
Sodium valproate/valproic acid – Annual 
Risk Acknowledgement Form



Annual risk acknowledgement form (ARAF) 

Valproate is highly teratogenic
– use in pregnancy leads to neurodevelopmental disorders 

and congenital malformations.

– must not be used in women of childbearing potential unless 
conditions of pregnancy prevention programme (PPP) are 
met.



Annual risk acknowledgement form 

• Part of a PPP (risk management plan):

• Helps to monitor the risks,

• documents patient’s awareness of risks,

• reinforces the PPP,

• promotes informed decision making,

• ensures compliance monitoring to ensure prescribers 
follows treatment guidelines.



Annual risk acknowledgement form 

• Prepared in collaboration with NDOH and the pharmaceutical 
industry.

• Published on the SAHPRA website 
https://www.sahpra.org.za/document/valproate-annual-risk-
acknowledgement-form/

• Valproate holders of certificate of registration provide access to 
the form (via physical distribution/ digital platforms).
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Revision of the ARAF

• SAHPRA revised the valproate ARAF based on the 
NEMLC’s review of the STGs for the management of 
seizures and epilepsy which highlighted the following:

• the form currently refers to the involvement of a specialist yet 
there is a lack of equitable access to medical specialists in the 
public sector

• The current form alternates between ‘doctor/specialist’ and 
‘GP’.

• the recommendation to revise the wording on the form from 
specialist to medical practitioner (doctor)” based on the 
attached forms 



Old form





New form 
(latest 

version)











Thank you
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