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SUMMARY OF

SELUTIONA4ISR TRIAL

A prospective, multi-center, randomized, single blind, controlled, non-inferiority clinical trial to
demonstrate safety and efficacy of SELUTION SLR DEB vs. Standard of Care (SOC) in ISR.
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STUDY RESULTS

IS AN ALTERNATIVE TO STANDARD
OF CARE IN ISR, MINIMIZING METAL.

NON-INFERIOR: SELUTION SLR DEB VS SOC"
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SELUTION SLR DEB

IS AN ALTERNATIVE TO SOC ACROSS ALL SUBGROUPS

SUBGROUP ANALYSIS OF THE PRIMARY ENDPOINT (ITT)

B SELUTIONSLRDEB ® SOC

Group Subgroup DEB SOoC Relative Risk Difference RR 95% CI Interaction
N=210 N=208 p-value
Age >75 7/44(16) 10/60(17) —— 0.95(0.39-2.31)
9 <=75 25/166 (15) 18/148 (12) —— 1.24(0.7 - 2.18) 0.632
Female 6/39 (15) 7/55(13) —— 1.21(0.44 - 3.32)
Sex 0.882
Male 26/171 (15) 21/153 (14) —— 1.11(0.65 - 1.89)
Medical .
History of No Diabetes 10/120(8) 11/119(9) —— 0.9 (0.4 -2.04) 0.464
Diabetes Diabetes 22/90 (24) 17/89(19) —— 1.28(0.73-2.24)
Reference
Vessel >2.75 11/67 (16) 7/71(10) ——— 1.67 (0.69 - 4.04) 0.302
Diameter <=275 21/143 (15) 21/137 (15) —— 0.96 (0.55 - 1.67)
<10mm 14/93 (15) 17/99(17) —— 0.88(0.46 - 1.68)
Lesion Length 10 - 20mm 14/92(15) 8/82(10) —— 1.56(0.69 - 3.53) 0.438
>20 mm 4/24 (17) 2/24(8) e 2(0.4-9.91)
Number of One 22/167 (13) 16/168 (10) —— 1.38(0.75 - 2.54) 0.242
Stent Layers Two 10/43 (23) 12/40 (30) — 0.78(0.38 - 1.59) :
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For Healthcare Professionals Only.

Important information: Prior to use, refer to the instructions for use supplied with this device for indications, contraindications, suggested procedure, warnings
and precautions. As part of its continuous product development policy, Cordis reserves the right to change product specifications without prior notification.

Please contact your Cordis representative for additional product availability information. SELUTION SLR Drug-Eluting Balloon is manufactured by MedAlliance,
LLC and its affiliates. SELUTION SLR is a trademark of M.A. Med Alliance SA. MedAlliance, LLC and M.A. Med Alliance SA are Cordis companies. CORDIS and

0344 Cordis LOGO are Trademarks of Cordis and may be registered in the US and/or in other countries. All other marks are the property of their respective owners.
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