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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.
Lenvima, in combination with pembrolizumab, is indicated for the treatment of adult patients with
advanced or recurrent endometrial carcinoma who have disease progression on or following prior
treatment with a platinum containing therapy and who are not candidates for curative surgery or
radiation.

LENVIMA is indicated in combination with pembrolizumab for the first-line treatment of adult
patients with advanced RCC.
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4.4 Special warnings and precautions for use

Tumour lysis syndrome (TLS)

Lenvatinib can cause TLS which can be fatal. Risk factors for TLS include but are not limited to high
tumour burden, pre-existing renal impairment and dehydration. These patients should be monitored
closely and treated as clinically indicated, and prophylactic hydration should be considered.

4.8 Undesirable effects

Table 7 Adverse reactions reported in patients treated with lenvatinib

System Organ Class | Lenvatinib Combination with Combination with Combination with
(MedDRA monotherapy everolimus pembrolizumab (RCC) | pembrolizumab (EC)

terminology)

Metabolism and nutrition disorders

Rare Tumour lysis syndrome | Tumour lysis syndrome | Tumour lysis syndrome | Tumour lysis syndrome
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