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Table 1. Pharmacokinetic parameters of cladribine from
day 3 of 5-day treatment course.

Parameter (units) cladribine Value

Dose 20mg once daily
AUC (ngh/mL) 1056

Cyy (ng/mL) 44

Cipax (ng/mL) 281.2

T ax (hour) 1

Infant dose (mg/kg/day) 0.0066

RID (%) 3.06

AUC=area under the drug concentration—time curve;
C,=average drug concentration across the dose interval;
Cax =Mmaximum drug concentration across the dose interval;
T ax =time at which maximum concentration is observed;
RID=relative infant dose (indicated in bold).

regarding cladribine use during lactation, and several
days of withholding breast milk may be sufficient after
the last dose.

In conclusion, this is the first case report suggesting
the transfer of cladribine in human milk. Caution
should be advised, as there are no data available
regarding its clinical effect on breastfed infants. A
suitable withdrawal period should be exercised in
breastfeeding mothers.
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Breastfeeding and treatment of multiple sclerosis
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Multiple sclerosis (MS) is a disease with onset
around 30 years of age, coinciding with the age when
females are giving birth to their first child. Over the
last few years, healthy females have fewer children;

females with MS are having more children.! In
patients with highly active disease, breastfeeding
may not be sufficient to prevent relapses postpar-
tum,2 and the reinitiating of potent disease
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modifying drugs is usually indicated. The majority
of the available disease modifying drugs is contrain-
dicated either due to known potential effects in the
baby or lack of knowledge about transfer to breast
milk or lack of knowledge about possible uptake in
the baby.? Even in drugs that have been available for
years like natalizumab and rituximab, there is lack of
knowledge.* As it is unethical to perform clinical tri-
als in pregnant and breastfeeding patients, collection
of evidence through case reports and case series is
how clinical practice and prescribing information
may be updated. The present study by Datta et al. is
an important contribution to our knowledge about
the extent and duration of transfer of cladribine into
breast milk.> With studies confirming their findings,
the period of stopping breastfeeding after a treat-
ment course of cladribine may possibly be reduced
from 7 to 1 or 2days after each treatment cycle.
Further studies on cladribine and also the other
MS-treatments are urgently needed to help us guide
the increasing number of female MS-patients wish-
ing to breastfeed their babies.

Declaration of Conflicting Interests

The author(s) declared the following potential conflicts
of interest with respect to the research, authorship, and/
or publication of this article: E.G.C. has received unre-
stricted research grants (Novartis and Sanofi), advisory
boards, and/or speaker honoraria (Almirall, Biogen,
Merck, Roche, Novartis, Sanofi, and Teva).

Funding
The author(s) received no financial support for the
research, authorship, and/or publication of this article.

ORCID iD
Elisabeth G Celius
-9127-6488

https://orcid.org/0000-0002

References

1. Nguyen AL, Havrdova EK, Horakova D, et al.
Incidence of pregnancy and disease-modifying
therapy exposure trends in women with multiple
sclerosis: A contemporary cohort study. Mult Scler
Relat Disord 2019; 28: 235-243.

2. Langer-Gould A, Smith JB, Hellwig K, et al.
Breastfeeding, ovulatory years, and risk of multiple
sclerosis. Neurology 2017; 89(6): 563—5609.

3. Voskuhl R and Momtazee C. Pregnancy: Effect on
multiple sclerosis, treatment considerations, and
breastfeeding. Neurotherapeutics 2017; 14(4): 974-984.

4. LaHue SC, Gelfand AA and Bove RM. Navigating
monoclonal antibody use in breastfeeding women:
Do no harm or do little good? Neurology 2019;
93(15): 668-672.

Datta P, Ciplea Al, Rewers-Felkins K, et al.
Cladribine transfer into human milk: A case
report. Mult Scler 2021; 27(5): 799-801.

802

journals.sagepub.com/home/msj


https://journals.sagepub.com/home/msj
https://orcid.org/0000-0002-9127-6488
https://orcid.org/0000-0002-9127-6488
mailto:uxelgu@ous-hf.no
https://journals.sagepub.com/home/msj
https://journals.sagepub.com/home/msj



