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FUS Partners Role in the Industry

In order to help accelerate the transition of the field from

a primarily science-based research environment to a

commercialization and patient treatment space focused on

marketing and sales, the Foundation created FUS Partners
in April of 2018. The FUS Partners Program serves as

a galvanizing force in facilitating rapid success of the

commercial stakeholder segment of the focused ultrasound

ccosystem, and thus helps speed the time from laboratory

research to widespread adoption and utilization of the

technology.

By virtue of its reputation as a trusted, independent, unbiased

third party with an extensive network, FUS Partners is

uniquely positioned to significantly and effectively advance

the field by identifying commercial opportunities, making

connections between stakeholders, and enhancing the

flow of information between strategic and financial investors

and FUS companies.

Goals

1.6

* Produce a quantum change in the adoption rate of
focused ultrasound as a mainstream standard of care

e Grow and rationalize the device manufacturers
segment of the FUS community by taking a holistic
approach to the support of key stakeholders within
the ecosystem
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Activities

Regulatory & Reimbursement

* Engage with FDA, CMS, and commercial payers to
inform them of the state of the field and obtain
guidance with respect to regulatory approvals and
reimbursement

* Connect manufacturers with regulatory and
reimbursement consultants

* Educate manufacturers on best practices and strategy
for coverage, reimbursement, and coding and billing

Financial & Human Capital

* Connect institutional, strategic, and individual
investors with manufacturers in need of financing
and facilitate in due diligence and preparing investor
relations materials

e Support FUS companies in attracting and hiring talent

Strategic Partnerships & Technology Transfer

* Connect manufacturers with other manufacturers
of FUS and related equipment and components,
academic research laboratories, and strategic sponsors

Advocacy

e Inform regulatory agencies, payers, and MedTech
advocacy organizations about FUS

* Monitor clinical trials and potentially decrease
cost of care while improving quality

 Connect and engage FUS manufacturers with
advocacy organizations
Intellectual Property

* Educate academic researchers and FUS companies
about why, what, and how to patent

e Connect researchers and FUS companies with
intellectual property consultants



FUS Market Projection

Revenue in millions of dollars
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Market value and growth rate estimates were compiled from the following
websites:

a2zmarketresearch.com/data/Global-High-Intensity-Focused-
Ultrasound-(HIFU)-Market-Report-2019/72503

theresearchcorporation.com/semiconductor-electronics/Global-High-
Intensity-Focused-Ultrasound-HIFU-Market-Report-2019-43544

industryresearch.biz/global-high-intensity-focused-ultrasound-system-market-
13807202

intenseresearch.com/report/157513

htfmarketreport.com/reports/1387744-global-high-intensity-focused-
ultrasound-10

Tmarketresearch.com/market-reports/high-intensity-focused-
ultrasound-hifu-market-industry-report-111594

kandjmarketresearch.com/reports/124380-global-high-intensity-focused-
ultrasound-hifu-sales-marketsalesrevenue-and-competitors-analysis-of-major-
marketfrom-2014-2026

industryandresearch.com/report/Global-High-Intensity-Focused-Ultrasound--
HIFU--Market-Report-2019/129641

marketstudyreport.com/reports/global-high-intensity-focused-ultrasound-hifu-
market-growth-2019-2024

globalinforesearch.com/global-high-intensity-focused-ultrasound-hifu-
market_p217443.html

marketprognosis.com/report/high-intensity-focused-ultrasound-hifu-therapy-
market-by-application-and-region-and-forecast-company-profile-product-
analysis--recent-development-of-20-hifu-manufacturers---global-analysis-
to/pr-20191

STATE OF COMMERCIALIZATIO

e ——
FUS Industry Investments Over Time

M Number of investments M Value of investments in millions of dollars

Number Value
16.0 $250M

128 200

96 150

64 100

32 50
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Source: www.crunchbase.com and company press releases

FUS Industry Investments by Stage

I Number of investments M Value of investments in millions of dollars
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www.crunchbase.com and company press releases
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STATE OF COMMERCIALIZATION

2019 FUS Industry Investments-

Manufacturer Funding type  Investors Money raised, millions $US
Series C Varian Medical Systems, Inc. $54.7M
Fred Moll

Johnson & Johnson Innovation
Lumira Ventures

State of Wisconsin Investment Board
Venture Investors

SolTEr I e R

Series B Wanxiang Healthcare Investments $35.0M

profound Medical Corp ||
Post-IPO Equity — $11.5M

Theracion, sa. | |
Post-IPO Equity ~ Unigestion, SA. $5.4M

(Cardawave, sp |
Grant EU Executive Agency for SMEs $4.1M

Harmonics edical Inc_—| |~ S
Series A FedDev Ontario $1.6M

$112.3M Total

*As reported by Crunchbase and industry press releases

While 2019 investment was about 50 percent of the previous
year, it is worth noting that 2019 is the first year that we
have seen investment in the field of focused ultrasound by
two major stakeholders in the medical device space—
Johnson & Johnson Innovation and Varian Medical Systems.
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STATE OF COMMERCIALIZATION

Insurance Coverage in the United States-

Bone metastases | Pain palliation

Private carriers B Amerigroup Healthcare

DC, GA, IA, MD, NJ, TN, TX, WA

W AmeriHealth
DG, 1A, LA, MI, NJ, PA, SC

M Anthem, Blue Cross Blue Shield
AK, AL, AR, AZ, CA, CO, CT, DE, FL, GA, IA, ID, IL, IN, KY,
LA, MA, ME, MI, MO, MS, MT, NC, NH, NJ, NM, NV, NY,
OH, OK, OR, PA, SC, SD, TN, TX, VA, WA, Wi, WV

B CIGNA
ALL STATES

I Geisinger Health Plan
DE, ME, NJ, PA, WV

1" HAP Health Alliance Plan
M

Lifewise

WA

Covered lives 120 million

Essential tremor

Public carriers ® Medicare
AK, AL, AZ, CA, CT, GA, HI, 1A, ID, IL, IN, KS, KY, MA, ME,
MI, MN, MO, MT, NC, ND, NE, NH, NV, NY, OH, OR, RI, SC,
SD, TN, UT, VA, VT, WA, WI, WY, WY
Private carriers M AmeriHealth
DG, IA, LA, MI, NJ, PA, SC
M Asuris Northwest Health
WA
M Blue Cross Blue Shield Plan
AK, AL, AR, CA, DE, FL, IA, ID, IL, KS, LA, MA, MI, MO, MS,
MT, NC, NJ, NM, OK, OR, PA, SD, TX, UT, WA, WV
Lifewise
WA

I University of Utah Health Plans
ut

Covered lives 76.9 million

Prostate cancer | Salvage therapy'

Private carriers M Asuris Northwest Health

WA

M Blue Shield Regence
ID, OR, UT, WA

B CIGNA
ALL STATES

I/ HAP Health Alliance Plan
Ml

Covered lives 22.8 million

* All coverage decisions are conditional, requiring that patients meet specific inclusion
and exclusion criteria. The most current policy documents from the individual
insurers should be referenced for a complete description.

1 Local treatment for recurrent prostate cancer following radiation therapy
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STATE OF COMMERCIALIZATION

FUS Regulatory Approvals by Indication and Region

10

North America

10

South America

Indications
Approved Worldwide

/N

Oceania
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FUS Regulatory Approvals by Indication and Region continued

M North America

Arthritis, facetogenic
Benign prostatic
hyperplasia
Bone metastases
Bone tumors, benign
Essential tremor
Osteoid osteoma
Parkinson's disease,
tremor
Prostate cancer
Uterine adenomyosis
Uterine fibroids

M Europe

Arthritis, facetogenic
Bone cancer
Bone metastases
Bone tumors, benign
Breast cancer
Breast fibroadenoma
Depression
Epicondylitis
Essential tremor
Glaucoma
Hypertension
Kidney tumors
Liver metastases
Liver tumors
Multiple myeloma
Neuropathic pain
Obsessive-compulsive
disorder
Osteoid osteoma
Pancreatic tumors
Parkinson’s disease,
dyskinesia
Parkinson’s disease,
tremor
Plantar fasciitis
Prostate cancer
Rhinitis
Soft tissue cancer
Soft tissue injury
Soft tissue tumors,
benign
Thyroid nodules
Uterine adenomyosis
Uterine fibroids
Varicose veins

Asia

Arthritis, facetogenic

Benign prostatic
hyperplasia

Bone metastases

Bone tumors, benign

Breast cancer

Breast fibroadenoma

Cervicitis

Depression

Essential tremor

Glaucoma

Kidney tumors

Liver tumors

Neuropathic pain

Obsessive-compulsive
disorder

Osteoid osteoma

Pancreatic tumors

Parkinson’s disease,
dyskinesia

Parkinson’s disease,
tremor

Prostate cancer

Rhinitis

Soft tissue cancer

Soft tissue tumors,
benign

Thyroid nodules

Uterine adenomyosis

Uterine fibroids

Varicose veins

South America

Arthritis, facetogenic
Bone metastases
Bone tumors, benign
Essential tremor
Neuropathic pain
Osteoid osteoma

