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Treatment of diabetes mellitus in adults, adolescents and children aged 2 years and above.
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4.6 Fertility, pregnancy and lactation

The use of Levemir in pregnant women with diabetes has been investigated in a clinical trial and in
a prospective non-interventional post-authorisation safety study (see section 5.1). Post-marketing
data in pregnant women using Levemir, with more than 4,500 pregnancy outcomes do not indicate
any increased risk of malformative or feto/neonatal toxicity.

Treatment with Levemir can be considered during pregnancy, if clinically needed but-any-petential-

In general, intensified blood glucose control and monitoring of pregnant women with diabetes are
recommended throughout pregnancy and when contemplating pregnancy. Insulin requirements
usually fall in the first trimester and increase subsequently during the second and third trimester.

After delivery, insulin requirements normally return rapidly to pre-pregnancy values.
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5.  PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Iglzegnancy

In a prospective non-interventional post-authorisation safety study, pregnant women with

type 1 or type 2 diabetes exposed to Levemir (n=727, 680 liveborn infants) or other basal
insulins (n=730, 668 liveborn infants) were monitored for pregnancy outcomes.

No statistically significant difference was observed between Levemir and other basal insulins
for the components of the malformation endpoint (induced abortion due to major congenital
malformations, major congenital malformations or minor congenital malformations). The
results from the study indicated that Levemir is not associated with an excess risk of adverse
pregnancy outcomes, when compared to other basal insulins, in women with pre-existing
diabetes.

Levemir was has been studied in an open-label randomised controlled clinical trial, in which
pregnant women with type 1 diabetes (n=310) were treated i with a basal-bolus treatment
regimen with Levemir (n=152) or NPH insulin (n=158) as basal insulin, both in combination
with NovoRapid {see-section4-6)-

Levemir was non-inferior to NPH insulin as measured by HbA:. at gestational week (GW)
36, and the reduction in mean HbA. through pregnancy was similar see-table-4.

Table-4-Maternal-ghycaemiccontrol
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