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Company Overview




Strategic Company Focus

Shift from Legacy Technologies and Distributor
Model and Transform into the Global Market
Leader in Robotic HIFU Focal Therapy
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Investment Thesis: Strong Growth Opportunity

v Large and Growing Market Opportunity: Urology and Prostate Cancer
" Solves an Important Unmet Clinical Need in Cancer
" Proven Compelling Clinical Evidence
" Increasing Patient and Physician Demand
Strong Hospital and Physician Reimbursement
Leverages Current Advancements in Imaging, Al, and Robotics
- Growing Worldwide Install Base

" Ideally Positioned for Expanded Indications (BPH, Endometriosis, Other)
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Strong Growing Global 3 50 Focal One Robatic HIFU
Market Presence

s

EDAP Offices - United States, France, Germany,
Switzerland, South Korea, Japar ¢ i

@® EDAP Customer Sites - Over 350 Clinical Sites
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Large and Growing Market Opportunity
In Urology and Prostate Cancer




e T Prostate Cancer is the Most Common
PROSTATE CANCER MARKET Cancer Amongst Men In the U.S.

3 '3 M i I I io n Prostate

American Men Living with Prostate Cancer

: o Lung & Bronchus
in the U.S.0 g

Colorectum i
? m New Cases

New Cases Diagnosed in the U.S.0 Deaths

35, 770 Urinary Bladder

U.S. Deaths from Prostate Cancer
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LARGE GCLOBAL MARKET

Prostate Cancer Market Opportunity

Number of New Prostate
Cancer Cases

® ® Europe 473,01
1.5 M I I I Ion Asia 386,424

Region

New Prostate North America 255,782
Cancer Cases Latin America 225,985
Per Year Africa 103,050
Oceania 23,602

Total 1.467.854%
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PROSTATE CANCER

Focal One Answers an Unmet Need for a

Large Underserved Patient Population

Focal One HIFU Focal One HIFU

Recurrence

Intermediate Risk High Risk BEliation Failure

No Treatment Radical Treatment

Progression from First-Line Treatment Salvage Treatment
Active Surveillance
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FOCAL ONE ROBOTIC HIFU

Global Addressable Market

edap | Focal One

470,000

Focal One HIFU Prostate Cancer
Annual Procedure Opportunity

150,000

Asia

100,000

North America

75 000

South Amenca
it ul L




DRIVING A PARADIGM SHIFT IN PROSTATE CANCER

Focal Therapy | The New Emerging Market

Future Market?
Emerging Market®?

Focal Therapy

Traditional Market® (HIFU)

Ed::lp| FocalOne




DRIVING A PARADIGM SHIFT IN PROSTATE CANCER

HIFU | The Fastest Growing Treatment Option

CAGR (2022-2024)

Pro

Brachytherapy
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Strong Supporting Clinical Evidence




Proven Clinical Evidence Supporting
Focal One Robotic HIFU

= THE KX RNAL
UROLOGY

1000+ Peer-Reviewed Publications Supporting HIFU in the m
Treatment of Prostate Cancer (!

Optimizing Trifecta Outcomes for Prostate Cancer

1. Cancer 2. Maintain 3. Preserve
Control Urinary Control Sexual Function

Functional Outcomes
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HIFI - Prospective Multicentric Comparative Study
Focal One HIFU vs Radical Prostatectomy

Published in European Urology — December 2024

12 ]
Time since intervention (mo)

Prospective, Comparative, Multicentric, non-inferiority clinical trial
comparing HIFU to Radical Prostatectomy (RP)

3,328 patients treated (1,967 HIFU - 1361 RP) across 46 centers
20% of HIFU patients treated with Focal One

Comparable Cancer Control (Primary Endpoi
90% STFS for HIFU vs 86% for RP; p
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HIFI Study Demonstrates Optimal Trifecta Outcomes

2. Maintain 3. Preserve

1. Cancer Control Urinary Control Sexual Function

Comparable Oncologic Outcomes

T Salvage Treatrment a1 30 months

Urinary Continence Erectile Function
Jad-Fres Continenos at 12 months ecr ma s from baseline at 12 rmonths

