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Study Device: Venovo™ Venous Stent
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+ 3 mm flared ends designed for vein wall apposition 8F-10F
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« Self-expanding nitinol stent designed for veins

* 6 radiopaque tantalum markers (3 on each end)

« Tri-axial, 0.035” over-the-wire delivery system
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Indication for Use: Treatment of symptomatic iliofemoral venous outflow obstruction ‘
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Lengths: 40 — 160 mm (20 mm increments)

Diameters: 10 - 20 mm (2 mm increments)

VERNACULAR Study Overview

Objective: Assess the performance of the Venovo Venous Stent for the
treatment of iliofemoral vein outflow obstructions

Design: Prospective, Multicenter, Non-Randomized, Single-Arm

— Intention-to Treat Population: 170 patients

— International Multicenter: 22 sites in USA, Europe, and Australia
Independent Analysis:
- ic & radiographic Yale Core Lab

— Duplex Ultrasound (DUS) evaluation: VasCore

— Clinical Events Committee (CEC): reviewed all adverse events

— Data Safety Monitoring Board (DSMB): assessed overall patient safety

VERNACULAR Study Investigators

Principal Investigator: Michael Dake

= Co-Principal Investigator (Europe): Gerard O’Sullivan
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22 Investigative Sites: U.S., Europe, and Australia

VERNACULAR Study Criteria

Key Inclusion Criteria Key Exclusion Criteria

* Symptomatic venous outflow obstruction in
the iliac & femoral veins > 50% (contrast
venography) * Contralateral disease in the iliac & femoral veins

* Malignant obstruction

* CEAP “C” (clinical score)t 2 3 or VCSS (pain
score)? 22 or below the level of the lesser trochanter

* RVD3: 7 mm - 19 mm (visual estimate) * Prior stent placement at the site of the target lesion

* RVD<7 mmor>19 mm
A Clinical Score from the Clinical-Etiology-Anatomy-
Pathophysiology (CEAP) Classification

*Pain Score from the Venous Clinical Severity Score (VCSS) « On dialysis or serum creatinine 3 2.5 mg/dl

 Reference Vessel Diameter

* Venous obstruction extending into the inferior vena cava
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Patient Demographics

ITT! Population Subgroups
Demographic Criteria Total (N=170) PTSZ(N=93)  NIVL® (N=77)

Mean Age, years £5D 5214153 4984150 5503154
Male/Female, %/% 37.0/629 | | as2/548 27.3/72.7_|
Mean BMI, kg/m?2 £,5D 28857.0 286564 291177
Co-Morbidities/Medical History, % (n)

Varicosis 78.2 (133) 763 (71) 805 (62)

May-Thurner Syndrome 60.0 (102) 37.6 (35) 87.0(67)

Smoker (Current & Former) 341 (58) 304 (28) 39.0(30)

Hypertension 324 (55) 29.0(27) 36.4 (28)

Dyslipidemia 27.6 (47) 215 (20) 35.1(27)

Diabetes (Type 2) 106 (18) 5.4(5) 16,9 (13)

Peripheral Artery Disease 106 (18) 6.5(6) 156 (12)

ITT population = 5% PTS; 45% NIVL
Intent To Treat Population; S e e

Lesion Characteristics & Procedural Data

Lesion Criteria Total (N=170) PTS (N=93) NIVL (N=77)

Lesion Locationt, %

Common lliac Vein us 921 973

External liac Vein 405 584 189

Common Femoral Vein 92 146 27
Lesion Morphology

Mean Lesion Length, mm £.SD 67.8440.0 8054428 552320

Thrombus Present, % (n/N) 8.6(14/162) 14.8(13/88) 14(1/74)

No Blood Flow (Occluded), % (n/N) 228(37/162) 38.6(34/88) 4.1(3/78)
Number of Stents, N 219 134 8
Number of Stents per Patient 13 14 11
Mean Stented Length, mm £ SD 10083527 13024569 8535337
Acute Technical Success? % (n/N) 100 (170/170) 100 (93/93) 100 (77/77)
Acute Procedure Success?, % (n/N) 98.8(168/170) 97.8(91/93) 100 (77/77)

VERNACULAR Study: Primary Endpoints

Safety: Freedom from MAEs (30 Days)

‘ ITT (N=170) ‘ 90% CI ‘Performaanoal prvaluel

Freedom from MAEs % (n/N) ‘ 93.5% (159/170) ‘ [89.5%, 96.3%] ‘ 89% 0.03

Freedom from MAEs with Venovo was
statistically significant when compared to
the literature-derived performance goal

