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Apr 24, 2025

Focal One i expands HIFUsion® patient-specific imaging compatibility to include PSMA PET, ExactVu™ Micro-Ultrasound,
along with AI-driven and intelligent algorithms including Unfold AI™ and OnQ™ Prostate

Focal One i extends HIFUsion capabilities to integrate Koelis® 3D biopsy maps and DynaCAD Urology datasets

Focal One i system will enable future capabilities including treatment streaming and recording, remote collaborative
procedures and expanded clinical indications

AUSTIN,  Texas,  April  24,  2025  -  EDAP  TMS  SA  (Nasdaq:  EDAP),  the  global  leader  in  robotic  energy-based  therapies,
announced the launch of the new Focal One i system at the upcoming 120th  American Urological Association (AUA) Annual
Meeting being held in Las Vegas, Nevada from April 26-29, 2025.

The Focal One i system incorporates important new features and enhanced capabilities including:

Expanded  HIFUsion  compatibility  including  Prostate-Specific  Membrane  Antigen  (PSMA)  PET  scans,  ExactVu  Micro-
Ultrasound, Unfold AI® and OnQ Prostate®, as well as extended capabilities for Koelis 3D biopsy maps and DynaCAD
Urology datasets

Streamlined HIFUsion and treatment workflows with guided, step-by-step procedures designed to improve efficiency

Onboard Video Libraries to facilitate sharing standard techniques and clinical best practices

Integrated  ability  to  stream  and  record  Focal  One  i  treatments  as  well  as  enabling  remote  proctoring  and  remote
collaborative procedures

“The new features and design of the Focal One i system are based directly on the feedback from our customers, as well as
anticipating the future needs of surgeons performing focal therapy. Voice of Customer feedback is clear that Focal One surgeons
want to incorporate the latest diagnostic imaging modalities like PSMA PET and emerging AI- driven and intelligent algorithms to
further personalize Focal One Robotic HIFU procedures,” said Ryan Rhodes, Chief Executive Officer of EDAP TMS. “In addition,
we believe  Focal  One’s  digital  interface  and  fully  robotic  HIFU energy  delivery  design  is  uniquely  suited  to  enable  remote
proctoring and remote collaborative procedures. Cleveland Clinic’s successful achievement of the world’s first remote transatlantic
Focal One Robotic HIFU treatment from Ohio to Abu Dhabi serves as the first step in continued innovations that will allow Focal
One surgeon experts to connect remotely and share their expertise. We also believe the Focal One i will allow more efficient and
effective training and mentoring of surgeons while further broadening patient access to expert care.”

AUA attendees are invited to visit the Focal One booth #1419 to experience a hands-on demonstration of the Focal One i system
and explore the new features, system design, and future capabilities that demonstrate Focal One’s continued commitment to
innovation and reinforce its global leadership in focal therapy.

About EDAP TMS SA

A recognized leader in robotic energy-based therapies, EDAP TMS develops, manufactures, promotes and distributes worldwide
minimally invasive medical devices for various conditions using ultrasound technology. By combining the latest technologies in
imaging, robotics and precise non-invasive energy delivery, EDAP TMS introduced the Focal One® in Europe and in the U.S. as
the leading prostate focal therapy controlled by urologists with the potential to expand to multiple indications beyond prostate
cancer. For more information on the Company, please visit https://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

