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Abstract

Galactagogues are substances used
to enhance breastmilk production in lactating
mothers. They can be categorized into oral
pharmaceutical drugs and powdered lactation
supplements. While intended for short-term
use, concerns arise regarding prolonged
intake, particularly when prescribed on an as-
needed basis. This study examines the
prevalence, prescribing patterns, and factors
influencing prolonged galactagogue use
among mothers of preterm infants (27-34
weeks gestation).This study is a secondary
analysis of data from the FILM trial
(CTRI1/2022/10/046204), focusing on control
group participants. A prospective
observational approach was used to collect
data between January 2022 and September
2024 in a tertiary care hospital. A total of 110
mothers of singleton preterm infants (27—336
weeks GA) were included. Data on
galactagogue type (oral drug vs. powder
form), initiation timing, dosage, prescribing
patterns (routine vs. if necessary), and
duration of use were analyzed. Logistic
regression was performed to assess
predictors of prolonged use, with results
reported as adjusted odds ratios (AOR) and
95% confidence intervals (Cl).Among 110
participants, 69 (62.7%) reported
galactagogue use. Oral drugs were initiated
at a median of 3 postnatal days (IQR: 2-5),
while powdered supplements were commonly
consumed once or twice daily. 31 (45.2%) of
galactagogue users continued intake beyond
prescription, and 20 (28.9%) used them
without medical consultation. 27 (39.1%) of
mothers who received SOS (if necessary)

prescriptions transitioned to continuous use,
citing concerns about milk supply. 45(65.3%)
of galactagogue wusers inquired about
discontinuation guidance. Mothers who
received SOS prescriptions were 2.8 times
more likely to continue using galactagogues
beyond the prescribed duration (AOR 1.84,
95% CI: 1.32-6.10, p = 0.011). Additionally,
mothers who perceived their milk supply as
low were 3.2 times more likely to prolong use
(AOR 2.21, 95% CI: 1.45-7.12, p = 0.004).
Galactagogue use was common among
preterm mothers, with a significant proportion
continuing beyond prescription, particularly
when prescribed on an SOS order.
Uncertainty regarding discontinuation and
maternal perceived low milk supply played
key roles in prolonged use. Strengthening
lactation counseling and clearer prescribing
guidelines may help optimize galactagogue
use and support maternal confidence in
breastfeeding.
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Introduction

Breastfeeding offers a multitude of
health benefits for both infants and mothers,
with particular significance for preterm infants
due to their vulnerability to infections,
necrotizing enterocolitis, and growth
delays(1). The World Health Organization
recommends exclusive breastfeeding for the
first six months, and initiation within the first
hour of birth. However, preterm births often
interfere  with immediate and sustained
breastfeeding efforts due to maternal stress,
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medical complications, and neonatal
separation in intensive care units (2).To
overcome lactation challenges,
galactagogues, the substances that enhance
milk productionare commonly prescribed.
These include pharmaceutical drugs like
domperidone and metoclopramide, as well as
herbal supplements and powdered
formulations(3-5). While their efficacy
remains a topic of debate, their usage is
prevalent, especially among mothers of
preterm infants with perceived or actual
lactation insufficiencies. Most  clinical
guidelines recommend galactagogues only
after non-pharmacological methods(1,2).

Despite recommendations for short-
term use, prolonged galactagogue intake is
increasingly reported. In clinical practice,
many prescriptions are given with vague
instructions or marked "SOS" (as needed),
leading to extended use beyond clinical need.
Such unmonitored usage raises concerns
regarding dependency, reduced emphasis on
proper lactation techniques, and potential
side effects.

The Family Integrated Lactation
Management (FILM) trial was designed to
address various aspects of lactation
challenges among mothers of preterm infants.
This secondary analysis focuses on the
control group, which did not receive
structured  lactation  intervention.  The
objective of this study is to investigate the
prevalence, patterns, and predictors of
prolonged galactagogue use in this
population. Identifying behavioral and clinical
factors associated with extended usage can
guide healthcare providers in developing
clear protocols and support systems to
optimize breastfeeding outcomes.

Materials and Methods

This is a secondary analysis of the
FILM  trial  (CTRI/2022/10/046204), a
prospective, randomized, controlled trial
designed to improve breastfeeding outcomes
in mothers of preterm infants. For this study,
only the control group participants were
analyzed to observe naturalistic galactagogue

usage patterns without the influence of a
structured lactation intervention.

Study Setting and Participants

The study was conducted at the
neonatal intensive care unit (NICU) of a
tertiary care teaching hospital in Chennai,
India. Mothers who delivered singleton
preterm infants (gestational age 27-34
weeks) between January 2022 and
September 2024 were included. Exclusion
criteria included multiple births, significant
maternal or neonatal complications
preventing breastfeeding initiation, or prior
participation in lactation counseling programs.

Data Collection

Data were collected prospectively
from medical records and structured
interviews with mothers during their NICU
stay and follow-up visits. A pretested
questionnaire was used to gather details on
sociodemographic characteristics, obstetric
history, galactagogue usage (type, timing,
dose, frequency, and prescribing pattern),
and maternal perceptions regarding milk
supply.

