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Effects on post-natal development
Premature fusion of the epiphyses has been
reported in patients exposed to Erivedge.
Due to the long drug elimination half-life,
fusion may occur or progress after drug
discontinuation. In animal species,
vismodegib has been shown to cause severe
irreversible changes in growing teeth
(degeneration/necrosis of odontoblasts,
formation of fluid-filled cysts in the dental
pulp, ossification of the root canal, and
haemorrhage) and closure of the epiphyseal
growth plate. These findings indicate a
potential risk for short stature and tooth
deformities to infants and children (see
section 5.3).
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In animal species, vismodegib has been
shown to cause severe irreversible
changes in growing teeth
(degeneration/necrosis of odontoblasts,
formation of fluid-filled cysts in the dental
pulp, ossification of the root canal, and
haemorrhage) and closure of the
epiphyseal growth plate. These findings
indicate a potential risk for short stature
and tooth deformities to infants and
children (see section 5.3).

4.4 Special
warnings and
precautions for use

Table 1 ADRs occurring in
patients treated with Erivedge in clinical
trials

Musculoskeletal and connective tissue
disorders :

common- Blood creatine phosphokinase
increased

Frequency not known- Epiphyses
premature fusion

4.8 Undesirable
effects
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