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Perinatal mood and anxiety disorders affect up to one in four pregnant and postpartum
individuals, representing one of the most common complications of the perinatal period.
Untreated illness carries serious risks including preterm birth, impaired bonding,
neurodevelopmental vulnerability, and suicide—a leading cause of maternal death in
high-income countries. Conversely, selective serotonin reuptake inhibitors (SSRIs), when
clinically indicated, have not been consistently associated with teratogenic or long-term
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neurodevelopmental risks. Large-scale studies such as Huybrechts et al. (2014), Furu et
al. (2015), and Brown et al. (2017) confirm that most apparent associations disappear
after accounting for confounding factors. Recent reviews (Wisner et al., 2020; Pawluski
& Oberlander, 2025) highlight the importance of contextualizing these risks. Importantly,
SSRIs may even confer developmental resilience in children of mothers with depression.

This viewpoint argues for reframing FDA guidance within a dual-risk, equity-oriented
framework, grounded in international guidelines (ACOG, 2023; 2025; NICE, 2020;
CANMAT, 2016) and regional perspectives such as the Latin American Perinatal Mental
Health Network (2025). A rights-centered approach is advocated, one that respects
women’s autonomy, ensures equitable access to treatment, and promotes evidence-based
decision-making globally. Ultimately, reframing FDA guidance through a dual-risk, rights-
based lens is not only a matter of clinical nuance but also of public health significance, as
regulatory messaging profoundly shapes treatment adherence, health equity, and maternal—
infant outcomes worldwide.
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Introduction

Perinatal mental health has emerged as a critical determinant of
maternal and child well-being. Globally, approximately one in four
pregnant and postpartum women experiences a mood or anxiety
disorder—a prevalence far higher than in the general population.'
Untreated illness is associated with adverse obstetric outcomes,
impaired infant development, and maternal mortality, with suicide
recognized as one of the leading causes of death in the perinatal
period.? Despite this, regulatory debates have historically emphasized
the potential risks of SSRIs. In 2005, the FDA issued a warning
about paroxetine and congenital cardiac malformations, triggering
widespread alarm. Subsequent large cohort studies, however, such as
Huybrechts et al.* and Furu et al.,* found no significant increase in
congenital malformations once confounding was addressed. Similarly,
Brown etal.’ showed that the association with autism spectrum disorder
disappeared after adjusting for familial confounding. Nevertheless,
public discourse and regulatory messaging remain disproportionately
risk-focused. The July 2025 FDA panel has been criticized for adopting
alarmist narratives that undermine treatment adherence, particularly
in Latin America, where access to perinatal mental health care is
already limited.® This viewpoint proposes reframing FDA guidance
within a balanced, rights-centered perspective that considers both the
relatively low risks of SSRIs and the severe costs of untreated illness.

SSRI risk narratives in context

Initial reports linked SSRIs, particularly paroxetine, to congenital
cardiac malformations. However, subsequent large-scale studies
have provided critical context. Huybrechts et al.’> demonstrated
no increased risk once maternal illness severity and confounders

were addressed. Nordic registry studies Furu et al.,* confirmed no
significant increase in overall birth defects when comparing exposed
children to unexposed siblings. Similarly, Brown et al.> showed
that autism risk was not attributable to SSRIs after family-level
confounders were considered. Wisner et al.” argued that we are still
refining causal interpretations but emphasized the lack of consistent
evidence of harm. Pawluski & Oberlander® further suggested SSRIs
may buffer against developmental vulnerabilities. Overall, current
evidence supports that SSRIs, when indicated, do not pose significant
teratogenic or long-term risks.

The overlooked costs of untreated perinatal mental
illness

By contrast, the risks of untreated perinatal mental illness are
unequivocal. Perinatal depression and anxiety are associated with
preterm birth, low birth weight, and preeclampsia, as well as impaired
bonding and insecure attachment. Suicide remains one of the leading
causes of maternal mortality.? Howard et al.' highlighted the substantial
global burden of non-psychotic perinatal mental disorders. Reducing
or discontinuing effective pharmacotherapy during pregnancy has
not been shown to lower neonatal adaptation syndrome risk,” but
is strongly linked to maternal relapse.!® Therefore, undertreatment
not only jeopardizes maternal well-being but also child health and
survival.

Equity and patient rights in Latin America

The Latin American Perinatal Mental Health Network® stresses
the need for rights-based, individualized care. Overemphasis
on hypothetical fetal risks may disproportionately harm women
in resource-limited settings, exacerbating stigma and reducing

Obstet Gynecol Int J. 2025;16(4):145—147.

