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LimFlow System Purpose-Built for pDVA
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LimFlow pDVA Procedure
Case Example

65 years, male

- Renal failure with chronic dialysis
- Forefoot gangrene

- Several PTA-attempts

- Calcified foot-arteries




LimFlow pDVA Procedure Overview
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CAUTION: Investigational device. Limited by Federal law to investigational use.



LimFlow pDVA Procedure Overview
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The ALPS Multi Centre

Purpose
e Retrospective evaluation of patients with no-option CLTI (NOP-CLTI)
treated with the LimFlow procedure

Method

* Multi-centre (Alkmaar, Leipzig, Paris and Singapore)

* Multi-disciplinary centres with integrated wound care

e Consecutive patients treated with LimFlow device

* Performed by a variety of operators (Angiologist, IR, VC)
e 11 July 2014 to 11 June 2018



Study Design

_____endpoints | _Inclusion/Exclusion Criteria

Primary Inclusion:

« AFS @ 6 Months * Rutherford 5/6
Secondary . No-Optlon CLTI (NOP-CLTI)

9 ing Exclusion:
arieune vealing @6 12 * Acute limb ischemia
* Limb Salvage P * Extensive tissue loss or
. 24 Months . . . :
e Survival | infection which precluded limb
salvage

* Known deep vein thrombosis




ALPS Patient Characteristics (n=32)

Rutherford SVS WIfI
Baseline Characteristics (n = 32) Classification Classification
Median Age (years) 67 + 14
Gender (Men) 63%
SVS WIfl (High Risk) 718%
Diabetes (Type II) 66%
Renal Insufficiency 53% 38%
Dialysis Dependent 16%

Immunosuppression 25% Y . .
ound Ischemia Infection
mClass 5 mClass 6 Om1m2 m3




ALPS Procedural Characteristics

Target Vessels

4% -

® Anterior Tibial

Procedural Characteristics

m Posterior Tibial Success Rate 97%

® Popliteal




ALPS Amputation Free Survival (n=31)
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ALPS AFS, Survival, Freedom From Amputation (n=31) g
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ALPS Complete Wound Healing

Complete Wound Healing
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ALPS Average TcPO, Results

Statistically Significant Rise after 45 Days
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Conclusion

This is the largest study of NOP-CLTI patients treated with
LimFlow showing mid and long-term results

In this complex group of patients, high technical success and
AFS rates up to 24 months are achieved

Wound healing achieved in majority of patients previously
destined for limb loss

Perfusion indices (TCPO2) show significant increases.

In selected patients with NOP-CLTI, pDVA, when performed in
dedicated centres, could be a recommended treatment to
prevent amputation and heal wounds
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