Parkinson’s disease,
tremor

Prostate cancer
Uterine adenomyosis
Uterine fibroids

Oceania

Arthritis, facetogenic
Bone metastases
Bone tumors, benign
Essential tremor
Osteoid osteoma
Prostate cancer
Uterine adenomyosis
Uterine fibroids

M Africa

Prostate cancer
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STATE OF COMMERCIALIZATION

North America—FUS Regulatory Approvals by Indication

<
&8
3
>
S
e
=
G
>
N~
3
o

Indications 9 00 01 02 03 04 05 06
Musculoskeletal

Arthritis, facetogenic ) =
Bone metastases [ ] o— - >
Bone tumors, benign o >
Osteoid osteoma o >
Essential tremor ® >
Parkinson's tremor o—
BPH oo -
Prostate cancer 0@ - >
Uterine adenomyosis o =
Uterine fibroids o @ o -
Approval North America
@ Approval begin date @ Bahamas, Ministry of Health @ United States, FDA, " Mexico, COFEPRIS
[ Approval end date  Barbados, Ministry of Health and Wellness Center for Devices & Radiological Health
@ Costa Rica, Ministerio de Salud @ Canada, Health Canadsa,
@ Dominican Republic, MISPAS Medlical Devices Bureau
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STATE OF COMMERCIALIZATION

Europe—FUS Regulatory Approvals by Indication

Indications 929 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19
Cardiovascular

Y

Hypertension @
Varicose veins o>
Endocrine disorders

Thyroid nodules L]
Gastrointestinal

Liver metastases L]
Liver tumors Q@
Pancreatic tumors o
Musculoskeletal

Arthritis, facetogenic o
Bone cancer

Bone metastases [ B
Bone tumors, benign @
Epicondylitis

Multiple myeloma

Osteoid osteoma )
Plantar fasciitis

Soft tissue cancer [ ] —

Soft tissue injury

Soft tissue tumors, ) -

benign

Neurological

Depression

Essential tremor o @
Neuropathic pain @ @

ﬂ

[
\

o0
YYVY

YYVYY

BERERY

I‘

Yy

Approval Europe
@ Approval begin date @ Europe, CE Marking
[ Approval end date  Russia, Roszdravnadzor
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STATE OF COMMERCIALIZATION

Europe—FUS Regulatory Approvals by Indication continued

Indications 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

Neurological continued

0cD ®
Parkinson's dyskinesia o
Parkinson’s tremor @ -
Glaucoma @
Pulmonary
Rhinitis
Urological
Kidney tumors ® @
Prostate cancer ) -
Women's health
Breast cancer o—
Breast fibroadenoma (]
Uterine adenomyosis
Uterine fibroids (]

Yy

Y

Y

o
Y

YY

Y Y I Y

Approval Europe
@ Approval begin date @ Europe, CE Marking
[ Approval end date © Russia, Roszdravnadzor
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STATE OF COMMERCIALIZATION

Asia—FUS Regulatory Approvals by Indication

Indications 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

Cardiovascular

\

Varicose Veins

Thyroid nodules o0 0>
Liver tumors o @ >
Pancreatic tumors - >
Arthritis, facetogenic o @ >
Bone metastases o @ o @ 0 & @ 11—
Bone tumors, benign “» @ >
Osteoid osteoma [ L @ >
Soft tissue cancer - >
Soft tissue tumors, >
benign
Depression o—1
Essential tremor o— 0 06 &6
Neuropathic pain (] >
0CD o—1
Parkinson's dyskinesia o >
Parkinson’s tremor O - >
Glaucoma —
Rhinitis o =
Approval Asia
@ Approval begindate @ China, CFDA @ Israel, AMAR @ Malaysia, MDA @ Taiwan, FDA

I Approval end date Hong Kong, MDD @ Japan, MHLW @ Pakistan, DRAP @ Thailand, FDA

@ India, CDSCO @ Kazakhstan, NCEM @ Saudi Arabia, SFDA @ Uzbekistan, GDQC

@ Indonesia, DGPMD @ south Korea, MFDS @ Singapore, HSA @ Vietnam, DMEW
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STATE OF COMMERCIALIZATION

Asia—FUS Regulatory Approvals by Indication continued

Indications % 00 01 02 03 04 05 06 07 08 09 10 11 12 13 4 15 16 17 18 19
Urological
BPH o >
Kidney tumors [ >
Prostate cancer [ @ L o—0 0 00—
Women'’s health
Breast cancer O - | >
Breast fibroadenoma e — — >
Cervicitis o >
Uterine adenomyosis ® @ o O - 1—
Uterine fibroids b - — @ 0 0O L —
Approval Asia
@ Approval begindate @ China, CFDA @ Israel, AMAR @ Malaysia, MDA @ Taiwan, FDA
I Approval end date Hong Kong, MDD @ Japan, MHLW @ Pakistan, DRAP @ Thailand, FDA
@ India, CDSCO @ Kazakhstan, NCEM @ Saudi Arabia, SFDA @ Uzbekistan, GDQC
@ Indonesia, DGPMD @ south Korea, MFDS @ Singapore, HSA @ Vietnam, DMEW
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STATE OF COMMERCIALIZATION

South America—FUS Regulatory Approvals by Indication

Indications

X
O
o
o
o
o
e}
o
@
o
=
o
G
o
(o))
o
<
o
oo
o
O
o
~
w
N
[
o
~
fes)
o

Musculoskeletal

Arthritis, facetogenic
Bone metastases

Bone tumors, benign
Osteoid osteoma

YYVYY

Essential tremor o—
Neuropathic pain o
Parkinson’s tremor o—

Urological
Prostate cancer

s
o
Y

Women'’s health
Uterine adenomyosis ® @ —
Uterine fibroids (] - >
Approval South America
@ Approval begindate ' Argentina, ANMAT @ Trinidad and Tobago, Ministry of Health

[ Approval end date @ Brazil, ANVISA
@ Colombia, INVIMA
@ Ecuador, ANRCVS
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STATE OF COMMERCIALIZATION

Oceania—FUS Regulatory Approvals by Indication

Indications 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

Musculoskeletal

Arthritis, facetogenic

@
Bone metastases [
@
L

Yy

Bone tumors, benign

Osteoid osteoma
Neurological

Essential tremor o—
Urological

Prostate cancer [ @
Women's health

Uterine adenomyosis

Uterine fibroids

Yy

\]

Y

Africa—FUS Regulatory Approvals by Indication

Indications 9 00 01 02 03 04 05 06 07 08 09 10 11 12 13 14 15 16 17 18 19
Urological

Prostate cancer ® >
Approval Oceania Africa

@ Approval begindate @ Australia, TGA @ South Africa, MCC

[ Approval end date @ New Zealand, MEDSAFE
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STATE OF COMMERCIALIZATION

Number of Indication Approvals by Company

99 R
LS

0 ©
(2

Y

Companies

16 -

2/

Manufacturer Indication Approvals

@ One approval @ Five approvals
EyeTechCare Beijing Yuande Bio-Medical Engineering
Kona Medical Profound Medical
Mirabilis Medical Shanghai A&S

Wuxi Haiying Electronic Medical

© Twelve approvals

® Two approvals

Chonggqing Haifu Medical Technology

Alpinion Medical Systems
EDAPTMS

Shenzhen PRO-HITU Medical @ Sixteen approvals
SonaCare Medical

Insightec

® Three approvals

EpiSonica
Guided Therapy Systems
Theraclion
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Regulatory Approvals for Companies by Region and Indication

M North America

EDAP TMS
Benign prostatic
hyperplasia
Prostate cancer

Insightec
Avrthritis, facetogenic
Bone metastases
Bone tumors, benign
Essential tremor
Osteoid osteoma

Parkinson’s disease,
tremor

Uterine adenomyosis
Uterine fibroids

Profound Medical
Benign prostatic
hyperplasia
Prostate cancer
Uterine fibroids

SonaCare Medical

Benign prostatic
hyperplasia

Prostate cancer

M Europe

Alpinion Medical
Systems
Uterine fibroids

Chongqing Haifu
Medical Technology
Breast cancer

Kidney tumors

Liver metastases

Liver tumors

Osteoid osteoma
Pancreatic tumors
Rhinitis

Soft tissue cancer

Soft tissue tumors, benign
Uterine adenomyosis
Uterine fibroids

EDAP TMS
Prostate cancer

EyeTechCare
Glaucoma

Guided Therapy
Systems
Epicondylitis
Plantar fasciitis
Soft tissue injury

Insightec

Avrthritis, facetogenic
Bone cancer

Bone metastases
Bone tumors, benign
Breast cancer
Depression

Essential tremor
Multiple myeloma
Neuropathic pain

Obsessive-compulsive
disorder

Osteoid osteoma

Parkinson's disease,
dyskinesia

Parkinson's disease,
tremor

Prostate cancer
Uterine adenomyosis
Uterine fibroids

Kona Medical
Hypertension

Mirabilis Medical
Uterine fibroids

Profound Medical
Bone metastases
Prostate cancer
Uterine adenomyosis
Uterine fibroids

