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BERN Registry

Evaluate long segment (> 120 mm) complex femoro-popliteal
disease with Pulsar stent stratified for Critical Limb Ischaemia (CLI)

vs Intermittent Claudication (IC)!

Conclusions

= Endovascular stenting of long femoro-popliteal lesions using the Pulsar-18 stent provides
acceptable results with patency and restenosis rates comparable with data from literature

for stenting of long femoro-popliteal obstructions

Study design
= Single centre, retrospective registry
= 31 patients with 12 months follow-up

Principal Investigator
= P.|. Prof Nicolas Diehm, Inselspital, Bern

Endpoints
= Primary patency (PP}, Technical success,
Procedural complications
= Freedom from Target Lesion, Revascularization (FTLR)
= Stratified for Critical Limb Ischemia (CLI) vs.
Intermittent Claudication (IC)

31 patients, single centre in Switzerland
between February 2010 and December 2011

Pulsar-18
Self-expanding Stent

6-month Follow-up:
Primary Patency and TLR

12-month Follow-up
Primary Patency and TLR
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Patient demographics

Total N = 31 ICN=18 CLIN=13 p-value
Hyperlipidemia 71.0 % 61.1 % 84.6 % 0.23
Hypertension 80.6 % 77.8 % 84.6 % 1.0
Diabetes 35.5% 27.8 % 46.2 % 0.5
Smoker 61.3 % 66.7% 53.8 % 0.71
Lesion characteristics
Total IC CLI p-value
Number of lesions 31 18 13 1.0
Occlusions 90.3 % 94.4 % 84.6 % 0.56
Average lesion length 16.4 £33 cm 15.4 + 3.4 cm 17.7+2.6 cm 0.05
Primary intervention 77.4 % 77.8 % 76.9 % 1.0
Redo intervention 22.6 % 22.2 % 23.1% 1.0
Results
Total |G CLI p-value
Technical success 100 % 100 % 100 % -
Procedural complications 0% 0% 0% -
Primary patency 61.1 % 64.1 % 54.9 % 0.84
FTLR 77.8 % 85.9 % 64.0 % 0.43
BERN registry in perspective
A Somtents S lesintength  endpomts  outcomes
12-month
BERN 31 58.1 % 41.9 % 16.4 cm PP 61.1 %
FTLR 77.8 %
Durability-200 (EverFlex)' 100 71 % 29 % 24.2 cm PP 64.8 %
FTLR 68.2 %
Soga? 511 76 % 24 % 15.1cm PP 79.8 %
SP 90.4 %
Scheinert (Zilver PTX >14 cm)? 193 - - 22.1cm FTLR 77.0 %
Ihnat* 95 65 % 35 % 15.7 cm PP 52.0 %"
AP 64.0 %"
SP 59.0 %

AP = Assisted Patency SP = Secondary Patency

" =36 months follow-up
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