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This review was initiated in December 2010 further to initial results from a long-term
epidemiological study in patients treated with somatropin-containing medicines during childhood
for idiopathic lack of growth hormone and idiopathic or gestational short stature. The study results
suggested a possibly increased risk of mortality with somatropin therapy compared with the
general population. In particular, an increased risk of mortality due to bone tumours and
subarachnoid or intracerebral haemorrhage was observed.

In addition to the epidemiological study, the CHMP(Committee for Medicinal Products for Human
Use) considered all available data on the safety of somatropin-containing medicines in its review,
including data from clinical trials, registries, cohorts and from spontaneous reports of side effects,
to assess the impact on the overall benefit-risk balance of these medicines.

The CHMP concluded that the study had significant methodological limitations and that the other
safety data examined did not corroborate a potentially higher risk of mortality associated with
somatropin-containing medicines.

Taking into account all available data, the Committee considered that the benefit-risk balance of
somatropin-containing medicines remains positive in the approved indications and doses. The
CHMP took the opportunity of this review to harmonise the existing contraindications, warnings
and precautions for these medicines throughout the European Union. The harmonised wording
emphasises that somatropin must not be used if there is any evidence of a tumour activity, and
that the recommended maximum daily dose should not be exceeded.

The Committee will review any new important data on the safety of somatropin-containing
medicines that may emerge and will communicate the outcome as appropriate.
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