Prolonged galactagogue use was
defined as consumption beyond seven days
past the prescribed duration or continued use
in the absence of a formal prescription.
Prescriptions were categorized as "routine"
(scheduled) or "SOS" (as needed).

Statistical Analysis

Descriptive statistics were used to
summarize participant characteristics and
galactagogue usage patterns. Categorical
variables were reported as frequencies and
percentages, continuous variables were
presented as mean and standard deviation or
median with interquartile range. Univariate
logistic regression was used to screen
potential predictors of prolonged use.
Significant variables (p < 0.05) were entered
into a multivariate logistic regression model.
Adjusted odds ratios (AOR) with 95%
confidence intervals (Cl) were reported. All
analyses were conducted using SPSS
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version 25. A p-value < 0.05 was considered 26.1% consumed powdered lactation
statistically significant. supplements, and 24.6% used both types.
Ethical clearance for the FILM ftrial The median postnatal day for first

was obtained from the Institutional Ethics
Committee, and informed consent was
obtained from all participants.

Results

galactagogue use was day 3, with an
interquartile range (IQR) of 2 to 5 days.

The leading reasons cited for initiating
galactagogue use were maternal perception
of inadequate milk supply (37.7%), followed

A total of 110 mothers of preterm by healthcare provider recommendation
infants were included in this secondary (23.2%), Inadequate milk expression despite
analysis of the FILM trial. The mean maternal regular pumping (13%), and delayed

age was 29.3+5.15years, with the majority

lactogenesis (8.7%) (Table 2). Mothers often

(60.9%) being primiparous. Nearly three- attributed low milk supply to stress and
quarters (74.5%) had delivered via cesarean fatigue and were more inclined to initiate or
section. Most infants were born between 32— continue galactagogue use based on
34 weeks of gestation (53.6%), and the mean anecdotal advice or previous experiences.
birth weight was 1.62+0.43 kg (Table 1). Among the galactogogue users,
Out of 110 mothers, 69 (62.7%) 45.2% continued their use beyond the

reported using galactagogues to enhance
breast milk production. Among them, 49.3%

prescribed duration, indicating prolonged use.
A considerable proportion (28.9%) initiated

used oral pharmaceutical galactagogues, galactagogue use without prior medical
Table 1: Frequency and Percentage distribution of Baseline characteristics of
mothers of preterm infants (N-110)
Baseline Characteristics Frequency (n) | Percentage (%)
Maternal Age, (Mean+SD) 29.3+5.15
Maternal education
School 21 19.1
Graduate 87 79.1
Homemaker 78 70.9
Socio-Economic Status
Upper Middle 32 29.1
Lower Middle 27 24.5
Upper Lower 51 46.4
Religion
Hindu 87 79.1
Christian 14 12.7
Muslim 9 8.2
Nuclear family 49 44.5
Non-Vegetarian 98 89.1
Caesarean delivery 82 74.5
Primiparity 67 60.9
Gestational age at delivery
27-29° weeks 23 20.9
30-31° weeks 28 255
32-33° weeks 59 53.6
Birth weight of the baby, 1.62+0.43
(Mean+SD)
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Table 2: Frequency and Percentage of Reasons for Starting Galactogogues in
Mothers of Preterm Infants (N=69)

Primary Reason for Starting Galactogogue n %
Perceived low milk supply 26 37.7
Recommendation by healthcare provider 16 23.2
Inadequate milk expression despite regular pumping 9 13.0
Delayed initiation of breastmilk expression (>6 hrs) 7 10.1
Delayed onset of lactogenesis Il (>72 hrs postpartum) 6 8.7
Pressure to meet NICU feeding targets 5 7.3

Table 3: Logistic Regression Analysis of Factors Associated with Prolonged
Galactogogue Use (N = 69)

\Variable Unadjusted
OR (95% CI)

p-value Adjusted p-value
OR (95% CI)

SOS (as-needed) prescription | 2.10 (1.40 — 5.50)
(vs routine)

0.008 1.84 (1.32 -6.10) 0.011

Perceived low milk supply (yes | 3.50 (1.80 —7.00)
VS no)

0.001 2.21(1.45-7.12) 0.004

Inadequate expression despite | 1.80 (0.95 — 3.40)
pumping

0.075 1.56 (0.89 — 3.70) 0.108

Delayed initiation of expression| 1.45 (0.80 —2.90)
(>6 hrs)

0.190 1.31(0.76 — 2.91) 0.183

Delayed lactogenesis Il (>72 1.40 (0.70 - 2.70)
hrs)

0.210 1.27 (0.65 — 2.50) 0.226

Pressure to meet NICU feeding| 1.20 (0.65 —2.60)
targets

0.280 1.12 (0.58 — 2.34) 0.278

consultation, highlighting a trend of self-
medication (Fig. 1).
Factors Associated with Prolonged
Galactagogue Use

