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Seminar Objectives

d Emphasize the importance of desirability for innovation success.

1 Highlight techniques to engage the market and incorporate critical
stakeholder insights early.

d Introduce a framework tool — ICANVAS for medical applications — that
can help guide your innovation journey from concept to impact.
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Funding
Unique funding strategy to leverage federal

) investment with matching commitments and flexibility
c A T A LY Z E to adjust to technical challenges

Accelerating Translation

Individualized Support

Milestone-driven project management and technical
support to mitigate technical risk

Catalyze provides a comprehensive

suite of support and services to facilitate Coordinated Approach

the translation of basic heart, lung, Seamless continuum of funding programs to advance
blood and sleep discoveries into viable promising heart, lung, blood and sleep technologies

therapeutics, devices and diagnostics from validation through first-in-human trials

ready for human testing. Program Flexibility

Evaluation and oversight to adjust program and
projects based on trends, challenges, and to share
best practices

>> For more information email m) National Heart, Lung,
NHLBI_Catalyze@mail.nih.gov and Blood Institute



Today’s Agenda

d  Why is Desirability important?

1 Introduction to ICANVAS

d How to assess Desirability




One way to achieve clinical impact is
through commercialization.

What is commereialization?

* The process of moving new
technologies, products, or
services into the market.

* A mechanism for moving ideas
and innovations from the lab
Into clinical impact.




There are multiple paths to market.

Is the
opportunity
large?

Can we do it
alone?

No
y

Is the
technology
mature or can we
mature it?

Is there a
qualified partner?

No

Is there
a qualified partner

Yes

New Venture

Joint venture?

to mature it?

Can we create Yes

Joint Venture

Strategic alliance?

Strategic Alliance

interest?

A

Licensing?

Y

No

Abandon

Q




Technology readiness reveals the status of technical milestones.

System Test, Launch &
Operations

TRL9

System/Subsystem
Development

TRL 8

Technology
Demonstration

TRL7

Technology
Development

TRL 6

Research to Prove
Feasibility

TRL S

TRL 4

Basic Technology
Research

TRL 3

Actual system “flight proven” through successful mission operations

Actual system completed and “flight qualified” through test and demonstration
(Ground or Flight)

System prototype demonstration in a space environment

System/subsystem model or prototype demonstration in a relevant environment
(Ground or Space)

Component and/or breadboard validation in relevant environment
Component and/or breadboard validation in laboratory environment
Analytical and experimental critical function and/or characteristic proof-of-concept

Technology concept and/or application formulated

Basic principles observed and reported V




But successful commercialization requires more than technology
readiness.

Technology Readiness Levels =

Everything else =




A successful innovation must have all three elements of
Desirability, Feasibility, and Viability (DFV).

Feasibility

‘V

Viability




During this seminar, we will focus primarily on Desirability.

Feasibility

>

Viability




Assessing Desirability helps you identify key stakeholders and
understand the potential impact of your innovation on them.

Feasibility

Example Goals:

* |[dentifying current pain points/
market need

* Testing the value proposition Viabi|ity
» Understanding adoption drivers
» Assessing integration with clinical v

workflow




Users include a variety of |
medical stakeholders. V
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|ICANVAS® offers six facets of
commercial readiness.
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Technology Readiness & Regulatory Status

Asmall-scale, functional
prototype was builtin the lab,
For IVDs, design development

and verification with sample
testing have been completed.

Advanced characterization of
productis complete, For [VDs,
serformance, key technclogies,
and components validation of
test gystem (s completed,
Scale-up for LOT are underway.

For significant risk devices and
combination products, risk
analysis for clinical studies is
defined with filing of IDC, i
applicable, Far IVDs, access

to patient samples
are established for LOT

completed.

to a regulatory-approved

praduct design quality
controls. Regulatory strategy
has been developed, FDA

product for clinical use.

is underway,

o) _l Moving from idea to prototype

Verification and validation
tests have been performed.
Scalable and repraducible
manufacturing process has
been developed with QSRs.
FMA ap’:h'catl'on has been
filed, if applicable.

Relevant safety and efficacy
test results are demaonstrated
Camparative testing standards
are developed for viability and
requlatory approvals.

Requlatory applicatian
(for Class 1l ar I}
has been completed and
submitted.

iegulatory application(s) have
been filed and approved with
requisite approval bodies,
Product has been deared
ar approved and is
commercially available,




Inventors/Team Status

Inventor is actively
chngaged as part of
the product
development
effort and team.

