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TASC D Registry

12-month effectiveness analysis of the Pulsar”-18
self-expanding nitinol stent in patients with Critical Limb Ischemia (CLI)’

Conclusions

- Superficial Femoral Artery (SFA) TASC D lesions can be treated with the Pulsar™ stent with 100 % procedural success
in CLI patients

- The Average Lesion Length (A.L.L) of 24.5cm is much longer than other published data™ while Primary Patency (PP)"
and Freedom from Target Lesion Revascularization (FTLR) rates are similar to this published data?

- Inthese very long and chronic total occluded lesions the Pulsar™ stents provide sufficient radial force shown by the
77 % PP at 12 months
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Study design
Single center, observational study.

Endpoints ———
- PP*at6 and 12 months uisar: sten

22 patients, single center in Germany

- FTLR
6-month clinical follow-up
Patient characteristics PP and Freedom from TLR
N=22

Average age, yrs 73.8

Male 9 40.9% 12-month clinical follow-up

Hypertension 16 727 % PP and FTLR

Dyslipidemia 18 81.6%

Current smoker 10 45.5%

Diabetes mellitus 16 72.7% Results

Adipositas 15 68.2% 6 MONTHS 12 MONTHS
Renal insufficiency 18 81.8% PP 86.0% 77.0%
Rutherford classification 4 17 77.3% FTLR 91.0% 86.0%
Rutherford classification 5 5 22.7% ABI*™* 0.88+0.2 0.85+0.2
Ankle-brachial index (ABI)™ 0.44+0.18

Lesion characteristics Rutherford Classification (RC) changes

n=22

A.L.L(mm) 245  Pre-procedure NGNS

Minimal length (mm) 215 Post-procedure .

Maximal length (mm) 315

TASC D lesion with chronic total occlusion >20 cm 22/22 6 months —

>1 patent crural vessel 22/22 12 months L

Endovascular success with straight line to the forefoot 22/22 ' ! ! ! ! '
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* Restenosis (>50 %) on duplex ultrasound Patients (%)

* Data shown as mean+SD

“* Check table on the next page with the 12-month clinical results by A.L.L | RC1 RC3 B RC4

RC2 RC5



12-month clinical results by A.L.L

A.L.L (cm)
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STUDY PRODUCT PP TLR ALL . L . . )
TASC D' Pulsar” 770%] 14.0%| 24.50em
DURABILITY 2002 EverFlex 64.8% 31.8%  24.20cm _
ZILVER PTXLONG® | Zilver PTX 77.6% 14.6% 22.61cm _
TASCDII* Pulsar” 85.4%  12.5% 18.23cm

BIOFLEX PEACE5S  Pulsar” 86.4% 2.9% 11.60cm

PEACE® Pulsar” 79.5%  19.0% 11.15cm

ABSOLUTE’ Absolute 63.0% n/al  10.10cm

DURABILITY® EverFlex 722%  209%  9.64cm

SuperNOVA® Innova 66.4% 14.2%|  9.32cm

SUPERA® Supera 84.7% n/a 9.02cm

DURABILITY II" EverFlex 67.7% 13.9%  8.90cm

OSPREY" Misago 60.5%  13.0%  8.38cm

BIOFLEX-I” Pulsar” 70.6% 12.4%  8.20cm

SUPERB™ Supera 78.9% 11%  7.81cm _ -

STROLL® S.M.A.R.T. Control 71.2% 123%|  7.73cm 2%

4EVER™ Pulsar” 81.4%  107%  7.10cm

RESILIENT” Lifestent 81.3% 127%|  7.05cm — _—

ZILVER PTX* Zilver PTX 83.1% 9.5%  6.64cm _ -

COMPLETE SE® Complete SE 72.6% 9.4%  6.07cm _ —

MISAGO 2% Misago 84.8% 10.8%  7.41cm _ —
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Principal investigator: Dr. Michael Lichtenberg, Klinikum Arnsberg, Germany
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