Safety concerns related to antiseizure medication use in breastfeeding women with epilepsy
Review of questions to the Norwegian drug information and pharmacovigilance centres
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Background and Aim

Breastfeeding has well-established health benefits for both child and mother. Women with epilepsy (WWE) have lower
breastfeeding rates compared to healthy women (1). Safety information of medication during breastfeeding is scarce and
conflicting (2,3). We aimed to identify characteristic traits of safety concerns among healthcare professionals related to
antiseizure medication (ASM) during breastfeeding in WWE by reviewing questions to the Norwegian drug information and
pharmacovigilance centres (RELIS).

Method

Question-answer pairs (QAPs) related to breastfeeding, epilepsy, and ASM identified by the drugs’ ATC-numbers were
retrieved from a searchable database containing over 55 000 QAPs using a combination of indexed and Boolean database
searches and manual inspection. The QAPs were analyzed retrospectively using descriptive statistics.

Results

In total, 112 QAPs were included. Most enquiries (n=60) were from physicians and 52 were from nurses/midwives and
other healthcare workers. Enquiries related to monotherapy with either lamotrigine or levetiracetam were most prevalent,
33% (n=37) and 13,4% (n=15), respectively. When co-medication with other drugs than ASM was addressed (15,2 %, n=17)
antidepressants (7%, n=8) were the most prevalent mentioned. Most enquirers called for general information about the
compatibility of a specific ASM with breastfeeding. Some questions, predominantly posed by physicians, were related to
ambiguous drug information advice. Other questions were raised due to concerns about polytherapy or adverse events in
breastfed infants. Half of the enquiries were posed after the women had given birth, of which more than half were asked
after initiation of breastfeeding, 12 of these motivated by suspected adverse drug reactions in the infants. In most cases
RELIS recommended continued breastfeeding, but with drug-specific precautions.

. .. TAaBLE 2 Topics of enquiries?! in relation to different occupational groups of health care professionals
TABLE 1 Topics of enquiries

Topics Example! N %2 Occupation
General question Physician Other healthcare professionals?
. . . o o . . . . N % N %
Requests general information regarding specific ASMs3 Is the use of lamotrigine compatible with 59 52.7
breastfeeding? General question 35 31.3 34 30.4
Requests updated assessment from RELIS Is there more updated information, other 6 5.4 N:t.re;:ommended or ambiguous product information 11 9.8 1 0.9
advise
than a RELIS article from 2007, on
malformation risk and breastfeeding with S e £ 71 = S
. Suspected adverse effects in breastfed infant 6 5.4 7 6.3
ethosuximide treatment?
Not- regommended or ambiguous product information Is there any literature on whether 12 10.7
advise lpercent of 112 QAPs

perampanel is compatible with ’nurses, pharmacists, other health care professionals

breastfeeding, as manufacturer writes 3Norwegian Pharmaceutical Product Compendium or The Summary of Product Characteristics

that there is a lack of experience, and

that risk cannot be ruled out? 33
Other Can lamotrigine affect milk production? 4 3.6 30
.. ~
Co-medication T .
Uncertain due to treatment with several ASMs Is the combined use of levetiracetam and 9 8.0
20

carbamazepine compatible with

breastfeeding? 15

Uncertain due to treatment with ASM in combination with Is it safe to breastfeed while using 9 8.0 10
other medication levetiracetam and escitalopram? . I I
Could the mother’s use of lamotrigine 13 11.6 0 —

Suspected adverse drug reaction in breastfed infant

Number of enquiries (n

o o Unkown if the child is Before birth Before initiating After initiating Unknown
cause the child’s twitching? born breastfeeding breastfeeding breastfeeding status
ldetails about mother, child and dose omitted

’percent of 112 QAPs
3antiseizure medication MW General question Co-medication W Suspected adverse drug reaction
“The Norwegian Pharmaceutical Product Compendium or The Summary of Product Characteristics

Time of enqiry

Take home message

Healthcare professionals with acknowledged high competence and skills in the topic were uncertain about the prevailing
safety information of ASM during breastfeeding. The fear to harm the infant may lead to the decision not to recommend
breastfeeding in lactating ASM-using WWE. Future information strategies should aim to reach these professions, encourage
planning medication use before birth and support the professions’ information need on this topic.
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