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SUMMARY INTRODUCTION RESULTS VESSEL RECOIL SUB-STUDY

The DEEPER OUS clinical trial evaluates the Study Name | DEEPER OUS (ongoing, initiated 2019) Primary Efficacy 37/46 (80.4%) Vessel recoil is a phenomenon that may contribute to poor acute and
safety and efficacy of the Bare Temporary Spur — ENROLLMENT COMPLETE APRIL 2022 Primary patency of treated lesion sites by DUS at 6 months. long-term outcomes.! The purpose of the sub-study is to evaluate
?;er::rtn 2;:{; ;r:o ;?;\J/ZEC?)ZT: |\i/¥g|:>r<]e?coated N L G 46/46 (100%) wh_ether the Spur has_ any effect on ves_sel recoil. Thirty-eight .
balloon (DCB), in infra ,0 liteal arterial lesions Follow up to 5 years Freedom from device and procedure-related death through 30 days. pat!ents are enrolied in the yessel recol Su_b-study. vessel recol S
, Pop : defined as lumen compromise >10% 15 minutes post treatment with
Study Prospective, multicenter, single arm: Spur + Paclitaxel-coated . the S devi
. ’ ’ Secondary Efficacy € Spur device.
The Bare Temporary Spur Stent System is for Design balloon . : : .. is i inqg: imi
vest ationalpuse an b Y g Freedom from clinically driven target lesion revascularization 41/46 (89.1%) Data analysis is ongoing; preliminary reSl_JItS show that more than
g Y. Sites Ten sites in Germany, Switzerland, New Zealand through 6 months 50% of vessels did not demonstrate recoll after Spur treatment, In
. e A e [ e o ot B s Bt e comparison to 97_% of vessels in a previous study on recoil following
THE BARE TEMPORARY SPUR P U y ) DU‘;' y patency y pup Wound healing for subjects with Rutherford class 5 at 6 and 12 34.8% reduction in size plain balloon angioplasty (PTA).1
trasound ( ) months at 6 months 3 \ \ !\
. . - : : : : ’ p
STENT SYSTEM [SP“B] Primary Safety: Freedom from 30-day perioperative mortality Improvement in Rutherford class score at 3, 6 and 12 months. Avg. decrease from - ( ) )
baseline: |
Self-Expanding nitinol stent designed with Sub-study YSSZZI) R;C°'I.;5‘Ub:tu°;y;vessel rfrfo” ng/t Spur treatment 2 classes by 3 months | | e
; ; : = . Recoll reauce Y more than 0 ' Posterior tibial following Spur
radllal spikes integrated onto a 6F balloon 2 classes by 6 months treatment (images courtesy of Prof.
delivery system 3 classes by 12 months , Zeller)
« Simple and familiar delivery system S Se
) Creatlor:j()f Channkels tﬁ Op]’Elrﬂlze db MA‘I‘EHIA[ nNn ME'I'“ons Freedom from target limb Major Adverse Limb Event (MALE**) & 100% (46/46)
greater r”g IlItha e'IWbIeanBowe y All- cause perioperative death (POD) at 30 days.
a commercially available
Temporary mechanical scaffolding may: Enrollment in the trial is complete as of April, 2022. Patient follow up is at 1, 3, Freedom from major amputation of the target limb at 12 months. 100% (46/46) pre-Treatment [§|  PostSpur | 15 min post-Spur |
« Minimize vessel recoil and dissections 6, and 12 months post-procedure with in person evaluations including Ankle- PYTRRTTR
* Increase acute luminal gain brachial and toe-brachial indices (ABI and TBI), Duplex ultrasound (DUS)*, Ny ' 2308 ‘.,_«‘
Intended to deliver stent-like results while wound evaluation, adverse event monitoring, and Rutherford class score. P———— DEEPER OUS (46, !
leaving nothing behind Yearly telephone call follow ups are conducted out to 5 years. Age [mean (rangd)] 76686 Characteristics DEEPER OUS (N=46)
= — Target artery [mean (n/N)] . .
An interim analysis has been conducted to determine interim success or Female 0 (19.6%) Anterior tibial 25% (12146) Proximal Peroneal following PTA
: . : ) . ) : Race Posterior tibial 14% (6/46) aione
failure of the primary efficacy endpoint. Forty-six patients with evaluable 6 Whits | 45 O7.5% Tibioperoneal trunk 20% (9/46)
month data were included in the interim analysis. Black | 0(0%) Peoneal _____ [t Ei;}ﬁ} }
’ ibioperoneal tnnk/perone 20% (9 -
Below are key eligibility criteria. Hispanic | 0(0%) Diameter stenosis, % [mean (range)| |
Other | 1(2.2%) é?_ggzn ;E:D {%éig 1. Baumann, F., Fust, J. F., Engelberger, R.P., Hugel, U., Do-Dai, D., Willenberg, T., Baumgartner, |., &
Key Inclusion Criteria Key Exclusion Criteria Diabetes : 28 {6?'9%) 100% 17% (8/46) ﬁﬁﬁﬁcﬁeﬁglfo)uff;',yo}eﬁfiffﬁiﬂ322rac,ng'05515;{2?)Z{Z‘Z‘f e
* Rutherford category 3,4, or 5 » Osteomyelitis proximal to phalanges Hypertension 2O Spur-treated length mm [mean (range)] | 95 mm (60-220) | > | |
\® r . B Cerebrovascular disease 8 (17.4%) Calcification score * [mean (n/N)]
N [ . Deno_vo or restenotic infrapopliteal lesion (permitted in d'g'ts of t:.:\rget foot) _ Chronic Kidney Disease 14 (30.4%) 0 Eﬂsz: {9{'{@ cuucl“SIous
\\ (popliteal excluded) « Planned target limb major amputation Hyperlipidemia 11 (89.1%) ; gguz Egig | | |
| S - Target lesion - Target lesion Coronary Artery Disease 13 (28.3%) 3 20% (9/46) The Bare Temporary Spur Stent System is a novel device with a
pneoated stent penctrating artery wall in combination with DB *TV between 2.0 to 4.5 mm in dm *Stents within target vessel/lesion Planned Amputation of Index limb or toes | 3 (6.5%) —c CL11 - s 2% (1/46) familiar and simple design to address challenges of infrapopliteal
. . . - . Ass1IICanon |meamn {mn/ . . o 0
«Lesion length up to 150 mm (total treated «Angiographic evidence of thrombus in the Previous Amputation of Index limb (toes) | 5 (10.9%) A 28% (13/46) arterial disease treatment. The device allows for preservation of
length up to 240 mm) target limb C'Dngesti‘re Heart Failure 3 (i:_)':'u} B 4094 {1346} future treatment Optlons’ and |S drug agnostlc’ des|gned to Create
o Myocardial Infarction 487%) = L) channels for drug delivery into the artery wall when used with DCB.
Rutherford Category mean at baseline | 4.3 e The DEEPER OUS interim analysis results demonstrated success of
*Angiograms and ultrasounds are adjudicated by independent core labs (Syntropic, Columbus, OH, and . . . L. the primarv efficacv endpoint with 80.4% primaryv patencyv of treated
Vascore, Boston, MA, respectively). Baseline Demographics and Lesion Characteristics P y y P P yP y

lesion sites by DUS at 6 months.
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