongly differentiated product. It has established a
leadership position within a large and growing niche market. The firm continues to
expend significant resources to improve its product and service offerings and finds new
ways of extending its competitive difference.

Justification
Justify your ranking
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9. Sustainability
Ranking

Description of levels of barriers to entry

1

The products and services sold by the company are the same as other companies in the
sector.

2

The firm has a number of competitors which offer similar products or services. The firm
has no plans to differentiate their products or services further.

3

The firm actively seeks to differentiate its products and services from its competitors.
The extent of differentiation is, however, not significant. Few opportunities exist within
the market for major differentiation.

4

The firm has been proactive in seeking out underserved markets and in identifying
significant ways of differentiating its products and services. The sector offers major
opportunities for leadership in large niche markets.

5

The firm has well-protected and strongly differentiated product. It has established a
leadership position within a large and growing niche market. The firm continues to
expend significant resources to improve its product and service offerings and finds new
ways of extending its competitive difference.

Justification
Justify your ranking
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10. Scalability
Ranking

Description of levels of Operational Capability

1

No assessment of volume operations has been undertaken.

2

An operations plan for growth has been produced but the level of aggregation is too
high to establish if the plan is achievable.

3

The operations plan for growth has been established at a low level of aggregation but
supporting detail of resources required, staffing skills required and infrastructure is
lacking.

4

A detailed operation plan has been compiled which fully supports the growth plans of
the venture. Supporting detail shows infrastructure, staff and resource requirements,
however, no sensitivity analysis has been undertaken in areas where delays, variations
in productivity or shortages might occur.

5

A detailed, integrated, robust operational plan has been prepared which includes all
support operations. The plan has been reviewed under various risk conditions and
contingency plans are available to mitigate or negate the risks.

Justification
Justify your ranking
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11. Vision
Ranking

1

2

3

4

5

Description of different levels of organisational focus
The business has a number of disparate products and services operating across
substantially different markets. Developments in one part of the business have little
potential to improve other parts of the business. The business is unlikely to change in
the future.
The business operates in a number of different markets which are somewhat related
although specialist knowledge is not able to be used across different segments. Some
staff could be cross-trained to some advantage. Some parts of the business could be
closed or sold off to provide more focus. Major changes are, however, not possible even
in the medium term.
The business operates across a number of different markets with different customers.
Processes within the business sectors are partly comparable but major differences still
apply. Some changes could be made in the medium term to reduce the effort in those
parts of the business which have the least synergy with other parts of the business. New
investments could be made in those parts of the business where synergies in market
approaches, buyer processes and service support methods are compatible.
The business operates across a number of different markets with some level of
commonality. Most employees are able to provide input into most of the market sectors
the business currently operates in. Minor changes to the way the business operates and
some pruning of existing products or services and/or changes to the markets the
business focuses on could be undertaken in the short term to improve the business.
The current business is highly focused, or could be readily modified to create a situation
where products and services sell into highly comparable markets using similar processes
and knowledge. Developments in one sector are, or could be, used in other sectors in
which the business operates.

Justification
Justify your ranking
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12. Strategy
Ranking

Description of the different levels of growth plan clarity and quality

1

No long-term growth strategy exists for the business.

2

The business plan is mostly an extrapolation of existing trends of the business. No
serious attention has been given to developing the business into different products,
markets or new avenues of business.

3

The strategy of the business is to grow and avenues for growth have been identified.
Some of these are extensions to existing business and others are new areas of business.
Realistic plans for new areas of growth have not been created.

4

5

A clearly defined strategy is in place for developing the current business and for
extending the business into new areas of growth. Detailed plans exist for all areas of the
business which are realistic and achievable. However, there are still areas of concern
around access to funding and whether acquisitions objectives can be met.
A detailed and realistic growth plan has been developed for the existing business and
new areas of growth including highly specific and targeted acquisitions. The plan has
undergone risk analysis and actions have been taken to minimise risk exposure. Senior
management appreciate the effort involved in building new growth capabilities and
have created a business environment which will allow them to devote considerable
effort to new areas of interest.