Inventor tearm is
knowledgeable in
the technical field

of invention.

Team has relevant
clinical practice
gXPEI'IEHLE ar

clinical partners.

p—

Team has
relevant business
aperations
experience and
expertise.

Team has relevant

industry expertize
of advisars to

I

Having the right mix of

and/or end users.

technical, clinical, and industry
e experienced talent is crucial.

Tearm understands

customer needs
and/or experience
journeys,

Team has access
to manufacturing
expertise,

Team members have
cammercialization
EXperence or access
to relevant resources
and advisors,

Team is prepared
far a cammercial
launch
into market.




Intellectual Property

An invention disclosure
was submitted to the
TTO.Research has been
documented but with no
public disclosures.

An invention disclosure
was submitted to the
TTO. Research has been
documented but with no
public disclosures.

A provisional
application was filed.

Afull (non- row‘sioral)
patent application has
been filed.

An IP plan was revised
and approved

Patent Cooperation
Treaty application(s) have
been filed; national
phase entry

The first patent
is issued.

A patent portfolio
strategy was established.
Divisional patent and/or

continuing patent
application(s)were filed.

Formal freedom to
operate analysis has
been obtained.

It is important to consider your IP
strategy and evaluate the best
way to protect a new invention.




Development Resources

R&D team time has
been secured or is
available.

Funding seurces for
preliminary RED have
been secured.

R&D equipment and
facilities are present
and sufficient,

Pilot or small-scale
manufacturing
funding
has been secured,

Pilot ar small-scale
manufacturing
facilities have been
established.

Partner engagement
strateqy has been
established
(e.g., CRO}.

Scale-up funds have
been secured.

Large-scale, GMP
manufacturing and
packaging facilities

are accessible,

Supply chain and
business operations
are in place.

Without resources for
development, a great technology
will not make it very far.




Business Strategy

Problem statement
was defined,
and potential

applications have

been identified.

Initizl application
was defined.

Business
environment
is understood

Product
development
roadmap has

A great product, without a sound
business strategy, will fail to
attract commercial interest.

were defined.

Sustainable
business maodel
was developed.

Path-to-market
strategy is in place
le.g. Igficense-’sale.
start-up,
other partnership)

Business plan has
been developed,

Rermbursement
and/or manetization
was established.




Market Fit

~ Preliminary market
infarmation gathered.

Competitors and their
offerings arc identified.

WWPs were tested with
custamers or end users,
and competitive
advantage was

Market is sufficiently
attractive to warrant
further investment,

Value proposition has
been developed and
validated with
customers, end users,
and ather
key stakehalders,

Marketing and product
positioning strateqy
are developed.

Commercial product
has been developed

and tested.

Manitoring of market
and customeruser
feedback for ongoing

evelopment.

Finding product market fit is one
of the most challenging aspects
of technology commercialization
and it is critical for success.

Today, the remainder of the seminar will
focus on understanding product market fit.

Y




Market Fit requires an understanding of the external environment.

~ Preliminary market
infarmation gathered.

Crstorners andd ened
veers e defined, and

e oot ~ Preliminary market
information gathered.

Competitors and their
offerings arc identified.

' ' users are defined, and

and competitive
advantage was

confrmed. their segmentations
are understood.

Market is sufficiently
attractive to warrant
further investment,

Value proposition has
been developed and
validated with

e Competitors and their
key stakehalders. offerings are identified.

Marketing and product
positioning strateqy
are developed.

Commercial product
has been developed
and tested.

Manitoring of market

and customerfuser
feedback for ongoing
development.




Market Fit involves developing and vetting your value proposition
with key stakeholders.

~ Preliminary market
infarmation gathered.

e et MVPs were tested with

R customers or end users,
and competitive

advantage was

confirmed.

Competitors and their
offerings arc identified.

| WWPs were tested with
| custamers or end users, Market i5 5ufﬁcient|y

and competitive

advantage yas attractive to warrant
further investment.

Market is sufficiently
attractive to warrant
further investment,

Value proposition has S
been developed and UEIUE‘ perGSlthﬂ has
validated with
customers, end users, been developed and
and ather . .
key stakehalders, ValldatEd W|th
custamers, end Lsers,
and other

Marketing and product

positioning strateqy k‘fy Stakﬁ‘hmdﬁ‘rs

are developed.

Commercial product
has been developed
and tested.