Shanghai A&S
Uterine fibroids

Shenzhen
PRO-HITU Medical
Uterine fibroids

SonaCare Medical
Prostate cancer

Theraclion

Breast fibroadenoma
Thyroid nodules
Varicose veins

Asia

Alpinion Medical
Systems

Uterine adenomyosis
Uterine fibroids

Beijing Yuande Bio-
Medical Engineering
Breast cancer

Kidney tumors

Liver tumors

Pancreatic tumors
Uterine fibroids

Chongging Haifu
Medical Technology
Breast cancer

Cervicitis

Kidney tumors

Liver tumors

Osteoid osteoma
Pancreatic tumors
Rhinitis

Soft tissue cancer

Soft tissue tumors, benign
Uterine fibroids

EDAP TMS
Prostate cancer

EpiSonica

Soft tissue cancer
Uterine adenomyosis
Uterine fibroids

EyeTechCare
Glaucoma

Insightec

Avrthritis, facetogenic
Bone metastases
Bone tumors, benign
Breast cancer
Depression

Essential tremor
Neuropathic pain

Obsessive-compulsive
disorder

Osteoid osteoma

Parkinson's disease,
dyskinesia

Parkinson's disease,
tremor

Uterine adenomyosis
Uterine fibroids

Profound Medical
Bone metastases
Prostate cancer
Uterine adenomyosis
Uterine fibroids

Shanghai A&S
Bone metastases
Breast cancer
Liver tumors

Soft tissue cancer
Uterine fibroids

Shenzhen
PRO-HITU Medical

Uterine adenomyosis
Uterine fibroids

SonaCare Medical

Benign prostatic
hyperplasia
Prostate cancer

Theraclion

Breast fibroadenoma
Thyroid nodules
Varicose veins

Wuxi Haiying
Electronic Medical
Uterine fibroids

South America

EDAP TMS
Prostate cancer

Insightec

Avrthritis, facetogenic
Bone metastases
Bone tumors, benign
Essential tremor
Neuropathic pain
Osteoid osteoma

Parkinson's disease,
tremor

Uterine adenomyosis
Uterine fibroids

Profound Medical
Bone metastases
Uterine adenomyosis
Uterine fibroids

SonaCare Medical
Prostate cancer

Oceania

Insightec

Avrthritis, facetogenic
Bone metastases
Bone tumors, benign
Essential tremor
Osteoid osteoma
Uterine adenomyosis
Uterine fibroids

Profound Medical
Bone metastases
Prostate cancer
Uterine adenomyosis
Uterine fibroids

SonaCare Medical
Prostate cancer

M Africa

SonaCare Medical
Prostate cancer
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STATE OF COMMERCIALIZATION

FUS Regulatory Approvals by Region and Manufacturer

North America Europe Asia South America Oceania Africa

Indications

Cardiovascular ______

Hypertension
Varicose veins

Thyroid nodules

Gastrointestinal ______

Liver metastases
Liver tumors (] 000
Pancreatic tumors

Musculoskeletal ______

Avrthritis, facetogenic

Bone cancer (]
Bone metastases o Ho | X ) ne He
Bone tumors, benign () () () [ ()
Epicondylitis |
Multiple myeloma ()
Osteoid osteoma o ( X ] ( X ] @ o
Plantar fasciitis |
Soft tissue cancer ® L XX )
Soft tissue injury |
Soft tissue tumors, benign o o
Manufacturers
North America Europe @ Chongging Haifu Medical Technology, China
! Guided Therapy Systems, US A\ EDAPTMS, France " EpiSonica, Taiwan
M Kona Medical, US EyeTechCare, france @ Insightec, Israel
B Mirabilis Medical, US A Theraclion, france @ shanghai A&S, China
M Profound Medical, Canada Asia @ Shenzhen PRO-HITU Medical, China

M SonaCare Medical, US @ Wuxi Haiying Electronic Medical, China

@ Alpinion Medical Systems, South Korea
@ Beijing Yuande Bio-Medical Engineering, China
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STATE OF COMMERCIALIZATION

FUS Regulatory Approvals by Region and Manufacturer continued

North America Europe Asia South America Oceania Africa
Indications
Nevrological | [ | | /| |
Depression () [
Essential tremor (] (] ( [ [
Neuropathic pain () [ ()
0CD [ (]
Parkinson's dyskinesia () ()
Parkinson's tremor [ [
______
Glaucoma
L
Rhmms
Uroogial |
BPH HE A |
Kidney tumors ([ ( X )
Prostate cancer HEAO HE A
______
Breast cancer 0000
Breast fibroadenoma A A
Cervicitis [
Uterine adenomyosis o HOOo HOooGOO me e
Uterine fibroids me EmoeOOO | X X X me e
0000
Manufacturers
North America Europe @ Chongging Haifu Medical Technology, China
I Guided Therapy Systems, US A\ EDAPTMS, France " EpiSonica, Taiwan
B Kona Medical, US EyeTechCare, France @ \Insightec, Israel
B Mirabilis Medical, US A Theraclion, France @ Shanghai A&S, China
M Profound Medical, Canada @ Shenzhen PRO-HITU Medical, China

Asia
@ Alpinion Medical Systems, South Korea
@ Beijing Yuande Bio-Medical Engineering, China

M SonaCare Medical, US @ Wuxi Haiying Electronic Medical, China
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STATE OF COMMERCIALIZATION

North America—FUS Regulatory Approvals by Country and Manufacturer

Bahamas Barbados Canada CostaRica  Dominican Republic Mexico Us
L Ministry of Health Health Canada, FDA, Center for Devices
Indications Ministry of Health and Wellness Medical Devices Bureau Ministerio de Salud MISPAS COFEPRIS & Radiological Health
Musculoskeletal | | | | [ | [
Arthritis, facetogenic (]
Bone metastases ([ o o
Bone tumors, benign (]
Osteoid osteoma ()

wosgel L

Essential tremor
Parklnson s tremor
———————
HE A
Prostate cancer HE A

_______

Uterine adenomyosis

Uterine fibroids me e [
Manufacturers
North America Europe @ Chongging Haifu Medical Technology, China
I Guided Therapy Systems, US A\ EDAPTMS, france " EpiSonica, Taiwan
M Kona Medical, US EyeTechCare, france @ Insightec, Israel
B Mirabilis Medical, US A Theraclion, france @ Shanghai A&S, China
M Profound Medical, Canada @ Shenzhen PRO-HITU Medical, China

Asia
@ Alpinion Medical Systems, South Korea
@ Beijing Yuande Bio-Medical Engineering, China

M SonaCare Medical, US @ Wuxi Haiying Electronic Medical, China
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STATE OF COMMERCIALIZATION

Europe—FUS Regulatory Approvals by Country and Manufacturer

Europe Russia

Indications CE Marking Roszdravnadzor

e

Hypertension

Vancose veins
——_
Thyroid nodules
——_
Liver metastases
Liver tumors ( (
Pancreatic tumors
——_
Avrthritis, facetogenic
Bone cancer ([ J
Bone metastases e e
Bone tumors, benign o o
Epicondylitis |
Multiple myeloma o
Osteoid osteoma ( X ( X
Plantar fasciitis |
Soft tissue cancer [ [
Soft tissue injury |
Soft tissue tumors, benign [ ] [ ]
Manufacturers
North America Europe @ Chongging Haifu Medical Technology, China
0 Guided Therapy Systems, US A\ EDAP TMS, France " EpiSonica, Taiwan
M Kona Medical, US EyeTechCare, france @ Insightec, Israel
B Mirabilis Medical, US A Theraclion, france @ shanghai A&S, China
M Profound Medical, Canada Asia @ Sshenzhen PRO-HITU Medical, China

M SonaCare Medical, US @ Wuxi Haiying Electronic Medical, China

@ Alpinion Medical Systems, South Korea
@ Beijing Yuande Bio-Medical Engineering, China
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STATE OF COMMERCIALIZATION

Europe—FUS Regulatory Approvals by Country and Manufacturer continued

Europe Russia
Indications CE Marking Roszdravnadzor
Newological | 1
Depression (]
Essential tremor [ [
Neuropathic pain [ ] [ ]
0cD [
Parkinson's dyskinesia [ ]
Parkinson's tremor [

Ophthalmological ___

Glaucoma
T
RhInItIS
——_
Kldney tumors
Prostate cancer EEAO HAO
T
Breast cancer
Breast fibroadenoma A A
Uterine adenomyosis Heo Heo
Uterine fibroids EmOoOO [ LX)
( X )

Manufacturers

North America Europe @ Chongging Haifu Medical Technology, China
! Guided Therapy Systems, US A\ EDAP TMS, France " EpiSonica, Taiwan
M Kona Medical, US EyeTechCare, france @ Insightec, Israel
B Mirabilis Medical, US A Theraclion, france @ shanghai A&S, China
M Profound Medical, Canada @ Shenzhen PRO-HITU Medical, China

Asia
@ Alpinion Medical Systems, South Korea
@ Beijing Yuande Bio-Medical Engineering, China

M SonaCare Medical, US @ Wuxi Haiying Electronic Medical, China
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Asia—FUS Regulatory Approvals by Country and Manufacturer

