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Following a separate recent review of safety data, the product information is being updated to
include a waming about repors of basal cell carcinoma, Bowen’s disease, and squamous cell
carcinoma, and to advise that ingenol mebutate gel should be used with caution in patients with &

history of skin cancer.

Advice for healtheare professionals:

. Several clinical studies have shown an increased incidence of benign and malignant skin

tumours in patients using ingenol mebutate gel when compared to those using a vehicle only
or an alternative treatment.

. Advise patients using ingenol mebutate gel to be vigilant for the development of any new
skin lesions within the treatment area and to seek medical advice immediately should any
OCCur.

. Use with caution in patients with a history of skin cancer.
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Health care professionals and petients are encourzged to report adverse events or side effects to JFDA

using:

o Website: www.jfdaio
o Mobile application: (Jordan fda)
o Yellow card form.
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