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Cutaneous Squamous Cell Carcinoma

LIBTAYO as monotherapy is indicated for the treatment of adult patients with metastatic or
locally advanced cutaneous squamous cell carcinoma who are not candidates for curative
surgery or curative radiation.

Basal Cell Carcinoma

LIBTAYO as monotherapy is indicated for the treatment of adult patients with locally
advanced or metastatic basal cell carcinoma (laBCC or mBCC) who have progressed on or
are intolerant to a hedgehog pathway inhibitor (HHI).

Non-Small Cell Lung Cancer

LIBTAYO as a single agent is indicated for the first-line treatment of adult patients with
NSCLC whose tumors have high PD-L1 expression [Tumor Proportion Score (TPS) = 50%]
as determined by an approved test, with no EGFR, ALK or ROS1 aberrations, and is:

¢ locally advanced where patients are not candidates for surgical resection or definitive
chemoradiation or

¢ metastatic.

LIBTAYO in combination with platinum-based chemotherapy is indicated for the first-line
treatment of adult patients with non-small cell lung cancer (NSCLC) expressing PD-L1 (in 2
1% of tumour cells), with no EGFR, ALK or ROS1 aberrations and is:

¢ locally advanced where patients are not candidates for surgical resection or definitive
chemoradiation or

e metastatic.
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4.4 Special warnings and precautions for use

[...]

In patients with pre-existing autoimmune disease (AlD), data from observational
studies suggest that the risk of immune-mediated adverse reactions following
immune checkpoint inhibitor therapy may be increased as compared with the risk in
patients without pre-existing AlD. In addition, flares of the underlying AID were
frequent, but the majority were mild and manageable.

[...]

Other immune-mediated adverse reactions

Other fatal and life-threatening immune-mediated adverse reactions have been
observed in patients receiving cemiplimab including paraneoplastic
encephalomyelitis, meningitis myositis-and myocarditis, and pancreatitis (see section
4.8 for other immune-mediated adverse reactions).

[-..]
Excipients

_Each 7 ml vial contains 105 mg of L-proline and 14 mg of polysorbate 80.
L-proline may be harmful for patients with hyperprolinaemia type | or type II.
This medicinal product contains polysorbate 80, which may cause allergic reactions.

4.8 Undesirable effects

Table 2: Tabulated list of adverse reactions in patients treated with cemiplimab
monotherapy and cemiplimab in combination with chemotherapy

[...]

Cemiplimab Monotherapy Cemiplimab in Combination
with Chemotherapy

Gastrointestinal disorders

Pancreatitis! Uncommon ‘ 0.2 ‘ 0.2 ‘ ‘ |

t. Pancreatitis (acute pancreatitis and immune-mediated pancreatitis) was not observed in the
studies included in the monotherapy pool (n=1281) and frequency is based on exposure in
patients treated in relevant studies with cemiplimab monotherapy

[...]

Gastrointestinal disorders: Stomatitis, immune-mediated gastritis, pancreatitis (Grade 4)
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