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* Key Learnings
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“Children deserve access to devices that are safe, effective, and

made just for them. Yet today many devices are not made with

these considerations in mind, and some necessary devices are
not made at all.

Because pediatric disease is generally rare, there is a relatively
small market for pediatric devices and there appears little
incentive for device manufacturers to make them.”

Invited testimony of Dr. Robert Campbell to the U.S. Senate
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Our Accomplishments

13 Pediatric Device Projects
43 Student Projects @ 10 Universities

“Adopt-A-Project” Program started
With our Volunteer-

based Business Model,
o 225+ students we are able to develop

« 125+ professional volunteers & mentor JECECIELTRNELITET
« 10 Member Board of Directors HIETEES 2l

_ a fraction of the cost of
over 270 years experience the traditional
d Pediatl’iC Hea|thCare for-proﬁt approach_
« Medical Device Industry

* Non-profit Sector

Over 40,000 hours donated

Over 350 total volunteers
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DesignWise Medical Process & Partnerships

|dentify Develop Device to

Solution
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Our mission is to identify, develop and facilitate delivery of medical product solutions to
the unmet and neglected needs of children. Through our unique philanthropic-based
product development approach we are able to provide Help for Children and Hope for
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Featured Product Development
— Class |l Medical Devices

Overnight Pediatric Oxygen Delivery
System (Parent Inventor)

Passive Feeding Pump (Patient
Inventor, Boston Scientific, Pediatric
Home Service)

Smart Feeding Tube - SurTube
(Pediatric Nurse Inventor)

Fiber Optic Cable attached to Feeding Tube
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Featured Product Development
— Class | Medical Devices

IV Line Holder (UofM, Vein Transilluminator (School of
| Children’s of MN,) Nursing, Marquette)

Hip Dysplasia Brace

(Sanford Children’s)
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Products to be commercialization in 2015 — providing
earned income to DesignWise Medical
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Featured Product Development
- Completed

Children’s Pain Management
Specialized Nebulizer System Mobile App (Children’s of MN,
(Children’s of MN) Ridgeview Medical Center)

Healing Buddies
Comfort Kit™
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Currently part of Clinical
Study Available for 15 months on Apple

iTunes — Android version
forthcoming
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Gillette & DWM - PICU
Needs Finding Project

o

IPediatric
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Gillette & DWM - PICU
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Neds Finngroject _
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lmagine...
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Neonatal Closed-Loop Oxygen
Management System

Current System

The Alarm triggered many
times a hour and the
Clinician must adjust the mix

of oxygen each time.

Pure O, Filtered Air

A

¥/\4
Children’s.

Hospitals and Clinics
of Minnesota

Spacelabs™ Pulse
Oximeter

11/11/2014 DesignWise Medical



Neonatal Closed-Loop Oxygen
Management System

NCLOMS System

Pure O, Filtered Air In the NCLOMS system, the
Alarms are reduced
I l through the closed loop
l l control of the patients blood
oxygen level.

Proportional Valve
Controlled Mixer

NCLOMS Oxygen

Neonatal
Control Unit

Patient

> Spacelabs™ Pulse
Oximeter

UART
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SurTube — Insurance for
Pediatric Enteral Care

Kathryn Waitzman RN MEd BSN:Cnicus LLC
Brad Slaker MBA BS :DesignWise Medical
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Microcontroller
varies LED
PWM cycle

Fiber Optic Cable attached to Feeding Tube

Initial SurTube Prototype

Schematic

/

CMOS camera

»

a

A

Infrared LED coupled to Fiber Optic Cable
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Laptop

End of Fiber Optic Cable
emitting Infrared Light

Serial to
USB connection
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Initial SurTube Prototype




Design Thinking
Empathy to Reality...

Learning about the brainstorming and Returning to your original
audience for whom you coming up with cre- user group and testing
are designing ative solutions. your ideas for feedback.

/

S S

Redefining and focusing your Building a representation of

question based on your insights one or more of your ideas to
from the empathy stage. show to others

CONVERGE

DIveR4E \
MAKE
chm CHolcES
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Key Learnings

* |terate Often and Fast

* Clinical Champion

* Focus on Improved Outcomes &/or reduced Costs

* Design Testing & Evaluation Methods

* Seek data when none exists

* |P Landscape

* Regulatory Pathway
* Clinical trials needed?
 Minimum Viable Product

* Small Market funding challenges

* Understand buying challenges of customers
e Capital Equipment threshold
 Reimbursement landscape
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Never give up...children need you!!
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“One thing | am realizing is that It takes a
village to develop a pediatric medical
device.”

Katie Waitzman, RN, Inventor of SurTube™ feeding
tube system
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Crowd-based

Development
4 Local Motors — 30,000+

v' WikiPedia — 73,000+

v’ Linux Software — 1,276+/version
v Oxford English Dictionary — 10’s of
Lbousands
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Questions?
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Thank You!




