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Road from Concept to Adoption is Challenging

Disruptive technology lacks a predicate model:

e Is the product right? « What amount of corporate

* What patient is right? funding Is right to see this

« What price is right? through?

 Where will the funding for  What level of evidence is
purchase come from? right?

 How long will it take? « What study design(s) is right?

e Will a big company copy our « What researchers are right?
Idea? « What country is right?
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.....ask 100 people and you will receive 100 answers.
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Some Truisms In Innovation

NICE i . HICE
n
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e The first product is almost never right.

e Resistance to change places huge barriers

 Disruptive innovation is often viewed
Initially with skepticism

 WIFM plays a big role (What’s in it for me?)

e It is very difficult for a start-up to have the
staying power to weather the time and
demands placed on innovation adoption

www.gekowound.ca
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Innovation Adoption Curve

Adapted from Rogers 1983 http://www.free-power-point-templates.com
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Build the Evidence for Innovation Adoption

Adopted from: https://www.canada.ca/en/health-canada/services/publications/health-system-services/report-advisory-panel-healthcare-innovation.htmi

Innovation
Journey

Pllot Testing
Commerclallzation
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A Muscle Pump Activator Medical Device

The geko™ Wound Therapy device is:

e a wrist-watch sized

e easy to use (6 hours per day/6 days/week)

« self-contained

e self-retentive (hydrogel)

* Dbattery operated

10 gm medical device, worn at the fibular
head to stimulate the common peroneal
nerve.

e Stimulates once per second

e 10 settings

e The higher the setting, the larger the pulse
width and the larger the charge )
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Initial Idea: A perfect fit as an Adjunctive
Therapy for Wound Care?

O )
Patient with an active, Microcirculatory flux* Microcirculatory flux *with the
untreated wound with normal cardiac geko™ device activated:
infection in a Venous Leg systole in same Venous - 225% increase in flux to the
Ulcer. Leg Ulcer. wound bed (p<0.001)

- 67% increase in flux to

(*Using Speckle contrast optical spectroscopy to measure microcirculatory tissue perfusion) peri-wound skin (p<0.001).

K. Harding CAWC Conference 2016.

 The geko™ device increases venous, arterial and microcirculatory blood flow in the lower
limb in patients with chronic venous insufficiency and intermittent claudication.
* It reduces edema, compresses the lower leg venous valves, augments the calf muscle pump

and reduces the symptoms of chronic venous insufficiency, promoting conditions suitable for
wound healing.
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Challenges to getting in the door......

Barriers to entry:
 Where’s the evidence?

« Lack of Randomized Controlled Trials in Wound
Care

* “l won’t look at White papers”

* Health Technology Assessments are biased
against Innovation: require many years of
research trials

* Lack of unified processes for new product
evaluation

geko www.gekowound.ca Perfuse
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How do you break down the barriers?

What do you do with a low-risk, Health
Canada Registered, medical device that

may have significant upside potential for
the system and the patient?

Initial Strategy: Plastics; Cardiovascular,
Vascular Surgeons

Patient Selection:
“No hope of healing without a miracle”

qeko”" www.gekowound.ca
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A Paradigm Shift -
Technology Evaluations in the Community Sector
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Results
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L7 Ontario
Mississauga Halton Local
Health Integration Network
Réseau local d'intégration
des services de santé de
Mississauga Halton

* The process developed to evaluate the device was integra

In formulating the current MH LHIN, Home and Community

Care New Product Innovation Evaluation Process.

geko

wound therapy
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Education........ 7 events, 111 nurses and ontario

Mississauga Halton Local
Health Integration Network

Webinars for self-learning

The geko™ Device Self-Learning Courses

1.Introduction to the geko™ Wound
Therapy Device

. How to Use the geko™ Wound Therapy Device

. Frequently Asked Questions (FAQs)

4. The geko Device Effect on Anatomy, Physiology and Treat the
Cause

= www.gekowound.ca Ferfusel

geko [ = Perfuse
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The geko™ Wound Therapy Device: Resources for Implementation

Fert geko’
10]0) & OU HAVE A WOUND
ON YOUR LEG OR FOOT'?

e about the

circulation

Perfuse

Wound Clinic Posters

-

The geko™ Device Self-Learning Courses

1.Introduction to the geko™ Wound
Therapy Device

2. How

Primary Care
Mailers

On-Line Learning
Management System

lRequest for Orders

Website: www.gekowound.ca

geko’

DO YOU HAVE A
WOUND ON
YOUR LEG OR
FOOT?

