
Medtronic News

Medtronic, the global leader in health care technology, today announced the primary and secondary outcomes of
the VenaSeal Spectrum Venous Leg Ulcer (VLU) Study in a podium-first presentation at the 2025 Charing Cross
International Symposium.

This single-arm study prospectively assessed time to ulcer healing following VenaSeal™ treatment in patients with
an active venous leg ulcer (classified as C6), as the primary endpoint, and a secondary endpoint of vein closure
through 12 months. Results from the Spectrum VLU Study provide essential evidence that VenaSeal effectively
heals venous leg ulcers, the most advanced stage of superficial venous insufficiency (SVI), by treating patients at
the source of their disease.

“This rigorous clinical data demonstrates that VenaSeal delivers outstanding ulcer healing rates in a challenging
subset of patients with advanced superficial venous disease,” said Prof. Manj Gohel, principal investigator of the
VenaSeal Spectrum Program, consultant vascular surgeon and honorary senior lecturer, Cambridge University
Hospitals, Imperial College (Cambridge, U.K.).“The evidence should give physicians confidence that VenaSeal is
an effective, safe, and appropriate treatment for a range of patients experiencing SVI.”

The Spectrum VLU data directly addresses SVI treatment in an understudied, complex patient population. Several
factors make C6 patients more complex to treat, including being of advanced chronological age and having high
rates of serious comorbidities. This new data builds on the known efficacy of endovenous interventions for less

severe superficial venous disease (C2-C5) 1, by demonstrating the value proposition for VenaSeal in the most
complex VLU cases.

Healing potential

VenaSeal delivered strong healing rates, rapid closure, and freedom from ulcer recurrence ​.

81.3% ulcer healing rate (1 yr)
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Spectrum Venous Leg Ulcer study
demonstrates clinical support for use
of VenaSeal™ in advanced superficial
venous disease
Results from study indicate strong healing rate of chronic venous ulcers when VenaSeal™ is used in patients with advanced
superficial venous disease



82.7% anatomic closure rate (1 yr)
83.0% freedom from ulcer recurrence (1 yr, after healing has occurred) ​

The median ulcer age in the study was 169 days, with a maximum ulcer age of 6,816 days (18 years and 8 months),
demonstrating that VenaSeal can heal even the most chronic and long-standing ulcers ​.

Safety and effectiveness endpoints

Safety events underwent rigorous review by an independent committee to ensure objective and representative
assessment. The following rates were observed:

VenaSeal system-specific safety events were consistent with prospective literature. Events included:
hypersensitivity to VenaSeal (0.8%), phlebitis (8.8%), granuloma (1.6%), Ablation-related thrombus extension
(ARTE) (2.4%) 

No deaths related to device or procedure ​
Eight serious adverse events (SAEs) related to the device or procedure: infections (4) ​, superficial vein
thrombosis (3), granuloma (1) ​
Low hypersensitivity rate of 0.8% ​

“This new data from the Spectrum Program expands the body of knowledge showing that VenaSeal is an effective
treatment across the full range of superficial venous disease severity,” said David Moeller, senior vice president
and president, Peripheral Vascular Health, which is part of the Cardiovascular portfolio at Medtronic. “It
demonstrates that VenaSeal is appropriate and reliable for complex SVI cases, building on the breadth of
published data on treatment earlier in the course of the disease.”

The VenaSeal Spectrum Program is one of the largest and most innovative clinical programs in the treatment of
venous disease. More information is available at medtronic.com/spectrum. The VenaSeal closure system is
commercially available in 70 countries, including the U.S. and all EU member countries.
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About Medtronic
Bold thinking. Bolder actions. We are Medtronic. Medtronic plc, headquartered in Galway, Ireland, is the leading
global healthcare technology company that boldly attacks the most challenging health problems facing humanity
by searching out and finding solutions. Our Mission — to alleviate pain, restore health, and extend life — unites a
global team of 95,000+ passionate people across more than 150 countries. Our technologies and therapies treat
70 health conditions and include cardiac devices, surgical robotics, insulin pumps, surgical tools, patient
monitoring systems, and more. Powered by our diverse knowledge, insatiable curiosity, and desire to help all
those who need it, we deliver innovative technologies that transform the lives of two people every second, every
hour, every day. Expect more from us as we empower insight-driven care, experiences that put people first, and
better outcomes for our world. In everything we do, we are engineering the extraordinary. For more information on
Medtronic, visit www.Medtronic.com and follow on LinkedIn.

https://www.medtronic.com/us-en/healthcare-professionals/therapies-procedures/cardiovascular/superficial-vein-therapies/clinical-evidence/venaseal-closure-system/spectrum.html
http://www.medtronic.com/spectrum
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Any forward-looking statements are subject to risks and uncertainties such as those described in
Medtronic's periodic reports on file with the Securities and Exchange Commission. Actual results may differ
materially from anticipated results.
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