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FDA Grants De Novo Marketing Authorization for the
Distalmotion Dexter® Surgical Robot

Distalmotion’s Dexter Surgical Robot opens an entirely new era for soft tissue robotics in the
outpatient setting and ambulatory surgery centers that will have immediate benefit for patients.

Lausanne, Switzerland, Oct. 28, 2024 (GLOBE NEWSWIRE) -- Distalmotion has been granted De
Novo approval by the U.S. Food and Drug Administration (FDA) to market the Dexter Surgical Robot
for adult inguinal hernia repair. This significant milestone marks another step forward in
Distalmotion’s mission to empower robotic surgery excellence by expanding access and improving
care with robotic assisted surgery in the hospital outpatient and ambulatory surgery centers (ASC's)
where over 90 percent of inguinal hernia repairs are currently performed in the United States. [i]
With more than 1,300 patients successfully treated in Europe, Distalmotion’s extensive experience
has paved the way for bringing this innovation to the U.S. market.

Distalmotion is focused on developing a robotic platform for high-volume procedures and bringing
the benefits of robotic-assisted surgery to outpatient settings where demand for cost-effective and
efficient solutions continue to grow (7 percent ASC market CAGR).[ii] Dexter's mobile design,
combined with its small form factor, make it particularly well-suited to these environments,
allowing hospitals and ASCs to optimize resources while still accessing the latest technologies and
best-in-class surgical tools.

“We're excited to bring Dexter to the U.S. market and empower healthcare facilities with a robotic
solution that addresses the barriers of cost, space, and workflow disruption,” commented Greg
Roche, Distalmotion’s CEO. “Our goal is to enhance existing practices with robotics that support—
not disrupt—the way surgical teams operate.”

William Hope, MD, Associate Professor of Surgery, UNC Chapel Hill, General Surgery Residency
Program Director, New Hanover Regional Medical Center (Novant Health) added, “Inguinal hernia
repair is an excellent first indication for Dexter. Access to robots for these procedures has historically
been a challenge. Dexter's design will undoubtedly enable more patients to benefit from robotic
assisted surgery.”

Dexter seamlessly integrates into existing operating workflows and is fully compatible with current
operating room equipment, protecting hospitals' existing investments. Additionally, its single-use
instruments remove the complexities of reprocessing, further enhancing workflow efficiency.
Dexter’s design enables direct and quick access to the patient from the sterile surgeon console,
allowing surgeons the flexibility to choose the best technique for each step of the procedure. Dexter
is designed to be the “surgeon’s robot” that provides the physician complete control of the
procedure to optimize patient outcomes.

Sharing his perspective, Garth Jacobsen, MD, Professor of Surgery, Director of Hernia Surgery,
UCSD commented, “Dexter provides an open concept and the ability to transition from console to
bedside seamlessly, resulting in a system that is more ergonomic and operatively efficient than
current generation platforms. As a surgeon, | want the ability to use the tools and techniques that
enable me to provide the best care to my patients. That's what Dexter delivers.”

Echoing similar sentiments, Ryan Broderick, MD, Associate Professor of Surgery, UCSD shared,
“Dexter delivers exceptional performance and without limitations. Its open platform allows
flexibility, whether in terms of the surgeon console or the option to choose your preferred vision
system, stapling, and advanced energy. We are seeing the continued shift of procedures moving to
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the outpatient setting. The footprint and cost, both less than other solutions, enable Dexter to be
the ideal robot for outpatient sites of care and those patients. Dexter is the solution for everyday
surgeries and that's what the market needs.”

ABOUT DEXTER

Dexter® is designed to deliver the benefits of robotics to more hospitals, hospital outpatient
departments, and ambulatory surgical centers by being simple and straightforward to use, and
more accessible as a modular, small format, and open system.

As an open system, Dexter is designed to work natively with third party 3D imaging systems, energy
devices, vessel sealers and other laparoscopic devices.

It has a suite of fully wristed single use instruments providing the user with dexterity, precision of
movement, reliable instrument performance, and lower reprocessing requirements.

ABOUT DISTALMOTION

Distalmotion is a medical device company founded and based in Lausanne, Switzerland. Our
mission is to empower more hospitals, surgeons, and patients to benefit of robotic surgery. By
removing the complexities of robotic surgery, our aim is to establish a new standard of care, where
all patients in general, gynecologic, and urologic surgery have access to best-in-class minimally
invasive care.
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For further information visit: www.distalmotion.com/en-US and follow us on LinkedIn/Twitter:
@Distalmotion.

[i] Internal data on file
[ii] Fortune Business Insights (2024). U.S. Ambulatory Surgical Centers Market.
https:.//www.fortunebusinessinsights.com/u-s-ambulatory-surgical-centers-market-106323

Attachments

¢ About Dexter
e Dexter Surgical Robot



https://www.globenewswire.com/Tracker?data=dLvOfcvu1HcUzJDfezyB3t8YgvBDNUW0iV346vt5ARQFs-rYFjqV3ZJIHmllsXol54E0639Uqhy6Lr7OM7MQZLUYRoaUcmD3TL28Mb_iUeY-nAcH3LmjsWXgr_gxpvtY
https://www.globenewswire.com/Tracker?data=kD9Nuy5NyNXI18k7kwCA5BBXKRAAU2fRh7ai5diOhGhEU41nuXHh4dZ97X_RUqCN
https://www.globenewswire.com/Tracker?data=IMXurPnKQ2uKAAL1f9_1hGffiC1F-utuT43nOK18BWA1sxYGxEgDf5rB6S7IjPcq
https://www.globenewswire.com/Tracker?data=OkZpEFWCnC-vcFCVou3Jl_D5lnuLOEGcbVLjLq1UuHct1x-w5WYmLxaKYq0C_kT32LUChT9OGF05W_NL00d55CSaziGH2bgWicYFySC2alxvI8wvwLLDKiS7rJeaKGw9FjtJbnz43OpL61kn00o47cDAj29OtJVRNdP_xpw9DtF_0LlZtAmsrmqOs1xyb_DnzjA04tc9x6h7cDfSNaRQIj-fuhwH_8O19MxuTmVWnZ7Yl0MyI7wicfUP2eyxXSEVeHPw6o9Yz0HxRSqYu_QUAg==
https://www.globenewswire.com/Tracker?data=hvBh8EZ4OM8iifejm3I1xKFNSG7yK0qLTsmUzsGFEfOOokT8PDauicu5-w5yjvMjMEPm1sEmnX2c4LTX7LbuGuNgmJz2wZj9PolKDootyH5ZDqYkGLbX_31mDQ_8QtvjOxtlHksJrUeWGxdL8QJYaSBkfuT1_QLsHsfQPk4dVTk=
https://www.globenewswire.com/Tracker?data=8L6ShC9UWB-oUi15cqNCQvDbk9Bgxbk-iWVCMkhbR09rYax2Mc27fsIHQ_5xgPuXcqXXUNX1V-eA7dX23LVMe6Jh4VxVUFS8dS_TBj5BTU-786gFe1i3-izqPJxl4iyTXTEDEpZ23-aoFQlb4aJqmQfm3-PgoAj6yweUKACzkOA=

