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This instrument would be useful during This instrument makes it easier to peel
your lap hernia? the membrane?

8

B VYes Rate from 1-5: B Ves
M \o 1=not so good B \o

H=better
If this instrument is available tmrw,

m Ask for it and have it

ready for surgery
m Have it ready in the
room
7 ill k forit, b
3 9 m Will not ask for it, but
: if it's in a reusable lap
set, I'll use it

B Ves I'll not ask for it nor

B o . ) . use it
I'll not ask for it nor use it” = 0

This instrument makes it safer to

conduct TAPP surgery?
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“Innovators tend to go out and ask doctors what they want?”

Thomas Fogarty, serial medical inventors

STANFORD

“you’ve got to learn the difference between b | Od =3 9 N
what they say?
what they want?
what they’ll pay for, and ?
what they actually do?

“Rather innovators should observe what physicians actually need.
It is far more valuable to see how they act (and react) to a situation

and watch the problems that arise. “
Zenios et al. Biodesign (Kindle Locations 1380-1386). Cambridge University Press. Kindle Edition.
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Quarter

Phase 1. Prototyping and Proof of Concept

Initital high quality prototype

In vitro studies (blocks bacteria from entry)

Mechanical test (stabilizes the catheter)

Customer feedback and interation

File full patent applications/update IP (US, EU, India)

Phase 2: Regulatory Filings and Production

FDA and India regulatory filings (notification)

Contract manufacturing for clinical trials

Production run for trials

Phase 3: Clinical Proof of Concept

Site and PI identification

Submit IRB protocol

IRB Testing - 200 patient pilot trial (colonization)

File with FDA (510k) and India to expand IFU

FDA feedback and approval

Collaborate with P to publish trial findings

Phase 4: Marketing, Sales and Distribution

Collect user feedback during trials

Scale manufacturing and update marketing material

Train pilot sites

Contract with existing NICU distributors

Product sold
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4. EKEEWEE Do

EDFIIZHFDARERET HDH
DAL H T HH

EDOREDZEMT 2 BHET 20 KkHHNEHH
SEATRIEEDL ST IR TEBEIEL=DH

» General Controls
» Special Controls

» Premarket Notification

«» General Controls
+ Special Controls

Source: "Refiling the innovator’s prescription Conclusions from Silicon Valley Comes to the UK
20137 by Nesta, UK ’s innovation foundation”
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VC-backed Financings (US-only), Smn (It. axis) deals (red, rt. axis)
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Source: Pitchbook as of 10.1.2017

> 14% of total VC share (S15bn/year) invested in the whole Healthcare
> 3Q2017: S3.6B, the largest quarter of VC-funding ever in the history

» The size of financings have gone up. More funding to finite number of startups.
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Haryvard
Business

How GE Is Disrupting Itself

by Jeffrey R. Immelt, Vijay Govindarajan, and Chris Trimble

FROM THE OCTOBER 2009 ISSUE
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Symptom
Relief

No Gold
Standard

back pain, osteoarthritic

ST pain, migraine

Medication

Common Side Effects;
Constipation, Dizziness,
Insomnia, High Blood Pressur

Device

Transcutaneous electrical Physical Therapy

nerve stimulation

Heating pads Acupuncture, Therapeutic massage,
Aerobic exercise

Less Invasive with
fewer side effects

» Device with novel technology
v' Composed of an electric controller and 4-wired stimulator releasing magnetic field
v' Random magnetic power with two different wave lengths percutaneously provided
» Mechanism action
v’ Local: Stabilize local nervous system
v’ Brain: Induce monoamine (B-endorphin/Serotonin) through afferent neuron
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