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JEMPERLI is indicated in combination with carboplatin and paclitaxel for the first-line treatment of adult patients with primary
advanced or recurrent endometrial cancer (EC) and who are candidates for systemic therapy.

JEMPERLI is indicated as monotherapy for the treatment of adult patients with mismatch repair deficient (dMMR)/
microsatellite instability-high (MSI-H) recurrent or advanced EC that has progressed on or following prior treatment with a
platinum-containing regimen.
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4.4 Special warnings and precautions for use

Immune-related skin adverse reactionsrash

Immune-related rash has been reported in patients receiving dostarlimab, including pemphigoid (see section 4.8). Patients should be
monitored for signs and symptoms of rash. Stevens-Johnson syndrome (SJS) which can be life-threatening or fatal, has been reported in
association with dostarlimab treatment (see section 4.8). Events of toxic epidermal necrolysis have been reported in patients treated with
PD-1 inhibitors. Patients should be advised of the signs and symptoms of severe cutaneous adverse reactions (SCARs) and monitored
closely for skin reactions. Patients should be advised to seek medical advice from their physician immediately when observing any
indicative signs or symptoms. For suspected SCARs, patients should be referred to a specialist for further assessment and treatment, and
managed as recommended in section 4.2 Exfeliative-dermatolocic-conditionsshould-be-manased-asrecommendedin-section4-2Even

Caution should be used when considering the use of dostarlimab in a patient who has previously experienced a severe or life-threatening
skin adverse reaction on prior treatment with other immune-stimulatory anticancer agents.

4.8 Undesirable effects

Tabulated list of adverse reactions

Adverse reactions reported in clinical trials of dostarlimab as a monotherapy or in combination with chemotherapy are listed in Table 4 by
system organ class and by frequency. Unless otherwise stated, Fthe frequencies of adverse reactions listed in the dostarlimab monotherapy
column are based on all-cause adverse event frequency identified in 605 patients with advanced or recurrent solid tumours from the
GARNET study exposed to dostarlimab monotherapy for a median duration of treatment of 24 weeks (range: 1 week to 229 weeks).

Table 4: Adverse reactions in patients treated with dostarlimab

Dostarlimab monotherapy Dostarlimab in combination with
chemotherapy

Skin and subcutaneous tissue disorders
Very common Rash*", pruritus Rash®, dry skin
Uncommon Stevens-Johnson syndrome’

T Includes events identified from other clinical trials in patients with solid tumours receiving dostarlimab monotherapy or dostarlimab in
combination with various types of anticancer therapies.
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