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Overview

The Australian Pregnancy Register (APR) is an independent, observational register,
collecting information about pregnant women with epilepsy, treated and untreated, to assist
in determining which anti-epileptic medications (AEDs) are safest for the baby while
protecting the mother from seizures.

As a result of this study, we are getting closer to defining safer treatment choices. This
project has current ethics approval, overseen by Melbourne Health.
Potentially eligible women can enroll by:

Call: 1800 069 722

Email: apr@mh.org.au

Online: www.apr.org.au Click on the “Register Now” button

Online through Epilepsy Action www.epilepsy.org.au

Epilepsy & Pregnancy resources are also available

Health Care Professionals can assist with enrolment by making initial contact with the
woman’s permission; this often enhances the chance of enrolment. The quickest way to
assist is by completing the details through the “Register Now” button on either website.

Once enrolled, there are no appointments or visits for this study; all information is gathered
by way of six telephone interviews (or a combination depending on point of enrolment).
1. On enrolment.
7 months gestation.
4-8 weeks post-delivery.
1 year post-delivery.
At 5yrs of age (first year of primary school)

o o~ w N

At 12yrs of age (first year of secondary school)

During the interviews, women have the opportunity to ask any question relevant to the
pregnancy and birth, their epilepsy and their antiepileptic medication.

All care and treatment of participants remains with their GP or treating Specialists.
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Data Update

Total Enquiries for Enrolment
Total Enrolments

Total Outcomes

Total Live Births

Live Births No Defects
Live Birth Defects

Live Birth Chromosome Defects

Live Birth Genetic Abnormality

Total Non-Live Outcomes
Induced Abortion Defect
Abortion Maternal Choice
Spontaneous Abortion

Still Birth

Lost to follow up

Data as of 31 October 2025
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Enrolments by State

State 2025 Total
ACT 3 53
NSW 14 688
NT 0 18
QLD 20 709
SA 2 137
TAS 0 5%
VIC 16 1035
WA 2 334

TOTAL 56 3026 ‘
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Live Birth Defect 1
year
2%

Live Birth Defect
4%

Still Birth Spontaneous
1% abortion
2%

Induced abortion-
Defect
1%

Live Birth
No Defect
90%
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Pharmacogenetics sub study

This study is hoping to identify genetic factors from blood and or saliva that could predict
whether there is a risk of having a baby with a birth defect from the DNA or genetic profile.

Families are invited to participate at the 4th interview.
A new PHD student will look to analyse samples for their project:

Comparing a polygenic risk score (PRS) for birth weight between an antiseizure medication-
exposed cohort (i.e. the APR samples) and external control cohorts.

Neurobehavioral outcome study

To compare the behavioural development of children who were exposed to antiepileptic
medication during pregnancy to children who did not have this exposure

To identify the impact on cognitive and behavioural development across the various stages
of a child’s development.

Oct 2025 -New collaboration with Dr Yi Li and Professor Kim Meador to validate the effects
they have found in the neurocognitive testing in the cohort using the samples from the APR
children as assessed in a recent PhD.

Lacosamide UCB

This study hopes to understand how the levels of Lacosamide change in pregnancy.

Blood samples are taken during and after pregnancy as well as analysis of a breast milk
sample.

Women taking Lacosamide are identified at enrolment and invited to participate.
20 Participants have enrolled.

1st batch of blood and breast milk samples have been sent OS in June 2025 — analysis
using APR data is beginning.
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Parental Psychological Outcomes sub study

The main purpose of this research is to better understand how pregnancy, epilepsy, and
antiepileptic medication may affect wellbeing and family life.

APR participants will be invited to participate on enrolment to the APR and will be
retrospectively invited if they are currently pregnant or delivered in the past year.

This PHD project will be completed by a Student who completed her masters with us last
year.

