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RANGER SFA Study Overview
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Study Sponsor Hemoteq AGWirselen, Germany)
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Objective (BostonScientific)or angioplasty for femoropopliteal artery lesions when compared to
non-coated balloons at six months pgstocedure when comparing Late Lumen Loss (LLL).

Prospectivemulticenter, randomized, controlled trial (2:1 Ranger DCB vs-drag-coated

Study Design balloon). Follow up through 3 years.

105 patients with femoropopliteal artery lesions (Rutherford,2esion length 20 mm

Subjects 150 mm)

IS el 10 sites (Germany, France, and Austria)

Centers
Primary:
In-segment late lumen loss of the treated segment, as observed by angiography at 6
months postprocedure
Endpoints Secondary:

Restenosisaind patency rates

Rutherford classification / clinicaliccess
Anklebrachial index / hemodynamic success
Quality of life (WIQ, EQ5D, SF12)

RANGER SFA EUDAMEI\V13-07-011514 ; ClinicalTrials.gdvCT02013193.



Patient Enroliment & Followp

A 105 patients treated at 10 study centers

Control (N=34) Ranger DCB (N=71)

12-month follow-up visit completed (n=28) 12-month follow-up visit completed (n=59)
A Missed visit n=1 A Missed visit n=7

RANGER SFA
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BalloonCatheter

A SterlingMPTA balloon platform -
A TransPaX coating technology 2
A Paclitaxel2 pg/mm= dose density

A RangetMDCB Loadingool
o Designedo protect the drug coating

A Sizes avallable for the RANGER SFA study:
o 4-7 mm diameter; 46100 mm length

Introducer Sheath Balloon Catheter

RANGER SFA DCB, drug-coated balloon; PTA, percutaneous transluminal angioplasty; SFA, superficial femoral artery



Patient Characteristics

A Baseline clinical characteristics similar between Ranger and control groi

Control (N=34) Ranger DCB (N=71) P

Age, y(meantSD 67+9.4 68+ 8 0.999
Men 68% 75% 0.6048
Diabetes mellitus 35% 3% 0.9336
COPD 15% 11% 0.8541
Hyperlipidemia 62% 69% 0.6057
Hypertension 76% 82% 0.6100
Smoking

Current 50% 41%

Previous 21% 45% Rk
Congestive heart failure 2.9% 5.6% 0.9844
Coronary artery disease 38% 34% 0.8207
Myocardial infarction 15% 14% 1.0000
Cerebrovascular accident 2.% 9.9% 0.3816
Renal insufficiency 2.%% 11% 0.2920

RANGER SFA



Baseline Lesion Characteristics
Angiographic Core Lab

£ Similar lesion characteristics between Ranger and control groups

R T p— T P

Lesion length (mm) 60+48 68+ 46 0.7314
Total occlusion 34% 34% 1.0000
Calcification

None 16% 10% 0.2359

Mild 28% 27%

Moderate 34% 24%

Severe 22% 36%
Location

Proximal SFA 6% 17% 0.2885

Middle SFA 38% 44%

Distal SFA 53% 36%

Proximal popliteal 3% 3%
TASC I

A 69% 66% 0.6196

B 22% 27%

C 6% 7%

D) 0.0% 0.0%
% Diameter stenosis 82+18 85+15 0.5740
Reference vessel diamete 4.5+0.83 5+0.89 0.0389

RANGER SFA




