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BASELINE THROMBIN GENERATION TEST DOES NOT PREDICT THROMBOTIC
EVENTS IN ACUTE LEUKEMIA: A MONOCENTRIC PROSPECTIVE STUDY.
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Background and Aims
Thromboembolic events and bleeding are frequent and clini-
cally  significant  complications  in  patients  with  acute
leukemia (AL), contributing to morbidity and mortality. Con-
ventional coagulation assays (CCAs) and platelet count offer
limited predictive value. Global coagulation assays such as
thrombin generation assay (TGA) may provide a more com-
prehensive picture of the hemostatic state. This prospective
monocentric study aimed to assess whether baseline TGA pa-
rameters could predict thrombotic events in patients with
newly diagnosed AL.
Methods
A total of 111 adult patients diagnosed with AL (83 AML, 15
ALL, 8 APL, 5 MPAL) were enrolled between February 2022
and September 2024. Baseline TGA was performed using the
Calibrated Automated Thrombogram (CAT) system. Normal
TGA parameters (lag time, ttPeak, ETP, peak) were deter-
mined based on the analysis of pooled normal plasma. CCAs
(PT, PTT, fibrinogen, AT) and complete blood counts were
performed too. Patients were followed for the occurrence of
objectively confirmed thrombotic events. Statistical compari-
sons were performed using the Mann-Whitney U test and Ka-
plan-Meier curves.

Results
At diagnosis, 90.9% of patients showed increased lag time,
66.7% increased ttPeak, 63.1% increased ETP, and 52.3% in-
creased peak (Table 1). Despite most of the cohort showing a
pattern of hypercoagulability, only 8 patients (7.2%) devel-
oped thrombotic complications, all of which were associated
with central venous catheter placement. No statistically signi-
ficant differences were found in baseline TGA parameters be-
tween patients with and without thrombotic events (lag time
p=0.60, ttPeak p=0.57, ETP p=0.56, peak p=0.69). No differ-
ences were observed across leukemia subtypes (p=0.23) or
treatment regimens (p=0.62).
Conclusions
Baseline TGA parameters, despite indicating a prothrombotic
profile in most AL patients, were not predictive of thrombotic
events. The discrepancy between laboratory hypercoagulabili-
ty and clinical thrombosis likely reflects the multifactorial na-
ture of thrombotic risk, including factors not captured by
plasma-based assays. These findings suggest that baseline
TGA parameters alone do not predict thrombotic risk in AL.
Future studies should consider longitudinal TGA monitoring
and the integration of additional markers such as platelet
function and inflammatory mediators.
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