
11/22/24

1

Long-Term Results Of The 
SAVVE Trial: 
A Bioprosthetic Valve

November 22, 2024

Presented by

Dr. Jorge Ulloa, M.D., FACS.
Vascular Surgeon

Fundacion Santa Fe 
Universidad de los Andes

Bogota, Colombia

Disclosures

Chronic Venous Insufficiency (CVI)
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~$3B
Direct medical

costs2

~40%
More workdays

missed3

20-40%
1-year ulcer
recurrence1

~$30k
Spent on wound care  per 

patient per year2

1. Yost, M ary, The Sage Group, Chronic Venous Disease, Epidem iology, Costs, and Consequences, 2016
2. Sachdev, U lka, et. al. Suppressed N etw orks of Inflam m atory M ediators Characterize Chronic Venous Insufficiency, Journal of Vascular Surgery: Venous and Lym phatic D isorders, M ay 2018
3. Rice, J. Bradford, Burden of Venous Leg U lcers in the United States, Journal of M edical Econom ics, Volum e 17, 2014

~2.5M
Total 
Available 
Market

VenoValve: Unique Bioprosthesis
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Rigid stainless-steel frame

Porcine aortic valve 
noncoronary leaflets

Monocusp Valve FDA Breakthrough 
Device Designation

FIH Pilot study 
demonstrated sustained 

benefit in patients 
up to 3 years

Ulloa &  Glickm an. Vascular and Endovascular Surgery 2022, Vol. 56(3) 277–283

U.S Pivotal Trial
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Inclusion Exclusion

• Failure of at Least 3 Months 
Standard Care

• Axial Reflux > 1 Second
• CEAP Score: C4b, C4c, C5, C6
• Ability to Ambulate Without 

Assistance

• Hypercoagulable Condition
• Acute Deep Venous Thrombosis 

or Pulmonary Embolism
• Lymphedema
• Superficial Reflux

• Iliac/IVC Obstruction or Poor 
Central Venous Flow

• Uncontrolled Diabetes 
Mellitus

• Sepsis

• ABI >.61
• BMI <40

Valve Implant

• Proximal to Mid thigh Femoral vein

• Mobilize the SFA for adequate Femoral vein 
exposure
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Patients Characteristics
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Demographics

Comorbidities • Diabetes: 28.8% 
(N=21)

CEAP Classification

• C4b: 5/73 (6.8%)

• C4c: 5/73 (6.8%)

• C5: 21/73 (28.8%)

• C6: 42/73 (57.5%)
• 73.8% (N=31/42) of patients 

with C6 disease had ulceration 
for > 1 year

• Peripheral Artery Disease: 6.8% 
(N=5)

• Age: 62.9 [38-83]
• Male: 80.8% (N=59)
• Race

• White: 86.3% (N=63)
• African American: 12.3% (N=9)
• Other: 1.4% (N=1)

•  Mean BMI: 32.4

Procedural Outcomes
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Change in 
rVCSS and Systemic Reflux Data 
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.

The Pearson correlation coefficient 
was 0.16, indicating a positive 
correlation between the two 

outcomes; as the change in systemic 
reflux increases, the change in rVCSS 

also increases.   

Average of reflux values 2cm, 5cm, 
10cm below the valve compared to 
caudal/popliteal reflux average at 

baseline

SYSTEMIC DERIVED REFLUX

1 Year Results from SAVVE Trial

Device Patency at 1 Year
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*9 device occlusions. 8 recanalized. 

Target Vein Patency Rate*
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*Target Vein Patency Rate defined as absence of color flow in any of four locations of the target vein (femoral vein) where the VenoValve was 
implanted.
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Major Adverse Events (MAEs) 
at 1 year
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17 out of 18 subjects with MAEs through 30 days not impacted 
and achieved clinical meaningful benefit at 1 year

Average rVCSS Score Improvement
 at 12 Months
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rVCSS: Clinically Meaningful Benefit
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rVCSS: Point Improvement
Clinically Meaningful Benefit
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Patients < 3 Point rVCSS 
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C6 Patients: Active Ulcers 

HealX marker – Standard unit 
of measurement

Ulcer 2
Area: 9.99 cm²
Length: 5.06 
cm
Width 2.78 cm

Ulcer 1
Area: 60.83 cm²
Length: 14.24 cm
Width: 5.61 cm

Outcomes up to one year:
• Total area of ulceration after surgery compared to baseline
• Ulcer healing and improvement
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Ulcer Healing Summary
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Quality Of Life Indicators

20

VEINES

21

SYMS QoL

VAS Leg Pain Score
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Conclusion

The VenoValve  is a safe and effective treatment for 
patients with chronic venous insufficiency (CVI) due 

to deep valvular incompetency.

Benefits include improvement in QoL , reduction in 
pain, improvement in clinical outcome, and ulcer 

healing.
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