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Endovascular

SurgeryAmputation Free Survival
Adjusted HR 1.35 95% CI 1.02-1.8. p = 0.037

MALE or All Cause Death
Adjusted HR .68 95% CI 0.59-0.79. p <0.001

How do we harmonize BEST-CLI and BASIL 2?

BASIL-like BEST Cohort

Anatomical Complexity of Arterial Disease

• BEST-CLI dataset (19 anatomical segments)

      Segments
  SFA - proximal, mid, distal  3
  Popliteal – proximal, distal  2
  Tibioperoneal trunk   1
  Tibials - proximal, distal  6     
      12 
  *Exclude aortic, iliac and pedal
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Stenosis Grading

         % stenosis
         Mild            < 50
            Moderate                   50-69
            Severe            70-99
        Occlusion      100     
               

Anatomical Complexity of Open and ENDO

OPEN ENDO

Segments with at least one occlusion

Unpublished Data

BASIL-like BEST

1,830

1,211 with significant 
tibial disease

833 underwent tibial 
revascularization

Occlusions

90% 92% 97%

BEST-CLI (Entire Trial) BASIL-like BEST BASIL 2 Trial     

Unpublished Data

Occlusive disease distribution per vessel severity

Entire BEST cohort BLB BASIL 2  

Unpublished Data

  

Modified GLASS Anatomic Scoring

BEST-CLI anatomic details GLASS segment
Superficial femoral - proximal third fem-pop segment
Superficial femoral - middle third fem-pop segment
Superficial femoral - distal third fem-pop segment
Popliteal - above knee fem-pop segment
Popliteal - below knee fem-pop segment
Anterior tibial - proximal half infrapop segment
Anterior tibial - distal half infrapop segment

Tibio-peroneal trunk fem-pop or infrapop segment?
Posterior tibial - proximal half infrapop segment
Posterior tibial - distal half (above malleolus) infrapop segment
Peroneal - proximal half infrapop segment
Peroneal - distal half infrapop segment
Dorsalis pedis pedal segment
Posterior tibial (below malleolus) pedal segment



11/20/24

3

         BLB BASIL 2
  Stage  1:       6%     28%
  Stage  2:       26%    17%
  Stage  3:                       68%       55%

Modified GLASS Score

Unpublished Data

Infrapopliteal Subgroup Analysis in BEST-CLI

§ BEST-CLI patients with 
single segment great saphenous vein and 

significant infrapopliteal disease who 
underwent open tibial bypass or endovascular tibial 
interventions
…to formulate a more precise comparative study for 
BASIL-2

1,830 patients

1,211 with significant 
tibial disease

959 with SSGSV conduit

665 underwent tibial 
revascularization

Freedom from MALE or All-Cause Death

0.0018

Freedom from MALE or All-Cause Death

43.3%: Endo

51.5% : Open

0.0018

Survival

0.9432
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Survival

64.2%: Endo

64.5%: Open

0.9432

Above-Ankle Amputation

0.0205

Above-Ankle Amputation

19.3%; Endo

13.5%: Open

0.0205

Above-Ankle Amputation

19.3%; Endo

13.5%: Open

BASIL-2: 18%: Endo

BASIL-2: 20%: Open

0.0205

Adjusted Outcomes
Surgery

(N = 326)
Endovascular

(N = 339)

N (%) 3-Year N (%) 3-Year
HR (95% CI)

[Open vs Endo] p-value
MALE or All-Cause Death 136 (41.72%) 48.51% 176 (51.92%) 56.71% 0.69 (0.54, 0.87) 0.0018

MALE 62 (19.0%) 22.9% 109 (32.2%) 35.2% 0.49 (0.35, 0.69) <.0001

All-Cause Death 99 (30.37%) 35.48% 105 (30.97%) 35.76% 1.01 (0.77, 1.33) 0.9432

Major Amputation or All-Cause 
Death

120 (36.8%) 43.6% 136 (40.1%) 45.3% 0.87 (0.68, 1.13) 0.2957

Major Limb Amputation 37 (11.35%) 13.45% 56 (16.52%) 19.32% 0.59 (0.38, 0.92) 0.0205

Reintervention (any), Amputation, 
or All-Cause Death

177 (54.3%) 60.6% 216 (63.7%) 68.7% 0.71 (0.57, 0.88) 0.0018

Major Reintervention 30 (9.20%) 10.93% 63 (18.58%) 20.18% 0.44 (0.27, 0.70) 0.0006
MACE 119 (36.5%) 43.2% 123 (36.3%) 43.4% 1.05 (0.81, 1.36) 0.6977

*(Adjusted for age, sex, race, diabetes, ESRD, prior infrainguinal revascularization of index limb, and smoking history)
^ Similar results were obtained using “as treated” methodology for confirmatory analysis
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Comparison of BEST-CLI and BASIL 2 How do we harmonize BEST-CLI and BASIL 2?

• Simply combining ITT groups from both trials and comparing 
OPEN vs ENDO is methodologically flawed
oPopulations are different

§ Entry life expectancy different 
§ Comorbidities are different
§ Risk of bypass is inordinately high in BASIL 2

oEntry criteria into trials are different 
oPrimary and secondary endpoints are different
oAscertainment of endpoints different

What can we do? Next Steps

• Prospective, as-treated, meta-analysis of BASIL-2 and BEST-CLI
•Using Individual Patient Data and common endpoint (MALE/Death)
• Assess heterogeneity
• Try to identify patient/anatomical/procedural factors that drive mortality and 

limb loss outcomes across both trials
• Show where there is consistency

•Obtain actual baseline images from BEST-CLI
• Validate GLASS for BEST-CLI
• Compare performance of Modified GLASS to GLASS in BEST-CLI/BASIL
•GLASS 2.0?  

Future Efforts


