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JEMPERLI is indicated in combination with carboplatin and paclitaxel for the treatment of adult patients with mismatch repair
deficient (dMMR)/ microsatellite instability-high (MSI-H) 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 dAMMR/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 15 indicated in combination with carboplatin and paclitaxel for the treatment of adult

patients with mismatch repair deficient (dMMR) microsatellite instablity-high (MSI-H) pnimary
advanced or recurrent endometnial cancer (EC) and who are candidates for systemuc therapy.

JEMPERLI is indicated as monotherapy for the treatment of adult patients with sassmaateh rapass
deficient (VMR mucrosatellite instability high (MST-H) recurrent or advanced endemetrial cancer
£EC} that has progressed on or following prior treatment with a platinum-containing regimen.

Posology
JEMPERLI in combination with carboplatin and paclitaxesl

When JEMPERLI is admimistered in combination with carboplatin and paclitaxel, refer to the full
Prescribing Information for the combination products (see also section 5.1).

The recommended dose 1s 500 mg dostarlimab every 3 weeks in combmation with carboplatin and
aclitaxel every 3 weeks for 6 cvcles followed by 1000 m 1 as monotherapy every 6 weeks
for all cycles thereafter.

The dosage regimen in combination with carboplatin and paclitaxel iz presented in Table 1.

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

500 mqg once every 3 weeks 1000 myg once every & weeks as
in combination with carboplatin and paclitaxel: monotherapy until disease progression or
1 Cycle = 3 weeks unacceptable toxicity (1 Cycle = 6 weeks)
c Continue
ycle | Cycle1 | Cycle2 | Cycled | Cycled | Cycle§ | Cycle 6 Cycle7 | Cycle 8 | Cycle 8 =
Week 1 4 7 10 13 18 19 25 31 QBW
S
3 weeks between Cycle 6 and Cycle 7
2 Admumster dostarlimab prior to carboplatin and paclitaxel on the same day.

Admumistration of dostarlimab should continue according to the recommended schedule until disease
progression or unacceptable toxicity, or for a duration of up to 3 years (see section 5.1).

JEMPERLI monotherapy

The recommended dose as monotherapy 15 500 mg dostarlimab every 3 weeks for 4 cycles followed
by 1000 mg every 6 weeks for all cycles thereafter.



4.8 TUndesirable effects

Dostarlimab in combination with carboplatin and paclitaxel

The safety of dostarlymab has been evaluated in 241 patients with primary advanced or recurrent EC
who received dostarlimab in combination with carboplatin and paclitaxel in the RUBY study. Patients
received doses of 500 mg dostarlimab every 3 weeks for 6 cycles followed by 1000 mg every 6 weeks
for all cycles thereafter.

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

(= 10 %) were rash (22_8 %), rash maculopapular (14.1%), hypothyroidism (14.1 %), alanine
aminotransferase increased (12.9 %), aspartate anunotransferase increased (12.0 %), pyrexua (12.0 %)
and dry skin (104 %). JEMPERLI was permanently discontinued due to adverse reactions in 12

(5.0 %) patients: most were immune-related events. Adverse reactions were sertous m 5.8 % of
patients: most serious adverse reactions were immune-related adverse reactions (see section 4.4).

In the RUBY s the saf: ofile for patients with I-H EC (N=52) was not different
from that of the overall population (N=241) presented m Table 4.

Tabulated list of adverse reactions

Adverse reactions reported in climcal trials of dosiarlunab as a monotherapy or in combination with
chemotherapy are listed in Table 4 by system organ class and by frequency. Daless atherpice stated.

theThe 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). Unless otherwise stated, the frequencies of adverse reactions
listed in the dostarlimah in combination with chamothempv 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 du:rauon of
treatment of 43 weeks - 3 to 151 weeks). For additional safety information when 15
admimistered i combination with carboplatin and paclitaxel. refer to the respective Prescribing
Information for the combination products.

Adverse reactions known to occur with 1 a5 mMono or with carboplatin or itaxel
orven alone, may occur durning treatment with these medicinal products in combination, even if these
reactions were not reported in clinical studies with 1 in combination with latin and
paclitaxel These reactions are presented by system organ class and by frequency. Frequencies are
defined as: very common (= 1/10); common (= 1/100 to < 1/10); uncommon (= 1/1:000 to < 1/100);
rare (= 1/10:000 to < 1/1;000); very rare (< 1/10:000); and not known (cannot be estimated from the
available data).




