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Updated 5-Year Results Of The IMPERIAL RCT Head To Head Comparison Of The
Eluvia DES (Boston Scientific) With The Zilver PTX DES (Cook):
Both Are Safe And Effective - What Are The Differences ?
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Zilver PTX Clinical Evidence - Key Studies

* Favorable 2-year outcomes of the Zilver PTX randomized trial®

- Durable superior 5-year primary patency with polymer-free paclitaxel-coated
stents (PF-DCS; Zilver PTX, Cook Corporation) compared with standard balloon
angioplasty (lesion length: PF-DCS, 6.6 cm; standard balloon angioplasty, 6.3
cm)?

* Although the combination of scaffolding with antiproliferative treatment is
assumed to be a good option, notably in long, occluded, and calcified lesions, a
subsequent multistudy model of PF-DCS identified critical limb-threatening
ischemia (CLTI), total occlusion, lesion length, prior intervention, and small
reference vessel diameter as predictors of target lesion revascularization (TLR)3
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Eluvia Clinical Evidence - Key Studies
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Eluvia Clinical Evidence - Key Studies
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IMPERIAL RCT - Study Devices
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ELUVIA and ZILVER PTX - Drug Release

Restenosis predominantly
occurred within a year following
nitinol stenting in the SFA

+ Drug release from the Eluvia system is
sustained over fime >90% of drug is
released at 1 year

« Drug release from the Zilver PTX is
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Safety - IMPERIAL RCT: 5 Years

Eluvia DES Zilver PTX
(N=309) (N=156)
All-cause Mortality® (ég/'go‘y;) (;g/'?;/g) 0.8294

Target Limb Major

Amputation 3.4% (8/232) 2.6% (3/114)  >0.99
Clinically-Driven 29.3% 34.2% 0.3540
TLR (68/232) (39/114) :

No significant differences in 5-year safety measures
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Freedom from CD-TLR - IMPERIAL RCT: 5 Years
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Primary Patency - IMPERIAL RCT: 5 Years

. Y

Primary Patency Rate (%)

% Log-rank p=0.4764

0 4 8 L 1 M 2w B R % o M 8 2 % ©

Months Post-procedure

Time to CD-TLR - IMPERIAL RCT: 5 Years
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Through 3-year follow-up, mean time to first CO-TLR for @wis0 &
patients treated with Ziver PTX was just over 1 year st
13.8 months (414 days), whereas the time for those . ! L
treated with Eluvia DES was ~19 months (581 days) 10 0 0 ko o T
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[treatment extends the time to
reintervention for patients with
lsymptomatic femoropopliteal artery
ldisease: clinical evidence and potential . comp. ef Res. o) c20025
leconomic value
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olymer-based drug-eluting stent —

Journal of comparative RCT 2 5 Years

Effectiveness Research

« Simulated savings considering reinterventions occurring over 1 and 5 years
following initial use of Eluvia over Zilver PTX were US $1,395,635 and US
$1,531,795, respectively, when IMPERIAL CD-TLR rates were extrapolated to
1000 patients.

 Conclusion:

« IMPERIAL data suggest initial treatment with Eluvia extends the time patients
spend without undergoing reintervention i i

with cost savings in time frame:
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Paclitaxel release linked to HALO ?

Halo — Aneurysmal Degeneration h }/]
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Eluvia Imperial Zilver PTX Imperial
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Paclitaxel release linked to HALO ?

—p There was no
evidence for an
association of
aneurysmal

1-Year aneurysmal degeneration risk ‘CRAPSIcUm
and stratification by accumulation of risk factors

degeneration with 1z
restenosis (OR:
1.2;P = 0.61).

Factors impacting 1y HAI
1) IVUS usage
2) subintimal wire passage -

Hypoechoic Halo Imaging
- Pooled analysis from IMPERIAL & EMINENT

+ Hypoechoic peri-stent areas in duplex
ultrasonography (DUS) fie, “halo") noted

CENTRAL ILLUSTRATION: Pooled Analysis of Hyposchoic Halo by Duplex

following femoropopliteal artery stenfing Femoropopiteal Arery tent Placement i IMPERIAL or EWNENT Trists
~ Pooled analysis of Imperial & Eminent bl b
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~ Systematic DUS screening with core lab [ e e o ]
assessment
*...hypoechoic halo following a L0

fémoropoplifedl stent procedure is a
common occurrence associated with all =
studied stent types. The presence of a halo s
Gppears o be benign wilh no associated
clinical sequelae or sffect on farget vessel
revascularization rates within 1 year of stent
implantation.”
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DES in complex lesions:
IMPERIAL Long Lesion Sub-Study @ 5 Years
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Age (years) 68.2£8.9
Male 64.0%
Diabetes Mellitus 40.0%
if 162.8 £34.7
32.0%
Moderate 42.0%
Severe 28.0%
EluvDES(N=309) Mean time to first CD-
All-cause Mortality® 26% (13/50) b (~29
Target Limb Major Amputation 0% (0/35)

months; 95%Cl 630,

Clinically-Driven TLR 42.9% (15/35) 1122 days)
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DES in complex lesions:
IMPERIAL Long Lesion Sub-Study @ 5 Years
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Summary & Conclusions .
Eluvia DES'& Zilver PTX DES: What Are The Differences ?

Y /)
« Device: Polymer & drug dose density 1st );/'44207/”
« Drug release over time 2nd V(/ J}'iw/
« HALO increases overtime & it’s higher in Eluvia LI 0112727724

\ 1)
* 5-year safety measures and PP (Eluvia 69.6% vs. Zilver PTX 67.4%) NO /4/62//11/«

y
* A halo appears to be benign with no associated clinical sequelae within tﬁ%ear

« IMPERIAL data suggest treatment with Eluvia DES may delay the need fon r%ventlon !
... this is associated with cost savings in relevant time frames. \
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