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SIRONA RCT

482 patients enrolled between April 2021
and September 2022 in 25 clinical sites in

Prospective, randomized controlled, multi- CetnatianciAtstia

center, non-inferiority trial comparing sirolimus-* with
paclitaxel coated balloon angioplasty in the
femoropopliteal artery  +pagictouch™

Concept Medical Inc., Tampa, USA
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Study Endpoints

Primary efficacy endpoint

Primary patency (PSVR < 2.4* and no TLR) at 12 months
(non-inferiority to paclitaxel DCB: non-inferiority margin: -10%)*.

*PSVR: CoreLaboratory adjudicated
Clinical Event Committee (CEC) approval

Primary safety endpoint

Composite of clinically driven target vessel revascularization (TVR),
major target limb amputation, and device- or procedure-related
death (non-inferiority to paclitaxel DCB).
Data Safety Monitoring Board (DMSB)

e

TCT Teichgréber et al., Trials 2021 22:665

Primary Patency

Primary efficacy endpoint

73.8% (152/206)
75.0% (147/196)

Rate difference: -1.2% (-9.7% to 7.4%)
P =0.022 (non-inferiority)

Composite Safety Outcome *
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Between-group difference: 2.1% (95%Cl: -3.2% to 7.5%)
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Functional Outcome

Change from baseline to 12 months
\ (n=217):2.0 = 1.1
(n=213):22 = 1.1
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Sirolimus DCB: 88.9% (193/217)
Paclitaxel DCB: 88.7% (189/213)

p=0.19

Conclusion

The head-to-head comparison of sirolimus DCB with paclitaxel
DCB shows comparable results between the study groups.

* Primary patency of sirolimus DCB was non-inferior to that of
paclitaxel DCB

.

No significant difference between groups in freedom from cdTLR

.

Clinical improvement of sirolimus DCB was similiar to paclitaxel
DCB

Safety of sirolimus DCB was non-inferior to that of paclitaxel
DCB

.