Offices

Flyers for
Primary Care

Draft Eligibility

Postcards

quO

User Information Guide

Screens

Patient Instructions

Contact us:

info@perfusemedtec.com

Orders: 1-888-244-5579

Perfuse
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Spread ........

e LHIN Interactive workshop:

* Reviewed the Mississauga Halton LHIN Home and 5o o
Community Care experience resulting in the >~ Ontarlo__
Canadian Home Care Association Spotlight on )
Innovation Award in 2016, and adding the device to
their formulary.

« Shared policies, procedures, inclusion/ exclusion
criteria, strategies for success and lessons learned.

» Showcased the geko™ Learning Management System
for Education and Training.

* Provided a collaborative environment, giving
participants an opportunity to share and commence
process-building.

tec Inc. 2017
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Experience with Chronic Non-Healing
Venous Leg Ulcers in Ontario LHINSs:

Weekly Healing Rate
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Refractory venous leg ulcers: observational
evaluation of innovative new technology
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Evaluation of a muscle pump-activating device for
non-healing venous leg ulcers
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Experience with Chronic Non-Healing
Venous Leg Ulcers in Ontario LHINSs:

Cumulative Proportion Healed with

geko™ and Best Practices
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Case Study: Non-healing Venous Leg Ulcer

Community Care Patient History: Results with geko™ device:

« Female patient with 20 year history of VLU, At 12 weeks:
unable to tolerate compression, pain 10/10 e 85% reduction in SA 12.1cm?
during dressing change, 8/10 other times, » Patient stopped geko™ at family
refused ABPlI measurements. request;

» Many advanced dressings utilized with no e Pain reduced to 3/10
benefits * Nursing visits g 3 days

* Multiple wounds covered in fibrin/ slough * Wearing high compression
with copious exudate over an an area 85 bandages.

cm?; daily dressing changes

Multiple wounds (outlined in blue)
covered with fibrin/slough, havi
copious exudate.

ounds granulating, mény closed.

qeko”" www.gekowound.ca Pgmrfuse
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Experience with the geko™ Device for
Other Types of Lower Leg Wounds:

Based on data from Canadian/UK case studies,
patients who may benefit from the geko™ device

could include:

* Foot and ankle surgeries

« Total hip and knee replacements

« Surgical incisions

o Arterial Leg Ulcers

* Diabetic Foot Ulcers (with effective pressure
offloading devices)

e Pressure Injuries (with effective pressure
redistribution)

e Traumatic Wounds (pre-tibial injuries and skin tears)

e \eno-Lymphedema.

qeko www.gekowound.ca Perfuse -
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What’s Next?

When Is the right time to
use the geko™ Wound
Therapy device?

qe [ {o WWW. gekowournu.ca Egmrfuse :
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Experience with New VLUs <30 days on service:
Preliminary Results

Community Care Patient History (WW CCAC/LHIN):

« 8 patients: Initial wound count: 7 patients with 1 wound each. 1 with multiple areas (3 measured)

e Largest wound 6.75cm? (SA=L x W) at baseline

* Average length of stay prior to geko™ implementation = 25.75 days

« Average weekly change in wound size pre-geko™ = -57.9% (increase) in Surface Area (range of -618% to
27.7%). 5 additional wounds documented at baseline in 3 patients.

Results with the geko™ device:

15 wounds closed - average of 2.6 weeks/wound OR 2.97 weeks per patient (range of=5 days to 5.7 weeks)

Average weekly change in wound size = 49.26% reduction SA per wound OR 47.7% per patient (range of

17.5% to 100%).

Average Weekly Healing Rate
New VLU < 30 days on Service

Closed in 3.5 weeks 60.00% 49.26%
B e 40.00% l
A 20.00%
0.00%
-20.00% pre-gekoT™M With gekoTM
-40.00%
-60.00%

-80.00%  —o7-90%

el b
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Summary of Progress: Innovation Adoption

Adopted from: https://www.canada.ca/en/health-canada/services/publications/health-system-services/report-advisory-panel-healthcare-innovation.htmi

* Leadership to drive Innovation
» Papers, Posters, Speaking
* Physician Conferences
e Consumer Uptake

e Paradigm shift
e Clinical Guideline Integration

Proof of Value and Reimbursement Innovation
e Publish Journey
e Integration into Service Delivery
» Metrics and Performance Analysis:

Cost Effectiveness & Financial Model CHCA, Wounds Canada, CAET

Workshops

Pllot Testing
Commerclallzation

Proof of Relevance
e Clinician Interest 5 fof
« Patient Evaluations - what is the best fit? root of Concept

' e« New Thera
qeko www.gekowound.ca Py Perfuse
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