NLM Citation: Drugs and Lactation Database (LactMed®) [Internet].
m) U.S. National Library of Medicine Bethesda (MD): National Institute of Child Health and Human

National Center for Biotechnology Information Development; 2006-. Fluvoxamine. [Updated 2023 I\/Iay 15].
Bookshelf URL: https://www.ncbi.nlm.nih.gov/books/

Fluvoxamine
Revised: May 15, 2023.

CASRN: 54739-18-3

Drug Levels and Effects

Summary of Use during Lactation

Limited information indicates that maternal fluvoxamine doses of up to 300 mg daily produce low levels in
breastmilk and would not be expected to cause any adverse effects in breastfed infants, especially if the infant is
older than 2 months. If fluvoxamine is required by the mother, it is not a reason to discontinue breastfeeding. A
safety scoring system finds fluvoxamine use to be possible during breastfeeding.[1] One infant was reported to
have an elevated serum level of fluvoxamine, but most who have been tested have undetectable serum levels.
Another infant developed diarrhea, vomiting and stimulation after maternal initiation of fluvoxamine. A limited
amount of long-term follow-up on growth and development has found no adverse effects in breastfed infants.
Monitor infants exposed to fluvoxamine through breast milk for diarrhea, vomiting, decreased sleep, and
agitation.

Disclaimer: Information presented in this database is not meant as a substitute for professional judgment. You should
consult your healthcare provider for breastfeeding advice related to your particular situation. The U.S. government does
not warrant or assume any liability or responsibility for the accuracy or completeness of the information on this Site.

Attribution Statement: LactMed is a registered trademark of the U.S. Department of Health and Human Services.
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Mothers taking an SSRI during pregnancy and postpartum may have more difficulty breastfeeding, although this
might be a reflection of their disease state.[2] These mothers may need additional breastfeeding support.
Breastfed infants exposed to an SSRI during the third trimester of pregnancy have a lower risk of poor neonatal
adaptation than formula-fed infants.

Drug Levels

Maternal Levels. In a pooled analysis of serum levels from published studies and 1 unpublished case, the authors
found that 6 mothers taking an average daily dosage of 159 mg (range 50 to 300 mg) had an average milk
fluvoxamine level of 174 mcg/L (range 18 to 478 mcg/L).[3] Using the average dosage and milk level data from
this paper, an exclusively breastfed infant would receive an estimated 0.98% of the maternal weight-adjusted
dosage of fluvoxamine.

Two mothers breastfeeding while taking stable doses of fluvoxamine were studied with timed blood and milk
samples over 24 hours. The first patient, who was taking 150 mg daily and nursing a 26-month-old, had a peak
milk level of 425 mcg/L at 2.1 hours after the dose. The second patient, who was taking 50 mg daily and nursing
a 3-week-old, had a peak milk level of 67 mcg/L at 4.2 hours after the dose. The authors estimated the absolute
infant dosages to be 38.4 and 5.4 mcg/kg daily in the two infants, respectively, or an average 1.38% and 0.8% of
the maternal weight-adjusted dosage.[4]

A nursing mother was taking fluvoxamine 50 mg daily during pregnancy and postpartum. Foremilk and
hindmilk samples taken on day 2 postpartum, 11.5 and 13 hours after a dose, contained fluvoxamine 23 mcg/L
and 27 mcg/L, respectively. Foremilk and hindmilk samples taken during the fourth week postpartum, 9.9 and
10.3 hours after a dose, contained fluvoxamine 16.9 mcg/L and 43.3 mcg/L, respectively. The greater difference in
hindmilk drug concentration was attributed to the higher fat content of mature milk and the lipid solubility of
fluvoxamine.[5]

Infant Levels. Four exclusively breastfed infants aged 6 to 13 weeks had undetectable (<1 mcg/L) fluvoxamine
serum levels during maternal therapy with fluvoxamine in dosages of 100 to 150 mg daily.[6]

In a pooled analysis of 3 mother-infant pairs from published and unpublished cases, the authors found that
breastfed infants had an average of 16% (range 0 to 45%) of their mothers' fluvoxamine plasma levels; 1 of the 3
infants had a plasma level greater than 10% of the mother's which was defined by the authors as being elevated.
[3] In the infant with a serum concentration of 45% of the maternal serum concentration, the high
concentration was considered anomalous by the authors and perhaps related to the infant's fluvoxamine
metabolism by P450 enzymes. 7]

Serum levels of fluvoxamine were undetectable (<2 mcg/L) in a partially breastfed 26-month-old during
maternal intake of 150 mg daily. Fluvoxamine was also undetectable in the serum of an exclusively breastfed 3-
week-old during maternal intake of 50 mg daily.[4]

Effects in Breastfed Infants

One infant whose mother began taking fluvoxamine 100 mg daily 17 weeks postpartum was breastfed from birth
to 5 months of age. The medical and nursing staff did not note any adverse effect in the infant during the 10
weeks of observation during maternal hospitalization. The infant had normal Bayley developmental scores at age
4 months and 21 months.[8]

No adverse effects were found in 2 infants, a partially breastfed 26-month-old during maternal intake of 150 mg
daily, who also had a normal Denver Developmental Score, and an exclusively breastfed 3-week-old during
maternal intake of 50 mg daily.[4]
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Three mothers who took an average fluvoxamine dose of 117 mg once daily breastfed their infants exclusively for
4 months and at least 50% during months 5 and 6. Their infants had 6-month weight gains that were normal
according to national growth standards and the mothers reported no abnormal effects in their infants.[9]