II'abIe 43: Adverse reactions in patients treated with dostarlimab

Dostarlimab monotherapy

Dostarlimab in combination
with chemotherapy

Blood and lymphatic system disorders

Very common | Ansemia? |

Endocrine disorders

Very common Hypothyroidism™? Hypothyroidism®

Common Hyperthyroidism*_ adrenal Hyperthyroidism_ adrenal
insufficiency™ msufficiency

Uncommon Thyroiditis**_ hypophysitis? Thyroiditis

Metabolism and nutrition disorders

Uncommon Tvpe 1 diabetes mellitus, diabetic | Type 1 diabetes mellitus

ketoacidosis

Nervous system disorders

Uncommon | Encephalitis, myasthenia gravis | Mygsthenic svndromer

Eve disorders

Uncommon | Uveitise | Uveitis

Cardiac disorders

Uncommon | Myocarditic

Respiratory, thoracic and mediastinal disorders

Common | Pneumonitis™® | Pneumonitis

Gastrointestinal disorders

Very common Duarrhoea, nausea

vomiting

Common Colitis®_ pancreatitis®. pastritis Colitis!

Uncommon Oesophagiiis Pancreatitis,
immune mediated gastritist
vasculitis sastrointestinal®




Dostarlimab monotherapy Dostarlimab in combination

with chemotherapy

Hepatobiliary disorders

Common Hepatitis*= |

Skin and subcutaneous tissue disorders

Very common Rash*_pruritus | Rash®, dry skin

Muszcunlozkeletal and connective tiszne disorders

Very common Arthralgia*

Common Myalgia

Uncommon Immune-mediated arthritis Immune-mediated arthritis,

ol ia rhenmatica myositiz?
immune-mediated myositis

Renal and urinary disorders

Uncommon Nephritis® |

General disorders and adminisiration site conditions

Very common Pyrexia Pyrexia

Common Chills

Uncommon Systemic inflammatory response
syndrome?

Investigations

Very common Transaminases increased” Alanine aminotransferaze
increas
aspartate aminotransferasze
increased

Injury, peizoning and procedural complications

Common Infusion-related reaction™®: |

" See section ‘Descnption of selected adverse reactions.”

1 Includes anaermia and awtoirmmuone hasmolyhe gnaemiz

b Imcludes hypothyroidizm and antoimmume othyroidizm

¢ Includes thyroiditis and autoimnmme thyroiditis

9 Includes hypophysitis and lymphoeytic hypophysiis

¢ Includes hypothyroidism and mumune-mediated hypothyroidizm

"Reported from ongoing blinded trial of dostarlimab in combination; estimated frequency category

# Inchndes wveitiz and indocyclitiz

" Includes mvocardifis (combination with chemotherapy) and immime-mediated mvocarditis from ongoing
blinded trial of ] in mation: estimated frequency category

Includes pneumonifis, interstitial hong dizeasze and mmune-mediated long dizeaze

| Includes colitis, enterocolitiz and immune-mediated enterocolitis

“Includes pancreatitiz and pancreatitis acute

Includes cobitis (combmation with chemotherapy) and enterths reported from ongoing tnal of dostarlimab in
combination

= Inchides hepatitiz._ antoimmume hepatitiz and hepatic cytobysis

o Includes rash. rash maculo-papular. erythema rash macular, rash pruntic, rash eryvthematons. rash papular,
ervthema multiforme, skan toxicity, dre emuption. toxic skin emiption._exfoliative rgsh and pemphigoid

° Includes rash and rash maculo-papular

P Reported in ongoing trial of dostarlimab in combination

4Inclndes nephritiz and tubulointerstitial nephritiz

" Includes transaminases mcreased. alanme ammotransferases increased. aspartate ammotransferases increased

and hypertransaminasaemia
“Inchudes infimon related reaction and hypersensitmty.
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Immunogenicity

In the GARWET studv. Asnti-dmg antibodies (ADA) were tested in 3135 patients who received
dostarlimab and the incidence of dostarlimab treatment-emergent ADAs was 2.5 %. Neutralizins
antibodies were detected in 1.3 % of patients. Co-administration with carboplatin and paclitaxel did
not affect i immunogenicity. In the RUBY study. of the 225 patients who were treated with

dostarlimab in combination with carboplatin and paclitaxel and evaluable for the presence of ADAs,

there was no incidence of L treatment-emergent ADA or treatment-emergent =
antibodies.
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