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Item	Regulation FD Disclosure.

7.01

As previously announced, spokespersons of EDAP TMS S.A. (the "Company") presented the information in the presentation attached hereto as Exhibit 99.1 at the FocalTherics Investor Day on June 1, 2026, which commenced at 8:00 a.m. ET and was open to all participants via live webcast through the Events and Presentations section of the Company's Investor Relations website. A replay of the webcast and associated slide presentation is available on the Company's website.

The information in this item and item 9.01 of this Form 8-K, including Exhibit 99.1, shall not be deemed "filed" for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the "Exchange Act"), or otherwise subject to the liabilities of that Section and shall not be incorporated by reference into any registration statement or other document filed under the Securities Act of 1933, as amended, or the Exchange Act, except as shall be expressly set forth by specific reference in such filing.

Item	Financial Statements and Exhibits.

9.01.

(d) Exhibits

Exhibit No.	Description
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99.1	FocalTherics Investor Day Presentation dated June 1, 2026

104	Cover Page Interactive Data File-the cover page XBRL tags are embedded within the Inline XBRL document
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.

EDAP TMS S.A.

Date: June 1, 2026	By:	/s/ Sanket Shah
[image: ]

Sanket Shah

General Counsel and Corporate Secretary

Exhibit 99.1
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FORWARD-LOOKING STATEMENTS & DISCLAIMER

This presentation is being furnished for informational purposes only and may be given in conjunction with an oral presentaticn It should not be taken out of context. Unless the context

requires ctherise, references o FocalTheric,” the Company.” we: "Us: and ‘our refer to EDAP TMS SA, operating under the corporate name FocaiTherkcs™ (Nasdad: FOCL)

The information contained in this presentation speals only as of the date this présantation & made, is preliminary, subjectto change, and reflects managements current expectations as
of the cte heref. The Company undertakes na obligation to update of revse the Information Contained in th presentation to conform these staterments to actul fesults,or o Make
hanges n the Company's expectations, except a5 required by appiicable law.

In addition to historcalinformation, this presentation contains forwarchiooking statements within the meaning of applicable federal securites aws,including Section 27Afthe US.
Securities Act of 1935 and Section ZIE of the U.S. Securities Exchange Act of 1954, These include statements regarding the Capany s business strategy, expected progress, expectations.
related to the Companys product candidates to treat various conditions, gronth and expansion plans. Forwardooking statements may be identified by words such as ‘believe! "can.
“contemplate “could; ‘plan. “intend. “may." ‘might. “potential, “objectve: target,"*project”predict; “forecast "guideline "should "wil’ "estimate; "expect and “anticipate. or
their negative or similar expressions. These statements reflect management's current expectations regarding future events and financial performance. Forward-looking statements are
subject to inherent isks and uncertainties, including matters not yet known to us or not currently considered material by s that coukd cause actual resuls to differ materialyfrom those
‘xpressed or impiied. Important factors that coukl cause actual fesults to iffer matarially nclud, amon others, the clincalstatus and market acceptance of the Company's Hih
Intensiy Focused Ultrasound (*HIFU') devices:isks associated with the intended discontinuation ofthe Company's Extracorpareal Shock Wave Lithatrpsy [ESWL) and Dtribution
operating segments, ncluding that the dicontinuation may take longer or cost more than expected, may result In disputes with customers, distrbutors, employees o other
Counterparties, and may ot praduce the strategic benefis anticipated: the rate and degree of market acceptance of the Company's products and therapies:the establishment and
‘maintenance offovorable reimbursement and paymert policies;the effects of increased competition; the abity to obtain required regulatory approvals; the development and protection
of intellectual property; the successful completion of clinical trials;and risks associated with the current worldwide inflaionary environment, the uncertain workiwide economic.political
‘and financial emvironment, geopoliicalinstability. climate change and pandemics, or other pubIE health crises, and thelr elated Impact on our business operations,including thelr
Impacts across our businesses or demand for our devices and senvices

Additional risks are described in the Company's filings ith the Securities and Exchange Commision, including under the headings " Cautionary Statement on Forward-Looking
Information* and “Risk Factors' n the Company's Annual Report on Form 10-K and subsequent quarterly reports on Form 10-Q.

