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Ultrascore Post Market Study

Study Design

Key Inclusion Criteria Key Exclusion Criteria

* Target lesion (de novo lesion or prior failed treatment) that can be + One or more stents received as adjunctive therapy at the target
treated with the Ultrascore balloon lesion (bail out stenting is allowed)
* Target lesion location: Superficial Femoral Artery (SFA), popliteal, or + Target lesion that involves both Fempop and Infrapop arteries

infra-popliteal arteries (posterior tibial, anterior tibial, or peroneal + Target lesion in a previously placed stent or stent graft (in-stent

arteries) may be treated for this study restenosis)
+ Fempop or Infrapop target lesion with at least one vessel run-off + Flow limiting dissection at the target lesion prior to use of the

Target lesion must be able to be crossed using a guidewire (use of Ultrascore balloon
chronic total occlusion (CTO) or atherectomy is allowed) * Acute limb ischemia

+ Rutherford category 6

Ultrascore Post Market Study
Study Design

Primary Endpoints
Procedural success defined as less than o equal to (<) 30% residual stenosis, without maior flow limiting dissection

Technical success defined as Ultrascore to target lesion and

Secondary Endpoints

After Ultrascore balloon:
Rate of bail-out stenting due to dissection
‘Through 12 months follow-up:
Freedom from Target Lesion Revascularization (TLR)
Freedom from major amputation (above the ankle)
Improved clinical measures from baseline (Ankle Brachial Index (ABI), Rutherford)

Primary patency for Fempop subjects only (as measured by Duplex Ultrasound (DUS) core lab; a *PSVR 22.5 suggests 50%

restenosis)

Ultrascore Post Market Study

Study Design: Demography, baseline characteristics

Mean Age, Years (sD) 702 (10.22) 67.4
Male/Female n (%) 238 (68.0%) / 112 (32.0%) 17 (85%) / 3 (15%)

o 1(0.3%) o

1 1(0.3%) o

2 17 (a.9%) o

3 125 (35.7%) 17 (85%)

a 90 (25.7%) 1(5%)

s 116 (33.1%) 2 (10%)
Previous Target Lesion Intervention n (%) 28 (8.0%) 1(5%)

VEITH mronihs

Ultrascore Post Market Study
Study Design: Procedural highlights

Adjunctive treatment BEFORE Ultrascore

ALL Ultrascore IVUS subgroup

Adjunctive treatment AFTER Ultrascore

ALL Ultrascore IVUS subgroup

Any adjunctive 78.9% 85% Any adjunctive 46.6% 70%
Atherectomy 68.3% 75% None 53.3% 30%
PTA 20.6% 25% FTA i g5

oce 29.1% 35%

Overall, IVUS subgroup had more adjunctive Bus 11.0% 25%

treatments, before and after Ultrascore. Stent graft 0.6% 0%

Ultrascore Post Market Study

Results
Analysis of Primary Endpoints: 0 D 0 0
Procedural success: defined as less than or equal to (<) 30% residual
254/240 728% oz o) B
ResidualStenosis after 2% inflations > 30% 76/349 (21.8%) 820 a0%) B
Flow Limiting Dissection 15/350 (4.3%) 2120010% B
Technical Success of Ultrascore 100% 21/21 (100%)

Ultrascore Post Market Study

Results

Analysis of Secondary Endpoints: 5

Freedom from TLR by timepoint 100% 20/20 (100%)
Freedom from Major Amputation 97.0% 20720 (100%)
Primary Patency at 30 Days (ATK only) 95.1% 18/18 (100%)

Flow limiting dissection 15/350 (4.3%) 2720 10%) &

Grade D 814 11

Grade £ 614

Bailout Stenting 14/15 (93.34%) 126% &
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Ultrascore Post Market Study

Results

Stenosis reduction :

After adjunctive therapy

ALL Ultrascore

ALLIVUS (N=20)

After Ultrascore

Final residual stenosis

(after Ultrascore and/or adjunct)

Luminal Gain :

Lumen area before treatment 4.69mm2
Lumen area after treatment 1139 mm2.
Luminal gain 53.7%

Ultrascore Post Market Study

IVUS Sub-study: Conclusions

Primary endpoints:
= Optimal PTA: 50% (Residual stenosis 40% post PTA and 2 dissections)
= Technical Success 100%

Secondary endpoints:
= Freedom from TLR at 30 days: 100%
= Freedom from Major amputation at 30 days: 100%
= Primary Patency at 30 Days: 100%
= Bail-out stenting: 1 case

After using Ultrascore:
* Luminal gain 53.7%
* Final residual stenosis 6.8%




