edaptms

:S'l!"'g ng Mew Haorizons fo Therapy

LN

EDAP Announces Interim Results from Phase 3 Study Evaluating Robotic HIFU for the Treatment of
Deep Infiltrating Endometriosis

Jul 19,2024

e Robotic HIFU therapy continues to maintain an excellent safety profile, confirming positive safety data from prior Phase 1
and 2 studies in patients with deep infiltrating endometriosis

e At three months post procedure, the study's primary endpoint of reduced acute pelvic pain in the HIFU treatment arm
compared to the Sham treatment arm was not met

e Significant improvements were observed across primary and secondary outcome measures (endometriosis and digestive
symptoms) across the entire study population at three months

e The Phase 3 study continues as planned per protocol, with patients from the Sham treatment arm electing HIFU therapy

LYON, France, July 19, 2024 - EDAP TMS SA (Nasdaq: EDAP), the global leader in robotic energy-based therapies, today announced interim results
from its Phase 3 study evaluating robotic High-Intensity Focused Ultrasound (HIFU) therapy for the treatment of deep infiltrating endometriosis. The
Phase 3 study is a 60-patient comparative, randomized, double blind trial, with the primary objective of evaluating acute pelvic pain levels. All patients
were initially followed for three months after either the HIFU treatment or the Sham treatment.

Interim results:

e Robotic HIFU therapy continues to maintain an excellent safety profile in patients with deep infiltrating endometriosis,
confirming results from earlier Phase 1 and Phase 2 studies

e While both arms of the study showed significant reduction in pelvic pain scores at three months from baseline as
measured by Visual Analog Scale (VAS), the primary endpoint of reduced acute pelvic pain in the HIFU treatment arm
compared to the Sham treatment arm was not met; the Company and the Principal Investigator of the study believe the
three-month post-procedure follow-up period was likely too short of a time period to show clinically meaningful differences
in pain scores between the two arms of the study

e As measured by MRI, patients receiving robotic HIFU therapy experienced higher volume reductions in the endometriosis
nodule as compared to patients in the Sham treatment arm

e The Phase 3 study continues per protocol, with several patients initially in the Sham treatment arm having elected and
already received HIFU therapy after their pelvic pain returned to baseline levels

“The interim results from the ongoing Phase 3 study demonstrate that robotic HIFU therapy continues to maintain an excellent safety profile in patients
with deep infiltrating endometriosis. Additionally, the reduction in the volume of the nodules observed in the HIFU arm confirms the therapeutic effect of
the HIFU treatment,” said Professor Gil Dubernard, Head of Gynecology Department at Croix-Rousse Academic Hospital, Lyon, France, and Principal
Investigator of the Study. “This data is consistent with the prior results from the Phase 2 study that was recently published in the Journal of Human

Reproduction? on the safety and the potential benefit of HIFU treatment for well-selected patients with deep infiltrating endometriosis.”

“Although this initial data shows similar levels of improvement in pelvic pain scores between the two arms, we believe that a therapeutic benefit
favoring robotic HIFU is more likely to be confirmed over a longer period of time post-procedure, as suggested by the stabilization of pain scores at six
and twelve months observed in the Phase 2 study,” said Ryan Rhodes, Chief Executive Officer of EDAP TMS. “Moreover, the cumulative safety and
efficacy data from the Phase 1, 2 and 3 studies, suggests that robotic HIFU is a safe, non-invasive treatment and has significant potential to reduce
pain for women suffering from this debilitating condition. We are encouraged to see additional patients from the Sham treatment arm elect to be
treated with HIFU therapy in accordance with the study protocol, and we look forward to providing another update on the program later this year.”

