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Regulatory Updates

1. Health Products Regulatory Authority (HPRA) Drug Safety Newsletter 121 published on
December 22" 2025 highlighted and reminded healthcare professionals of certain safety

aspects regarding the use of Glucagon-like Peptide one (GLP-1) receptor agonists. One of
their key message included a reminder GLP-1 analogues are not recommended for use
during pregnancy.(1)

2. Direct healthcare professional communication (DHPC) from December 2025 alerted to
important safety information from Pfizer regarding Tranexamic acid intravenous
formulations, including the potential for serious, including fatal, adverse reactions due to
inadvertent intrathecal administration.(1)

3. European Medicines Agency Pharmacovigilance Risk Assessment Committee (PRAC)
provided an update on the European level evaluation of paternal exposure to valproate and

the risk of neurodevelopmental disorders (NDDs) in offspring (detailed below).
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Background on the safety concern
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https://assets.hpra.ie/data/docs/default-source/product-updates/hpra-safety-notices/drug-safety-newsletter/hpra-drug-safety-newsletter-edition-121.pdf?sfvrsn=82824003_5
https://assets.hpra.ie/data/docs/default-source/product-updates/dhpc/human-medicines/tranexamic-acid---direct-healthcare-professional-communication.pdf?sfvrsn=e96df6ee_4
https://www.ema.europa.eu/en/news/meeting-highlights-pharmacovigilance-risk-assessment-committee-prac-7-10-july-2025
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Paternal Valproate Use

Since April 2024, new precautionary measures have been in place regarding the potential risk of
neurodevelopmental disorders in children of fathers treated with valproate in the three months
prior to conception.

This followed a post authorisation safety study (PASS) conducted by the companies that market
valproate-containing medicines in the EU. Data analysis was from multiple registry databases in
Denmark, Norway and Sweden. At the time of assessment, the European Medicines Agency (EMA)
safety committee, known as the Pharmacovigilance Risk Assessment Committee (PRAC), recognised
certain limitations of the PASS data. However, together with other available information they
concluded, NDD’s may pose a potential risk in children conceived by men treated with valproate
within three months prior to conception.(2)

New data has emerged in the past year including that from a study analysing multiple databases in
Denmark. This study investigated the potential risk of NDD’s in children born to men treated with
valproate, levetiracetam or lamotrigine before conception and did not suggest an association
between valproate use by the father and an increased risk of NDD in the child.(3)

PRAC has since initiated a signal procedure to assess and validate the potential risks. In doing so,
they are currently reviewing the data to understand the differences in findings across the studies.
Included in their review is a paper which assessed genetic susceptibility to epilepsy, ADHD and
autism spectrum disorders (ASD) in fathers with epilepsy treated with valproate, lamotrigine or
levetiracetam, other anti-seizure medications. This paper suggested genetic factors may confound
studies of paternal ASM use and neurodevelopmental outcomes in children.(4)

Commentary from the European Teratology Information Service (ENTIS) and Organisation of
Teratology Information Specialists (OTIS) gives the opinion that warnings from the European
Medicines Agency (EMA) and the Medicines and Healthcare Regulatory Authority in the UK, were
premature and that the underlying scientific data do not convincingly substantiate the inference of a
paternally mediated risk from valproate to children.(5) Nonetheless, current recommendations
remain regarding precautionary measures for the treatment of male patients with valproate
medicines. These can be found on the HPRA website here.(6)

Figure 1: Information resources for male patients using valproate containing medicines.


https://www.encepp.eu/encepp/viewResource.htm?id=50599
https://www.hpra.ie/safety-information/how-we-monitor-safety/medicines/use-of-medicines-in-pregnancy/valproate-(epilim)-use-in-male-patients
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Paracetamol exposure during Pregnancy and Child
Neurodevelopment

A global public debate was sparked in September 2025 when the US Food and Drug Administration
(FDA) suggested prenatal exposure to paracetamol may be associated with an increased risk of
neurological conditions such as autism and Attention Deficit Hyperactivity Disorder (ADHD) This was
based on studies that linked paracetamol use in pregnancy to neurodevelopmental

outcomes, which were characterised by methodological limitations including by variability and
significant differences in how studies defined exposure and outcomes.(7,8)

A systematic review and meta-analysis titled ‘Prenatal paracetamol exposure and child
neurodevelopment’ was published The Lancet Obstetrics, Gynaecology & Women’s Health in
January 2026.(9) This study did not indicate a clinically significant increase in the likelihood of Autism
Spectrum Disorder (ASD), ADHD or intellectual disability in children of pregnant individuals who used
paracetamol as directed. The results are strengthened by the fact that the authors looked at studies
with rigorous study design (large sibling-comparison cohorts) and those rated highest for
methodological quality.

