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CLTI, equipoise MDT between Best Endovascular 
Treatment and Vein bypass

IP+/-FP revascularisation (n = 345)

IP
Vein Bypass

(n = 172)

IP
BET

(n = 173)

BASIL-2

Primary outcome was amputation free survival
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Adjusted HR 1.35 95% CI 1.02-1.8. p = 0.037
No evidence of non-proportional hazards over 

time or of varying effects in the pre-specified 
sub-group analyses 

BET

VB

BASIL-2: AFS (ITT analysis)

Median [IQR] AFS (years):
• Whole cohort: 3.8 [3.1-4.4]
• VB: 3.3 [2.1-4.3]
• BET: 4.4 [3.4-5.9]

4

BASIL-2 Overall Survival (ITT analysis)

BET

VB

AFS difference largely due to more deaths with VB
[VB 91/173, 53% vs BET 77/173, 45%]

Adjusted HR 1.37 (95% CI 1.00 - 1.87)

VB (172) BET (173) Risk ratio
(95% CI)

Risk difference
(95% CI)

30-day mortality – N (%) 10 (6) 5 (3) 2.45 (0.84-7.20) 0.03 (-0.01-0.07)

No difference in 30-day mortality
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Patients in BASIL-2 had 
treatable tibial disease and 

did not have ‘desert foot’
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BASIL-2 GLASS by segment
VB (n=172) BET (n=173)

Excluded 24 19
Femoro-popliteal Grade (%)

0 (Mild <50%) 51 (34%) 51 (33%)
1 (1/3 stenotic, <5cm CTO) 26 (18%) 30 (19%)
2 (1/3 – 2/3 stenotic, <10cm
CTO)

10 (7%) 10 (6%)

3 (>2/3 stenotic, <20cm CTO) 12 (8%) 17 (11%)
4 (CTO >20cm) 49 (33%) 46 (30%)

Infra-popliteal Grade (%)
0 (Mild or no disease) 5 (3%) 10 (6%)
1 (Stenosis <3cm) 62 (42%) 66 (43%)
2 (<1/3 stenotic, <3cm CTO) 32 (22%) 38 (25%)
3 (<2/3 stenotic, <1/3 CTO) 23 (15%) 30 (19%)
4 (>2/3 stenotic, >1/3 CTO) 25 (17%) 10 (6%)

TAP in 2/3rds grade 1 or 2

TAP in half grade 0 or 1
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BASIL-2 GLASS – Pedal Modifier
Pedal 
Modifier

VB (n=172) BET (n=173)

P0 (%) 49 (28%) 55 (32%)

P1 (%) 63 (37%) 69 (40%)

P2 (%) 5 (3%) 6 (3%)
Ungradable
* (%) 55 (32%) 43 (25%)
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Best endovascular treatment 
was more cost effective than 

vein bypass in BASIL-2 
patients
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BASIL-2 Health Economics Analysis
BET was associated with:
• >amputation free life years 

(0.429, 157 days)
• Slightly more QALYs
• Cheaper cost 

Cost effectiveness panes (hospital costs)
O ver 7 years

O ver 3 years

O ver 2 years

The lower costs (–£2524.23 per patient) 
were due to:

• Shorter length of stay
• Less human resource utilization
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CLTI, endo first preferred by MDT
FP+/-IP revascularisation (n = 481)

FP
PBA +/- BMS

(n = 160)

FP
DCB +/- BMS

(n = 161)

FP
DES

(n = 160)

BASIL-3

Primary outcome was amputation free survival
Two comparisons: PBA+/-BMS vs. DCBA+/-BMS and PBA+/-BMS vs. DES
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BASIL-3 Amputation Free Survival (ITT) 

Per-protocol analysis of only adherent participants -
very similar HR’s/CIs

HR 0.84, 97.5% CI: 0.61 to 1.16, p=0.22;
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BASIL-3 is generalizable to 
the CLTI population (UK)
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BASIL-3 Enhanced Screening
CLTI patients admitted to BHH – 1 January 2016 to 31 July 2018 (n=285)

Revascularisation n=201 (70%)

Supra-inguinal
n=46 (23%)

Infra-inguinal
n=155 (77%)

Randomised BASIL-3
n=53 (34%)

Revascularisation 
outside BASIL-3

n=103 (66%) 

No revascularisation n=84 (30%)

Conservative Treatment n=33 (39%)

Major Amputation n=29 (34%)

Minor amputation only n=18 (21%)

Wound debridement only n=3 (4%)

Thromboembolectomy n=1 (1%)

FP

19% Total Cohort 
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Paclitaxel (mostly) did not
increase mortality in 

BASIL-3 patients
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BASIL-3 Pooled Mortality Analysis

Data from DCB and DES arms pooled into a single 
‘drug technologies’ arm vs. PBA

Mostly PTX (DCB – 1/161 sirolimus, DES – 8/160 
everolimus)

Primary: Overall survival
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Primary Outcome – Overall Survival 

HR: 0.83 (0.64 to 1.07)

BASIL-3 Pooled Mortality Analysis
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We don’t know the impact 
of vessel preparation
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BASIL-3 Recruitment

The 
“Katsanos 

Pause” COVID-19

<2019*
Vessel preparation>?
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DES may be cost effective 
in terms of QALYs at higher 

willingness to pay 
thresholds – we need to 

understand why
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BASIL-3 CU Plane (DES vs. PBA)

DES first strategy is 
more effective in 

terms of QALYs but 
at what cost?

Increase in QALYs  

Higher cost

Lower cost
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BASIL-3 CU Acceptability Curve (DES vs. PBA)

Quality adjusted life years, 2 years post randomisation

UK
(NICE)
£20-30K

£20K / QALY = 76% 

£30K / QALY = 78%

>£40k / QALY = 80%
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Thank you
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