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Direct stenosis Turbulent flow

criteria

Flow acceleration
Vi — 180 conf's
Abrupt doubling of V_,

Perivascular vibration

Indirect stenosis ~ Flow profile: Damping (triphasic/monophasic)

criteria

Delayed systolic rise
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Normal:
Abnormal:

Muscle activity

Fever

Hypercirculation
Downstream infection
Postocclusive dilatation
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(7) 80 dsaI( TASCI) gasls Y20V gle b 4hiani 55 TASC o
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Type Lesion Characteristics
Single stenosis
A =10 cm

Single occlusion =5 cm

Multiple stenoses or occlusions, each =5 cm
Single stenosis or occlusion =15 cm not involving infrageniculate popliteal artery

Single or multiple lesions in the absence of continuous tibial vessels to improve inflow for tibial

B bypass
Heavily calcified occlusion =5 cm
Single popliteal stenosis
c Multiple stenoses or occlusions totaling =15 cm with or without heavy calcification
Recurrent stenoses or occlusions that need treatment after two endovascular interventions
0 Chronic occlusion of common or superficial femoral artery =20 cm or involving popliteal artery

Chronic occlusion of popliteal artery and proximal trifurcation vessels

(7) sl
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Type A lesions
R 1
* Single stenosis £10 cm in length

« Single occlusion £S5 cm in length I {

INZl)

Type B lesions:
-1
+ Multiple lesions (stenoses or occlusions), each $5cm

« Single stenosis or occlusion S15 ¢cm not involving the
infrageniculate popliteal artery

+ Single or multiple lesions in the absence of continuous
tiblal vessels to improve inflow for a distal bypass

* Heavily cakified occlusion 5 ¢cm in length

— (N7

Type C lesions

* Multiple stenoses or occlusions totaling >15 cm with or
without heavy cakification
* Recurrent stenoses or occlusions that need treatment

after two endovascular interventions

Type D lesions

« Chronic total occhusions of CFA or SFA (>20 ¢cm,

involving the popliteal artery)
« Chronk total occlusion of popliteal artery and proximal
trifurcation vessels
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Complication . ) Percentage

Puncture site 4.0 (total)
Bleeding 34
False aneurysm 05
Arteriovenous fistula 0.1

Angioplasty site 3.5 (total)
Thrombus 3.2
Rupture 0.3

Distal vessel 2.7 (total)
Dissection 0.4
Embalization 22

Systemic 0.4 (total)
Renal failure 0.2
Myocardial infarction (fatal) 02

Consequences

Surgical repair 20

Limb loss 0.2

Martality 0.2
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Baseline Patient Demographics

N

Mean age y + SD

Female gender n (%)

Diabetes n (%)

Hypertension n (%)
Hypercholesterolemia n (%)
Smoking n (%)

Coronary artery disease n (%)
History of stroke / TIA n (%)
Family history of vasc. diseasen (%)
ABI mean £ SD

Rutherford stage n (%)
2

3
.|
5

56

DEB
44
T1+7
18 (41.0%)
19 (43.2%)
29 (65.9%)
22 (50.0%)
21 (48.8%)
14 (31.8%)
2 ( 4.5%)
11 (28.9%)
0.73 + 0.30

4( 9.1%)
38 (86.4%)

4l ;‘I-.E%}

Control
47

71 x9
17 (36.0%)
13 (27.7%)
31 (66.0%)
22 (46.8%)
28 (59.6%)
15 (31.9%)

5 (10.6%)

8 (19.0%)

0.65 £ 0.26

6 (12.8%)
39 (83.0%)
2 ( 4.3%)

p value

0.77
0.64
0.12
1.00
0.42
0.31
0.99
0.44
0.30
0.23
0.31




Baseline Lesion Characteristics

De-novo lesions n (%)

Restenotic lesions

post-PTA n (%)

in-stent n (%)

Avg. lesion length cm + sD

# Patients with lesions = 10 cm n (%)
Total occlusions n (%)

Ref. vessel diameter (mm)*

% Diameter stenosis (%) *

MLD (mm)*

Calcification n (%)

# Infrapopliteal patent vessels
1
.
3

* Corelab adjudicated

DEB
30 (68.2%)

7 (15.9%)

7 (15.9%)

7.0 +53

13 (29.5%)

10 (22.7%)
4.92

73.3%

1.32

28 (63.6%)

12 (27%)
16 (36%)
16 (36%)

57

Control
39 (82.9%)

2 ( 4.3%)

6 (12.8%)

6.6+ 55

9 (19.1%)

18 (38.3%)
4.90
80,2%
1.00

31 (66.0%)

17 (36%)
10 (21%)
20 (43%)




Procedural Data

= Provisional stenting in case of flow limiting dissection or
persistent residual stenosis

DEB Control

Successful gw crossing (%) 100% 100%
Pre-dilatation n (%) 6 (13.6%) 3( 6.4%)
# Balloons per lesion mean + SD 1609 1104
Balloon inflation time mean + sD 76 & 33 sec 76 + 25 sec
Balloon inflation pressure mean + sD 9.3 £ 1.8 atm 9.3 = 1.9 atm
Dissections n (%) * 18 (41%) 25 (53%)
Provisional Stent Rate n (%) 9 (20.5%) 16 (34%)

Residual Stenosis mean + SD 12 = 12% 11+ 12%
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Study Flow (12-month)

randomization

DEB
44

6-month FU Deaths = 0

Angio FU = 3511
MRA/DUSFU=63
No Imaging = 1 P

LFU=-214

evaluable patients
35 (79.5%)

evaluable patients [l
42 (95.5%)

12-month FU

evaluable patients []
42 (95.5%)

12m CLINICAL Endpoint

91

Angio FU performed at 6m or at the
time of TLR

MRA | DUS Imaging utilized fo
calculate restenosis rate, but not LLL

no imaging examination done of any
kind at & months

patientz completely lost / unreachable

1 patient undergoing Angic FU had
90% stenosis according to
Investigator's assessment but did not
match imaging quality for LLL
evaluation

patients who either underwent 6m
clinical FU or hit the safety endpoint
prior to 6 months (death, amputation,
TLR)

Patients who either underwent 12m
clinical FU, hit the safety endpoint
prior to 12 monthe or information are
available regarding one or more of the
safety events (death, amputation,
TLR)

59

Control
47

Deaths = 2
Angio FU =351
MRA/DUSFU=4H
No Imaging = 4 B

LFU =2

evaluable patients
34 (T2.7%) M

evaluable patients [
42 (89.3%)

12m CLINICAL Endpoint
evaluable patients [l
43 {91.5%)




6-month Angiographic Follow Up

DEB Control
% Diameter stenosis %" 29.7% 39.4%

Min. Lumen Diameter mm* 3.61 294
Binary Restenosis n (%)" 3 (8.6%) 11 (32.4%)
Late Lumen Loss mm" -0.01 0.65

Negative LLL express luminal gain by plaque positive remodeling
LLL distribution and correlation to residual %DS (all lesions)

L ® (negative values indicate fumen gain)
(mm) .

Uncoated balloons:
1 ] . ’ - rho = -0.10; p=0.56

-1 ¢ : 3 In.Pact Pacific:
rho=-0.35; p=0.01

-2

increasing residual stenosis, % of reference diameter
* Corelab adjudicated
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