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What does it all mean to me?
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Thank you!!!
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•    My practice has not changed much at all
•    Lots of endo, lots of hybrid, lots of open
•    For rest pain or any significant tissue loss, I believe I am 

more likely to get to where I want to get, and stay there, 
with bypass 
•    To me it’s all less about technical success about more 

about durability

BEST-CLI results resonate with my (22 year)        
clinical experience
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  Primary 
  Endpoint

Event Rate: 52.9%

Event Rate: 42.6%

10.3%

Median Follow-up:
2.7 Years

RRR:  32%
ARR:  10.3% 
NNT:  10

MALE (Major Re-
intervention, or 
Above-Ankle 
Amputation) or 
All-cause Death (%)
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Major 
Re-intervention 
(%)

Primary 
Endpoint
Component

Event Rate: 24.8%

Event Rate: 10.9%

13.9%

Median Follow-up:
2.7 Years

RRR:  65%
ARR:  13.9% 
NNT:  7
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Above-Ankle
Amputation (%)

Primary 
Endpoint
Component

Event Rate: 15.5%

Event Rate: 12.2%

3.3%

Median Follow-up:
2.7 Years

RRR:  27%
ARR:  3.3% 
NNT:  30
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Death (%)

Primary 
Endpoint
Component
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MACE (%)

Primary Safety
Endpoint
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MALE (Major Re-
intervention, or 
Above-Ankle 
Amputation) or All-
cause Death (%)

Primary Endpoint
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QoL Analysis - COHORT I

VascuQoL

WITHIN GROUP DIFFERENCE
• Endovascular  2.0
• Surgery          2.1

BETWEEN GROUP DIFFERENCE
(95% CI) -0.14 (-0.25,-0.02); p = 0.02

MCID 0.36-1.19
VascuQoL

EuroQol-5D
SF-12
Pain
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Sub-group
   analysis

   Cohort 1 
   (SSGSV)
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Summary of Salient BEST-CLI Findings
• Evidence that Surgery is significantly more effective strategy:

Ø32% reduction in MALE or death

Ø65% reduction in Major Reinterventions  
Ø27% reduction in Major Amputation
ØLess than half the total number of Major Reinterventions over time
Ø45% less likely to have clinical failure

Ø29% less likely to have hemodynamic failure
Ø22% faster resolution of index CLTI
Ø19% reduction in recurrent CLTI events
Ø30% reduction in MALE or death in women

Ø 19-65% more effective

Ø Big picture, results are 
robust!
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What important information has 
secondary analysis brought?
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Cumulative major reinterventions

Incident Rate Ratio (IRR): Cohort 1: 0.50 (0.37,0.67), p<0.001; Cohort 2: 0.79 (0.47,1.33), p=0.37 
IRR Per Limb Salvaged: Cohort 1: 0.48 (0.35,0.67), p<0.001 ; Cohort 2: 0.48 (0.26,0.92), p=0.03 
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Cumulative all reinterventions

Incident Rate Ratio (IRR): Cohort 1: 0.66 (0.54,0.81), p<0.001 ; Cohort 2: 0.77 (0.52,1.15), p=0.20 
IRR Per Limb Salvaged: Cohort 1: 0.64 (0.51,0.80), p=<0.001 ; Cohort 2: 0.60 (0.38,0.94), p=0.03 
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Time to Clinical Failure – includes WIfI
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Time to Hemodynamic Failure – 
  includes hemodynamics and image-based patency
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Median Time to Resolution:

Open:  70 days
Endo:  92 days

Time to Resolution of Presenting Index CLTI
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Multivariate analysis (ITT) - adjusted

*  Person-years of follow up incidence rate
** Incidence Rate Ratio

Cohort 1 Cohort 2

Parameter

Open
N=603
N (%w 
event)

Endo
N=617
N (%w 
event)

IRR (95% 
CI)

P-
Value

Open
N=171

N (%w event)

Endo
N=173

N (%w event)

HR (95% 
CI) P-Value

Recurrent CLTI 253 (0.15)* 323(0.18)* 0.81** 
(0.68,0.95) 0.01 76(0.23)* 83(0.23)* 0.91** 

(0.67,1.25) 0.57

Freedom from Recurrent CLTI
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*  Person-years of follow up incidence rate
** Incidence Rate Ratio

Cohort 1 Cohort 2

Parameter

Open
N=603
N (%w 
event)

Endo
N=617
N (%w 
event)

IRR (95% 
CI)

P-
Value

Open
N=171

N (%w event)

Endo
N=173

N (%w event)

HR (95% 
CI) P-Value

Recurrent CLTI 253 (0.15)* 323(0.18)*
0.81** 

(0.68,0.95) 0.01 76(0.23)* 83(0.23)*
0.91** 

(0.67,1.25) 0.57

Freedom from Recurrent CLTI

     Incident Rate Ratio:  
    0.81 (0.68-0.95)   p = 0.01
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MALE/Death: Black, White, Hispanic Patients

No difference in outcomes by race or ethnicity
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AFS, MALE/Death: Better in Women vs Men

Bypass with SSGSV outperformed Endo in women
Lower amputations in women drives improved AFS, MALE/Death
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“As Treated”: Unadjusted KM Analysis

SSGSV Bypass a/w improved MALE/Death 
and decreased amputation rates
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Bypass after failed ENDO: Bridges Burned

 Major Amputation at 1-year
 

• 8.1 % for primary bypass
• 10.1% for late secondary bypass (> 30 days)  
• 17.7 % for early secondary bypass (< 30 days)
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         BLB 
  GLASS Stage  1:     6%
  GLASS Stage  2:     26%
  GLASS Stage  3:     68%

Modified GLASS: Tibial disease
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SSGSV has fewer adverse outcomes versus endo

GLASS stage 2, 
SSVG vs ENDO

GLASS stage 3, 
SSGVS vs ENDO

Major amputation, 
HR (95%CI), p-value

0.57(0.38,0.87) 
p=0.009

0.62(0.47,0.81) 
p=0.001

GLASS stage 2, 
SSVG vs ENDO

GLASS stage 3, 
SSGVS vs ENDO

Major 
reintervention

0.24(0.15,0.40)
p=0.000

0.37(0.29,0.47)
p=0.000

GLASS stage 2, 
SSVG vs ENDO

GLASS stage 3, 
SSGVS vs ENDO

Any 
reintervention

0.60(0.46,0.77)
p=0.000

0.60(0.52,0.70)
p=0.000
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Outcomes by GLASS stage

• For GLASS I disease, both endo and open 
effective

• For GLASS II and III disease, open more 
effective.
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Chronic Kidney Disease

Spline Modeling: MALE/Death 
dramatically worsens if GFR < 30
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1. Open better if GFR > 30
2. Endo better if ESRD
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Drug Elution

Paclitaxel in femoropopliteal disease a/w 
fewer 3-year major reinterventions

36



11/19/25

7

37 38

Variation in LE Revascularization

Goodney P et al. Circ Cardiovasc Qual Outcom es. 2012;5:94-102
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Endo Bullet Train
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Now what?
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Thursday, November 20th 
3-5 PM

Americas Hall 1 North
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Thank you
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