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Dosage form:
Keytruda 50 mg - Powder for Solution for Intravenous Infusion
Keytruda 100 mg/4 ml - Solution for Intravenous Infusion

Composition:
Keytruda 50 mg - pembrolizumab 50 mg/vial
Keytruda 100 mg/4 ml - pembrolizumab 100 mg/4 ml
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2.9 Dose Modifications
Withhold KEYTRUDA for any of the following:

e Any other severe-or Grade 2 or 3 treatment-related adverse reaction, based on the severity and type of
reaction [see Warnings and Precautions (5.7)]

b“ermanently discontinue KEYTRUDA for any of the following:

. Grade 3 or 4 myocarditis, encephalitis, or Guillain-Barré syndrome [see Warnings and Precautions

(6.7)]

5 WARNINGS AND PRECAUTIONS

5.7 Other Immune-Mediated Adverse Reactions

Immune-mediated adverse reactions, which may be severe or fatal, can occur in any organ system or tissue in
atlents recewmq KEYTRUDA ean%auseuether—elweauy—mpeﬁant Whlle immune-mediated adverse

ystem- usually occur during treatment

with PD- 1/PD L1 blocklnq antlbodles thev may occur after dlscontlnuanon of treatment.

The following clinically significant, immune-mediated adverse reactions occurred in less than 1% (unless
otherwise indicated) of 2799 patients treated with KEYTRUDA: arthritis (1.5%), uveitis, myositis, Guillain-Barré
syndrome, myasthenia gravis, vasculitis, pancreatitis, hemolytic anemia, and-partial-seizures-arising-ina
patientwith-inflammatoryfoei-in-brainparenchyma sarcoidosis and encephalitis. In addition, myelitis and

myocarditis were reported in other clinical trials, including cHL, and post-marketing use.

.5...9 Complications of Allogeneic HSCT

Allogeneic HSCT prior to treatment with KEYTRUDA

In patients with a history of allogeneic HSCT, acute GVHD, including fatal GVHD, has been reported after
treatment with KEYTRUDA. Patients who experienced GVHD after their transplant procedure may be at
increased risk for GVHD after treatment with KEYTRUDA. Consider the benefit of treatment with KEYTRUDA
versus the risk of possible GVHD in patients with a history of allogeneic HSCT.
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Approved indications:
Melanoma: KEYTRUDA (pembrolizumab) is indicated for the treatment of patients with unresectable or
metastatic melanoma.
Non-Small Cell Lung Cancer: KEYTRUDA is indicated for the treatment of patients with metastatic non-small
cell lung cancer (NSCLC) whose tumors express PD-L1 [Tumor Proportion Score (TPS) 250%)] as determined
by a validated test. Patients with EGFR or ALK genomic tumor aberrations should have disease progression
on or after platinum-containing chemotherapy and an approved therapy for these aberrations prior to receiving
KEYTRUDA.
KEYTRYDA is indicated for the treatment of patients with advanced non-small cell lung cancer (NSCLC)
whose tumors express PD-L1 as determined by a validated test, with disease progression on or after platinum
containing chemotherapy. Patients with EGFR or ALK genomic tumor aberrations should have disease
progression on approved therapy for these aberrations prior to receiving KEYTRUDA.
Head and Neck Cancer: KEYTRUDA is indicated for the treatment of patients with recurrent or metastatic
head and neck squamous cell carcinoma (HNSCC) with disease progression on or after platinum-containing
chemotherapy.
Classical Hodgkin Lymphoma: KEYTRUDA is indicated for the treatment of adult and pediatric patients with
refractory classical Hodgkin lymphoma (cHL), or who have relapsed after 3 or more prior lines of therapy.
Urothelial Carcinoma: KEYTRUDA is indicated for the treatment of patients with locally advanced or
metastatic urothelial carcinoma who are not eligible for cisplatin-containing chemotherapy.
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KEYTRUDA is indicated for the treatment of patients with locally advanced or metastatic urothelial carcinoma
who have disease progression during or following platinum-containing chemotherapy or within 12 months of
neoadjuvant or adjuvant treatment with platinum-containing chemotherapy.
Microsatellite Instability-High Cancer: KEYTRUDA is indicated for the treatment of adult and pediatric
patients with unresectable or metastatic, microsatellite instability-high (MSI-H) or mismatch repair deficient
e solid tumors that have progressed following prior systemic treatment and who have no satisfactory
alternative treatment options, or
e colorectal cancer that has progressed following treatment with a fluoropyrimidine, oxaliplatin, and
irinotecan.
Limitation of Use: The safety and effectiveness of KEYTRUDA in pediatric patients with MSI-H central nervous
system cancers have not been established.
Gastric Cancer: KEYTRUDA is indicated for the treatment of patients with recurrent locally advanced or
metastatic gastric or gastroesophageal junction adenocarcinoma whose tumors express PD-L1 [Combined
Positive Score (CPS) 21] as determined by a validated test, with disease progression on or after two or more
prior lines of therapy including fluoropyrimidine- and platinum-containing chemotherapy and if appropriate,
HER2/neu-targeted therapy.
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