IIIIII Submit Manuscript | http://medcraveonline.com

145

©2025 Nieves Piazza. This is an open access article distributed under the terms of the Creative Commons Attribution License, which
BY NC

permits unrestricted use, distribution, and build upon your work non-commercially.


https://crossmark.crossref.org/dialog/?doi=10.15406//ogij.2025.16.00801&domain=pdf

Reframing FDA guidance on SSRI use in pregnancy: a rights-centered perspective

adherence. The World Health Organization' underscores maternal
mental health as a human rights and child development issue. Policies
must ensure equitable access to treatment, recognizing cultural
and systemic barriers. In low and middle-income countries, where
perinatal mental health resources are scarce, alarmist regulatory
messages may inadvertently widen existing inequities by deterring
women from continuing effective antidepressant treatment, thereby
reinforcing systemic barriers to care. Limited access to first-line
SSRIs such as sertraline or escitalopram may further exacerbate
these inequities, leaving vulnerable women without safe and effective
treatment options.

Guideline-based clinical perspectives

The American College of Obstetricians and Gynecologists'>!?
reaffirmed that SSRIs are safe in pregnancy, and strongly advised
against discontinuing effective medications solely due to pregnancy.
Sertraline and escitalopram are considered reasonable first-line
choices. Similarly, NICE" and CANMAT" guidelines recommend
SSRIs as first-line therapy for moderate to severe perinatal depression.
International consensus emphasizes individualized care, shared
decision-making, and continuity of treatment.

Neonatal adaptation syndrome

Concerns about neonatal symptoms are often framed as withdrawal.
However, evidence suggests this represents a self-limited adaptation
process rather than withdrawal.*'® Symptoms such as irritability and
jitteriness occur in up to 25% of exposed infants but also in 10% of
unexposed newborns. Reducing or stopping SSRIs before birth has
not shown consistent benefit, while significantly increasing the risk of
maternal relapse.'® Thus, continuing effective treatment is generally
recommended, with neonatal monitoring as needed.

Importantly, most neonatal adaptation symptoms are mild, self-
limited, and resolve within days. Management generally involves
observation and reassurance, with pharmacological intervention rarely
required. This clinical reality underscores the need to contextualize
these findings and avoid premature discontinuation of effective
maternal treatment.

Toward balanced, rights-based policy and practice

Reframing regulatory guidance requires moving beyond one-
dimensional risk narratives toward an integrative framework that
balances maternal, fetal, and infant outcomes within real-world
contexts. Four guiding principles are essential:

1) Adopt dual-risk framing: Regulatory communications must
present both sides of the risk equation, acknowledging the
relatively low risks of SSRIs alongside the substantial dangers of
untreated maternal mental illness.

2) Center shared decision-making: Clinical decisions should
emerge from collaborative discussions that incorporate women’s
values, preferences, and circumstances, reflecting ACOG’s!'>!?
recommendations and Pawluski & Oberlander’s® emphasis on
nuance.

3) Ensure equity-oriented messaging: Particularly in resource-
limited settings, balanced and culturally sensitive messaging is
necessary to prevent disparities in treatment access and adherence.

4) Strengthen inclusion in research: Pregnant individuals remain
systematically excluded from most randomized clinical trials.
Expanding research participation is vital for building evidence
equity and informing safer, more precise perinatal pharmacology.
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Conclusion

The controversy surrounding SSRI use in pregnancy underscores
the dangers of reductive, alarmist regulatory messaging. Current
evidence supports the safety and clinical necessity of SSRIs for many
pregnant individuals, while the harms of untreated perinatal mental
illness are severe and well-documented. Medicine and policy must
therefore embrace a balanced, equity-oriented, and rights-centered
approach that empowers women to make informed decisions and
ensures equitable access to effective treatment. Expanding evidence
equity is essential to generate precise, context-specific data that can
guide both safer pharmacotherapy and more balanced regulatory
policies.

SSRIs, when used judiciously and in the context of shared decision-
making, remain a critical, often life-saving option for perinatal
mental health care. As global stakeholders, we bear responsibility to
advocate for policies and practices that safeguard maternal and infant
health, reduce stigma, and uphold women’s autonomy. Ensuring that
pregnant individuals are no longer excluded from clinical research is
both a scientific necessity and an ethical imperative.
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