HIFL SURGERY

a3
HIFU Provides Superior Functional Outcomes

I.e.n%

90%  86%
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FARP - Randomized Controlled Trial
Focal Ablation vs Radical Prostatectomy

Final Results Presented at AUA 2025

OPTIMAL TRIFECTA QUTCOMES
e Randomized Controlled, Non-inferiority Clini i mparing
Focal Ablation (FA) to Robot-Assisted Radical Prostate ny (RP)
Equivalent Oncologic Control at 3 years |

Superior Functional Outcomes after Focal Ablation

213 Patients included in the Clinical Trial

ocal Ablation

25% of Patients refused radical surgery after randormized
to RP and opted for FA

80+% of Focal Ablation patients treated with Focal One®
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Strong Hospital and Physician
Reimbursement




STRONG REIMBURSEMENT CMS

Create.s Favo ra ble CENTERS FOR MEDICARE & MEDICAID SERVICES
Environment 1. APC Level 6 Under CMS for CY23 and CY24 03
fOr G rOWth 2. 90% Increase in Reimbursement in 2023 (1.2)

3. APC Level 6 Maintained by CMS in 2025 8

edap | Focal One’




Hospital Outpatient Medicare Payment

Procedure CPT? Code Site of Service
Prostate

Brachytherapy 55875 Standard OR
Cryo Ablation 55873 Standard OR

MRI Transurethral

o i Abistion C9734 /55882 Specialized MRI Suite

HIFU 55880 Standard OR

Laparoscopic

Prostatectomy 55866 Standard OR

without Robotic Assist;

2025
$5,084"

$9,247"

$12,992"

$9,247"

for nerve-sparing)

+5.4%
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Favorable Physician Payment

® [Work RVU Physician Payment )
Procedure CPT" Code (2025)? (Medicare - 2025)
Prostate Brachytherapy 55875 13.46 $763
Cryo 55873 13,60 $744
MRI Transurethral Ultrasound Ablation 55882 1.50 $579

HIFU 55880 17.73 $951

Laparoscopic Prostatectomy

55866 $1,157

(Laparoscopic Prostatectomy O thout Ro tance and/or nery
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Focal One’ Best-in-Class Technology




THE LEADING FOCAL THERAPY TECHNOLQOGY

Targeting and Imaging
- Delivered Ablation '

L |

a o

Image Guided : Ly
Treatment Planning ‘af K
- - o

s
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Focal One® Core Technologies

Imaging |

Focal One

Robotics .‘

Artificial W%
Intelligence

(AI)

edap l Focal One




The Most Advanced Robotic HIFU In;a:_:;e-GL:lided Treatment Planning
Platform Controlled by Urologists

Focal One (i

- Expanded HIFUsion® Capabilities
- Streamlined Treatment Workflows
- Embedded Video Content Library
- Treatment Streaming and Recording®*
+ Remote Proctoring & Telecollaboration®
e .. T ] 3 Integrated
- Endometriosis Treatment Ready Workstation

= i ith

Edap| Focal One'




F I 0 ® @ World's First Focal One Robotic HIFU
Dc a ne Transcontinental Telecollaboration

g T3 Cleveland Clinic

Cleveland Clinic
Cleveland, Ohio

Cleveland Clinic
Abu Dhabi

Abu Dhabi

edap | Focal One
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BPH & Endometriosis
Large Market Opportunities For Expansion




HIFU Unlocks a Large Market Opportunity

1.5M"

Prostate Cancer

1.3 M”

BPH (Benign Prostatic

P Rectal Endometriosis
Hyperplasia)

Ed::lp| Focal One




BENIGN PROSTATIC HY.RERPLASIA Leveraging Expertise in Robotic HIFU
(BPH) MARKET and Prostate for BPH

L4 L 2.2 Million n actively managed for BPH/LUTS:
94 M I I I Io n : inder Drug r-.-'lanag ent (4

Global cases'of BPH in 201a 0 35% under Watchful Waiting 4
300,000+ Active Surgical Treatments 3

L] ® :
15 M II Focal One Ro £ HlFU TF'Chru |{ v has the
I Ion ol tial to ¢ >tion thar

U.S. men are affected by BPH/LUTS ) : ldmg i
‘eatments.