About Endometriosis

Endometriosis is a chronic, progressive disease affecting nearly 10-12% of women of reproductive age. The disease is characterized by tissue
resembling the lining of the uterus growing outside the uterine cavity. This extraneous endometrial tissue may commonly occur in the peritoneum or in
pelvic and extra-pelvic organs such as the bowels, appendix, bladder, diaphragm muscle and thoracic cavity. The space between the uterus and the
rectum, known as the Douglas pouch, is one of the most frequent and symptomatic sites of endometriosis leading to (deep infiltrating) rectal

endometriosis.?
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About EDAP TMS SA

A recognized leader in the global therapeutic ultrasound market, EDAP TMS develops, manufactures, promotes and distributes worldwide minimally
invasive medical devices for various pathologies using ultrasound technology. By combining the latest technologies in imaging and treatment
modalities in its complete range of Robotic HIFU devices, EDAP TMS introduced the Focal One® in Europe and in the U.S. as an answer to all
requirements for ideal prostate tissue ablation. With the addition of the ExactVu™ Micro-Ultrasound device, EDAP TMS is now the only company
offering a complete solution from diagnostics to focal treatment of Prostate Cancer. EDAP TMS also produces and distributes other medical equipment
including the Sonolith® i-move lithotripter and lasers for the treatment of urinary tract stones using extra-corporeal shockwave lithotripsy (ESWL). For

more information on the Company, please visit hitp://www.edap-tms.com, us.hifu-prostate.com and www.focalone.com.

Forward-Looking Statements

In addition to historical information, this press release contains forward-looking statements within the meaning of applicable federal securities laws,
including Section 27A of the U.S. Securities Act of 1933 (the “Securities Act”) or Section 21E of the U.S. Securities Exchange Act of 1934, which may
be identified by words such as “believe,” “can,” “contemplate,” “could,” “plan,” “intend,” “is designed to,” “may,” “might,” “potential,” “objective,” “target,”

“project,” “predict,” “forecast,” “ambition,” “guideline,” “should,” “will,” “estimate,” “expect” and “anticipate,” or the negative of these and similar
expressions, which reflect our views about future events and financial performance. Such statements are based on management's current
expectations and are subject to a number of risks and uncertainties, including matters not yet known to us or not currently considered material by us,
and there can be no assurance that anticipated events will occur or that the objectives set out will actually be achieved. Important factors that could
cause actual results to differ materially from the results anticipated in the forward-looking statements include, among others, the clinical status and
market acceptance of our HIFU devices and the continued market potential for our lithotripsy and distribution divisions, as well as risks associated with
the current worldwide inflationary environment, the uncertain worldwide economic, political and financial environment, geopolitical instability, climate
change and pandemics like the COVID 19 pandemic, or other public health crises, and their related impact on our business operations, including their
impacts across our businesses or demand for our devices and services.

Other factors that may cause such a difference may also include, but are not limited to, those described in the Company's filings with the Securities
and Exchange Commission and in particular, in the sections "Cautionary Statement on Forward-Looking Information” and "Risk Factors" in the
Company's Annual Report on Form 20-F.

Forward-looking statements speak only as of the date they are made. Other than required by law, we do not undertake any obligation to update them
in light of new information or future developments. These forward-looking statements are based upon information, assumptions and estimates
available to us as of the date of this press release, and while we believe such information forms a reasonable basis for such statements, such
information may be limited or incomplete.

