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Background. Venous thromboembolism (VTE) is a major
cause of maternal morbidity and mortality worldwide. Low-
-molecular-weight heparin (LMWH) is the recommended
treatment for pregnancy-associated deep vein thrombosis (D-
VT), yet evidence guiding optimal dose intensity and dura-
tion during pregnancy is limited and largely extrapolated
from non-pregnant populations. Prolonged administration of
full-dose LMWH twice daily is effective but burdensome and
may increase bleeding risk, particularly in the peripartum
period. Whether anticoagulant intensity can be safely re-
duced after an initial phase of full treatment remains uncer-
tain.

Aims. The APRICOT study (Adapt hePaRin In pregnanCy-as-
sOciated vTe) aims to assess whether a reduced-dose
LMWH regimen is non-inferior to standard full-dose LMWH
in preventing recurrent VTE and whether it improves safety
with respect to bleeding complications in pregnant women
with acute DVT.

Methods. APRICOT is a multicenter, randomized, open-la-
bel, controlled, non-inferiority trial (EUCT:
2025-521566-10-00). Pregnant women aged =18 years with
a first objectively confirmed proximal DVT occurring be-
tween 5 and 30 weeks of gestation will be eligible. The
study will be conducted in accordance with the Declaration
of Helsinki and Good Clinical Practice and will require au-
thorization from the National Ethics Committee and local In-
stitutional Review Boards. All participants will provide writ-
ten informed consent prior to enrollment. All women will re-
ceive initial therapeutic LMWH at a dose of 100 U/kg every
12 hours for six weeks. Thereafter, participants will be ran-
domized 1:1 to continue full-dose LMWH or to switch to a
reduced-dose regimen (65-75% of the full therapeutic dose
administered once daily) until delivery and for six weeks
postpartum. Randomization will be centralized and we-
b-based, stratified by center. Patients will be followed
throughout pregnancy and up to 8-12 weeks after delivery.

The primary efficacy endpoint is recurrent VTE, defined as
symptomatic DVT or pulmonary embolism. The primary safe-
ty endpoint is major bleeding according to ISTH criteria. Se-
condary endpoints include VTE extension and clinically rele-
vant non-major bleeding. All outcomes will be adjudicated
by an independent blinded central committee. A minimum
sample size of 96 women provides 80% power to demons-
trate non-inferiority with a 10% margin.

Conclusions. APRICOT addresses a critical evidence gap in
the management of pregnancy-associated DVT and may in-
form safer, more individualized, and less burdensome antico-
agulant strategies during pregnancy

APRICOT: Adapt heparin in pregnancy-associated vTe

B I LR

r
Full-Dose LMWH Therapy Q
100 U/kg every 2 hours for 6 weeks

’_ Randomization Phase _x

—Randomization 1:1 —

e

Standard Group Reduced-Dose Group

Full-Dose LMWH
100 U/kg every 12 hours

Reduced-Dose LMWH

65-75% of the dose
Once daily

Abstracts printing tool powered by pagepress.org


https://www.pagepress.org