China Hong Kong India Indonesia Israel Japan Kazakhstan Malaysia

Indications CFDA CDSCO DGPMD AMAR MHLW NCEM

Cardiovascular ________

Varlcose veins

Erdoainedisorders L L

Thyroid nodules
________

Liver tumors o000

Pancreatic tumors

Musculoskeletal ________

Arthritis, facetogenic

Bone metastases o | o o | |

Bone tumors, benign

Osteoid osteoma [

Soft tissue cancer ( X )

Soft tissue tumors, benign
T A

Depression

Essential tremor ( ( (

Neuropathic pain

0D

Parkinson's dyskinesia

Parkinson's tremor ( (

Manufacturers

North America Europe @ Chongging Haifu Medical Technology, China
! Guided Therapy Systems, US A\ EDAP TMS, France " EpiSonica, Taiwan

M Kona Medical, US EyeTechCare, france @ Insightec, Israel
B Mirabilis Medical, US A Theraclion, france @ shanghai A&S, China
M Profound Medical, Canada ) @ Shenzhen PRO-HITU Medical, China

. Asia
M SonaCare Medical, US . . @ Wuxi Haiying Electronic Medical, China
@ Alpinion Medical Systems, South Korea

@ Beijing Yuande Bio-Medical Engineering, China
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Asia—FUS Regulatory Approvals by Country and Manufacturer continued

Pakistan  SaudiArabia  Singapore  South Korea Taiwan Thailand Uzbekistan Vietnam

Indications DRAP SFDA MFDS GDQC DMEW

Cardiovascular ________

Varlcose veins

________

Thyroid nodules

________

Liver tumors
Pancreatic tumors

Musculoskeletal ________

Arthritis, facetogenic  J  J ]

Bone metastases ([ o ([ me
Bone tumors, benign [ [ [ [
Osteoid osteoma () () () o
Soft tissue cancer ®

Soft tissue tumors, benign
Newoogial — ||

Depression

Essential tremor

Neuropathic pain

0cD

Parkinson's dyskinesia

Parkinson'’s tremor

Manufacturers

North America Europe @ Chongging Haifu Medical Technology, China
0 Guided Therapy Systems, US A\ EDAPTMS, France " EpiSonica, Taiwan
M Kona Medical, US EyeTechCare, france @ Insightec, Israel
B Mirabilis Medical, US A Theraclion, france @ shanghai A&S, China
M Profound Medical, Canada @ Shenzhen PRO-HITU Medical, China

) Asia
M SonaCare Medical, US . . @ Wuxi Haiying Electronic Medical, China
@ Alpinion Medical Systems, South Korea

@ Beijing Yuande Bio-Medical Engineering, China
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Asia—FUS Regulatory Approvals by Country and Manufacturer continued

China Hong Kong India Indonesia Israel Japan Kazakhstan Malaysia
|ndlcat|0n5 CFDA CDsCo DGPMD AMAR MHLW NCEM
Covtmaogial |-
Glaucoma
Rh|n|t|s

________
BPH [
Kidney tumors ( X J

Prostate cancer

________

Breast cancer
Breast fibroadenoma A
Cervicitis o
Uterine adenomyosis [ ) | [ | |
Uterine fibroids | L X X ) [ | () () [ | [ |
o
Manufacturers
North America Europe @ Chongging Haifu Medical Technology, China
"0 Guided Therapy Systems, US A\ EDAP TMS, France " EpiSonica, Taiwan
B Kona Medical, US EyeTechCare, france @ Insightec, /srael
B Mirabilis Medical, US A Theraclion, france @ Shanghai A&S, China
M Profound Medical, Canada Asi @ Shenzhen PRO-HITU Medical, China
M sSonaCare Medical, US sla

@ Wuxi Haiying Electronic Medical, China
@ Alpinion Medical Systems, South Korea ying

@ Beijing Yuande Bio-Medical Engineering, China
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Asia—FUS Regulatory Approvals by Country and Manufacturer continued

Pakistan  SaudiArabia  Singapore  South Korea Taiwan Thailand Uzbekistan Vietnam
|ndlcat|0n5 DRAP SFDA MFDS GDQC DMEW
Covtamogal |l e—
Glaucoma
initis

vrological | [ | | [ [ [ |
BPH

Kidney tumors

Prostate cancer

________

Breast cancer
Breast fibroadenoma A A A
Cervicitis
Uterine adenomyosis () 000 ( X J e
Uterine fibroids [ | o mHoooO o000 o me
(X X J
Manufacturers
North America Europe @ Chongging Haifu Medical Technology, China
"0 Guided Therapy Systems, US A\ EDAP TMS, France " EpiSonica, Taiwan
B Kona Medical, US EyeTechCare, france @ Insightec, Israel
B Mirabilis Medical, US A Theraclion, France @ Shanghai A&S, China
M Profound Medical, Canada @ Shenzhen PRO-HITU Medical, China

Asia
@ Alpinion Medical Systems, South Korea
@ Beijing Yuande Bio-Medical Engineering, China

M SonaCare Medical, US @ Wuxi Haiying Electronic Medical, China
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South America—FUS Regulatory Approvals by Country and Manufacturer

Argentina Brazil Colombia Ecuador Trinidad and Tobago

Indications ANMAT ANVISA INVIMA ANRCVS Ministry of Health

Musauloskebetal | | | | | | |

Arthritis, facetogenic

Bone metastases |

Bone tumors, benign

Osteoid osteoma
T Y S S S

Essential tremor

Neuropathic pain o

Parkinson's tremor

Urologicl ——————

Prostate cancer

Women'sHealt ——————

Uterine adenomyosis

Uterine fibroids [ ] ()
Manufacturers
North America Europe @ Chongging Haifu Medical Technology, China
! Guided Therapy Systems, US A\ EDAP TMS, France " EpiSonica, Taiwan
M Kona Medical, US EyeTechCare, france @ Insightec, Israel
B Mirabilis Medical, US A Theraclion, france @ shanghai A&S, China
M Profound Medical, Canada @ Shenzhen PRO-HITU Medical, China

Asia
@ Alpinion Medical Systems, South Korea
@ Beijing Yuande Bio-Medical Engineering, China

M SonaCare Medical, US @ Wuxi Haiying Electronic Medical, China
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Oceania—FUS Regulatory Approvals by Country and Manufacturer

Australia New Zealand

Indications MEDSAFE

Musculoskeletal ___

Arthritis, facetogenic

Bone metastases He He
Bone tumors, benign [ ] [ ]
Osteoid osteoma

Newologica ——_

Essential tremor

Urologicl ——_

Prostate cancer

Women'sHealt ——_

Uterine adenomyosis
Uterine fibroids e e

Africa—FUS Regulatory Approvals by Region and FUS Manufacturer

South Africa

Indications Mcc

Uralogial ||~

Prostate cancer [ |
Manufacturers

North America Europe @ Chongging Haifu Medical Technology, China

0 Guided Therapy Systems, US A\ EDAP TMS, France " EpiSonica, Taiwan
M Kona Medical, US EyeTechCare, france @ Insightec, Israel
B Mirabilis Medical, US A Theraclion, france @ shanghai A&S, China
M Profound Medical, Canada @ Shenzhen PRO-HITU Medical, China

Asia
@ Alpinion Medical Systems, South Korea
@ Beijing Yuande Bio-Medical Engineering, China

M SonaCare Medical, US @ Wuxi Haiying Electronic Medical, China
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Timeline of Clinical Device Manufacturers by Region

In past State of the Field Reports, the company timelines
were based upon date of company formation. This year’s
reporting is a bit different. Instead of the date of
incorporation we are reporting on the year the company
became involved in the FUS industry. For many carly-stage
FUS manufacturing companies this date is one and the same;
however, for the OEM manufacturers and /or microbubble
companies this is a difference from previous years. Also new
for 2020, we are sorting the timelines by geographic regions
instead of by image guidance. Image, treatment, and
planning guidance for companies/devices can be found on
pages 111.42-111.47.

