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This Week’s Top Global Headlines

How Technology is Enabling Non-Invasive Care

For a patient with symptomatic superficial venous reflux involving the great saphenous vein,
established treatment may involve closing the affected vein through an endovenous procedure.
Surgical ligation and stripping also remain options in selected cases, although current clinical
guidelines generally recommend endovenous ablation for eligible patients.

Sonovein pursues the same clinical objective from outside the body. Using high-intensity
focused ultrasound (HIFU), the system delivers energy through the skin to coagulate targeted
segments of the great saphenous vein, without an incision or an intravascular catheter.

On 5 November, Theraclion announced that FDA had granted De Novo marketing
authorization to Sonovein on 4 November 2026. According to the company, the U.S. intended
use is the coagulation of blood vessels in patients with superficial venous reflux involving
segments of the great saphenous vein.

What makes this development worth unpacking is both the technology itself and what a De
Novo decision means for a novel device category.

Source note: At the time of writing, the Sonovein granting order and decision summary had not
yet appeared in FDA’s public De Novo database. The device-specific authorization date,
intended-use wording and product description in this brief are therefore drawn from Theraclion’s
announcement. More info here.

Deep Dive

The De Novo pathway is designed for novel medical-device types for which no legally marketed
predicate exists, but where general controls, or general and special controls, can provide
reasonable assurance of safety and effectiveness.

When FDA grants a De Novo request, it does more than authorize one product for U.S.
marketing. It establishes a new classification for that device type, and the newly classified
device may then serve as a predicate for future 510(k) submissions where appropriate. That
makes Sonovein’s authorization an important achievement not only for Theraclion, but for the
wider field of non-invasive therapeutic ultrasound. It creates a U.S. regulatory pathway for a
treatment approach that is fundamentally different from established catheter-based
interventions.

For Sonovein, the clinical objective is familiar: closing an incompetent vein contributing to
superficial venous reflux. The method is what makes the development potentially
transformative. Rather than entering the vein with a catheter or making an incision, Sonovein
delivers focused ultrasound energy externally through the skin. FDA’s De Novo decision
therefore represents an important regulatory milestone for the technology and the evidence
supporting this new treatment approach. The next chapter is adoption.


https://www.businesswire.com/news/home/20261105040387/en/Theraclion-Obtains-FDA-Authorization-for-Sonovein-Opening-a-New-Era-in-Non-invasive-Vein-Care-in-the-United-States

The opportunity now is to build on the authorization by showing where Sonovein fits most
effectively in clinical practice: which patients are best suited to treatment, how durable the
outcomes remain over time, how clinicians can be trained efficiently, and how the procedure
compares with established options in terms of patient experience, recovery, workflow and
resource use.

Payers and health systems will also want to understand whether the non-invasive approach
creates sufficient clinical and operational value to support coverage and broader
implementation. Sonovein has crossed an important threshold: a novel non-invasive approach
now has a pathway into the U.S. market. The exciting next step is translating that authorization
into clinician confidence, patient access and sustained adoption.

What the Pivotal Evidence Establishes

Theraclion reports that its prospective, multicenter VEINRESET pivotal study enrolled 70
patients across four U.S. and European centers and met its primary endpoint, achieving a
96.8% great-saphenous-vein occlusion rate at 12 months. The clinical-trial registry confirms the
70-patient multicenter design and the use of treated-vein occlusion at 12 months as the
primary endpoint. The 96.8% result comes from Theraclion’s reported topline findings.

Theraclion’s reported result is a compelling anatomical outcome. It indicates that Sonovein
achieved sustained closure of the targeted vein in the great majority of patients assessed at 12
months, which is an important demonstration that a completely non-invasive treatment
approach can achieve its intended anatomical objective.

Itis also important to interpret the endpoint precisely. Vein occlusion is not the same as a cure
rate, a direct comparison with established treatments, or proof that every patient experienced
the same degree of symptom relief. Instead, it establishes a strong foundation from which the
broader clinical and adoption story can now develop.

The next opportunity is to build on this result by demonstrating:

¢ meaningful improvement in symptoms such as pain, heaviness and swelling;

better quality of life and patient experience;

e durability beyond 12 months and low retreatment rates;

e which patients and anatomical presentations are best suited to treatment;

e how outcomes compare with established endovenous and surgical approaches;

e how efficiently clinicians can be trained and the technology integrated into practice; and

e whether the non-invasive approach creates sufficient clinical, operational and
economic value to support coverage and wider adoption.

These are not questions that detract from the De Novo achievement. They are the natural next
steps for a potentially transformative technology moving from regulatory authorization into
routine clinical care.

