
Results
• Parameter values resulting in the highest AUC0-inf of plasma paclitaxel: 

+10% for lipophilicity, +200% for the specific intestinal permeability, 12 
breastfeeding’s per day, administration with fatty food and the Rodgers & 
Rowland calculation method for the partition coefficients (figure 1). 

• In table 1 and figure 2 predicted paclitaxel exposures in infants are 
presented.

• In vitro studies report paclitaxel IC50s of 2.5 nM after 24-hour paclitaxel 
exposure for different cell lines [3].  Systemic Cmax, simulated with the 
worst-case scenario parameters, did not exceed the reported IC50s. In 
contrast, intestinal Cmax did exceed the reported IC50s.

Methods
• An oral absorption component was added to an available whole-body PBPK 

model of intravenous paclitaxel in PK-Sim® [1] and paclitaxel concentrations 
in breast milk after maternal administration of 80 mg/m2 (156 mg absolute 
dose) from a previously published case series were the input for infant 
breast milk dose calculations [2].

• For safety considerations, we chose to use parameter values derived from a 
sensitivity analysis associated with the worst-case scenario for the infant, 
maximizing the predicted area under the concentration-time curve until 
infinity (AUC0-inf) in plasma.

• Finally, a population of 500 European (ICRP, 2002) infants aged 0 to 1 years 
were used to predict paclitaxel exposure in plasma and intestinal tissue of 
infants following feeding of breast milk from paclitaxel-treated mothers. 
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Objective
To aid clinicians in making a well-informed decision about possible risks of infant exposure for women that want to breastfeed their infant during chemotherapy.
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Conclusion
• Systemic exposure in infants after oral administration of breast milk containing chemotherapy is negligible with a predicted systemic median Cmax 18-fold lower 

than the in vitro IC50 associated with cytotoxic effects, in contrast to intestinal Cmax that exceeded the reported IC50s possibly resulting in local adverse events.
• Exposure can be reduced by another 60% when the first day of breast milk after maternal administration is discarded.
• Furthermore, no mutagenic effect has been identified for paclitaxel suggesting there is no risk for mutations that permanently alter the infants DNA [4]
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Is it safe to breastfeed my
infant during chemotherapy 

treatment?!?

Breastfeeding offers overwhelming 
benefits to both mothers and child!  

…and especially about the 
systemic and intestinal 
exposure in infants

when breastfed with 
Chemotherapy-containing 

breast milk… 

Little is known 
about the distribution of

chemotherapy
to breast milk…
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