Company Contact

Blandine Confort

Investor Relations / Legal Affairs
EDAP TMS SA

+334 72153150
bconfort@edap-tms.com

Investor Contact

John Fraunces

LifeSci Advisors, LLC

(917) 355-2395

jffraun lifesciadvisors.com


https://www.globenewswire.com/Tracker?data=3ewrB8cDUK7JjS47ufNKPtKdxSbaFflmG-46Ap5-EL3vHRNbTlq5oVIWvsXCWn1cbgzbnoKhMGVbNJJXhuAFkEN7rvshXEguKpF5dmtW1hlNzy1w2oFJ-g8ouuIFYiTUD9hTU3FdE12FFQOO3GytqCWqjYlkgxtyEQvncr9HWuhIs4bJvA3iOWElSnzWG2zxPH4KrAwVRx-NwxhJUNhfSgOS7_vcVXHF0tHH3go2nWmk3AFAZAE6P9rxFz9oyhDpBBb0IQfji2bqFEvUSWaxQQTCIOfChiCmdiWfAle-vWIPoWqBdkFS0kmMTjid144vw_DlysEteAKwftw2rBAxrgVKAbrb7KW9N3n3SF-e1BhXqFMWgzgnu7r676l1kFjLoZQNwygPkU5ttpK3eYgysPnjwCX6AFGjb4diFpl2ZnxRxHe1arGgMvxFsloDObH1p62cevCYep6whhXW9_q5VMPmz4XWVDp_esWX5n1E7sTsrmd051La2fWH46JJoKiYO2alVRUCE5OeOsA9zwfyw2JUHzF_T4S_y_N-579E5PJZSKTchBwUR9x0JSOqFzJ2ciYYIn0f3KPLqC2K_OOInEtsW3-UIi6TF4OcGsEm7IsO0Geu2vF0jfQ-HadxdPA4
https://www.globenewswire.com/Tracker?data=3ewrB8cDUK7JjS47ufNKPkGOk5hY3BbGogk9Sx5H4pFETRqMOhUbpNd7lY21Qbydsq8RLf2VtSdClFDm65lBVOSxVHz6Et1egrJvpLpG7-oOrChkfCtX2oC-UjsixecnnkY1v4YsYZMv_ZxwKVGLWToSw4q8NwN_wkzSinG80ZDIL7AfHfGKQZ4yfFX8ixufZWSp7I-bCd6xc8dr0iAJvETGNeAZ-Yasil3v3EOw2aZC_2bvEnsedIrjwoQkT18Fps9sC-FOxpL81vi_C_KEBOflN2Sb7dJ270QpsltJGck8Ve8A9ET47n3J3W5cjnyMeLskhKZqhaAM6JSQ-RnOMQZWo81wanAe88L9Lzj9IIU=
https://www.globenewswire.com/Tracker?data=3ewrB8cDUK7JjS47ufNKPmB-RnNc93HsyG02y_ZUlnisxCNjS5On-T4c7MnaaW-VkVDedlkePHyEYU7tTNIGgskf3EYpL_YI_ASGk_WX8knBV5okMfKa4G2FHDN1E6ovq3GO-w16Q67SCVWBtov0to1ig1sqmVFRe2S2UbbgR5Anh-8EM-qnWo4fr9s4ZCnvz38x8l6oyvi_XdMOETraSuY6dDdfB02KEQ3ARwUQ3uaIBX2dShKDT4sGOJDuDw7LxE54YVmSIdyDvtzxAeURWg==
