INTRODUCTION

Romiplostim is a thrombopoietin receptor agonist
(TPO-RA) used to treat immune thrombocytopenia
(ITP).

While small retrospective studies suggest that
romiplostim use in pregnancy and the postpartum
period may be safe, there is no published data about
TPO-RA pharmacokinetics in pregnancy or lactation.

Romiplostim has a unique peptide sequence that we
can measure using mass spectrometry.

We followed a pregnant patient with refractory ITP
who was on romiplostim during pregnancy and the
postpartum period, and we tested maternal and infant
blood, cord blood and breastmilk samples for the
presence of romiplostim (REB21-0401).

To determine whether romiplostim crosses the placenta
in a pregnant patient with chronic refractory ITP.

To determine whether romiplostim is detectable in
breastmilk of a postpartum patient receiving
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Romiplostim was detected in the cord blood drawn at the
time of delivery. The neonatal platelet count measured on the
same day was 288 x 109L.

Romiplostim was detected in the breastmilk sample and the
measurement was higher on day 1 post-dose, compared to day 7
post-dose (p=0.006).

Romiplostim was detected in the breastfeeding infant’s
blood in small but identifiable quantities.

On postpartum day 56 (0.75 days post-dose), the participant
mother’s blood had 13 times more drug detected, compared to
the infant’s blood taken at the same time (p=0.0002).

Breastfeeding was initiated immediately after birth and
thrombocytosis was noted in the infant on day 9 of life. The
infant’s peak platelet count was 799 x 109/L on day 22.

On the infant’s peripheral blood smear, there were rare immature
cells suggestive of blasts.

Two weeks after stopping breastfeeding, the thrombocytosis
improved and no further immature cells were identified on the
infant’s peripheral blood smear. One year later, there have been
no complications in the infant.
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romiplostim, compared to controls.

METHODS

A 34 year old G1PO0 with refractory ITP received romiplostim 120 mcg (~2 mcg/kg)
subcutaneously weekly starting in second trimester of pregnancy, which continued into the
postpartum period.

Samples tested included the cord blood (at delivery), breastmilk (mother and 2 controls), and
blood (mother, infant, and 2 controls). Serial platelet counts in the infant were recorded.

Semi-quantitative romiplostim drug levels were measured by mass spectrometry in blood, cord

blood and breastmilk, after samples were separated using a SDS-PAGE electrophoresis system.
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CONCLUSIONS

Romiplostim crosses the blood-
placental barrier and is excreted
into the breastmilk in measurable
amounts.

Thrombocytosis and immature blast-like cells
were identified in the blood of the breastfed
infant. No serious clinical outcomes were
observed after breastfeeding cessation.

These results will help to better inform
physicians and patients when faced with a rare
clinical scenario on the role of romiplostim use
in pregnancy and breastfeeding.
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