Multivariate logistic regression was
conducted to identify determinants of
prolonged galactagogue use among mothers
of preterm infants (n = 69). After adjusting for
potential confounders, two variables emerged
as statistically significant predictors.SOS (as-
needed) prescription was  significantly
associated with prolonged use compared to
routine prescribing. Mothers who received
SOS instructions had nearly twice the odds of
continuing  galactagogues beyond the
intended duration (AOR= 1.84; 95% CI: 1.
32-6.10; p = 0.011).Maternal perception
of low milk supply was the strongest
predictor of prolonged use. Mothers who
believed their milk supply was insufficient had
over twice the odds of extended
galactagogue intake (AOR = 2.21; 95% CI:
1.45-7.12; p = 0.004).
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Fig. 1: Patterns of Galactogogue use among
Mothers (N=69)

Other variables, including inadequate
expression  despite  pumping, delayed
initiation of expression beyond 6 hours,
delayed lactogenesis Il beyond 72 hours, and
perceived pressure to meet NICU feeding
targets, did not show statistically significant
associations with prolonged galactagogue
use (Table 3).

Overall, the findings underscore a
pattern of unsupervised or prolonged
galactagogue use influenced by subjective
concerns, unclear prescription instructions,
and limited postpartum lactation support.
These results highlight the need for
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standardized prescribing practices and
structured lactation counseling for mothers of
preterm infants.

Discussion

The present study highlights a
widespread use of galactagogues among
mothers of preterm infants in a tertiary care
setting, with nearly half of the users
continuing these substances beyond the
prescribed period. This finding underlines a
critical gap in postpartum lactation guidance
and the need for structured follow-up.

Our finding that 62.7% of mothers
used galactagogues aligns with previous
reports indicating high prevalence among
mothers of preterm or low birth weight
infants(5—7). In many cases, the use is driven
by anxiety over insufficient milk production, a
concern that was echoed in 68.1% of the
galactagogue users in our cohort. This
anxiety often stems from the inability to
directly breastfeed during NICU admission,
compounded by infrequent pumping and
delayed lactogenesis(7,8).

Importantly, our study reveals a
strong association between SOS
prescriptions and prolonged use. The
vagueness of "as-needed" orders leaves
interpretation to the mother, who may
continue the drug out of fear or
misinformation. Similar trends have been
reported to emphasize the need for precision
in galactagogue prescribing practices(9).

The continued use without medical
consultation in nearly 29% of users is
alarming. This self-medication highlights the
lack of clarity in communication between
healthcare providers and mothers, and
possibly, a deficit in postpartum lactation
counseling. Notably, 65.3% of galactagogue
users expressed a desire for better
information on when and how to stop. This
demonstrates an unmet educational need that
could be bridged by routine lactation

counseling and clearer discharge
instructions(10,11).
Another critical aspect is the

psychological dimension. Perceived low milk
supply, even in the absence of clinical

indicators, was significantly associated with
prolonged use. Maternal confidence plays a
central role in successful lactation(12-14).
Several studies, including have emphasized
that interventions aiming to boost maternal
self-efficacy in breastfeeding are more
sustainable than pharmacological approaches
alone(15-18).

Interestingly, demographic variables
such as maternal age and education level did
not significantly influence prolonged use. This
suggests that even educated mothers, when
emotionally overwhelmed, may resort to
extended galactagogue intake if reassurance
and support are lacking.

Our results advocate for a re-
evaluation of current prescription practices in
NICUs. Prescribing galactagogues with a
clear end date and incorporating routine
review sessions can mitigate overuse.
Moreover, involving lactation consultants in
NICU rounds could ensure ongoing support
and assessment of actual milk output.

Strengthening  early  postpartum
lactation education, particularly within 48
hours of delivery, may improve maternal
understanding of normal lactation physiology
and reduce premature dependence on
supplements. Evidence-based guidelines
should also consider incorporating structured
weaning protocols for galactagogues, akin to
tapering  strategies used for  other
medications(1,19,20).

The use of standardized educational
materials and post-discharge lactation hotlines
may further empower mothers to manage
lactation  challenges  appropriately(21-23).
Future research could explore the effectiveness
of such interventions in reducing unnecessary
galactagogue use.

Limitation

Although follow-up was conducted
until 52 weeks postmenstrual age, this study
did not include systematic documentation of
maternal or neonatal complications
specifically related to galactagogue use. In
particular, potential side effects or adverse
outcomes of prolonged use were not
consistently monitored or recorded. This limits
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our understanding of the safety and clinical
implications of extended galactagogue intake.
Future research should include structured,
detailed monitoring to evaluate such
outcomes comprehensively.

Conclusion

This study identifies significant gaps
in the management of galactagogue use
among mothers of preterm infants. The
findings highlight that prolonged use is
common, particularly among those who
receive SOS prescriptions or perceive their
milk supply as inadequate. The lack of clear
prescribing guidance and discontinuation
instructions  contributes to unnecessary
reliance on pharmacological support.Efforts to
enhance lactation education, establish clear
prescribing protocols, and improve
communication between providers and
mothers are essential. Incorporating lactation
consultants in NICU care and reinforcing
maternal confidence through early and
ongoing counseling may reduce prolonged
galactagogue use and improve breastfeeding
outcomes.Addressing these gaps can support
rational galactagogue use and promote
sustained breastfeeding success among
mothers of vulnerable neonates.
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