This presentation and the accompanying oral presentation also contain estimates and other statistical data made by independert parties and by us relating to market size and growth
and cther data about our industry.This data involves a number of sssumptions and limitations, and you are cautioned not to Gve undue weight to such estimates. The Company has not
independently verfied the accuracy or completeness of the data contained In these industry publications and other publicly arilable nformation. The Company makes no
representations as to the accuracy or completeness of that data. In addition, prajections, assumptions, and estimates of ourfuture performance and the future performance of the
markets in which we compete are necessarlly subject to 3 igh degree of uncertainty and risk-

FocalTherics s.a medical device manufacturer and cannot and does not recommend specifc treatment approaches The clinical data presented herein s ntended for informational
urpases only. Individual patient results may vary. Patients should consult their physician to determine the appropriate tredment for thei individual circumstances.

Certain physicians referenced in this presentation may have received consulting fees, resaarch grants,or other compensationfom FocalThercs,

FocalTherics™ -
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Overcoming The Problem Of Tumor Multifocality
Within The Prostate Has Been Key To The
Emergence of Focal Therapy

Antedior Grade Group 1
0/ (Gleason score 3+3)
Right Lon
Grade Group 1 /Q ‘
(Gleason score 3+3) Posterior Grade Group 2

(Gleason score 3+4)

[Arora etal, 2004]




image65.png
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Stage, Gleason Score, And Tumor Volume
Converge To Define The Index Lesion
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Multiparametric MRI Is Enabled Physicians To
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Patient Selection Criteria

Preferred Focal Therapy Candidates:
« GG 2 or GG 3 prostate cancer in a single lesion visible on
MRI
« Concomitant GG1 prostate cancer elsewhere in the gland
is allowed and observed
« PSA =20 if prostate gland size <100gm
« No evidence of extraprostatic extension (MRI)
« HIFU:
« Anterior margin of treatment <4cm from the rectal wall
= No treatment plans crossing midline anterior to the
urethra
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Who Is A Candidate For Focal Therapy?

Across 3 prospective prostate cancer diagnostic and
screening clinical trials in the UK (total accrual >700
patients)

« 48-68% of patients suitable for focal therapy
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Key Trends In Patient Selection Expanding Focal
Therapy Eligible Patients

A. >60% of patients in the United States with low grade
prostate cancer are enrolled in active surveillance
and approximately 20% of these patients have
higher grade cancer detected within 24 months

B. MRI targeted prostate biopsies have enabled
detection of low volume ‘high risk’ prostate cancer in
a single lesion visible on MRI

C. Utilization of MRI in post radiation patients have
enabled detection of recurrence earlier and
localized stage making them candidates for salvage
focal treatment
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Advanced imaging and MR-targeted biopsies have improved the
ability to localize disease and risk stratify prostate cancer
Patients are seeking an option between active surveillance and
radical therapy
Patients are more accepting of less invasive treatments to
optimize quality of life as they seek to expand their own interests
instead of seeing prostate cancer as only a life or death decision
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Where Is Focal Therapy For Prostate Cancer Today?

« Inclusion in guidelines
« Rapid increase in scientific publications

« Participation in focal therapy instructional courses at
national meetings
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European Association Of Urology Has Changed
Their Guidelines To Include Offering Focal Therapy
(HIFU/Cryo) For Prostate Cancer Outside Of Clinical
Trails — Now Within Prospective Registries.
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Annual Scientific Publications Have Quadrupled
In The Last 2 Decades
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American Urological Association Offered 2
Courses In Focal Therapy For Prostate Cancer
And Both Sessions Were Fully Registered
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My Experience With The Commercial Utilization
Of The Focal One® Device

Advantages

Leading technology among competition in efficiency and decreased
treatment time per treatment
The robotic positioning system provides highly reproducible
targeting with submillimeter accuracy and automated treatment
planning thereby reducing operator variability
Ease of workflow: OR device without requirement of the MRI suite
State of the art:
1) Real-time treatment modification to adjust treatment
boundaries and update plans if anatomy shifts
2) MRl/ultrasound fusion software to improve identifying and
targeting the tumor
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Data: Oncologic Efficacy
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Data: Quality of Life

« Good or moderate erectile function reported in 90%
of patients with or without medications at 12
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Conclusions

« Data supports offering focal therapy as a viable treatment
option for select (and growing population) of patients with
prostate cancer

« Rapid adoption in academic hospitals enables a pipeline
of residents and medical students exposed to focal
therapy

« Inclusion of focal therapy in academic meetings
(courses, research sessions, panels) will positively
influence specialty and national guidelines

« Focal therapy has reduced the burden of prostate cancer
for patients without compromising oncologic outcomes
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FocalConnect™
Focal One Uniquely Designed for
High-Fidelity Focal Therapy Telecollaboration

Completely Integrated Leveraging Existing
Digital Platform Hospital Networks

Broadens Patient
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