https://www.globenewswire.com/Tracker?data=zxQdvHaL-7yufDxAgKpuxOk_8uHmkSJvm-0sBvNL2Kr6wzf5EkrodizW1WU8JyZ_lCMCfqi6FXU_uUcvQR8oHM6RwSdp3bkgzsvzvC0VeknohzafMTLO5sWDKbtVwbI17j9tkZx05AMwElq8Sv6o190tbTZZYq_OGJqQ8JNsTjoVHJb4nkifp8SBlHdFvQLLi4zbqrPrRvNZrEbGm27MCE2T3Es_k0Wr8vgRgSNJQOxNU8VFQYXMsg5uo7bkOZWE7MMaQOgKxSqOAkj2DndHtha1wo9SELQRJP3kImWKZrCwHWoDi3qYo5A2E1hJVKtWHQHHznhUrYYUq4KCFEluSYfvN4W0vazHUy4Ykcs-QDG4t3nFm-w_dPwYD_XWITbRJUlGFaWuDeKcegWJtEt7NGOS2fW_Fc3pD4v-s0kBfWf444SIFmfUNZF-zwV_1PaHJF669AJIRbMbnHdkKJtVf09_yz3BJ19TwNw27hkpTJU03a7S6cXHoqFfJW8P2cJBKsjWS31DDp-iJLT38Ii6rFyv3u-N_lIcjxru2rscS7tC1jEG7S0CdeusFXv0JrfzwA4NNI-eJNsDrhSbF739ThSJqGDHiMplvRkbD2rPPoCIZ0cAWAWvroeafwullT7Ey1ZZcLLseZ2IDvIx4NgsAI3ilR1wi2EFdglcbz8Som-zGFdT8FWnalGcLrqCb1z7_bKcGCtN6ZGd93pBXBBEAlDp_CXthAJsZf7bPaIMcbYnMWPO2Pq94CwweLqaEQ-yN1zNIBqIztpT0_hOHWnKtUr25aTiV0LURHId0E-TnnClUpYoIlY326dUif-N6zF2nr1ZWqaMq_5F1RKj5sqqE9WEBdYcbmqC8iypWLH6B3EnkDHdPFKrFAhxEldBibTm0XR-J_TC0ipRDxxTNm8TT59pXCCnmZYmp4A2ObRu_VEyyYroDuRERgehxz8wwlNoGEtgPXPaw4COnAvIaJfUbI9TQkokxfxl1PQqzZQMks1SW_cUQR0_7hNDB6pXMS77G93K8Euyj_friWCCJl2tyHRQZVPu1o2Weoeybm37NuB6N12wq7nzSMZN7pIaP7AjPPlsPaDpPCGzcpX1j2JAuV9pt2ewajRI0YzzHpdtxBlG1xSaqd5yETXMBYo6h0qAt-2JNPVwBRjLlmqQWkF1TygeRjzzR_-XdG7vj-9GRRCZy0cNY3bsuxmUztvpJYOJNhYKMH8xEAlecA-nn6hMUiybuBi6Lztp9eNK5C0W2YNpLgY36DKU1KXE03oCn9wFRBpb7OJjOI7PSPf2SMLJe6xRZocYR-J3jOxWGT_4vjo-DqrbjssyX6FvVLVnYys5a8Jx-QZnyY0SYdvwNF0BDJ3HZy8QA93F4ruLBAjJfOWyFTjqMY9STD3DYp1T2sJIzAYhMHPOubSLOXHgCK0zh440Rio2dgs1TRuJ5VmVrX-V_yEfuZOT31yqux59rZxymHAv4zFW1wHsKirLJ1PHmoHXoI9ZaN8RBHGj2JmsqsJftFL59r7bzmhukSSpWvKFJZepxlKauLiJ5RlyUMoUjWrYU_1CA0VY9X_UcZj_pousFENOrAQQE4gaes4GRDJR-PVVTR3-LnKpcvmqSyjrgI4Wg9z1CLpPeE8EsRo9iEyHIum_Ranf27cuBgHtNCG44rolHbO45ooDdbKao6YwJhyLvzr0jPtSAbGC1nLLrfKLR-_P0ZLc-U5gSF32P1QM93CrPdG54_Lj8kNOkKQ-xAj4zbpGLjWfb7oHws--rODAj6TfB-7HpIB0BFxp9BEUlKTRD8mVTEhCp-QBKkDSe9Obuhjcgx_ZPoG4Yqb9au49Ngly5xv9gAP_4KiAbwZZheqtW0eRwy-5_wfExdwtuIAG9uAbIoPvXArb82qHQEO0I81pJ-B8CtjpZBBcJ8CzFUC9olTCSz_CsQh0oBJjeGTS6Azo11YSnp3EOqXdheheirxIMROlLMUYnUkDVMCGKFure-fTMy8h5lqyfK4witgimXKh7KBoML3wlJJoD75AxgmW5X5Rb13jldAXiEWhwxPHd_zXwrc_EbfAgT6_kJu7r72us90K82IKCTRn7MtJ9KC9Si_4i7Wx6e5ry2ln4XgfYD50NNFKjqqdnJWmWI1-LcGYTJI3nl6rCKb_JVmNi5v6-x-2A7h6jS0Shh1MQ5qhj97oAoaEKMIBQRr1Tc_EhIdTo-1tEA0oNqCqtu4WQ0K61RInBy65e70MyEbBe9AHjkzD2ejIG4nYhgS9mkgG5ovRg83KxJL-RguuucCdHyr-b58z06f1LfA1cXIqtL-vImb0VZ4ueFOY28zcC2e70zNcGBq1U0WREmrPCs4Vmz5KCO024PBfAeQPsMNOuOWZEdTbmzxYTtu99JnEg0fmyJHWdgDJU3SUgVKeSFGQHRRg04lhiYIw3ynfPS7LsAGzeclQomFmKnyibasZCMiwGMDe9j1Tr_L6Dob0DWTEiCvNq5SDhE9lajoaezOkE8PJuRXk7EMGEY-z4Ujpq_a1ZPJL-EXo5uhejDT3H0WMLkpQFYWMceBXrgB5FjN2s6i_T4QDr4ZuSBHYcydLV8NDClzCH06ft3tPTnL0VYvs4cyWLlhYRmErian4xMx3USAXtwb-sUzmULT5qWeviiGPnA_j6Iky78lZ0sihXEQKQKT39yJBre6KqZgPnngs0QoQE5Ws4x6gdXtDJW3lOubmYXIROB3Tdg9NCZVsTRbkt8_E-itSdQunrscOA9jfTNEeD8rw-ZOn_7Oq91cF5Ldq7sa7-wGCSS_IZ_B2EybN_0AJzw4bCtzzCYripT3_HCQqHrNLsVVM52rZRZxMELRd7gQwuVS62GhNgta_IpZYckA-F4g6-BgrTHd2G3xnvO2x5SETtTlCm3UScvJhJM2d42g39J90tyXBni5NWiTLSPVLyjblFAGMun_7WR0qoT3xngWaPWUu0VBsnOJBw_m0bvvARiJhYkBdxcm579Wbo_jYaM7m118OKfY9F5NvVz0VKchaqeZ_Pc6Yt97A6XM97yJZYCXsVk6LS7h8H9PIK99ElAz6oNJSJ6FteFuv6wWqiAPyB6-YbZDrkerdQmYu0VkktYxIwCtwn5pZ-V0=


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.
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