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Varithena™
(polidocanol injectable foam) 1%

• Nonthermal, nontumescent treatment for venous insufficiency

• Varithena is FDA approved and indicated for the treatment of 
incompetent great saphenous veins, accessory saphenous 
veins and visible varicosities of the great saphenous vein 
(GSV) system above and below the knee

• Varithena produces cohesive, low-nitrogen microfoam with 
O2:CO2 (65:35) gas mixture with <0.8% nitrogen.1

1. Eckmann DM. Polidocanol for endovenous microfoam sclerosant therapy. Expert Opin Investig Drugs. 
2009;18(12):1919-1927

Objective Evaluate VLU healing rate, recurrence rate, 
and patient reported outcomes for Varithena

Study Design
• Prospective, multicenter
• Open label
• 12-month phase 4 registry

Primary Endpoints

• Rate of epithelial migration (mm/week) 
measured by wound perimeter on 
photograph

• Ulcer healing at 12 weeks (±1wk) post 
treatment

• Time from initial treatment with Varithena 
to ulcer healing

Patients • Patients classified C6 with active VLU
• N=80

Investigational Centers USA and Canada

• Follow-up visits at 1 week, 12 weeks, and 12 
months; phone calls at 6 months post 
treatment and 3 months post-wound closure

• Patients photograph ulcer between visits using 
app

• Study terminated early by the 
sponsor
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• Ulcer perimeter and epithelial 
migration measured by photograph 
using Tissue Analytics® application on 
tablets provided to patients

• Automatically measures ulcers using 
machine learning

• Data submitted to Tissue Analytics for 
independent physician analysis

Tissue Analytics:
Automatic Wound Measurement Application

www.tissue-analytics.com

Inclusion Criteria
• Age ≥18 
• CEAP C6 with chronic (≥ 3 months) 

VLU resulting from GSV and/or AASV 
incompetence

• Reflux >500ms on duplex ultrasound

• Ulcer can be visualized in one 
plane, or if wound is circumferential, 
subject must be able to capture entire 
wound using multiple photographs

VIEW-VLU
Key Inclusion and Exclusion Criteria

Exclusion Criteria
• Concomitant disease that confounds 

ulcer healing 

• Thermal ablation of index leg within 
6 weeks prior to treatment with 
Varithena

• Significant arterial disease or 
ABI≤0.8

• In the opinion of the investigator, 
wound would close within 12 weeks 
without additional treatment

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

VIEW-VLU
Varithena Procedure

Varithena Treatment by Ulcer N=80 Ulcers
Total Injection Sites 2.1 ± 1.6

Volume Injected Above the Knee (mL) 3.9 ± 5.7

Volume Injected Below the Knee (mL) 9.4 ± 4.5

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

68% of patients treated in a single session

Kaplan-Meier analysis shows that approximately half of 
wounds closed by 12 weeks and 72% by 6 months

Median time to ulcer closure (range) 73 (2-461) days
Wounds remaining closed 3 months post-closure 87% (47/54)

VIEW-VLU
Pain and QOL 64% Mean Reduction in Pain at 12 Months

*Patient reported pain at ulcer location on scale from 0-10

• 2 SAEs reported
• Both in same patient
• 2 days after index procedure

Assessment
• Asthenia (n = 1)

¡ Investigator assessed: related to the device
• Sponsor pharmacovigilance assessed: unlikely associated with the device

• Pain in extremity (n = 1)
¡ Investigator assessed: possibly associated with the device
¡ Sponsor pharmacovigilance assessed: possibly associated with the device

VIEW-VLU

Safety: Polidocanol-related SAEs
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Ulcer Size
1.5 – 6 cm2

Guidelines 
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Guidelines 

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

• 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)

VIEW-VLU
Summary


