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Background: The BioDriveAFS trial aims to investigate whether a biomarker-based
antifungal stewardship strategy is superior to a prophylactic antifungal strategy, in-
cluding existing standard of care, in reducing antifungal therapy use in patients with
acute leukaemia, without impacting health-related quality of life at 12 months. The
trial will be commencing in the UK in 2022 and aims to recruit 500 patients across 40
sites. We hypothesized that a biomarker-led monitoring approach would be non-in-
ferior to the standard of care approach utilizing antifungal prophylaxis.

Patients and methods: Patients diagnosed with acute leukaemia who are planned
to have intensive chemotherapy will be randomly allocated to one of two arms. The
biomarker armwill consist of twice-weekly galactomannan and β-D-glucan until the
end of intensive chemotherapy; positive biomarker results, neutropenic fever non-
responsive to broad-spectrum antibacterials, or clinical suspicion will lead to inves-
tigation for potential invasive fungal infection as per international guidelines.
Patients with proven or probable invasive fungal infection (IFI), as per the consensus
definitions, will receive therapeutic antifungals, whereas those with possible or no
IFI will have antifungals withheld. The control arm consists of local standard-of-
care antifungal prophylaxis, including mould-active, without regular biomarker
monitoring.

Results: Primary outcomemeasures are exposure to therapeutic antifungal therapy
and patient quality of life at 12 months versus baseline. Secondary outcome mea-
sures include total antifungal exposure, adverse events and complications, proven
and probable IFI and treatment outcome, overall survival, all-cause mortality and
IFI-related mortality. Resource use to determine cost-effectiveness and antifungal
resistance in fungi will also be measured.
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