Justification
Justify your ranking
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13. Robust Margins
Ranking

Description of the different levels of margin and price control

1

Pricing is highly competitive, sales are very price sensitive and the firm has little
influence over input costs.

2

The firm has some influence over sales prices but the sector would attract new
competitors if profit levels were unusually high. The firm is unable to influence its input
costs.

3

The firm is able to charge a premium price for its products without attracting
competitor retaliation. The firm has favourable input costs. Margins are sufficient to
provide a buffer for unforeseen negative events and to provide for a surplus which can
be invested to grow the business.

4

5

Premium prices are able to be charged. Customers are not price sensitive. Favourable
costs are able to be achieved. Margins are high, enabling reasonable levels of cash
surpluses to be reinvested in growing the business. The business may be impacted by
economic cycles and competitive activities.
Premium prices are able to be charged. Customers are not price sensitive. Considerable
economies of scale and learning curve effects offer scope for on-going cost reductions.
The business is not subject to fluctuations due to economic cycles or competitive
activities. Significant cash surpluses are able to be generated to fund growth and service
debt.

Justification
Justify your ranking
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14. Managing Risk
Ranking

Description of the levels of risk preparedness and awareness

1

The firm does not have the staff or the processes to undertake any reasonable level of
risk analysis

2

The firm undertakes some risk analysis around financial results but no detailed risk
planning is undertaken at the operational level. The firm has no processes which would
support such an activity.

3

Major risks are identified and plans have been developed to deal with them when they
occur, but no mitigation or avoidance plans are normally developed and implemented.
Some monitoring of activities provides the firm with an early warning system and some
areas have detailed plans for action.

4

5

A risk analysis across the enterprise is undertaken on a periodic basis. Monitoring of
both external and internal activities and events occurs and extensive plans have been
developed to deal with situations as they occur. The business, however, operates on the
most likely scenario.
The business strategy has been developed and implemented to take into account those
risks which would have a damaging effect on the business achieving its objectives.
Extensive analysis of possible risks is reviewed periodically and measures taken to
control or mitigate such situations. The business strategy is revised to ensure that
potential risks will have minimal effect on the overall objectives of the business.

Justification
Justify your ranking
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15. Capable Management Team
Ranking

Description of the levels of management capability

1

The current management team has no desire to grow the business.

2

The current management team lacks some key skills, experience and knowledge and no
plans are in place to recruit to fill the gaps. The current team has not acknowledged any
deficiencies which need to be filled. It is not obvious whether the team will stay with the
venture if the going gets tough.

3

4

5

The current management team is highly competent in most of the key areas and has the
skills and experience to take the venture forward. Key gaps have been identified but no
plan is in place to fill the gaps. Some members of the team have made personal financial
or time commitments. The team has the desire to grow the business.
The management team has the experience, capability and knowledge to take the
venture forward and has plans to recruit some key individuals as part of the growth
plan. The team has the entrepreneurial capability to see new opportunities, to find
innovative ways to develop the business but lacks the skills to raise the funds to drive
the business forward. The team has made significant financial contributions and/or
made time and/or reputation commitments to the venture.
The management team is experienced, has the necessary range of skills and experience
to grow the venture and has an organisational plan for both growth and succession. It is
clear that the team is very committed to the venture even if it proves to be more
difficult than expected and requires a higher level of personal sacrifice. The team has
the entrepreneurial capability to continue to identify and pursue opportunities and to
raise the funds to do so.

Justification
Justify your ranking
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16. Good Return on Investment
Ranking

Description of the levels of financial management and performance

1

The firm does not have the capability to provide a meaningful analysis of its operations
in both physical and financial terms.

2

Financial projections are prepared but are at a high level of aggregation and are based
on assumptions which are not properly investigated and validated. Detailed cash flows
are not available. The firm has not invested in systems to monitor physical activities on a
comprehensive and consistent basis.

