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- LENVIMA is indicated for the treatment of adult patients with progressive, locally advanced or

metastatic, differentiated (papillary/follicular/Hirthle cell) thyroid carcinoma (DTC), refractory to
radioactive iodine (RAI).

- LENVIMA is indicated in combination with everolimus for the treatment of adult patients with

advanced clear cell renal cell carcinoma (RCC) following one prior vascular endothelial growth factor
(VEGF)-targeted therapy.

- LENVIMA is indicated as monotherapy for the treatment of adult patients with advanced or
unresectable hepatocellular carcinoma (HCC) who have received no prior systemic therapy.
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4.4  Special warnings and precautions for use

Aneurysms and artery dissections

The use of VEGF pathway inhibitors in patients with or without hypertension may promote the formation
of aneurysms and/or artery dissections. Before initiating lenvatinib, this risk should be carefully
considered in patients with risk factors such as hypertension or history of aneurysm.

Table 6 Adverse reactions reported in patients treated with lenvatinib

System

Organ Class

(MedDRA Very Common Common Uncommon Not known

terminology”)

Vascular Haemorrhage® ™* Aertie-Bisseetion™ | Aneurysms
disorders Hypertension®* and artery
Hypotension dissections

5.2 Pharmacokinetic properties

Special populations
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Hepatic impairment

The pharmacokinetics of lenvatinib following a single 10-mg dose were evaluated in 6 subjects each with
mild and moderate hepatic impairment (Child-Pugh A and Child-Pugh B, respectively). A 5-mg dose was
evaluated in 6 subjects with severe hepatic impairment (Child-Pugh C). Eight healthy, demographically
matched subjects served as controls and received a 10-mg dose. Lenvatinib exposure, based on dose-
adjusted AUCO-t and AUCO-inf data, was 119%, 107%, and 180% of normal for subjects with mild,
moderate, and severe hepatic impairment, respectively. It isturknewn-whetherthereisa-changeinr-the
has been determined that plasma protein binding in plasma from hepatically impaired subjects— was
similar to the respective matched healthy subjects and no concentration dependency was observed. See
section 4.2 for dosing recommendation.
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	4.8 Undesirable effects