https://www.globenewswire.com/Tracker?data=yDJMYT1l_JQ09Ueo_05WkY-OHU6bnGpUkCwKHCZvMfb5fcFBhyk3UDdso0_QqHTL0-h40pu_FKo8P4yh5UyYegkQivVHIUJt8LacgLC1YU5OLmrGDYx1IbvYJn3z6M2yu7m1VZCdAj1POFprgHJ7XmJeZ9LB2zg9s3znfvbqKyoXSIZuDWcz4_xVooqDBRM-uz0F_9XoCPDzYMA0OyliC9yBGXZJknKSjUqubIffoGtZJwhvlZ-Y6IKGlgJspJuaUUeeYidbIAhLPWv5WBlWRK21BAbYgwjGnn7AX8mUICRdGphZYYpeksKYV3cXUiLiJl13ufRU9CIRMO9psbqAeNovPC4UQnckqIJclTn5RJ8E1zT5eBlgo6T1Rq6ovkUY4tsL-NWQvKozA_KDTLrjlAtkvfCoD1MWZwk8uieIv8KcGb3Talst6K0Yoveu_nctY3bV_626P3MkDINBXVkLkPC6WsfhUUQ-Dch5uZoot7U0LWjd7TPHief9vHREasuIkXam-OF0ptuYAbGo9AFnYS_U1NTPAQkwOmdkKrIpKWIKkeuc71G-MzL1v11kBZrTLhjuEYedgRlcGO0IZGPTQALUNDrSNmjI58TudyI7bDSOey_jp_lMTDZFXlQuIGe9-SeM9boBbm326F-winlz1DIv_kDcUoFWoqOaP6Q2wbqaXCDYuKKAV-WSQbFYsd77n88ca8me3ca61Oc2IUcVETGmbWpgdF00WUgV4dLBKTS8-2_AswOqPmp8djCHYapUkmiE8_srn-29kiWCFTYvvuChfefKjIXDVYdtxqNgOffJWNR-9QwbW-DKLUwEz5PLbqFzjW3LJzPnnFytnc3kenl76yGaWEdJovmd5ZCnV5VKJctdypo3kqL-_lP2BELxOtyXne3rZNQ-5rhRdmaReTpPJsHjsngNc2PZqaWH8Iwi5j17CoWqILgLJChyDPMRfiXx1nDCDwpkB2Aw9uZ_gcr_4KbyGleGrjfwhvyOkhsHp3S08rjEmeJLVfmv7sqOJIhe63q_i57EQoUfE5jDbTG6PV1IL87_izCesAABBcHV8HODCP_PieuK6jEJiNcH9dHxffjXDDQ-XIqQpIF1oM80jxAExd2QCworgbjEwYSSMica5fAXIjy4ZG5Yh0jNcAqUiR5X65_FMlIh4NXxS0vWoC_f3vc6ssXWNqjkKy8=
https://www.globenewswire.com/Tracker?data=XV2RsP9ixuD1tsceBn138C13IPppfDcR3gTzmWkmmQnaizbOTnksgSuyq1VgoNROcpE8ZsYt5Y_49IDg9MvRnF0lKoezl10_iORa0i0BhbK9OxHHchBWKSgl7VTQLXP57CL1jFWxa49BeS8tTiihtxY6SDmNXXhMY8nyvu0fTt8TMVmIPh0Cyf4XugsvHccMt901shVyHqPUnShCwOBJXdHja6Aa55N6Ewr9Kc5C47Pi0spKWWI_cm5ADnki5JLi2OUsCXkh7UPJVKsOlOxipPhsq40_lyqrwLjm8dGjy8-iju5RVudb4XBCrKfbfJFsAl0K2-Cw8DOEVFoasczqfE4sDF1nZV4_BAMqI9kDRD-5Yr-kWcqONeYFuTVaWHahogRfK_-J0FFi9fhm2XOWy_E2u38jU2mCl_wmet0F-E7cVM9z3sYO1qcMdVGuPish7H8lnqQhWLK12DmlhgEnO1Ag9pkeYoUWesDQA5b5jmlNy01LQdcxNaEYDWLuTfx6dYX1LeUDOaVFNoCAXheonGqNMF1CwS9l0bdOdFrp9HGCR1WGV_abxMWh28BRznMuQgFbzhYFeb6RYaBipKpu8r_FMy8Xp9NG2Ush0bauWZdAjpOhKweWvNFK2L7eLABqbwXBfEdf79qFV4f6NxgEs4C4QJ9eXuziRkKnRvGxM2OhpTlX-mle7KJwvgB9CgaQJC4wJl-S2B6JzlUzA269HQ==
https://www.globenewswire.com/Tracker?data=cj7HTMMt2RD2alAMuOP1abrWr0Lbu9dsGtrEaoWA-baEjnbtGJE_0c0KC5zpvwKiBCEszghFELcBR5JQrGXq2-n8pfxCNwxwdJ_5sFIO_AFcu7ioaF-r259d9YO8RAyS

