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BEST-CLI- Aim

• To identify whether endovascular or open 
bypass was the superior modality to treat this 
patient population

• Primary outcome- major adverse limb event 
(above ankle amputation or major limb 
reintervention) and death
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BEST-CLI

• Enrolled at 150 sites-USA, Canada, Finland, 
Italy, and New Zealand

• 86% of investigators were vascular surgeons
• 75% of endo procedures performed by vascular 

surgeons

• Two Cohorts
• Cohort 1- Suitable single segment saphenous vein
• Cohort 2- No suitable single segment saphenous vein
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Cohort 1 Outcomes
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Cohort 2 Outcomes

• Primary outcomes 
– 83 of 194 (42.8%) patients in surgical group 
– 95 of 199 (47.7%) patients of endovascular group

• No significant difference
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Clinical Trials

• Generalizability to clinical practice is always 
an issue

• Regional biases
• Biases regarding treatment
• Funding limitations 

– Cannot include all patients screened

– No concurrent companion registry

• Exclusion criteria 
• Necessary for a trial
• May exclude vulnerable populations
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What happens to the patients 
excluded from BEST-CLI

• Single center
• Urban safety net hospital
• Identify outcomes of patients who were not 

enrolled in the BEST-CLI at our institution
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Exclusion Criteria

• 18 possible reasons for BEST-CLI trial 
exclusion were examined including:

– Anticipated difficulty adhering to trial protocol
– Limited English proficiency
– Poor surgical candidate as determined by the 

operating surgeon
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Excluded Patients from 
BEST-CLI

• 2014-2019
– 159 patients underwent revascularization for CLTI
– 17 (11%) patients enrolled in BEST-CLI
–  142 (89%) patients were not eligible 
• 63 (44%) patients met more than 1 criterion for 

exclusion
• 52 (37%) patients met more than 2 criteria for exclusion
• 11 (8%)  patients met more than 3 criteria for exclusion
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Reasons for Exclusion
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Characteristics

• Noneligible patients were significantly older 
67 y.o. vs 62 y.o. (P<0.01)

• Noneligible patients with prior infrainguinal 
revascularization of the index limb (28% vs 
6%; P=.01)

• Noneligible patients trended to have 
undergone prior contralateral major 
amputation (15% vs 0%; P=.08)
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Procedures Performed in 
Noneligible Patients

• Open bypass in 31 (22%)
– SSGSV conduit in 14 patients
– Distal anastomosis:
• Popliteal artery 13 (42%)
• Tibial artery 15 (48%)
• Pedal arteries 3 (10%)

• Endovascular procedures in 111 (78%)
• Stenting in 21%
• SFA interventions in 54 (49%)
• Popliteal artery- 40 (36%)
• Tibial vessels- 56 (60%)
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Short-term Outcomes
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Long-term Outcomes

• Eligible patients more likely to undergo major 
reintervention 63% vs 27%  (P=.01)

• Noneligible patients more likely to undergo a 
major amputation 33% vs 0% (P=.02)

• No difference in survival
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Kaplan-Meier Analysis
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Discussion

• 89% of patients at a single urban safety net 
hospital not enrolled in BEST-CLI

• Most frequent barrier perceived lack of ability to 
comply with trial protocol
• Limited English proficiency
• Socioeconomic factors, lack of transportation, housing 

instability
– No significant difference in 30-day outcomes
– Noneligible patients more likely to undergo major 

amputation in the long-term
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Discussion

• More reinterventions and no amputations in 
patients enrolled in BEST-CLI

• Underscores closer follow up in patients in a RCT

• Strict inclusion criteria are essential to ensure 
methodological rigor for RCT

• Results of this trial are robust and informative to guide 
therapy
• Some patients will always fall out 

• Social determinants should be accounted for in 
trial design
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Conclusions

• Majority of patients at our safety net hospital 
were not eligible for BEST-CLI
– Does not discount the value and science of this 

trial
– These barriers are encountered by the treating 

physician routinely
–We need to improve health inequities in clinical 

trials to target these barriers
• Funding for screen failures
• Funding for companion registries

19 20


