SUMMARY

The DEEPER LIMUS pilot study examines the
safety of the Bare Temporary Spur Stent
System in conjunction with a commercially
approved, sirolimus-coated balloon (DCB), in
infrapopliteal arterial lesions.

The Bare Temporary Spur Stent system is for
investigational use only.

THE BARE TEMPORARY SPUR
STENT SYSTEM (SPUR)

Self-Expanding nitinol stent designed with
radial spikes integrated onto a 6F balloon
delivery system
« Simple and familiar delivery system
» Creation of channels to optimize
greater drug uptake when followed by
a commercially available DCB
Temporary mechanical scaffolding may:
* Minimize vessel recoil and dissections
* Increase acute luminal gain
Intended to deliver stent-like results while
leaving nothing behind
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RESULTS

INTRODUCTION PATIENT CASE

Study Name DEEPER LIMUS PRIMARY ENDPOINT

6-month composite of All-Cause Mortality, Major 13.6% (3/22)

Amputation and Clinically Driven-Target Lesion * 1 patient died of COVID-19
Revascularization (N=22) * 1 patient had major amputation due
to infection ' -
1 patient with CD-TLR R 1

Status N=26 (enrollment to be expanded up to 60 patients to include all
regional commercially available sirolimus-coated balloons)

Follow up to one year BASELINE POST-TREATMENT 6 MONTH

Study Design | Prospective, single-center (Graz, Austria): Spur + commercially
available LIMUS-coated DCB

Endpoints Primary Safety Endpoint:
6-month composite of All-Cause Mortality, Major Amputation
and CD-TLR

SECONDARY ENDPOINTS

Primary patency at 6 months by QVA (N=18)* 83% (15/18)
* 3 patients declined angiography at 6
month follow up

'"“nl BAT“'NAI.E Primary patency at 6 months by DUS (N=21)* 85.7% (18/21)

One DUS nondiagnostic

Subsegmental Late Lumen loss at 6 months by 41 mm + .69 mm
angiography (N=19 lesions)*

Freedom from Major Adverse Limb Event (MALE)** | 100% (26/26)
and POD at 30 days (N=26)

Freedom from MALE** at 6 and 12 months 6 Months: 95% (21/22)
12 Months: 94% (17/18)

MATERIAL AND METHODS

WIfl Risk Score (n=19)

Very Low Risk LowRisk ® Medium Risk ™ High Risk

Rutherford Class (n=22)

RUTHERFORD CLASS

M Baseline ™1 Month ™ 3 Months 6 Months coNcl“SInNs

Key Inclusion Criteria Key Exclusion Criteria

* Rutherford category 3,4, or 5 » Osteomyelitis proximal to phalanges
(permitted in digits of target foot)

PREPROCEDURE 1 MONTH 3 MONTHS 6 MONTHS

» Heel wounds permitted if no evidence of

osteomyelitis » Planned target limb major amputation
« Target lesion + Target lesion 19 subjects with wound data had 6 month follow up data. WIfl Risk scores were “High” in about
STV Erasn 200 AU m i al «Stents within target vessel/lesion 50% of patients at baseline, and improved to be “Very low” in about 60% of patients at 6 months.
«Lesion length up to 220 mm «Angiographic evidence of thrombus in the Rutherford score average decreased by 3 classes at 6 months.

target limb
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