*Profound Medical acquired the HIFU assets of Philips in July, 2017.
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North America

Exo Imaging

SonoVol

TheraWave

VeinSound -~

Harmonic Medical -

Profound Medical* -

BrainSonix -

- Acoustiic

MR Instruments
NeuroSonics Medical

- Aucta Technologies

FUSMobile

- FUS Instruments

HistoSonics
International Cardio
Kona Medical

-+ Guided Therapy Systems

Mirabilis Medical
SonaCare Medical

2019

2018

2017

2016

2015

2014

2013

2012

2011

2010

2009

2008

2007

2006

2005

2004

2003

2002

2001

2000

1999

1998

1997

1996

1995

1994

1993

1992

1991

1990

1989
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Timeline of Clinical Device Manufacturers by Region continued

Europe Asia
2019 2019
Ultralab - 2018 MBInsight Systems = 2018
e TOOSONIX 2017 e NSN 2017
Vel 2016 Mianyang Sonic Electronic - 2016
2015 - EpiSONica 2015
L 2014 NINA Medical -~ NaviFUs 2014
TRANS-FUSIMO Vensicalifedical Shenzhen Huikang Medical
2013 ensica hedica Apparatus 2013
2012 Changjiangyuan Technology - €9 2012
Development
2011 2011
2010 2010
2009 Alpinion Medical Systems - € 2009
CarThera = @) 2008 2008
EyeTechCare 2007 2007
2006 2006
e Medsonic 2005 2005
Theradlion - Philips Healthcare 2004 2004
2003 Shenzhen PRO-HITU Medical -~ . 2003
2002 2002
Image Guided Therapy - . 2001 2001
2000 Shanghai A&S - 2000
1999 - Beijing Yuande 1999
Bio-Medical Engineering
1998 Chongging Haifu 1998
1997 Medical Technology 1997
Insightec
1996 Wuxi Haiying Electronic Medical 1996
1995 1995
1994 Suntec Industries - @) 1994
1993 1993
1992 1992
1991 1991
1990 1990
EDAP TMS e . 1989 1989
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______________________________________________________________________________________________________________________________________|
Numbers Employed by FUS Companies

M Companies M Employees

Number of companies Number of employees
20 750

16 600

12 450

8 300

4 I 150
0 1-10 11-25 26-50 51-100 101-150 151-250 251+ 0

Company size range

FUS Company Size

64%

of companies have
25 or fewer employees

74%

of companies have
50 or fewer employees

57%

of the industry is employed by
the four largest companies

This analysis includes all FUS industry companies, including FUS device manufacturers,
distributors, microbubble companies and OEM manufacturers.
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FUS Industry by Region

Clinical Device Manufacturers

North America

Acoustiic INC | Seattle, Washington, United States, www.acoustiic.com
Aucta Technologies INC | Minneapolis, Minnesota, United States, auctatechnologies.com
BrainSonix Corp | Sherman Oaks, California, United States, www.brainsonix.com

Exo Imaging | Redwood City, California, United States, www.exo-imaging.com
EyeSonix | Long Beach, California, United Sates, eyesonix.com
FUS Instruments INC | Toronto, Ontario, Canada, www.fusinstruments.com
FUS Mobile INC | Alpharetta, Georgia, United Sates, www.fusmobile.com
@ Guided Therapy Systems LLC | Mesa, Arizonia, United Sates, www.guidedtherapy.com
Harmonic Medical INC | Burlington, Ontario, Canada, www.harmonicmedical.com
HistoSonics INC | Ann Arbor, Michigan, United States, www.histosonics.com
International Cardio core, LLC | Edina, Minnesota, United States, www.hifu-rx.com
@ Kona Medical Inc | Bellevue, Washington, United States, konamedical.com
@ WMirabilis Medical Inc | Bothell, Washington, United States, mirabilismed.com
MR Instruments INC | Hopkins, Minnesota, United States, mrinstruments.com
NeuroSonics Medical INC | Baltimore, Maryland, United States
@ Profound Medical corp* | Mississauga, Ontario, Canada, www.profoundmedical.com
@ SonaCare Medical LLc | Charlotte, North Carolina, United States, www.sonacaremedical.com
SonoVol | Durham, North Carolina, United States, sonovol.com
TheraWave LLC | New York, New York, United States

VeinSound INC | Sunnyvale, California, United Sates

@ Manufacturers with regulatory approvals; see page IIl.21 for approvals.
* Profound Medical acquired the HIFU assets of Philips in July of 2017.
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FUS Industry by Region continued

Clinical Device Manufacturers

Europe

Cardiawave sA | Paris, France, cardiawave.com
CarThera sa | Paris, France, www.carthera.eu
@ EDAPTMS sa | Vaulx-en-Velin, France, www.edap-tms.com

@ EyeTechCare sa | Lyon, France, www.eyetechcare.com
Image Guided Therapy sA | Pessac, France, www.imageguidedtherapy.com
Medsonic LD | Limassol, Cyprus, www.medsonic.com.cy
The Philips Healthcare™ | Eindhoven, The Netherlands, www.healthcare.philips.com
PI Ceramic GMBH | Lederhose, Germany, www.piceramic.com
@ Theraclion sa | Malakoff, France, www.theraclion.fr
TOOsonix A/s | Hersholm, Denmark, www.toosonix.com
TRANS-FUSIMO | Bremen, Germany, www.trans-fusimo.eu
Ultralab 11D | Cankaya/Ankara, Turkey, www.ultralabltd.com

VeinSound sas | Lyon, France

@ Manufacturers with regulatory approvals; see page lll.21 for approvals.
* Profound Medical acquired the HIFU assets of Philips in July of 2017.
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FUS Industry by Region continued
Clinical Device Manufacturers

Asia
@ Alpinion Medical Systems co LTD | Seoul, South Korea, www.alpinion.com
@ Beijing Yuande Bio-Medical Engineering o LD | Daxing, China, www.yuande.com
Changjiangyuan Technology Development co LD | Beijing, China, www.cjykj.com

@ Chongging Haifu Medical Technology co 110 | Chongging, China, www.haifumedical.com

o EpiSonica corp | Hsinchu, Taiwan, www.episonica.com
@ |Insightec 1o | Tirat Carmel, Israel, www.insightec.com
MBInsight Systems INC | Taiwan
Mianyang Sonic Electronic Lo | Mianyang City, China, www.ultrasound.cn
NaviFUS corp | New Taipei City, Taiwan, www.navi-fus.com
Neurosona co LD | Seoul, Korea | www.neurosona.com
NINA Medical 11D | Israel | ninamed.com
@ Shanghai A&S Science Technology Development co 1D | Shanghai, China, www.aishen.com.cn
Shenzhen Huikang Medical Apparatus co L0 | Shenzhen, China, www.eswl.cn
@ Shenzhen pro-HiTu Medical Technology co LTD | Shenzhen, China, en.pro-hifu.com
Suntec Industries co 1D | Shanghai, China
Vensica Medical | Misgav, Israel, vensica.com

@ Wuxi Haiying Electronic Medical Systems co L0 | Wuxi, China, www.haiyingmedical.com

@ Manufacturers with regulatory approvals; see page IIl.21 for approvals.
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Clinical Device Manufacturers with Regulatory Approvals

Alpinion Medical Systems co LD Chongqing Haifu Medical Technology co L0

Regulatory approvals Regulatory approvals

Uterine adenomyosis, 2018
Uterine fibroids, 2014
Commercial treatments
Uterine adenomyosis
Uterine fibroids
Clinical research
Pancreatic tumors
Uterine fibroids
Devices
Alpius 900
VIFU2000
Treatment guidance
Ultrasound

Beijing Yuande Bio-Medical Engineering co L1p

Regulatory approvals

Breast cancer, 1999
Kidney tumors, 1999
Liver tumors, 1999
Pancreatic tumors, 2007
Uterine fibroids, 2007

Commercial treatments

Bone metastases

Breast cancer

Kidney tumors

Liver tumors

Pancreatic tumors
Prostate cancer

Soft tissue tumors, benign
Uterine fibroids

Device
FEP-BY02

Treatment guidance
Ultrasound
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Breast cancer, 1999
Cervicitis, 1999

Kidney tumors, 1999

Liver metastases, 2005
Liver tumors, 1999

Osteoid osteoma, 1999
Pancreatic tumors, 1999
Rhinitis, 1999

Soft tissue cancer, 1999
Soft tissue tumors, benign, 1999
Uterine adenomyosis, 2006
Uterine fibroids, 2006

Commercial treatments

Bone metastases
Breast cancer

Breast fibroadenoma
Cervicitis

Kidney tumors

Liver metastases
Liver tumors

Osteoid osteoma
Pancreatic tumors
Soft tissue cancer
Soft tissue tumors, benign
Uterine adenomyosis
Uterine fibroids

Clinical research

Breast cancer

Kidney tumors

Liver metastases
Liver tumors

Lung metastases
Osteoid osteoma
Pancreatic tumors
Retained placenta
Rhinitis

Sacral chordoma
Soft tissue cancer
Soft tissue tumors, benign
Uterine adenomyosis
Uterine fibroids
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Clinical Device Manufacturers with Regulatory Approvals continued

Devices

CZB
CZF
CZG300
JC
JC200
JC200D

Treatment guidance
Ultrasound

EDAP TMS sa

Regulatory approvals

Benign prostatic hyperplasia, 2015
Prostate cancer, 1999

Commercial treatments

Benign prostatic hyperplasia
Prostate cancer

Clinical research

Benign prostatic hyperplasia
Liver metastases
Prostate cancer

Devices

Ablatherm
Focal One

Treatment guidance
Image fusion

Planning Guidance
Ultrasound

EpiSonica corp

Regulatory approval
Soft tissue cancer, 2016
Uterine Adenomyosis, 2016-2019
Uterine Fibroids, 2016-2019

Device
ArcBLATE (ARC-100M)

Treatment guidance
MR

Planning guidance
MR

EyeTechCare sa

Regulatory approval
Glaucoma, 2011

Commercial treatment
Glaucoma

Clinical research
Glaucoma

Device
EyeOP1

Treatment guidance
Unguided

Guided Therapy Systems LLc

Regulatory approvals
Epicondylitis, 2018
Plantar fasciitis, 2018
Soft tissue injury, 2018

Device
Actisound

Treatment Guidance
Ultrasound
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Clinical Device Manufacturers with Regulatory Approvals continued

