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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 (AMMRY)/
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. CLINICAL PARTICULARS
4.1 Therapeutic indications
JEMPERLI is indicated in comblnatlou w1th calboplatm aud paclltaxel for thc fir -_,t ine treatment of

adult patients with primary
advanced or recurrent endometrial cancer (EC) and vtho are candidates for systemlc therapy.

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

442 Posology and method of administration

Table 1. Dosage regimen for JEMPERLI in combination with carboplatin and paclitaxel

500 mg once every 3 weeks 1000 mg once every 6 weeks as
in combination with carboplatin and paclitaxel* monotherapy until disease progression or
(1 Cycle = 3 weeks) unacceptable toxicity, or for a duration of

up to 3 years (1 Cycle = 6 weeks)

Cycle | Cycle1 | Cycle2 | Cycle3 | Cycled | Cycle5 | Cycle 6 Cydle7 | Cycled | Cycleg | Continue
dosing
Week 1 4 7 10 13 16 19 25 31 QBW

—
3 weeks between Cycle 6 and Cycle 7
2 Administer dostarlimab prior to carboplatin and paclitaxel on the same day.




4.4 Special warnings and precautions for use

Patients with the following status were excluded from the RUBY study: has a concomitant
malignancy. or has a prior non-endometrial invasive malignancy who has been disease-free for

<3 years or who received any active treatment in the last 3 years for that malignancy: uncontrolled
central nervous system metastases or carcinomatous meningitis, or both; known history of HIV or
active hepatitis B or hepatitis C; immunodeficiency or receiving immunosuppressive therapy within
7 days: considered a poor medical risk due to a serious, uncontrolled medical disorder, non-malignant
systemic disease, or active infection requiring systemic therapy; or receiving a live vaccine within

30 days before first dose of study treatment., during study treatment, and for up to 180 days afier
recerving the last dose of study treatment.

After careful consideration of the potential increased risk. dostarlimab may be used with appropriate
medical management in these patients.

4.8 Undesirable effects

Dostarlimab in monotherapy

In patients with primary advanced or recurrent EC (N = 241), the most common adverse reactions

(== 10 %) were rash (22-823.2 %), rash maculopapular (14.15%), hypothyroidism (14.4-5 %), pyrexia
(12.9 %), alanmine aminotransferase increased (12.9 %), aspartate aminotransferase increased (12.0 %),
pyrexia{120-%)and dry skin (10.40 %). JEMPERLI was permanently discontinued due to adverse
reactions in 12 (5.0 %) patients; most were immune-related events. Adverse reactions were serious in
5.8 % of patients:. The most frequent (=1 %) serious adverse reaetionswerereaction was pyrexia

(2.9 %). The most frequent (>10 %) immune-related adverse reactions was hypothyroidism (12.0 %).
with maculo-papular rash (1.2 %) the most frequent (=1 %) immune-related adverse reaction leading
to treatment discontinuation (see section 4.4).

Unless otherwise stated, the frequencies of adverse reactions listed in the dostarlimab in combination
with chemotherapy column are based on all-cause adverse event frequency identified in 241 patients
with primary advanced or recurrent EC from the RUBY study exposed to dostarlimab in combination
with carboplatin and paclitaxel for a median duration of treatment of 43 weeks (range: 3 to
+51+-193 weeks). For additional safety information when dostarlimab is administered in combination
with carboplatin and paclitaxel, refer to the respective Preseribing Information for the combination
products.

Table 4: Adverse reactions in patients treated with dostarlimab

Dostarlimab monotherapy Dostarlimab in combination
with chemotherapy
Endocrine disorders
Very common Hypothyroidism™*® Hypothyroidism®
Common Hyperthyroidism™®, adrenal Hyperthyroidism—adrenal
insufficiency* msufficieney
Uncommon Thyroiditis*e, hypophysitis? Thyroiditis, adrenal insufficiency
Gastrointestinal disorders
Very common Diarrhoea, nausea,
vomiting
Common Colitis™, pancreatitis®, gastritis Colitis™ ., pancreatitis
Uncommon Oesophagitis Panereatitis:
ilmmune mediated gastritis’,
vasculitis gastrointestinal’




Elderly population

Of the 605 patients treated with dostarlimab monotherapy, 51.6 % were under 65 years, 36.9 % were
65 to less than 75 years, and 11.5 % were 75 years or older. Of the 241 patients treated with
dostarlimab in combination with carboplatin-paclitaxel. 52.3% were under 65 years. 36.5% were 65 to
less than 75 years, and 11.2% were 75 years or older. No overall differences in safety were reported
between elderly (= 65 years) and younger patients (< 65 years).
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