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Many techniques to treat superficial venous
disease

Patient-Reported Outcome Measures
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Patient-Reported Outcome Measures

SF-36: 36 Item Short Form Health Survey (generic)

Physical Health Mental Health

Patient-Reported Outcome Measures

EQ-5D: EuroQol Five Dimensionst.2 EQ

EuroQol Group

Five Different Domains:
« Mobility

« Self care Anxiety/Depression
« Usual activities
« Pain/discomfort

+ Anxiety/depression 5 D

Revised in 2005 to include 5 responses instead of 3 5 Dimensions

« No, slight, moderate, severe, extreme o No Problems

Slight Problems

Moderate Problems

5L Severe probems

5 Levels @ Unable/Extreme Problems

Pain/Discomfort
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Patient-Reported Outcome Measures
VVSymQ - Assessment of FIVE Symptoms!

“Since this morning, has your treated leg bothered you?” This question was asked for each of the Scoring
following: heaviness, aching, swelling, throbbing, itching. Response:

“Never” ‘ 0
“Rarely’ ‘ 1
“Some’ ‘ 2
“Often” ‘ 3
“Usually ‘ 4
“Aways” ‘ 5

Patient-Reported Outcome Measures

VEINES-QOL/Sym: Venous Insufficiency Epidemiological and
Economic Study Instrument®

How would you rae yoursalf? [0]1]2]3]4]5] .

Physical Functioning (10 items)
Physical Role Limitations (4 tems)
Bodily Pain (2 items)

General Health Perceptions (5 iterrs)
Energy/Mitalty (4 iterrs)

Social Functioning (2items)
Emotional Role Limitations (3 items)

Pain
Physical
Psychological
Social

How would you rate yoursel 0[1)2(3]4]5

Patient-Reported Outcome Measures

CIVIQ 20: Chronic Venous Insufficiency Quality of Life Questionnairet

Patient-Reported Outcome Measures

AWQ: Aberdeen Varicose Veins Questionnaire!

Varicose vein pain Draw your varicose veins from the
Varicose vein appearance front and from the back.

Swelling

Compression stocking use

Varicose veinitching

Varicose vein discoloration

Rash or eczema

Related skin uicer

Ability to do things at work, at home, or at play

Front Back
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Three Studies

Description

Primary Endpoints

Program Structure

VenaSeal Spectrum

Program

VenaSeal Spectrum VenaSeal Spectrum
[Endothermal Ablation (ETA) Surgical Stripping (SS)
Study Study

trial| ized controlled
to compare VenaSeal and trial to compare VenaSeal
ETA for CEAP 2.5 and SSfor CEAP 2.5

/enaSeal Spectrum Venou
Leg Ulcer Study

Prospective investigation off
VenaSeal for CEAP 6 CVD|

* Per-procedural treatment satisfaction (30 days)

+ Long-term treatment satisfaction (30 days, 6 & 12 months)
- Elimination o truncal reflux (index procedure)

Time to ulcer healing
through 12 months:

Patient-Reported Outcome Measures
VenousTSQ' Captures Satisfaction with Vein Treatment
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1. Gilbride CJ, et a. Brtish Journal of Surgery. 2023;110:200.
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Designing the VenousTSQ}! VenousTSQ' Design & Validation

Interviewed patients who received previous and

DI different treatment for their venous disease

DESIGN RELIABILITY & VALIDITY

=

Selected items from previous ~TSQ Item VenousTSQ-early

Toon Content % Linguistic “ Psychometric
(Vewers ) validity validity validity g ‘ analysis

Library

P

Does the questionnaire Do the questions capture all  Does the translation of the How shouid the measure be
appear to be measuring what - aspects that are importantto  questionnaire maintain the scored?
Collaborated with Spectrum Global Pls, Dr. it claims to measure? measure? face and content validity?
A Gibson and Mr. Gohel, for input of items that
are highly relevant to the patients with CVD
- 1. Gilbride CJ, et al. British Journal of Surgery. 2023;110:200.
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VenousTSQ Validity Conclusion
Psychometric Analysis
PROMs
- * The voice of the patient is important when evaluating outcomes with superficial venous disease
E— | Cost | | Apprehension | | Unpleasant | | e treatment as the “technical” results of all technologies are similar
garly (e) * Proper PROM development includes patient interviews focusing on items relevant to patients
core i -
Information | D's‘;[;'i""fom | Compression(e) DiE;i{ﬂl | + The initial reliability and validity of the VenousTSQe and VenousTSQs for the first 100 English-speaking

US participants of the VenaSeal Spectrum Program has been established

* While the VenaSeal Spectrum Program reports on standard outcomes (e.g. anatomic closure, return to
usual activities, etc.), this research highlights patient-centric evidence.

Satisfied Discomfort/ Compression(s) [l Usual activities * Further studies with superficial venous disease treatment should incorporate similar meaningful
VenousTSQ Pain U outcome measures
commend

Status (s)

Score
Control EEpaicEs Understandi Independence
after-effects
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