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Time from initial treatment with Varithena
to ulcer healing

Patients classified C6 with active VLU
N=80
Investigational Centers  USAand Canada
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VIEW-VLU

Tissue Analytics:
A Key Inclusion and Exclusion Criteria

ic Wound

¢ Ulcer perimeter and epithelial
migration measured by photograph
using Tissue Analytics® application on

Inclusion Criteria Exclusion Criteria
* Age 218

Concomitant disease that confounds

€ ) « CEAP C6 with chronic (= 3 months) ulcer healing
tablets provided to patients VLU resulting from GSV and/or AASV « Thermal ablation of index leg within
incompetence 6 weeks prior to treatment with
o 3 . Varithena
* Automatically measures ulcers using Reflux >500ms on duplex ultrasound

d ! : . : Significant arterial disease or
Ulcer can be visualized in one
machine learning L alze = ABI<0.8
plane, or if wound is circumferential,
subject m_us( be a_ble to capture entire « In the opinion of the investigator,
wound using multiple photographs wound would close within 12 weeks
without additional treatment

Data submitted to Tissue Analytics for
independent physician analysis

Study did not exclude patients based on wound age
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VIEW-VLU
Demographics

Ulcer age at first encounter, weeks

46 (60.5)

Hospitalization for target ulcer
—> 363 +102
Previous skin graft for target ulcer

12 (158)
Duration of compression, weeks

> SUED sy incompetence
32 (421)  Major perforator incompetence

Baseline VCSS (target leg)

—>348 + 518

10 (125)

264 + 359

77 (963)

32 (40)

186 = 47

Table II. Key VIEW-VLU and EVRA?® patient characteristics
at trial enrollment

Median ulcer size, cm?

Median VCSS
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VIEW-VLU

Varithena Procedure

68% of patients treated in a single session

Varithena Treatment by Ulcer Ulcers
Total Injection Sites 21+16
Volume Injected Above the Knee (mL) 3.9+5.7
Volume Injected Below the Knee (mL) 9.4+45

Number of Patients with Additional Varithena Treatment* 31.6% (24/76)

*Additional Varithena treatments could not occur until at least 5 days post index procedure

P Kaplan-Meier analysis shows that approximately half of
® wounds closed by 12 weeks and 72% by 6 months
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\Wounds remaining closed 3 months post-closure 87% (47/54
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VIEW-VLU

Pain and QOL 64% Mean Reduction in Pain at 12 Months

@ Mean Pain Score ®
~
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*Patient reported pain at ulcer location on scale from 0-10

VIEW-VLU

Safety: Polidocanol-related SAEs

* 2 SAEs reported

* Both in same patient

* 2 days after index procedure

* Asthenia (n=1)
= Investigator assessed: related to the device
- Sponsor unlikely

* Pain in extremity (n = 1)

= Investigator assessed: possibly associated with the device
= Sponsor pharmacovigilance assessed: possibly associated with the device

with the device
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Ultrasound-Guided 1% Polidocanol Endovenous Microfoam (PEM) vs.

Endovenous Laser Ablation (EVLA) for Superficial Venous Insufficiency

g‘ 1070 patients with CEAP 2-6 disease

F’v Single center retrospective study

PEM EVLA
550 patients 520 patients

Elimination of Reflux

69% 1 Mor!th Wour!d Healing

mfe) in C6 Patients

Minor Complications

Deak ST. J Vasc Surg Venous Lymphat Disord. September 2022

Ulcer Size]
1.5-6cm|

+ 0.8% Asymptomatic DVT
+ Two Endovenous Heat-
Induced Thromboses

+ 0.4% Asymptomatic DVT
+ One CFV Thrombus Extension
. 4%SVT
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Guidelines

Thermal ablation vs nonthermal ablation
of say veins.

Guideline 3.1.

5.1.1. For patients with symptomatic axial reflux of
the GSV. recommend both thermal ar
nonthermal ablation from the groin to below the
knee, depending on the available expertise of the
treating physician and the preference of the patient.

Level of recommendation: grade 1 (strong), quality of

Gui

The 2022 Society for Vascular Surgery, American Venous
Forum, and American Vein and Lymphatic Society
clinical practice guidelines for the management of
varicose veins of the lower extremities. Part |. Duplex
Scanning and Treatment of Superficial Truncal Reflux

B (moderate)
3.1.2. For patients with symptomatic axial reflux of

the ss, both thermal and . "
il L] Endorsed by the Society for Vascular Medicine and the International Union
‘mid-calf, depending on the avallable expertise of the of Phiebology
treating physician and tha preferenca of the patient.
s ersion grade'y (e SRl st Petar Gloviczki, MD? Pete . Lawrenca, MO Suman M. Wasan, M Mark H_ Meissner, MDS
3050 Ameida. MO Kol R, Brown. MO Ruth L Bush, MD, 0. MPH. Michael i lri, MD.” John Fih, D,
En Fukaya MD Monik L Gloviczki D, PRD. Ani Hingorani MO! A ayara, MO Ragh Kollur MD!
3.1.3. For patients with symptomatic axial reflux of M. Hassan Murad, MD, MPH.” Andrea T. Obi, MD” Kathleen 3. Ozsvath, MD," Michael 3. Singh. MD

the AAGSV or PAGSV, we suggest either thermal or Satish Vayuvegula, MD. and Harold 3. Welch, MD; Rochestor MN. Los Angeiesand Starfor. CA Rieigh NC.

blation, with additional phiebectomy, if ‘o, WA: iari FL Mibwaukon, V. Ao Aror, M. Tomple,Austin anc Plano, X, Columis and Toledo, O
on the avail pertise of the Scottscale, AZ Now Yok and Albany. Y Jckson, MS. tsburoh, PA andl Hyannis MA

of the patient.

‘of recommendation: grade 2 (weak), quality of

J Vasc Surg Venous Lymphat Disord 20:
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Guidelines

71, Telanglectasias and reticular veins

Guidelines Grade of Quality of
recommendation ~ Evidence
71 8
sclerotherapy with liquid or foam. (moderate]
72 we suggest 2 (weak) ]
if the patient (moderate]
sclerotherapy failure or small veins (<1 mm) with telangiectatic matting.
72.Varicose tributaries
Guidelines Grade of Quality of

recommendation ~Evidence

721 B
(moderate]

722 i i red 2 (weak)
varicosities by a
physician who i trained In the procedure.

J Vasc Surg Venous Lymphat Disord. 2024 Sep;12(5):101923.

VIEW-VLU

Summary

In a challenging patient population with 26.3% of patients having
circumferential wounds, 54% of wounds closed by 3 months, with a

median closure time of 73 days

9% improvement in mean quality of life scores at 12-month

64% improvement in mean reported pain scores at 12 months

Promising treatment for VLUs (while the data on previous physician
compounded sclerosants is quite heterogenous)
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