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4.2 Posology and method of administration
{7

Method of administration

[-]

Pre-prandial glucose monitoring is recommended at treatment initiation and until a well-tolerated dose is established.

If frequent symptoms of hypoglycaemia or severe hypoglycaemia occur, blood glucose monitoring should continue

regardless of pre-prandial condition and if possible, in case of hypoglycaemic symptoms.

{1
Injection sites should be rotated to a different site with each injection to_help prevent lipohypertrophy.
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Therapeutic indications

For the long-term treatment of growth failure in children and adolescents from 2 to
18 years with confirmed severe primary insulin-like growth factor-1 deficiency (Primary
IGFD).

Severe Primary IGFD is defined by:

height standard deviation score < -3.0 and

basal IGF-1 levels below the 2.5™ percentile for age and gender and
GH sufficiency.

Exclusion of secondary forms of IGF-1 deficiency, such as malnutrition,
hypothyroidism, or chronic treatment with pharmacologic doses of anti-
inflammatory steroids.
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Severe Primary IGFD includes patients with mutations in the GH receptor (GHR), post-
GHR signaling pathway, and IGF-1 gene defects; they are not GH deficient, and
therefore, they cannot be expected to respond adequately to exogenous GH treatment.
In some cases, when deemed necessary, the physician may decide to assist in the
diagnosis by performing an IGF-I generation test.
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