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A Case To Remember

22 year-old female with generalised epilepsy.  

Currently on 1000mgs sodium valproate twice daily.  

Wants to have a baby.

What advice would you give her?

What are her risks?



What She Was Told

Stay on your 

medicine and there is 

a chance of spina 

bifida, or neural tube 

effects, but just take 

your folic acid and 

your baby will be 

fine.

Or….. come off your 

medicine, you will 

have more seizures, 

and your baby will be 

brain damaged, but 

the choice is yours.

I’ll stay on the 

medicine and take 

the  folic acid, -

sounds like  

everything will be 

OK.
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Meet Denise and Cam
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What you will get out of today’s session

• Awareness of FACS lived experience

• Importance of informed consent

• System challenges in balancing 

therapeutic benefit with risks / safety

• Optimisation efforts – past and future

• Ability to reflect on your role & potential 

to advance system change



FACS - Overall risk of malformations & neurodevelopmental disorders

Picot, C. (2019) Antiepileptics during pregnancy: Current state of knowledge on the risk of malformations and of neurodevelopmental disorders: Synthesis.  ANSM. p.7

Medicines & Healthcare products Regulatory Agency (2021) Antiepileptic drugs: review of safety of use during pregnancy. MHRA UK Public Assessment Report. 

Clayton-Smith et al. (2019) Diagnosis and Management of Individuals with Fetal Valproate Spectrum Disorder.  Orphanet Journal of Rare Diseases (2019) 14:180 

30 - 40 children in every 100 may 

have developmental problems. 

Cognitive development delay 

OR 7.4 (3.00-18.46)



Sodium Valproate – Events Timeline

Pinder, RM, Brogden, RN, Speight, TM, & Avery, GS. (1977) Sodium Valproate: A Review of its 
Pharmacological Properties and Therapeutic Efficacy in Epilepsy.  Drugs, 13, 81-123.

Discovered

1882

Anticonvulsant properties 
discovered

1963

Approved in France

1967

Available in New Zealand

1975

Possible hazard must be 
weighed

1977

WHO Essential Medicines 
List Epilepsy

1979

Sodium Valproate 
Syndrome mention  NZ 
Dept of Health

1989

Neural Tube Defect risk

1992

WHO Essential Medicines 
List – Bipolar Disorders

1997

GU and MSK 
malformations.  Verbal IQ

2004

Cleft Lip / Palate 
malformations. 

Valproate contraindicated in 
pregnancy in NZ

2005

Congenital Heart Defects

2006

ASD following exposure to 
Anti-Epileptic Drugs

2008

Medsafe Prescriber 
Update & Requests 
Revision of Epilim 
Datasheet

2009

Sanofi Booklets

2016

ACC & FACSNZ Project 
starts

2016

Warning placed on Epilim 
boxes in NZ

2017

Pregnancy pictogram 
warning on Epilim foil in NZ

2019



FACSNZ – Experts by Experience

Support and education for 
families

Diagnosis support  

Advocacy 

Networking 

Celebration

Recognition and Action for 
FACS 

Support Govt committees 

Clinical pathway

FACS as a disability   

Interventions to reduce risk 
Packaging warnings on Epilim and generic 
packaging

Foil warnings on Epilim 

Medicines Act & Therapeutic Products Bill review 

Medsafe warning  

Public awareness

Bridging clinical and public groups 

Schools

Publications 

FACSNZ

Founded 2015 



Medication Alerts: Conporto / Dr Info / ReScript

741 general practices  

2.8 million patients

Est. 55% NZ 

population

General Practices Conporto Inbox 
Notifications

212 general practices 

used the Dr Info 

sodium valproate 

audit tool in 2021

Dr Info Audits

623 patients received 

direct nudges in 2021

219 patients clicked 

on link to ACC 

booklet

ReScript SMS Direct 
to Patients 

2,396 sodium 

valproate inbox 

notifications opened 

for a patient with a 

same day general 

practice appointment 



A Guide to ACC cover

ACC considers each claim on its own merit, taking into account all circumstances of the case.

Source: ACC (2020) Injuries following in utero exposure to sodium valproate: A guide to ACC 

cover. Online:  https://www.acc.co.nz/assets/provider/injuries-in-utero-exposure-sodium-

valproate-acc8203.pdf



50% 

reduction 

over 15 

years

Sodium Valproate Dispensing to Females, 10 - 50 years, 2006 - 2021

Source: Ministry of Health



Over 14 years there were: 

8 Stillbirths

776 Livebirths

Based on literature we would 

estimate:

• 78 children born with a 

congenital malformation

• 233 children with 

neurodevelopmental problems

ACC has 13 accepted Treatment 

Injuries claims for Fetal Valproate 

Syndrome among this cohort

Number of Live Births with Sodium Valproate Dispensing during Pregnancy, 

by Year of Delivery, 2007 - 2020

Source: ACC using Ministry of Health data



Our Strategic Direction

HQSC led Review of Potential System Solutions

& Agency Responsibilities

Wellbeing (Health) Solution/s for Detecting and 

Preventing Harm Events



What Role Can You Play?

• Consider congenital malformation & 

neurodevelopmental risk profiles when 

prescribing anti-seizure/mood stabilising 

medicines

• Ensure informed consent and informed choice

• Consider specialist advice / review

• Ensure assessment and developmental 

monitoring of children with fetal valproate 

exposure

• Support family & whānau



This Is Me



Questions / Pātai?


