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Valproic acid, Sodium valproate containing products
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Health Care Professionals are advised to continue to follow the existing strict- precautions, including that valproate
should not be prescribed to female children or women of childbearing potential unless other treatments are ineffective or
not tolerated and that any use of valproate in women of childbearing potential who cannot be treated with other
medicines is in accordance with the Pregnancy Prevention Program.

Data for other potential risks were reviewed, including that valproate may impair male femhty, and there is some

evidence that this is reversible upon discontinuation. In addition, data were considered from studies in juvenile rats-and -

adult rats and dogs reporting Adverse effects to the male reproductive system in animals receiving valproate, as well as
non-clinical studies on the potential for epigenetic effects of valproate and transgenerational risks. There are currently

limited data available on these risks in humans and further studies are plarmed. There is a.lso an ongomg retrospecnvc
study on the outcomes of babxes exposed to va.lproate via paternal use.
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to evaluate the paternal exposure to valproate and the risk of neurodevelopmental disorders (NDDs) including autism
spectrum disorder as well congenital abnormalities in offspring — a population-based retrospective study,
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(1). https://www.gov. uk/druq—sofety~updore/vafproate-rem."nder—o_f—current;pregnancv-prevention~proqrr:mme-reaUr'rements—information-on-new-

safety-measures-to-be-introduced-in-the-coming-months X

(2). https://www.ema.europa.eu/en/documents/referral/valproote-article-31-referral-prac-assessment-report en.pdf

Health care professionals and patients are encouraged to report adverse events or side effects to JEDA through the following
channels:

- email: jpe@jfdajo = =

- website: https://primaryreporting who-ume.org/JO a0

- Phone No: +962-6-5632000 NoHY LD

- QR Code: : i
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