Insightec LD

Regulatory approvals

Arthritis, facetogenic, 2006

Bone cancer, 2013

Bone metastases, 2006

Bone tumors, benign, 2006

Breast cancer, 2007-2018
Depression, 2015-2018

Essential tremor, 2004

Multiple myeloma, 2013
Neuropathic pain, 2004
Obsessive-compulsive disorder, 2015-2018
Osteoid osteoma, 2006

Parkinson's disease, dyskinesia, 2015
Parkinson’s disease, tremor, 2015
Prostate cancer, 2016

Uterine adenomyosis, 2004

Uterine fibroids, 2002

Commercial treatments

Arteriovenous malformations
Arthritis, facetogenic
Astrocytoma

Bone cancer

Bone metastases

Breast cancer

Desmoid tumors

Dystonia

Epilepsy

Essential tremor

Multiple tumors
Neuropathic pain

Osteoid osteoma
Parkinson's disease, dyskinesia
Parkinson’s disease, tremor
Prostate cancer

Soft tissue tumors, benign
Trigeminal neuralgia
Uterine adenomyosis
Uterine fibroids
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Clinical research

Alzheimer's disease

Arthritis, facetogenic
Arthritis, knee

Astrocytoma

Bone cancer

Bone metastases

Bone tumors, benign

Brain metastases, breast cancer
Dementia

Depression

Dystonia

Endometriosis

Epilepsy

Essential tremor
Glioblastoma

Head & neck tumors

Holmes tremor

Huntington's disease

Liver tumors

Multiple sclerosis
Neuropathic pain
Obsessive-compulsive disorder
Opioid and other addictions
Osteoid osteoma

Painful amputation neuromas
Parkinson's disease, dyskinesia
Parkinson's disease, tremor
Prostate cancer

Soft tissue cancer

Soft tissue tumors, benign
Uterine adenomyosis

Uterine fibroids

Devices

Exablate Body System
Exablate Neuro
Exablate Prostate

Treatment guidance

MR



Clinical Device Manufacturers with Regulatory Approvals continued

Kona Medical Iinc

Regulatory approval
Hypertension, 2016

Clinical research
Hypertension

Device
Surround Sound (Prototype)

Treatment guidance
Ultrasound

Mirabilis Medical inc

Regulatory approval
Uterine fibroids, 2017

Commercial treatment
Uterine fibroids

Device
Mirabilis System (Prototype)

Treatment guidance
Ultrasound

Profound Medical corp

Regulatory approvals

Benign prostate hyperplasia, 2019
Bone metastases, 2010

Prostate cancer, 2016

Uterine adenomyosis, 2010
Uterine fibroids, 2009

Commercial treatments

Arteriovenous malformations
Benign prostatic hyperplasia
Bone cancer

Bone metastases

Bone tumors, benign

Cancer pain

Desmoid tumors
Endometriosis

Osteoid osteoma

Prostate cancer

Soft tissue cancer

Soft tissue tumors, benign
Uterine adenomyosis
Uterine fibroids

Clinical research

Benign prostatic hyperplasia
Bone cancer

Bone metastases

Bone tumors, benign
Breast cancer

Cancer pain

Desmoid tumors

Osteoid osteoma
Pancreatic tumors

Plantar fasciitis

Prostate cancer

Soft tissue cancer

Soft tissue tumors, benign
Uterine adenomyosis
Uterine fibroids

Vaginal tumors

Devices

Sonalleve
TULSA-PRO

Treatment guidance

MR
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Clinical Device Manufacturers with Regulatory Approvals continued

Shanghai A&S Science Technology Development co LD

Regulatory approvals

Bone metastases, 2002
Breast cancer, 2002
Liver tumors, 2002

Soft tissue cancer, 2002
Uterine fibroids, 2002

Commercial treatments

Endometrial tumors
Liver metastases
Liver tumors
Pancreatic tumors
Uterine adenomyosis
Uterine fibroids

Device
HIFUNIT9000

Treatment guidance
Ultrasound

Shenzhen PRO-HITU Medical Tech co L0

Regulatory approvals

Uterine adenomyosis. 2012
Uterine fibroids, 2012

Commercial treatments

Pancreatic tumors
Uterine adenomyosis
Uterine fibroids

Devices
PR0O2008
PR0O300
Treatment guidance
Ultrasound
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SonaCare Medical LLc

Regulatory approvals

Benign prostatic hyperplasia, 2001
Prostate cancer, 2005

Commercial treatments

Benign prostatic hyperplasia
Prostate cancer

Clinical research

Cervical tumors
Endometrial tumors
Ovarian tumors
Prostate cancer

Devices

Sonablate
Sonatherm

Treatment guidance
Ultrasound
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Clinical Device Manufacturers with Regulatory Approvals continued

Theraclion sa

Regulatory approvals

Breast fibroadenoma, 2012
Thyroid nodules, 2007
Varicose veins, 2019

Commercial treatments

Breast cancer

Breast fibroadenoma
Thyroid nodules
Varicose veins

Clinical research

Breast cancer

Breast fibroadenoma
Graves' disease
Head & neck tumors
Multiple tumors
Thyroid nodules
Varicose veins

Devices
Echopulse
SONOVEIN
Treatment guidance
Ultrasound

Wuxi Haiying Electronic Medical Systems co LD

Regulatory approval
Uterine fibroids, 2016

Commercial treatment
Uterine fibroids

Treatment guidance
Ultrasound
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First Global Regulatory Approvals for Companies by Indication

Manufacturers 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

Alpinion Medical Systems
Uterine adenomyosis
Uterine fibroids O @

Beijing Yuande Bio-Medical Engineering
Breast cancer L
Kidney tumors @
Liver tumors L
Pancreatic tumors

Uterine fibroids

Chongging Haifu Medical Technology
Breast cancer

Cervicitis

Kidney tumors
Liver metastases

Liver tumors

Osteoid osteoma

Pancreatic tumors
Rhinitis
Soft tissue cancer

Soft tissue tumors, benign
Uterine adenomyosis
Uterine fibroids

YYYYYYYYYYYY YYVYYY Y I

Approval @ North America South America
@ Approval begin date @ Europe @ Oceania
[ Approval end date ® Asia @ Africa
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First Global Regulatory Approvals for Companies by Indication continued

Manufacturers 9 00 01 02 03 04 05 06 07 08 09 10 11 12 13 14 15 16 17 18 19
EDAP TMS

BPH

Prostate cancer o ® @ -

®
Y

Y

EpiSonica
Soft tissue cancer

®
Y

Uterine adenomyosis
Uterine fibroids

EyeTechCare
Glaucoma @

Guided Therapy Systems
Epicondylitis
Plantar fasciitis
Soft tissue injury

Insightec
Arthritis, facetogenic
Bone cancer

Bone metastases

Bone tumors, benign

Breast cancer

Depression

Essential tremor @
Multiple myeloma

HE

ﬁ o | L

Approval @ North America © South America
@ Approval begin date @ Europe @ Oceania
[ Approval end date ® Asia @ Africa
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First Global Regulatory Approvals for Companies by Indication continued

Manufacturers 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

Insightec continued

Neuropathic pain ® @ >

0CD [ S e |
Osteoid osteoma @e @ @

Parkinson'’s dyskinesia [ B
Parkinson’s tremor oo o>
Prostate cancer o—1

Uterine adenomyosis o— 9
Uterine fibroids [ ] @ @D

Kona Medical
Hypertension o

Mirabilis Medical

Uterine fibroids [
>
o>

Profound Medical
Bone metastases
BPH

Prostate cancer O —0 0>
>
>

:

Uterine adenomyosis

@
Uterine fibroids o

Approval @ North America © South America
@ Approval begin date @ Europe @ Oceania
[ Approval end date ® Asia @ Africa
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First Global Regulatory Approvals for Companies by Indication continued

Manufacturers 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

Shanghai A&S
Bone metastases

Breast cancer

Liver tumors

Soft tissue cancer

YYVYYVYY

Uterine fibroids

Shenzhen PRO-HITU Medical
Uterine adenomyosis [
Uterine fibroids o

Yy

SonaCare Medical

BPH o o >
Prostate cancer % oo >
Theraclion
Breast fibroadenoma @ >
Thyroid nodules o =
Varicose veins o >
Wauxi Haiying Electronic Medical
Uterine fibroids ) >
Approval @ North America © South America
@ Approval begin date @ Europe @ Oceania
[ Approval end date ® Asia @ Africa
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North America—FUS Regulatory Approvals by Company and Indication

(o]

Yy Y :v YY I YYVYYY Yy

Manufacturers 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17

EDAP TMS

BPH
Prostate cancer Qo

Insightec
Arthritis, facetogenic
Bone metastases o0
Bone tumors, benign
Essential tremor [
Osteoid osteoma
Parkinson’s tremor
Uterine adenomyosis
Uterine fibroids o @

Profound Medical
BPH
Prostate cancer
Uterine fibroids ®

SonaCare Medical
BPH [
Prostate cancer [ B @

Approval North America
@ Approval begin date @ Bahamas, Ministry of Health @ United States, FDA, Mexico, COFEPRIS
[ Approval end date  Barbados, Ministry of Health and Wellness Center for Devices & Radiological Health
@ Costa Rica, Ministerio de Salud @ Canada, Health Canadsa,
@ Dominican Republic, MISPAS Medlical Devices Bureau
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Europe—FUS Regulatory Approvals by Company and Indication