One study of the side effects of SSRI antidepressants in nursing mothers found no adverse reactions that
required medical attention in one infant whose mother was taking fluvoxamine. No specific information on
maternal fluvoxamine dosage, extent of breastfeeding or infant age was reported.[10]

A woman who was treated chronically with quetiapine 400 mg and fluvoxamine 200 mg daily took the drugs
throughout pregnancy and postpartum. She partially breastfed her infant (extent not stated) for 3 months from
birth. No adverse events were seen in the infant who developed normally.[11]

A cohort of 247 infants exposed to an antidepressant in utero during the third trimester of pregnancy were
assessed for poor neonatal adaptation (PNA). Of the 247 infants, 154 developed PNA. Infants who were
exclusively given formula had about 3 times the risk of developing PNA as those who were exclusively or
partially breastfed. Four of the infants were exposed to low doses of fluvoxamine in utero and none had PNA.
[12]

A 5-month-old infant developed severe diarrhea (15 times daily), mild vomiting (2 to 3 times daily), agitation
and decreased sleep within 2 days after maternal initiation of fluvoxamine 50 mg daily. Symptoms resolved
within 24 hours after the mother discontinued the drug and recurred a week later after fluvoxamine was
restarted in the mother. Other causes of the gastrointestinal symptoms could not be found. Fluvoxamine was
probably the cause of the reaction. The authors speculate that the infant might have abnormal metabolism of the
drug that resulted in high serum concentrations.[13]

Effects on Lactation and Breastmilk

Fluvoxamine has caused increased prolactin levels and galactorrhea in nonpregnant, nonnursing patients.
[14-18] In one case, euprolactinemic gynecomastia and galactorrhea occurred in a 19-year-old man who was
also taking risperidone.[19] In a study of cases of hyperprolactinemia and its symptoms (e.g., gynecomastia)
reported to a French pharmacovigilance center, fluvoxamine was found to have a 4.5-fold increased risk of
causing hyperprolactinemia compared to other drugs.[20] The prolactin level in a mother with established
lactation may not affect her ability to breastfeed.

In a small prospective study, 8 primiparous women who were taking a serotonin reuptake inhibitor (SRI; 3
taking fluoxetine and 1 each taking citalopram, duloxetine, escitalopram, paroxetine or sertraline) were
compared to 423 mothers who were not taking an SRI. Mothers taking an SRI had an onset of milk secretory
activation (lactogenesis II) that was delayed by an average of 16.7 hours compared to controls (85.8 hours
postpartum in the SRI-treated mothers and 69.1 h in the untreated mothers), which doubled the risk of delayed
feeding behavior in the untreated group. However, the delay in lactogenesis II may not be clinically important,
since there was no statistically significant difference between the groups in the percentage of mothers
experiencing feeding difficulties after day 4 postpartum.[21]

A case control study compared the rate of predominant breastfeeding at 2 weeks postpartum in mothers who
took an SSRI antidepressant throughout pregnancy and at delivery (n = 167) or an SSRI during pregnancy only
(n=117) to a control group of mothers who took no antidepressants (n = 182). Among the two groups who had
taken an SSRI, 33 took citalopram, 18 took escitalopram, 63 took fluoxetine, 2 took fluvoxamine, 78 took
paroxetine, and 87 took sertraline. Among the women who took an SSRI, the breastfeeding rate at 2 weeks
postpartum was 27% to 33% lower than mother who did not take antidepressants, with no statistical difference
in breastfeeding rates between the SSRI-exposed groups.[22]
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An observational study looked at outcomes of 2859 women who took an antidepressant during the 2 years prior
to pregnancy. Compared to women who did not take an antidepressant during pregnancy, mothers who took an
antidepressant during all 3 trimesters of pregnancy were 37% less likely to be breastfeeding upon hospital
discharge. Mothers who took an antidepressant only during the third trimester were 75% less likely to be
breastfeeding at discharge. Those who took an antidepressant only during the first and second trimesters did not
have a reduced likelihood of breastfeeding at discharge.[23] The antidepressants used by the mothers were not
specified.

A retrospective cohort study of hospital electronic medical records from 2001 to 2008 compared women who
had been dispensed an antidepressant during late gestation (n = 575; fluvoxamine n = 18) to those who had a
psychiatric illness but did not receive an antidepressant (n = 1552) and mothers who did not have a psychiatric
diagnosis (n = 30,535). Women who received an antidepressant were 37% less likely to be breastfeeding at
discharge than women without a psychiatric diagnosis, but no less likely to be breastfeeding than untreated
mothers with a psychiatric diagnosis.[24]

In a study of 80,882 Norwegian mother-infant pairs from 1999 to 2008, new postpartum antidepressant use was
reported by 392 women and 201 reported that they continued antidepressants from pregnancy. Compared with
the unexposed comparison group, late pregnancy antidepressant use was associated with a 7% reduced
likelihood of breastfeeding initiation, but with no effect on breastfeeding duration or exclusivity. Compared with
the unexposed comparison group, new or restarted antidepressant use was associated with a 63% reduced
likelihood of predominant, and a 51% reduced likelihood of any breastfeeding at 6 months, as well as a 2.6-fold
increased risk of abrupt breastfeeding discontinuation. Specific antidepressants were not mentioned.[25]

Alternate Drugs to Consider

Clomipramine, Nortriptyline, Paroxetine, Sertraline
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Substance Identification

Substance Name

Fluvoxamine

CAS Registry Number
54739-18-3

Drug Class

Breast Feeding

Lactation

Milk, Human

Antidepressive Agents
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