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Why is this difficult?

« Unfortunately, the outcomes for ATK seem dependent up
patency and walking difficulties
K data are mired in endpoints, heterogeneity of subjects,
non-uniform nature of wound care and type of patient
enrolled (RB3 in RB 4-5-6)

LEVANT BTK

FDA panel voted 2-15 with one abstention regarding effictiveness
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Primary IN.PACT DEEP Outcomes
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« Primary effectiveness endpoint of superior 12-month primary patency rate was not met
 Lower bound of one-sided 97.5% CI < 0
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« Primary safety endpoint of non-inferior 12-month MAE-free rate was not met
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BEST-CLI vs. BASIL-2: trial des
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BEST-CLI vs. BASIL-2: Endpoin

* BEST-CLI Primary endpoint:
mposite of death and MALE (above ankle amputation, major li
reintervention)
* Reintervention need and timing was determined by site investigator

o CD-TLR criteria or independent adjudication

* BASIL-2 Primary endpoint:

— Amputation-free survival (AFS) or all-cause death

Composite of Limb Salvage & Primary Patency at 2 Years
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Subgroup Analyses of Composite Primary Efficacy
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Conclusion(s)

BTK trials are “in’

BEST-CLI and BASIL-2 enrolled distinct patients
LIFE-BTK has been the only significant successful
endovascular randomized trial to date

The cohort of patients enrolled in LIFE-BTK were very
specific compared with BEST and BASIL

Benefit of LIFE BTK augments a victory for BTK
endovascular care of pateints with RB4-5