Theraclion’s reported VEINRESET findings indicate that focused ultrasound can achieve a high
rate of vessel closure without an incision or intravascular catheter. The next evidence chapter
can show how that anatomical success translates into durable patient benefit, clinician
confidence and broader access.

Authorization Opens the Door and Adoption Builds the Impact

A De Novo authorization establishes a pathway for Sonovein to enter the U.S. market under the
applicable regulatory controls. It is a major achievement: a novel, completely non-invasive
treatment approach has crossed the regulatory threshold and can now begin the next stage of



its clinical and commercial journey. That next stage is about translating authorization into
routine use.

Clinicians will want to understand which patients are best suited to treatment, how Sonovein
fits alongside familiar options, and what training and follow-up are needed to deliver consistent
outcomes. Healthcare organizations will consider how the technology integrates into existing
workflows, including equipment utilization, procedural capacity, staffing, training, follow-up and
the potential operational advantages of a treatment delivered without an incision or
intravascular catheter.

Payers will assess which patients are most likely to benefit, how the evidence compares with
established treatments, and whether the non-invasive approach creates sufficient clinical,
patient and economic value to support coverage.

For patients, the questions may be more immediate: Does the treatment require an incision?
Will a catheter enter the vein? What will the procedure feel like? How quickly can normal
activities resume? Will symptoms improve, and will the result last?

These are different perspectives, but they are not competing ones. Together, they define the
pathway from regulatory authorization to meaningful clinical adoption.

The De Novo authorization provides the regulatory foundation for Sonovein’s U.S. market entry.
The opportunity now is to build on that foundation with evidence and experience that help
clinicians identify the right patients, give health systems confidence in implementation, support
payer decision-making and demonstrate value in everyday care.

Sonovein has already achieved an important first: creating a U.S. pathway for a treatment
approach delivered entirely from outside the body.

The exciting next step is turning that regulatory milestone into broad clinician confidence,
patient access and sustained adoption.

ECNE Insight

The Sonovein story illustrates an important feature of the De Novo pathway. The evidence must
support the device seeking authorization, but the resulting decision also establishes a new
device classification and may help shape the regulatory expectations for similar technologies
that follow. Where applicable, the authorized device may also serve as a predicate for future
510(k) submissions.

That creates an opportunity that extends beyond the first product. For developers of novel
medical technologies, the evidence strategy should not stop at the question: 'What will enable
authorization for this device?'

It should also ask:
o What evidence will help clinicians understand where the technology belongs?
¢ What comparative questions will payers and HTA bodies raise?

¢ Which patient-reported, functional and quality-of-life outcomes will matter after
launch?

¢ What longer-term evidence will be needed to demonstrate durability?
¢ How will training, operator experience, and workflow affect outcomes?

o What post-market evidence will strengthen confidence as use expands?



At ECNE Research, we see the greatest opportunity when these questions are connected early.

Clinical development, regulatory strategy, human factors, reimbursement, training, publication
planning, and post-market evidence should not become separate stories assembled after
authorization. They should form one coherent evidence pathway, from regulatory decision to
clinician confidence, patient access and sustained adoption.

On Our Radar

USA | 10 November 2026 — FDA workshop on transcranial ultrasound: FDA and the
Focused Ultrasound Foundation will convene scientific and clinical experts to discuss
therapeutic and diagnostic transcranial-ultrasound devices. Topics include
mechanisms of action, patient risks, real-time safety monitoring, nonclinical testing,
clinical-trial design, outcome assessment and use in special populations. The hybrid
event will be webcast, and FDA expects to post an archived recording afterward. More
info here.

EU | 12-13 November 2026 — HMA/EMA Al and Data Forum: Regulators and
stakeholders will discuss trustworthy Al and the data foundations needed to support its
use across medicines development and regulation. The program includes data quality,
governance, interoperability, regulatory applications, and collaboration across the
European medicines network. The event will be held in Amsterdam and online, with a
public livestream available. More info here.

USA | 19 November 2026 — FDA Microbiology Devices Panel meeting: FDA’s Medical
Devices Advisory Committee will discuss pathogen-agnostic sequencing for emergency
preparedness and outbreak response. The panel will consider test design, clinical and
public-health use, implementation challenges and validation of bioinformatics systems
that must accommodate changing sequence data. Public comments will close on 12
November. More info here.


https://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/fda-and-focused-ultrasound-foundation-co-sponsored-public-workshop-research-roundtable-development
https://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/fda-and-focused-ultrasound-foundation-co-sponsored-public-workshop-research-roundtable-development
https://www.ema.europa.eu/en/events/hma-ema-multistakeholder-ai-data-forum-build-trustworthy-ai-strong-data-foundations
https://www.fda.gov/advisory-committees/advisory-committee-calendar/november-19-2026-microbiology-devices-panel-medical-devices-advisory-committee-meeting-announcement

