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threatening ischaemia who required an infra-popliteal, with
orwithout an additional more proximal infra-inguinal
revascularisation procedure to restore imb perfusion

d Iticentre, phase 3

Surgery or Endovascular Therapy for Chronic Limb-
Threatening Ischemia

trial
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Cohort 1
— Surgery
— Endovascular

80P <0.001 by log-rank test s

Amputation (%)
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g

Years from Randomization

No. at Risk
Swg. 718 463 349 208 117 52 12 0
Endo. 716 404 304 175 102 46 14 0

MALE or All Cause Death
Adjusted HR .68 95% CI 0.59-0.79. p <0.001
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Amputation Free Survival
Adjusted HR 1.35 95% CI 1.02-1.8. p = 0.037

P <0.001 by log-rank test

Death, Major Re-Intervention,
or Above-Ankle Amputation (%)

Years from Randomization

Swg. 718 463 349 204 117 52 12 o

Endo. 716 404 304 175 102 46 14 o

MALE or All Cause Death
Adjusted HR .68 95% CI 0.59-0.79. p <0.001
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Quality of Life in Patients With Chronic
Limb-Threatening Ischemia Treated With
Revascularization
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revascularisation strategy for patients with chronic limby

threatening ischaemia who required an infra-poplitea], with
orwithout an additional more proximal infra-inguinal
revascularisation procedure torestore imb perfusion

(BASIL-2}:an open-label,randomised, multicentre, phase 3
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30,000 ft Perspective of BEST-CLI and BASIL 2
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Bypass outperformed Endo
No meaningful difference in
patient reported QOL measures
between Vein Bypass and Endo

Bypass is preferred strategy
with respect to survival and
QALYs, at conventional
willingness to pay thresholds

Endo outperformed Bypass
No meaningful difference in
patient reported QOL measures
between Vein Bypass and Endo

Endo is preferred strategy with
respect to survival and QALYs,
at conventional willingness to
pay thresholds
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What do we make of this?
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Comparison of BASIL 2 and BEST-CLI
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BASIL 2 vs BEST-CLI

* Trials were different in magnitude
* BASIL 2: 345 (600 planned) patients vs BEST-CLI: 1830 patients
* Populations between trials are different

* BASIL 2 has less women, less non-white patients, less ESRD,
significantly higher hx of prior revasc, more tibial disease,
significantly more use of POBA, less use of drug elution,...
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BASIL 2 vs BEST-CLI

* Endo technical failure is similar between trials
* BASIL 2: 14% vs BEST-CLI: 15%
* Peri-op mortality is much higher in BASIL 2
* BASIL 2: 6% vs BEST-CLI: 1.7% in bypass arm
* Overall death is higher in BASIL 2
* BASIL 2: 53% vs BEST-CLI: 33% in bypass arm at median f/u
* Amputation rates are higher in BASIL 2
* BASIL 2: 20% vs BEST-CLI: 10% in bypass arm
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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
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1,211 with significant
tibial disease
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MALE or All-Cause Death

100% Log-Rank Test

p-value 0.0018

Free of MALE or All-Cause Death, %

0% —
43.3%:Endo ",
-
—
OPEN
0% J ——== ENDO
0 i 2 B . 5 o
Years
Patients, n
OPEN 326 217 164 100 56 23 6
ENDO 339 189 147 82 a7 20 7
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Surgery Endovascular
(N =326) (N =339)
HR (95% Cl)
N (%) 3-Year N (%) 3-Year [Open vs Endo] p-value
IMALE 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
IMajor Amputation or All-Cause 120 (36.8%) | 43.6% | 136 (40.1%) | 45.3% 0.87 (0.68, 1.13) 0.2957
[Death
Major Limb Amputation 37(11.35%) | 13.45% | 56 (16.52%) | 19.32% | 0.59 (0.38, 0.92) 0.0205 |
Reintervention (any), Amputation, | 177 (54.3%) | 60.6% | 216 (63.7%) | 68.7% 0.71(0.57, 0.88) 0.0018 |
jor All-Cause Death
Major Reintervention 0(9.20%) | 10.9 63 (18.58%) | 20.18" 0.44 (0.27, 0.70) 0.0006 ]
MACE T19(36.5%) | 43.2 123 (36.3%) | 43.4 1.05 (0.81, 1.36) 0.69
*(Adjusted for age, sex, race, diabetes, ESRD, prior infrainguinal revascularization of index limb, and smoking history)
A Similar results were obtained using “as treated” methodology for confirmatory analysis
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Conclusions: BASIL 2 vs BEST-CLI

* BASIL 2 appears to be driven by long term mortality

* Seemingly disparate findings between BEST-CLI and BASIL 2
may be related to differences in patient and procedural
factors

* These differences may be a consequence of differences
between healthcare systems in the UK and North America
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How do we harmonize BEST-CLI and BASIL 2?

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

23

24




11/19/25

Future Efforts

* Combine data from all recent CLTI datasets
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