Manufacturers 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

Alpinion Medical Systems
Uterine fibroids ®

Y

Chongging Haifu Medical Technology
Breast cancer
Kidney tumors
Liver metastases
Liver tumors
Osteoid osteoma
Pancreatic tumors
Rhinitis
Soft tissue cancer

\

Yy

YVYY

YVYY

Soft tissue tumors, benign

Uterine adenomyosis
Uterine fibroids

Yy

EDAP TMS
Prostate cancer o @

\

EyeTechCare
Glaucoma ® >

Guided Therapy Systems
Epicondylitis ®o—
Plantar fasciitis o
Soft tissue injury o

Approval Europe
@ Approval begin date @ Europe, CE Marking
[ Approval end date 0 Russia, Roszdravnadzor
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Europe—FUS Regulatory Approvals by Company and Indication continued

Manufacturers 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15

Insightec
Arthritis, facetogenic

@
Bone cancer
Bone metastases o
Bone tumors, benign ®
Breast cancer o
Depression

YYVYY

Essential tremor
Multiple myeloma ®
Neuropathic pain
0CD

Osteoid osteoma o
Parkinson'’s dyskinesia

Parkinson's tremor o
Prostate cancer

Uterine adenomyosis

Uterine fibroids o

YYY

Y

LI |

|

Kona Medical
Hypertension

® [ )
I Y Y VY ﬂ‘

Mirabilis Medicall
Uterine fibroids

Approval Europe
@ Approval begin date @ Europe, CE Marking
[ Approval end date  Russia, Roszdravnadzor
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Europe—FUS Regulatory Approvals by Company and Indication continued

Manufacturers 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

Profound Medical
Bone metastases [ - :
Prostate cancer (]
Uterine adenomyosis o
Uterine fibroids ]

Y

YYY

Shanghai A&S
Uterine fibroids o

Shenzhen PRO-HITU Medical
Uterine fibroids o

SonaCare Medical

Prostate cancer oo

Theraclion

Breast fibroadenoma o o
o>

Thyroid nodules ®
Varicose veins

Approval Europe
@ Approval begin date @ Europe, CE Marking
[ Approval end date 0 Russia, Roszdravnadzor
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Asia—FUS Regulatory Approvals by Company and Indication

Manufacturers

Alpinion Medical Systems

Uterine adenomyosis
Uterine fibroids

Beijing Yuande Bio-Medical Engineering

Breast cancer
Kidney tumors
Liver tumors
Pancreatic tumors
Uterine fibroids

Chongqing Haifu Medical Technology

Breast cancer
Cervicitis

Kidney tumors

Liver tumors

Osteoid osteoma
Pancreatic tumors
Rhinitis

Soft tissue cancer

Soft tissue tumors, benign
Uterine fibroids

EDAP TMS
Prostate cancer

Y YYYYYYVYYYY YYVY VYY Y I

Approval
@ Approval begin date
[ Approval end date

Asia

China, CFDA

Hong Kong, MDD
@ India, CDSCO
@ Indonesia, DGPMD

@ Israel, AMAR
@ Japan, MHLW
@ Kazakhstan, NCEM
@ South Korea, MFDS

@ Malaysia, MDA
@ pakistan, DRAP
@ Saudi Arabia, SFDA
@ Singapore, HSA

@ Taiwan, FDA

@ Thailand, FDA

@ Uzbekistan, GDQC
@ Vietnam, DMEW

.54 Focused Ultrasound Foundation | 2020 State of the Field



STATE OF COMMERCIALIZATION
|

Asia—FUS Regulatory Approvals by Company and Indication continued

Manufacturers 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

EpiSonica
Soft tissue cancer
Uterine adenomyosis
Uterine fibroids

EyeTechCare
Glaucoma

Insightec
Arthritis, facetogenic
Bone metastases
Bone tumors, benign
Breast cancer

Y

Y Y

Depression

i

Essential tremor
Neuropathic pain
0CD

Osteoid osteoma
Parkinson’s dyskinesia

Y

Yy

Parkinson’s tremor

TR

Uterine adenomyosis
Uterine fibroids

Profound Medical
Bone metastases
Prostate cancer
Uterine adenomyosis
Uterine fibroids

® L
® @
@

Asia
China, CFDA
Hong Kong, MDD

Approval
@ Approval begin date
[ Approval end date

® Taiwan, FDA
@ Thailand, FDA

@ Israel, AMAR
@ Japan, MHLW

@ Malaysia, MDA
@ Pakistan, DRAP

@ India, CDSCO
@ Indonesia, DGPMD

@ Kazakhstan, NCEM
@ sSouth Korea, MFDS

@ Saudi Arabia, SFDA
@ Singapore, HSA

@ Uzbekistan, GDQC
@ vietnam, DMEW
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Asia—FUS Regulatory Approvals by Company and Indication continued

Manufacturers 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

Shanghai A&S
Bone metastases
Breast cancer

Liver tumors

Soft tissue cancer
Uterine fibroids -

Shenzhen PRO-HITU Medical
Uterine adenomyosis
Uterine fibroids

SonaCare Medical

BPH P
Prostate cancer - @ o0 &

Theraclion
Breast fibroadenoma

o0 0
Thyroid nodules o0 0>
o>

Varicose veins

Wuxi Haiying Electronic Medical
Uterine fibroids

Approval Asia
@ Approval begin date China, CFDA @ Israel, AMAR @ Malaysia, MDA @ Taiwan, FDA
I Approval end date Hong Kong, MDD @ Japan, MHLW @ Pakistan, DRAP @ Thailand, FDA
@ India, cDSCO @ Kazakhstan, NCEM @ Saudi Arabia, SFDA @ Uzbekistan, GDQC
@ Indonesia, DGPMD @ south Korea, MFDS @ Singapore, HSA @ Vietnam, DMEW
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South America—FUS Regulatory Approvals by Company and Indication

Manufacturers 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

EDAP TMS
Prostate cancer o

Y

Insightec
Arthritis, facetogenic
Bone metastases
Bone tumors, benign
Essential tremor
Neuropathic pain
Osteoid osteoma
Parkinson's tremor
Uterine adenomyosis
Uterine fibroids

Y V:V?:V Y Y

Profound Medical
Bone metastases
Uterine adenomyosis
Uterine fibroids

SonaCare Medical

Prostate cancer . o >

Approval South America
@ Approval begindate < Argentina, ANMAT @ Trinidad and Tobago, Ministry of Health
[ Approval end date @ Brazil, ANVISA
@ Colombia, INVIMA
@ Ecuador, ANRCVS
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Oceania—FUS Regulatory Approvals by Company and Indication

Manufacturers 99 00 01 02 03 04 05 06 07 08 09 10 " 12 13 14 15 16 17 18 19

Insightec
Avrthritis, facetogenic

Bone metastases
Bone tumors, benign

Essential tremor
Osteoid osteoma
Uterine adenomyosis
Uterine fibroids

Profound Medical

[ ——
Bone metastases ) 1
o —
|
|

Prostate cancer
Uterine adenomyosis D
L

Uterine fibroids

SonaCare Medical
Prostate cancer ) >

Africa—FUS Regulatory Approvals by Company and Indication

Manufacturers 9 00 0 02 03 04 05 06 07 08 09 10 11 12 13 14 15 16 17 18 19
SonaCare Medical
Prostate cancer o >
Approval Oceania Africa
@ Approval begindate @ Australia, TGA @ South Africa, MCC

[ Approval end date @ New Zealand, MEDSAFE
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Timeline of Other FUS Companies by Region
@ Distributor @ Microbubble @ OEM

North America and

In past State of the Field Reports, the company timelines .
p porEs, pany South America* - | antheus Medical Imaging 2019

were based upon date of company formation. This year’s
reporting is a bit different. Instead of the date of 2018
incorporation we are reporting on the year the company e Dynaflow 2017
became involved in the FUS industry. For many carly-stage ,
. . . . Daxsonics Ultrasound - 2016
FUS manufacturing companies this date is one and the same;

however, for the OEM manufacturers and /or microbubble - American HIFU

companies listed here this is a difference from previous years. HIFU Prostate Services 2014

2015

Artenga 2013
- \fesselon 2012

Verasonics = 2011

2010

2009

2008

Ultrasonic S-Lab - 2007

- Syl Imagem* 2006

Electronics and Innovation - 2005
2004
1) &A Instruments -~ @) 2003
2002
2001
SonoGene -~ @)~ Piezo Technologies 2000
1999
1998
1997
THS International - @) 1996
1995
Sonic Concepts -~ ‘ 1994
1993
1992

1991

Onda = . 1990
*Located in South America 1989
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Timeline of Other FUS Companies by Region continued
@ Distributor @ Microbubble @ OEM

