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In sum, there were numerous arguments for and against any conclusion...
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...non-random assignment bias and confounding
(also apparent in underpowered RCTs and their secondary analyses)
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Robust Adjustment: ' -, Sex, Stage (IC vs. CLTI),
Urgency, Lesion length, Lesion calcification & severity, Run-0ff,
, Mobility, , Smoking,
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, COPD, Arterial hypertension,
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a Kotov A, Blasche D, Pﬂe.ﬁ F, Pospiech P, Rother U, Stavroulakis K, Remig J, Sm,nid.l-hub!lf,ldleﬂ,ﬁﬁru H,Yeﬂar!i.l, Behrendt CA.
No impact of procedure type but impact of chronic kidney failure!
After 12 Months... Major Adverse
CKD Overall Amputation  Cardiovascular Event
mortality ordeath (MACE)
22% Total 4% 5% 10%
No CKD 3% 4% 7%
Moderate CKD 5% 7% 12%
Severe CKD 8% 12% 23%
End-StageCKD  17% 29% 36%
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On this topic, RCTs and Real-World Data are consistent!
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Speaking of ,appropriate endpoints” - What about PROMs in CLTI?

BN~ Bl Chronic Limb Threatening Ischaemia | CLTI (Fontaine I1I/IV)

Significant
Improvement
after 12 Months
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Condlusions

® Everyday dinical practice does not fit into a single or several RCT
A patient individual approach considering all techniques is key!

® Many years after BASIL-1 and many discussions:
Still disturbingly high overall mortality rates!

@ Patient reported outcomes and QoL also relevant for CLTI
Significant improvement after 12 months!

® We must congratulate both study groups (BEST-CLI & BASIL-2)
This huge undertaking was important and noteworthy!
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