3

4

5

Detailed financial projections are prepared which show acceptable levels of profits and
return on shareholder funds (ROI) but some assumptions are questionable and no
scenario analysis has been undertaken. Detailed cash flows are available. Systems are in
place to monitor physical activities across parts of the business.
Detailed financial projections are prepared which show acceptable levels of profit,
revenue growth and ROI. Underlying assumptions have been validated and are
acceptable. No scenario analysis has been undertaken. Systems are in place to provide
monitoring of physical activities and these are used to set key performance indicators
across the business.
Detailed financial projections with worst, most likely and best case scenarios are
prepared. Underlying assumptions are validated. Profit and ROI targets are robust and
achievable under all scenarios. Comprehensive monitoring of physical activities is
undertaken which provide the basis for KPI and performance reviews. Key indicators are
monitored to provide early warning of changes in the product/market environment of
the firm.

Justification
Justify your ranking
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17. Financials
Summary
Ranking

2017

2018

2019

2020

$1,000,000

$2,000,000

$3,000,000

$4,000,000

Gross Profit

$100,000

$200,000

$300,000

$400,000

Operating Profit

$50,000

$100,000

$200,000

$300,000

Current Assets

$1,000,000

$2,000,000

$3,000,000

$4,000,000

Current Liabilities

$1,000,000

$2,000,000

$3,000,000

$4,000,000

Sales Revenue

Forecast Assumptions
List forecast assumptions:
◼

Units sold

◼

Cost price

◼

Revenue per item

◼

Markets entered

◼

Investor funds secured

◼

Loans etc.

External Funding
Detail funding received, timing and who the investors are
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18. Medical Device
Scientific Basis
Detail the technological basis of your medical device?

Innovation
Describe how the level of innovation in your medical device will create a compelling case for
change in the target market?
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19. Technology Readiness Level
Score
1

2

3

4

5

6

7

8

9

Now
At project end

Description
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

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
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20. IP and Stakeholders
Overview
Identify the key elements of your intellectual property portfolio
Include:
◼

Patents

◼

Design Registration

◼

Trade Secrets

◼

Trademarks

Protection Strategy
Describe how do you plan to build and protect your IP

Stakeholders
Detail stakeholders you consulted regarding your technology
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21. Project
Scope
The scope of the project is to XX

Goals
The goals of the project are:
◼

One

◼

Two

◼

Three

Timeline
The duration of the project is expected to take X months

Milestones
The major milestones of the project are:
◼

One

◼

Two

◼

Three

Cost
The cost of the project is to $1,000,000.
This is primarily made up of:
◼

One

◼

Two

◼

Three

Location
The project would be conducted X% in NSW.
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22. Team and Research
Team
Describe the key members of your project team.

Research
Details of any development currently taking place in this area of research both locally and
internationally
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23. Health and Other Benefits
Patient
Describe a typical patient who would use your device

Population
The size of the patient population:
◼

NSW -

◼

Australia -

◼

World (Current) -

◼

World (10 Years) -

Clinical Relevance
Outline the clinical relevance of the device

Clinical Practice
Detail the likely impact it will have on clinical practice.

Health System
Briefly describe the impact that the device will have on the health system.

Applications
Describe any other applications the device may have
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24. References
Please provide the details for two referees who can provide information on the clinical relevance
of your device.

Referee
Name:
Position:
Organisation:
Phone Number (w):
Phone Number (m):
Email:

Referee
Name:
Position:
Organisation:
Phone Number (w):
Phone Number (m):
Email:
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25. Declaration
I
______________________________________ (Name)
from
____________________________________________ (name of applicant organisation)
declare 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 MDF Expert Panel.
I provide consent for the primary contact details and lay description of the device (noncommercial 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: ________________________________
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Attachment 1 – Image
Include a high-resolution image of your device in jpg format
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Attachment 2 - Pitch Video
Overview
You will need to provide a 3-minute video with your application (.wmv format). Also upload it to
YouTube as well as a backup.

Include
The video should cover:
◼

Problem – What problem your device solves?

◼

Evidence – Provide evidence from patients

◼

Market Size – How big is the market in terms of size, growth and any trends?

◼

Value Proposition – How does your product solve the problem over other solutions?

◼

Project – What is your commercialisation project?

◼

Industry – What are the flow on benefits to the health system?

◼

Business model – How do you make money?
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Attachment 3 - Financials
Profit and Loss and Balanace sheet for the last 2 years
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