Europe Asia
e Brainbox 2019 Allmed Solutions (@) -~ S-Sharp 2019
GE-Parallel Design = 2018 Demakai - famura 2018
------------ PI Ceramic 2017 2017
2016 2016
Thermosome -~ 2015 2015
2014 ECHO Healthcare -~ @ 2014
OxSonics == 2013 2013
------------ Phoenix Solutions 2012 2012
Bracco Imaging 2011 @ - EofE Ultrasonics 2011
2010 Humanscan 2010
Alliance Medical Italia - 2009 2009
: - Promedica Bioelectronics 2008 2008
2007 2007
2006 2006
2005 2005
2004 2004
2003 2003
2002 2002
2001 Sumo Corporations - ‘ 2001
2000 2000
1999 1999
Meggitt — @) 1998 1998
Precision Acoustics 1997 1997
1996 1996
1995 1995
1994 Takai Hospital Supply - @) 1994
Imasonic - @) 1993 1993
1992 1992
1991 1991
1990 1990
1989 1989
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FUS Industry by Region

Other FUS Companies

North America

M DISTRIBUTOR
American HiFu LLC | Naples, Florida, United States, americanhifu.com
HIFU Prostate Services LLC | Charlotte, North Carolina, United States, www.hifuprostateservices.com
THs International INC | Indianapolis, Indiana, United States, www.thsinternational.com

M MICROBUBBLE
Artenga INC | Ottawa, Ontario, Canada, www.artenga.com
Dynaflow INC | Jessup, Maryland, United States, www.dynaflow-inc.com
Lantheus Medical Imaging INC | North Billerica, Massachusetts, United States, www.lantheus.com
SonoGene LLC | Glen Ellyn, Illinois, United States
Vesselon INC | Norwalk, Connecticut, United States, www.vesselon.com

M OEM
Daxsonics Ultrasound INcC | Halifax, Nova Scotia, Canada, www.daxsonics.com
Electronics and Innovation LTd | Rochester, New York, United States, www.eandiltd.com
JJ & A Instruments LLC | Duvall, Washington, United States, jja-instruments.com
Onda INC | Sunnyvale, California, United States, www.ondacorp.com
Piezo Technologies | Indianapolis, Indiana, United States, www.piezotechnologies.com
Sonic Concepts INC | Bothell, Washington, United States, www.sonicconcpets.com
Ultrasonic S-Lab LLc | Concord, California, United States, www.ultrasonic-s-lab.com
Verasonics INC | Kirkland, Washington, United States, www.verasonics.com

Europe
M DISTRIBUTOR
Alliance Medical Italia st | Milano, Italy, www.alliancemedical.it
Brainbox L1p | Cardiff, Wales, United Kingdom, brainbox-neuro.com
Penta Elektronik Medikal Sistemler As | Ankara, Turkey, penta-med.com.tr
Promedica Bioelectronics SRL | Roma, Italy, www.promedicastl.eu

M MICROBUBBLE
Bracco Imaging spa | Milano, Italy, www.braccoimaging.com
OxSonics LTD | Oxford, United Kingdom, www.oxsonics.com
Phoenix Solutions As | Moss, Norway, www.phoenixsolutions.no

Thermosome GMBH | Planegg/Martinsried, Germany, www.thermosome.com
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FUS Industry by Region continued

Other FUS Companies

Europe continued

M OEM
GE-Parallel Design sas | Sophia Antipolis, France
Imasonic sa | Voray-sur-I'Ognon, France, www.imasonic.com
Meggitt A/s | Kvistgérd, Denmark, www.meggittferroperm.com
Precision Acoustics LTD | Dorchester, United Kingdom, acoustics.co.uk

Asia

M DISTRIBUTOR
Beijing Ren De Sheng Technology | Beijing, China
Demakai co LD | New Taipei City, Taiwan, www.dermacare.com.tw
ECHO Healthcare INC | Seoul, South Korea, www.hifu.kr
Sumo Corporations LD | Shanghai, China, www.sumo.com.hk

M OEM
EofE Ultrasonics co LTp | Hanggongdaehak-ro, South Korea, ultrasonics.co.kr
Humanscan co 1D | Ansan, South Korea, www.humanscan.co.kr
S-Sharp corp | New Taipei City, Taiwan, www.s-sharp.com

Tamura corp | Tokyo, Japan, www.tamuracorp.com

South America

M DISTRIBUTOR

Sul Imagem | S&o José, Brazil, www.sul-imagem.com.br

Focused Ultrasound Foundation | 2020 State of the Field 111.63



THE FOUNDATION
|

Focused Ultrasound Foundation Overview

The Foundation is a unique medical research, education, The Foundation has a robust research program and

and advocacy organization created as the catalyst to accelerate organizes, conducts, and supports clinical trials and preclinical
the development and adoption of focused ultrasound and laboratory studies with an emphasis on brain disorders,
thereby reduce death, disability, and suffering for countless oncology, and immunotherapy. It is the largest

patients. To achieve its goals, the Foundation utilizes an nongovernmental source of focused ultrasound research
approach that is entrepreneurial, high impact, high performance, funding in the world.

market driven, and results oriented. . T
? Our mission is to accelerate the timeline of

By identifying opportunities and overcoming barriers, the clinical adoption of the technology to treat more
Foundation is shortening the time from laboratory research patients and relieve more suffering.
to widespread treatment.

Major initiatives include .
: fusfoundation.org

o Influencing the direction of the field, setting research
priorities, and creating an urgent, patient-centric culture

© Providing resources, both human and financial capital

o Fostering collaboration and stimulating innovation

o Creating, aggregating, and sharing knowledge

o Cultivating the next generation of clinicians and scholars

@ Increasing awareness

Standard of care

/ Lives improved

/

Patients

A ‘

2000 2050

Saving time = Saving lives
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The Focused Ultrasound Foundation wishes to thank its exceptional Board of Directors
and Council for their steadfast dedication to helping make focused ultrasound a clinical
reality and improving the lives of millions of patients.

Board of Directors

Neal F. Kassell, mp
Chairman, Focused Ultrasound Foundation
Former Co-chair of Neurosurgery, University of Virginia

Scott Beardsley, php
Dean, University of Virginia Darden School of Business

Eugene V. Fife
Founding Principal, Vawter Capital, LLC
Former Chairman, Goldman Sachs International

John R. Grisham
Author

William A. Hawkins Il
Senior Advisor, EW Healthcare Partners
Former Chairman & CEO, Medtronic

Daniel P. Jordan, phD
President Emeritus, Thomas Jefferson Foundation

Syaru Shirley Lin, phD
Adjunct Faculty, Chinese University of Hong Kong
Director, Goldman Sachs Asia Bank

Michael R. Lincoln
Global Business Department Chair, Cooley LLP

Michael Milken
Chairman, Milken Institute

Edward D. Miller, mp
Former CEQ, Johns Hopkins Medicine

Frederic H. Moll, mp
Chief Development Officer, ] & J Medical Devices
Co-founder, Auris Health & Intuitive Surgical

Charles W. “Wick” Moorman IV
Former Chairman & CEOQ, Norfolk Southern
Former CEQ, Amtrak

Gary Shapiro
President & CEO, Consumer Technology Association (CTA)®

Steve H. Rusckowski
Chairman, President and CEO, Quest Diagnostics Inc.
Former CEOQ, Philips Healthcare

Carl P. Zeithaml, pnp
Former Dean and F. S. Cornell Professor of Free Enterprise,
Mclntire School of Commerce, University of Virginia

Council

Jane P. Batten
Charles H. Seilheimer Jr.
Co-chairs

John B. Adams Jr.

Dorothy N. Batten

Ellen Block

Amanda Brown

Deborah Caldwell

Jessica Che-yi Chao

Nancy J. & Thomas N. Chewning
Marguerite & Norwood Davis
Peter Gabriel

David Goode

Rick Hamilton

Diane Heller

Cecelia S. & William J. Howell
Kat Imhoff

Dean L. Kamen

Ann Kingston

Harry Lester

Jonna Mendez

Paula F. Newcomb

Wyndham G. Robertson

Mary Lou Seilheimer

Alice H. Siegel

Allan C. Stam, phD

Aaron Stern, mp, PhD

Fredi & Howard Stevenson
Bernice Szeto

Jane M. Tolleson*

Andrew C. von Eschenbach, mp

*Deceased
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The Focused Ultrasound Foundation encourages widespread
distribution of the 2020 State of the Field Report in part or its entirety.
Inquiries for reproduction can be directed to Emily White at
ewhite@fusfoundation.org.

Date 9.8.2020
© 2020 Focused Ultrasound Foundation. All rights reserved.

No part of this report may be reproduced for commercial purposes in any written,
electronic, recording, or photocopy form or stored in a retrieval system without the
written permission of the Focused Ultrasound Foundation.

The Focused Ultrasound Foundation strives to provide the most accurate information
possible and therefore works proactively with the manufacturers and research sites

to collect the most current data available in advance of the release of this publication.
This report is based on data through December 31, 2019. The Focused Ultrasound
Foundation assumes no responsibility for any errors or omissions as every precaution
has been taken to verify the accuracy of the information contained herein. No liability
is assumed for damages that may result from the use of information contained within.
If you note something out of date or inaccurate, please submit the new information/
updates to: info@fusfoundation.org.
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Emily White, mp

Director of Operations
ewhite@fusfoundation.org EmAIL
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