Efficacy: 12-Month Primary Patency*

‘ 17T (N=170) ‘ 90%Cl

‘PedufmanceGoal‘ pvalue? ‘

PrvmaryPa(encv%ln/N)‘ 88.6% (133/150) ‘ [82.8%, 94.4%] ‘ 74% ‘ <0.0001 ‘

Primary Patency with Venovo was
statistically significant when compared to
the literature-derived performance goal

*Freedom from target vessel revascularization (TVR) and thrombotic
occlusion and stenosis > 50% measured by DUS Core Lab

+ p-value computed compared with the performance goal (89%) using a one-sided exact
binomial test

2 One-sided p-value calculated from the weighted Z-statistics

Secondary Endpoints: Final 36 Month Data

Primary Patency Through 36 Months
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Kaplan-Meier survival analysis — 1125 days s the end of the 36-month follow-up interval

VCSS Pain Score through 36 Months

Significant Shift to Lower Pain Scores
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Mean Pain Score Improvement from Baseline*:
-1.8 (95% Cl: -1.95, -1.

66)
*Paired mean difference in pain score at 36 months compared to baseline (95% Ci).

VCSS Pain Score Measures
‘ Discomfort in the Treated Leg:
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CIVIQ-20 Score through 36 Months

Significant Shift to Greater Patient Comfort

Mean Global Index Improvement from Baseline*:
-16.8 (95% Cl: -20.07, -13.54)

QIVIQ-20 Global Index: A
composite of 20 questions,
each scored from 1 (lowest)
t0’5 (severe) discomfort.
Components:
« Pain

« Physical
+ Psychological
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VERNACULAR Study: Final Data at 3 Years

ITT Population
Observations 12 Month 24 Months 36 Months
Freedom from TLR, (95%Cl)  92.6%[87.5,96.1]  89.4%[83.6,93.7 | 88.1[818,92.8]
Primary Patency, (90% Cl) 88.6%[82.8,94.4]" 84.4%(78.6,89.1]2 | 79.5% (72.4, 85.4]>
Stent Fractures, (n/N) 0% (0/137) 0% (0/128) 0% (0/98)3

Descriptive statistics - No formal hypothesis testing

+ Weighed primary patency rate (proportional analysis) — 90% CI from weighted Z-statistics
* Proportional analysis; Unweighted Cl is estimate by exact binomial method

* 98 patients had AP and lateral radiographs that could be evaluated by the Yale core lab at 36 months

Follow up at 3 years was impacted & delayed by the COVID-19 pandemic 3-year follow up: 75.3% (128/170 patients)

Arnsberg Registry — VENOVO® Stent

|Assess safety and effectiveness of venous stent placement
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Study through 36 months in patients with non-thrombotic iliac vein

lesions (NIVL) and post-thrombotic (PTS) iliac vein lesions

Vinvestizator-
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Design center, non-randomized registry
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Endpoints

Primary patency at 12 months; Clinical outcome at 12 months

Investigators |Dr. Rick de Graaf

Subjects 180 subjects; 50 (63%) PTS and 30 (37%) NIVL
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Arnsberg Registry — VENovO® Cohort

VENovo® Baseline VENOVO® Lesion Location
Scores Left 56 (70%)

CEAP av 30(38%)
3 21(51%) CVHEV+CFYV  18(22%)
46 38 (48%) EIV+CFV. 5 (6%)
Nearly 50% of the | - e
learly 50% of the lesions
had a CEAP score 2 4 Right 18(23%)
(complex lesions) and av 3(4%)
more than 20% involved CVHEV+ 14(18%)
the entire iliofemoral Y
segment
EIV+CFV. 1(1%)
(3% N/A

Stented length 134 mm
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Arnsberg Registry — VENOVO® Cohort

% Kiinikum Hochsauerland
|

Patency Results by Duplex
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NIVL vs. PTS Primary Patency After 24-Months =~ 5 e 36-Months Overall Patency Results s
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NIVL vs. PTS Primary Patency After 24-Months : : —
- / ] VCSS during follow-up period

Patency rate

NIVL: 96.8%
PTS: 94.4%
Mean 1057
days

4 loss of patency @ 36

months

3PTS
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VERNACULAR Stud

y Summary

Use of the VENOVO Venous Stent to treat iliofemoral vein obstructions, demonstrated:
* Primary patency benefit compared to a historical control (p < 0.0001)
* VCSS pain scores and QoL (CIVIQ-20) improved compared to baseline (p < 0.0001)

* Stent Fractures (Core Lab At

VERNACULAR Trial — Final Data at 3 Years:
* Improvement in pain from baseline (VCSS pain score)
* Improvement in overall patient comfort compared to baseline (CIVIQ-20)
* Primary Patency: 79.5% (84% K-M)

nalyzed): 0%

Venovo has received PMDA approval in Japan and will launch soon ]