The authors followed a pre-specified, registered protocol and conducted a robust analysis of all
relevant high-quality studies on this topic. This was an unfunded study and the authors reported no
conflicts of interest. In total, 43 studies were reviewed, and 17 were included in the combined meta-
analysis. One of the studies, a Swedish cohort study, included 2.48 million births and found no
association with NDD when accounting for familial cofounding.

Paracetamol is the medication of choice in pregnancy for pain and fever as it doesn’t carry the risks
associated with other analgesia like ibuprofen or oxycodone. Unnecessarily avoiding paracetamol
could lead to risks from untreated fever or severe pain leading to adverse pregnancy

outcomes. Given paracetamol is the most widely used medicine to treat pain and fever during
pregnancy, this robust review provides reassurance for the public and health professionals.

The review provides strong evidence that supports existing recommendations to endorse the safe
use of paracetamol during pregnancy when used appropriately. The findings align with position
statements from multiple medical organisations including the American College of Obstetricians &

Gynaecologists, the Royal College of Obstetricians & Gynaecologists, the European Network of

Teratology Information Services, the HPRA and other international medication regulators.(9)



https://www.acog.org/clinical/clinical-guidance/practice-advisory/articles/2025/09/acetaminophen-use-in-pregnancy-and-neurodevelopmental-outcomes
https://www.acog.org/clinical/clinical-guidance/practice-advisory/articles/2025/09/acetaminophen-use-in-pregnancy-and-neurodevelopmental-outcomes
https://www.rcog.org.uk/news/the-royal-college-of-obstetricians-and-gynaecologists-issues-advice-for-pregnant-women-and-people-on-the-use-of-paracetamol-to-manage-fever-and-pain/
https://www.entis-org.eu/entis-news/entis-position-statement-paracetamol-in-pregnancy-and-autism-spectrum-disorder
https://www.entis-org.eu/entis-news/entis-position-statement-paracetamol-in-pregnancy-and-autism-spectrum-disorder
https://www.hpra.ie/news-events/news/article/hpra-statement-on-use-of-paracetamol-medicines-during-pregnancy
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Trends in Practice

1. Pertussis Vaccination Rates — An Update from the UK Health Security Agency (UKHSA)

Maternal vaccination against pertussis infection, commonly known as whopping cough, is very
effective at protecting young babies against serious complications of pertussis infection. Such
complications can include respiratory distress, hospitalisation and in some cases death. In Ireland,
the Health Protection Surveillance Centre (HPSC) reported record high number of cases of pertussis
in 2024 with trends continuing to rise in 2025.(10) In March 2025, the Health Service Executive
issued a reminder for pregnant women to avail of the whooping cough vaccine that is free of charge
from participating GP’s.

The whooping cough vaccine is offered to all pregnant women usually at a woman’s 20 week scan. It
can be given from week 16 and ideally by 32 weeks of pregnancy for optimal protection. It can be
given later than 32 weeks if not given earlier in pregnancy. Evidence from England shows that
vaccination at the right time in pregnancy is highly effective, providing 91% protection against infant
death with whooping cough.(11,12)

Data on the uptake of whooping cough vaccines among pregnant women in Ireland is not routinely
available. However, an update from the UK Health Security Agency (UKHSA) in December 2025
reported over 72% of pregnant women who gave birth in September 2025 were vaccinated against
whooping cough, up from 64% last year and 58% in 2023.(11,12)
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Figure 2: Monthly pertussis vaccination coverage (%) in pregnant women in the UK from April 2016 to June 2025.


https://about.hse.ie/news/hse-urges-pregnant-women-to-get-whooping-cough-vaccine/
https://about.hse.ie/news/hse-urges-pregnant-women-to-get-whooping-cough-vaccine/
https://www.gov.uk/government/news/latest-figures-show-strong-uptake-of-whooping-cough-vaccine-in-pregnancy
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2. Patterns of antidepressant prescribing around pregnancy

The use of antidepressants in pregnancy involves a careful risk benefit assessment that balances
maternal mental health with the potential harms to the foetus. While it is known antidepressant use
during pregnancy is increasing, a recent study using primary care data from the UK gives further
insights into the prevalence and patterns of antidepressant prescribing in pregnancy.

