P

UNIVERSITET

How can we understand and best use the
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BASIL-1

Bypass versus angioplasty in severe ischaemia of the leg

(BASIL): multicentre, randomised controlled trial

BASILtrial particpants*
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Multicentre randomised controlled trial of the clinical
and cost-effectiveness of a bypass-surgery-first versus a
balloon-angioplasty-first revascularisation strategy for
severe limb Ischaemia due to infrainguinal disease. The
Bypass versus Angioplasty in Severe Ischaemia of the
Leg (BASIL) trial
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bypass vs. angioplasty
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Vein bypasses and angioplasties performed
better than prosthetic bypasses

Lancet 2005

Overall, no difference in AFS or OS between

For patients surviving beyond 2 years, bypass
was associated with better AFS (HR 0.85) and
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Bypass versus angioplasty in severe ischaemia of the leg
SITET (BASIL): multicentre, randomised controlled trial

BASILtral participants*

Multicentre randomised controlled trial of the clinical
and cost-effectiveness of a bypass-surgery-first versus a
balloon-angioplasty-first revascularisation strategy for
severe limb ischaemia due to infrainguinal disease. The
Bypass versus Angioplasty in Severe Ischaemia of the
Leg (BASIL) trial

Lancet 2005
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2w * Angioplasty-first is reasonable in the short
H term
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o * Bypass may offer survival/limb advantages
- beyond 2 years in selected patients with
o] longer life-expectancy
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selection (life expectancy, conduit, anatomy)
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— Best endovascular reatment group.

T — veinbypass grovp
— Best endovascular reatment group.

Avein bypass first versus a best endovascular treatment first

revascularisation strategy for patients with chronic limb
threatening ischaemia who required an infra-popliteal, with
or without an additional more proximal infra-inguinal
revascularisation procedure to restore limb perfusion

(BASIL-2): an open-label, randomised, multicentre, phase 3

trial Lancet 2023
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Significantly better AFS with an endo-first
strategy (p=0.037) than vein bypass first

This difference was driven primarily by survival
difference rather than major amputation

However, anatomical suitability, conduit
availability, surgical risk and center expertise
remain key

Surgery or Endovascular Therapy for Chronic Limb-
Threatening Ischemia
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Major Adverse Limb Events or Death

In patients with a good single-segment GSV,
surgical bypass showed superior outcomes
compared to endo, HR 0.68 (P<0.001)

P<0.001 by log-rank test

Endovascular
therapy _u@in

This difference was driven primarily by major
limb events rather than survival

For patients without adequate vein conduit,
outcomes were similar between strategies.

The results emphasize the importance of
conduit availability and patient selection

Years since Randomization
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BASIL-3

Plain versus drug balloon and stenting in severe ischaemia of the
leg (BASIL-3): open label, three arm, randomised, multicentre,
phase 3 trial

BMJ 2025
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* No differences in AFS between the three groups

* Does not support a role for DCB or DES in the femoro-popliteal
segment in the management of patients with CLTI
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SWEDEPAD-1

Cumulative event rate
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Paclitaxel-coated versus uncoated devices for infrainguinal

endovascular revascularisation in chronic limb-threatening
ischaemia (SWEDEPAD 1): a multicentre, participant-
masked, registry-based, randomised controlled trial

Treatment with uncoated devices
— Treatment with paclitaxel-coated devices

major ipsilateral amputation

Lancet 2025
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Key lessons

wweerer  BASIL-1, BASIL-2, BASIL-3, BEST-CLI, SWEDEPAD-1

« Neither strategy (bypass vs angioplasty/endo) is universally superior
across all patient groups; anatomical features (e.g., vein conduit,
infra-popliteal disease), patient life-expectancy (>2 yrs?),
comorbidities, and centre experience matter

* This underlines the importance of individualized revascularization
strategy rather than a dogmatic “endo-first” or “bypass-first” approach

* Newer drug-eluting technology (DCB, DES) do not yet have a major
proven advantage in CLTI beyond standard angioplasty in FP disease