Pharmacogenetics’ sub study - Investigating VPA and genomics

New Oct 2025 -PhD student, from China who is working with the Alfred team and APR will be
investigating the genomic mechanisms by which there is individual variability in VPA effects
on master gene transcription regulation (e.g. EP300).
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Academic Progress

Publications

Transcription factor binding and individual genetic risk for valproate teratogenicity
Alison Anderson, PhD Et al
Neurology 2025

Is lamotrigine a teratogen?
FJE Vajda, MJ Eadie-
Seizure: European Journal of Epilepsy, 2025

Balancing foetal disadvantage and seizure freedom in women capable of pregnancy the
Australian Pregnancy Register experience

F.J.E. Vajda, Et al

Epilepsy and Behaviour, 2025

The outcome of ceasing valproate before pregnancy in women with epilepsy
F.J.E. Vajda, Et al
Epilepsy and Behaviour, August 2025

Assisted reproduction and the fetal malformation risk associated with antiseizure medication
exposure in pregnancy

Vajda, Frank Et al

Epilepsia (Feb 2025).

Risk of Adverse Pregnancy Outcomes Associated With Antiseizure Medications and Their
Indications (journal article)

Berry-Noronha, Alexander | Manoleehakul, Pamada | Rottler, Alanna | McGuiness, Georgia |
Chen, Zhibin | Kuhn, Raphael | Vajda, Frank J. | Perucca, Emilio | Antonic-Baker, Ana | Perucca,
Piero

Neurology, volume 104, issue 3 (2025).

10.1212/WNL.0000000000210233

Cite | Source

Paternal exposure to antiseizure medications and offspring outcomes: a systematic review
(journal article)

Honybun, Eliza | Rayner, Genevieve | Malpas, Charles B | O'Brien, Terence J Vajda, Frank J |
Perucca, Piero | Perucca, Emilio

Journal of Neurology, Neurosurgery & Psychiatry, volume 96, issue 1, pages 15-25 (2025).
10.1136/jnnp-2024-334077

Cited by (1) | Cite | Source
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Posters

Assisted reproduction is an additional risk factor for teratogenicityin women with epilepsy —
ESA Hobart 2024

The teratogenesis risk associated with pairs of antiseizure medications in women with
epilepsy — ILAE Rome 2024

Neurodevelopmental outcomes in children exposed to antiseizure medication in utero: an
Australian prospective cohort study — Honybun E, Malpas C, O’Brien TJ, Vadja FJE, Perucca
P, Rayner G — 15" European Epilepsy Congress Rome 2024

Presentations

EmpowerHER: Forum for women with epilepsy — Sponsored by Epilepsy Action Australia
Neurodevelopmental effects of antiseizure medication — Honybun E — ESA Hobart 2024

ASD and ADHD endophenotypes in mothers with epilepsy — Blomfield E — ESA Hobart 2024

Neurodevelopmental and Functional Outcomes Following In Utero Exposure to Anti-Seizure
Medication — Honybun E, Rayner G — Neurology Podcast 2024 Mar

Adverse pregnancy outcomes: systematic review — Berry A

Pregnancy and Epilepsy — Lander C, Vadlamudi L
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Main Sponsor

Major Supporter
Epilepsy
Action
life changing impact
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Jazz Pharmaceuticals ‘. NEUROSCIENCE
FOUNDATION

Sponsors are acknowledged on all academic posters and presentations.

APR is extremely grateful for the on-going support of our sponsors, who provide 100%
of the project funding and without whom this research could not continue.
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Research Team

Director & Principal Investigator Advisory Board
Prof Frank Vajda AO Dr Andrew Black OAM

Prof Sam Berkovic AC
Principal Investigator A/Prof Andrew Bleasel
Prof Cecilie Lander AM Prof John Dunne

Prof Mervyn Eadie
Co-Investigator A/Prof David Horgan
Prof Terry O’'Brien Dr Michelle Kiley

Mr Raphael Kuhn
Research Coordinators Dr Dan McLaughlin
Ms Janet Graham A/Prof Piero Perucca
Ms Alison Hitchcock Prof Ingrid Scheffer AO

Prof Ernest Somerville
Treasurer A/Prof Lata Vadlamudi
Mr Peter Davis OAM Dr Elizabeth Walker

ABN 38 128 669 797