This group analysed primary care prescription records to identify individuals who had been
prescribed antidepressants in the perinatal period between 1996 and 2018. They compared patients
who were prescribed anti-depressants before and during pregnancy with those newly prescribed
anti-depressants during pregnancy. They also investigated post pregnancy exposure and
characteristics associated with anti-depressant discontinuation at any time during pregnancy.(13)

From their results, 79,144/1,033,783 (7.7%) individuals were prescribed antidepressants during
pregnancy and 15,733/79,144 (19.9%) were newly prescribed antidepressants during pregnancy.
Antidepressant prescribing during pregnancy increased from 3.2% (556/17,653) in 1996 to 13.4%
(3889/29,079) in 2018. Most women in both groups discontinued their medication at some point
during pregnancy. Over half of those who discontinued during pregnancy were prescribed
antidepressants in the 12 months after pregnancy (53.0%, 23,457/44,228). They also found younger
age, previous stillbirth and high deprivation were associated with more frequent discontinuation
anytime during pregnancy.(13)
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Figure 3: (a) Antidepressant prescribing during pregnancy over time in Clinical Practice Research Datalink (CPRD) GOLD. (b)
Proportion of pregnancies in individuals who were prescribed antidepressants before, during, and after pregnancy.
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According to new research presented at the Society for Maternal-Foetal Medicine (SMFM) 2026
Pregnancy Meeting in February, women who stop taking antidepressants during pregnancy are
almost twice as likely to have a mental health emergency as those who continue treatment. This
group of researchers from the Hospital of the University of Pennsylvania, Philadelphia looked at data
from almost 4,000 women who gave birth between January 2023 and December 2024 and were
prescribed a selective serotonin reuptake inhibitor (SSRI) or serotonin norepinephrine reuptake
inhibitor (SNRI) in the three months prior to becoming pregnant.(14)

The results showed that women who stopped their medication, or had gaps of more than 60 days
between prescriptions, were more likely to experience serious mental health issues. They were also
significantly more likely to experience a mental health emergency during pregnancy compared with
women who continued to take their medication throughout their pregnancy. The highest risks were
in the first (58/1,000 vs. 37/1,000, p=0.02) and ninth months of pregnancy (59/1,000 vs. 29/1,000,
p<0.01).(14-16)

Figure 4.Rates of mental health emergencies amongst patients who continued vs. discontinued antidepressants in
pregnancy. (Jan 1%t, 2023 - Dec 31st, 2024).(14)

While it is generally accepted antidepressants such as Selective Serotonin Reuptake Inhibitors (SSRIs)
are appropriate to use and often necessary in pregnancy, inconsistencies in information
communicated to women remains. In July of 2025, an FDA expert panel discussion on ‘Selective
Serotonin Reuptake Inhibitors (SSRIs) and Pregnancy’ raised concerns over congenital
malformations, autism, and developmental issues with the use of SSRI’s in pregnancy.(17) Despite
this, many professional medical groups, including the American College of Obstetrics and

Gynaecologists (ACOG), continue to support the safe and necessary use of SSRIs in pregnancy.(18)

In summary, prescribing rates of antidepressant during pregnancy are increasing and patterns of
discontinuation as well as resumption in the postnatal period are common. The decision to continue
or discontinue antidepressants during pregnancy should be based on a shared decision-making
process that considers the risks and benefits to both the mother and infant. Hence, counselling
women of childbearing age when initiating antidepressants, as well if and when they become
pregnant, is key to supporting and empowering informed decision making.


https://www.acog.org/news/news-releases/2025/07/statement-on-benefit-of-access-to-ssris-during-pregnancy
https://www.acog.org/news/news-releases/2025/07/statement-on-benefit-of-access-to-ssris-during-pregnancy
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