Manitoring of market
and customeruser
feedback for ongoing
development.




Market Fit also involves developing and executing on a strategy
to capture your market.

Marketing and product

e gs arc id ed. _— u
positioning strategy
| | are developed.

CLS r'er; _d_ 5
d;:j‘—' ;n age ':'\’I::‘

it et Commercial product

further investment, has been d eve |Gped

and tested.
e Geveiaed et

and ather
key stakehalders,

Monitoring of market

Marketing and product

positioning strategy
are developes. and customer/user
feedback for ongoing
Commercial product development.

“ommercial produ
has been developed
and tested.

test _
Manitoring of market
and customeruser
feedback for ongoing
development.
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Product market fit begins with a value proposition.

A value proposition describes the
value that a product or service offering
provides to your customer.

The Value Proposition Canvas -
How to create products and

—— v services customers want.

Get started with... D @

| Value B gl
P Proposﬂmn; S
(e 9] . 2 ~
= Design ... é§
P“‘”;';“’" SSSSSS

(@ strategyzer
S asis




Use a template to begin drafting your value proposition.

Our

Product or service

help(s)

Customer/End user

who want(s) to

Customer/End user jobs to be done

by

Verb (e.g., reducing, avoiding)  a customer/end user pain
and

Verb (e.g., increasing, enabling) a customer/end user gain
(unlike ).

Current situation or solution v



Convey value to your end user.

We help X do Y by doing Z.

Example:

We help patients and their caregivers
obtain the proper treatment faster by
better monitoring symptoms and
identifying anomalies sooner.




Developing a value proposition is an iterative process.

Develop a value proposition

Search
REPEAT! secondary
sources

Capture findings



Look broadly for secondary research to lay a foundation for
your understanding.

Market research
reports

Patent
searches

University or

federal lab portals Search
REPEAT! secondary

SBIR/STTR SOUICES

sites

Company press
releases
Industry associations |
resources efc.




Speaking with other experts will affirm or change your value

positioning.
Key opinion
jeaders Clinician
champions
Nurses
Technicians
REPEAT: New Patier_its &
technology caregivers
committees
Hospital

administrators

Payors |
etc. y



Why do primary research?

Primary research lets you:

» Leverage expertise and perspective beyond your own team’s.

» Verify and validate your research and analysis.

» Get up-to-date and specific insights not available in secondary sources.
« Tap into networks of other key stakeholders.

« Confirm or challenge your hypotheses.




Consider how to phrase questions to illicit the feedback that you
seek on your innovation.

 What is the current standard of care and clinical workflows related to...? Are the current
tools and processes adequate? What are the gaps and challenges?

 Would an innovation that ... add value for you?

* Do the benefits sound interesting? If so, of what value to what applications and
markets? Is it evolutionary or revolutionary (compete or dominate)?

 What are the competing products? How does the asset compare?

 What are the barriers to entry?

 Who are the leaders in this space?

« Would your organization have interest in this technology? Why or why not?

 Whom else should we speak with? Whom shouldn’t we speak with? v

Y
N



Capture and analyze your feedback and findings.

» Aframework for analyzing asset
potential.

» Helpful to identify the internal and
W external factors that are both
favorable, and unfavorable to the
various market opportunities.

Internal
(V)

pportunity hreat




Using ICANVAS to assess your innovation can influence your
team’s strategy and next steps.

I New Academic Early Testing of Pre-funding I
Invention Disclosure an Invention Startup

R i | [l o | el ey | el | i
o o
LS_JL_ °JL§LJL_ JL@JL_EJ

e —
e || e | R
HRTI — o
PRI~ e Lo =

ICANVAS case examples

INTERNATIONAL Y



Develop a value proposition

REPEAT!

Remember these Dos and Don’ts. .
-

Don’t

Develop a draft value proposition. X Be afraid to change your value proposition
based on the feedback you receive.

Consider secondary resources to build X Stop at secondary research.
your hypotheses.

R B R & KD

Speak with relevant stakeholders X Disclose confidential information without
outside of your immediate network. the proper intellectual property protection.
Capture and analyze your findings. M Assume market needs will not change.
Consider enlisting help from internal M Underestimate the value of an v
and/or external partners. unbiased assessment. Y
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CATALYZE

Accelerating Translation

Would you like more information about assessing Desirability or
about ICANVAS?

Contact the Catalyze Coordinating Center at: catalyze mail@rti.org
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