600 000 10,000s PCa treatments constitute a rob

foundation to build upon for a BPH strat

:|de n—rf'feu 5 u_-T tanddrd :urgical

. men aged 65+ newly diagnosed annually ©
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BPH: FOCAL ONE CLINICAL STUDY PROGRESS

Building High-Level Evidence in the Treatment
of Benign Prostate Hyperplasia

Feasibility Study

Completed

Monocentric Feasibility Study

(9 patients)

Confirmed Safety and
potential for improvement
of BPH-related sympto

.

Phase I-l1l Study

Recruiting

First Patients Treated

Phase I: Three-center study
HIFU dose escalation

Phase II: Multi-center Study
Safety and Efficacy

HIFU Parameter

defined in Phase 1

U.S. Study
Under IRB Review

Protocol based on
previous study findings

Ed::lp| Focal One’




ENDOMETRIOSIS MR KET

6.5 Million

US Women Have Endometriosis

1.3 Million

20% of Cases are Deep Infiltrating Endometriosis
(DIE) in the U.S.&2)

1% of U.S. Women

are Affected by Endometriosis 2)

edap | Focal One

Leveraging Expertise in Robotic HIFU
For Endometriosis

management

Focal One has the potential of offering a non-
invasive option with the ability of Reducing
Symptoms and Improving Quality of Life




ENDOMETRIOSIS: FOCAL ONE CLINICAL STUDY PROGRESS

Building High-Level Evidence in the Treatment
of Deep Infiltrating Rectal Endometriosis

Phase | Study Phase Il Study Phase Il Study CE Mark

Completed Completed Completed Enrollment March 25, 2025

@_

infiltrating the rectum

Published in Journal Follow-up of all patients in
of Human progress
Reproduction in 2024
Group
ected and

eived HIFU Treatment Ed::lpl Focal One
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Growing Global Install Base




ACCELERATING ADOPTION
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FOCAL ONE IS THE LEADING FOCAL THERAPY TECHNOLOGY

Strong Adoption by the Highest Ranked
Prostate Cancer Hospitals in the US

BEST
HOSPITALS W
USNSWs v P B gl

FELLOWSHIP PROGRAM

7 Out of 10 19 Out of 35

Best Hospitals for Urology SUO Approved Programs

National
Comprehensive
NCCN | Cancer

/ Network®

48%

16 Out of 33

NCCHN Member Institutions

Ed::lp| Focal One’
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Key Financial Data




Financial Highlights as of June 30, 2025

THREE MONTHS ENDED JUNE 30TH $18.4M
$17.0M
2024 2025

Distrib%.ltion

Revenue 17.0

GCross Profit B.4 - -
: Distribution
£9.4M

Gross Margin 37.5%
Operating Profit (Loss)
Net Income (Loss)

(0.17)

1st Half 2022-2025 HIFU Business Key Metrics

+29% HIFU Revenue CAGR
+50% Focal One US Install Base CAGR
+52% US Focal One Procedure CAGR
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Balance Sheet Highlights as of June 30, 2025

Balance Sheet As Of:
June 30, 2025 June 30, 2024
Cash and Cash Equivalents 1241 32.4
Other Current Assets 41.4 39.8
Fixed and Other Non-Current Assets 15.9
88.0

Current Liabilities 29.4
Non-Current Liabilities L 7.6

Shareholders' Equity 327 5.0
88.0

Ed::lp[ Focal One’




SUMMARY

Positioned for Growth

Large Addressable Markets in Men’s and Women's Health

Growing Install base of Leading Tier 1 Academic and Community Hospitals
Differentiated Non-Invasive Robotic HIFU Technology Solving Unmet Needs for
Prostate Cancer, BPH and Endometriosis

Strong Clinical Evidence with Favorable Reimbursement in Place

Proven Management Team from Industry-Leading MedTech Companies

INTUITIVE  Jefmendohmon  stryker  Medtronic e €D cE Heattncare
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Focal-One

edap

The Global Leader in Therapeutic Ultrasound




