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VenaSeal Spectrum Program

VenaSeal vs Surgical Stripping study

VenaSeal system vs
Endothermal Ablation RCT

Three VenaSeal system vs
Studies Surgical Stripping RCT

VenaSeal system
Venous Leg Ulcer
Study

Enroliment complete Enrollment complete
Status February 2022 September 2022
=106 N =275

Enroliment complete
May 2023
N =125

Primary 1. Beri-procedure treatment satisfaction (30 days)

Endpoints 2. post- isfaction (30 days)
3. Elimination of truncal reflux (index procedure)
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Time to ulcer healing
through 12 months

VS vs S8

Conventional Venous Outcomes

Enrollment complete

Occlusion rate

February 2022
Anatomical Length ofvei closed ey
Recanalization
Ulcer healing
linis Ule .
cinia! el VS Allocated S Allocated:
n=53 =53
SF36/ EQSD
e oA Procedure: Procedure:
rpin £ e
Target imb healthcare n.=48, n=43
Health Economi ilization
conomie Return to work / safety 30-day follow-up: | | 30-day follow-up:
o Physician satisfaction n=46 n=43
Other Safety outcomes

6-month follow-up:
n=41

6-month follow-up:
n=41

racteristics

VenaSeal system

Key Demographics and Baseline Characteristics D)

Age (years) 60.3 £ 14.39 (50)
Female 58.0% (29/50)
Body mass index (kg/m?) 25.8+5.77 (50)
Symptoms in the target limb 96.0% (48/50)
Heaviness 75.0% (36/48)
Pain 70.8% (34/48)
Aching 39.6% (19/48)
Swelling 64.6% (31/48)

Numbers are mean £ 50 (a) or % (1N)

Surgical Stripping
(N=53 participants)
61.5 % 12.96 (49)
67.3% (33/49)
24.23.41(47)
89.4% (42/47)
73.8% (31/42)
64.3% (27/42)
45.2% (19/42)
47.6% (20/42)

Expected demographics and similar symptoms in both groups

procedural racteristics
VenaSeal system Surgical Stripping
Characteristic (N=53 participants) (N=53 participants)
(N=59 veins) (N=57 veins)
Pre-Procedural Characteristics
Average diameter of target vein (mm) 2 5.8+2.07(52) 5.7+175(48)
Target Vein
AASV 3.4% (2/59) 1.8% (1/57)
GsV1 79.7% (47/59) 84.2% (48/57)
GSV2 3.4% (2/59) 1.8% (1/57)
SsV 13.6% (8/59) 12.3%(7/57)
Intra-Procedural Characteristics *
Length of ciinically relevant superficial truncal disease in target vein (cm) 54.1+17.99 (49) 53.4+15.93 (44)
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Summary of primary outcomes

RCT Endpoint Paalue Alpha  Superiority: Take home message
LEeins 00013 0025 es Peri-procedural, participants treated with VenaSeal
Satisfaction

]

[ Post procedure 00504 005 No Post procedural participants are sifmilarly satisfied when treated with VenaSeal

2 Satisfaction
Elimination % of —

s N NA NA  Venaseal performs Siffilaty in elimination % of truncal refluc

Venous TSQ analyses®

Peri-procedure
B N=46 N=43
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TSQe at 30 days
p=0.0013

Post-procedure

36

N=46 N=43

TSQs score

© TSQs at 30 days
p=0.0504
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TSQs at 6 months
p=0.00752

Traditional quality of life measures?®
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Clinical assessment?!
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Change over 7 days
1 p=0.0306.

Change over 30 days
£=0,0086

Change over 6 months
p=02788
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Physician sati

VenaSeal Surgical Stripping
7.0% 9.3%
20.8%
20.9%
N=48 N=43
o
79.2% 62.8%
W Extremely Satisfied W Satisfied M Neutral | Di isfi u D

icated AEs thr

VenaSeal system Surgical Stripping
(B (N=53) (N=53)
Hypersensitivity* to VenaSeal system adhesive 11.3% (6/53) 0
Phlebitiss 1.9% (1/53) 1.9% (1/53)
Granulomaé 0 0
EGIT (ARTE)" Q 0
Serious AEs (SAEs)
Hematoma 0 1.9% (1/53)
Phlebitis 1.9% (1/53) 0
Peripheral venous diseases 0 1.9% (1/53)
Total SAEs 1.9% (1/53) 3.8%(2/53]
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Innovative study design — firstof its kind, robust Venaseal ished therapies in

participants with SVD d anovel p: ported outcorme.

Participants were more satisfied with VenaSeal treatment — venaseal system
rticipant: i higher peri-procedural i ilar post-procedural satisfaction (VenousTSQ) versus SS, and
they experienced improvements in disease severity (FVCSS) and QoL (mAVVQ) after 30 days.

Physicians were more satisfied with VenaSeal treatment — 100% of physicians were
satisfied with the VenaSeal system while more than 27% of physicians were less than satisfied with surgical stripping.

Independently verified safety profile — venaseal system has a lowincidence of adverse events, s aligned

blished literature. P

VenaSeal system surpasses SS in early 0utcomes — resuits suggest that Venaseal systemis an

excellent alternative.
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