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Placebo + Chemotherapy
n=280

275 (98.2)

Pembrolizumab + Chemotherapy
n=278

274 (98.6)

Treatment Related,
AEs, n (%)1

KN407

® Keytruda plus chemotherapy demonstrates
superior OS & PFS in 1st line Metastatic
Squamous NSCLC patients#,1
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Study Design2:
Phase 3, randomized, multicenter, double-blind, placebo-controlled trial in systemic treatment–naïve patients with metastatic squamous NSCLC, regardless of PD-L1 tumor expression status and ECOG PS 0 or 1. Patients with autoimmune disease that required systemic therapy within 2 years of treatment; a medical 
condition that required immunosuppression; or who had received more than 30 Gy of thoracic radiation within the prior 26 weeks were ineligible. Patients were randomized to receive KEYTRUDA 200 mg Q3W, carboplatin Q3W, and either paclitaxel Q3W or nab-paclitaxel Q1W intravenously for four 3-week cycles followed 
by KEYTRUDA 200 mg Q3W (n=278); or placebo and carboplatin Q3W and either paclitaxel Q3W or nab-paclitaxel Q1W intravenously for four 3- week cycles followed by placebo Q3W (n=281). Treatment continued until progression of disease, unacceptable toxicity, or up to 24 months. The major efficacy outcome 
measures were PFS, ORR, OS. An additional efficacy outcome measure was DOR. PFS, ORR, and DOR were assessed by BICR per RECIST v1.1. Patients receiving carboplatin and either paclitaxel or nab-paclitaxel alone who experienced disease progression could cross over to receive KEYTRUDA as monotherapy.

Median Follow-up = 40.1 months (33.1-49.4 months) Data cutoff: September 30, 2020.    #Patient with EGFR or ALK genomic tumor aberrations excluded    1. A Robinson ELCC 2021. Journal of Thoracic Oncology (2021) 16 (suppl_4): S748-S802.    2. Paz-Ares L et al., Pembrolizumab plus Chemotherapy 
for Squamous Non-Small-Cell Lung Cancer. N Engl J Med. 2018 Nov 22;379(21):2040-2051.

Chemotherapy

Chemotherapy
HR

17.2 (14.4 - 19.7)

11.6 (10.1 - 13.7)

Median OS, mo (95% CI)1

8.0 (6.3 - 8.5)

5.1 (4.3 - 6.0)

Median PFS, mo (95% CI)1

0.71 (0.59 - 0.86) 0.59 (0.49 – 0.71)

Median follow-up = 46.3 months (range: 41.8–54.1 months). Data cutoff: August 28, 2020.    #Patient with EGFR or ALK genomic tumor aberrations excluded.    1. Gray et al. Presented at WCLC 2020. Abstract FP13.02.    2. Rodríguez-Abreu et al., Annals of Oncology, Volume 32, Issue 7, July 2021, 
881-895.    3. Gandhi L, et al., Pembrolizumab plus Chemotherapy in Metastatic Non-Small-Cell Lung Cancer. N Engl J Med. 2018 May 31;378(22):2078-2092.

Placebo + Chemotherapy
n=202

183 (90.6)

Pembrolizumab + Chemotherapy
n=405

376 (92.8)

Treatment Related,
AEs, n (%)1

KN189

® Keytruda plus chemotherapy demonstrates
superior OS & PFS in 1st line Metastatic
Non-Squamous NSCLC patients#,1,2
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Pembrolizumab + Chemotherapy Placebo + Chemotherapy

Study Design3:
Double-blind, phase 3 trial, with metastatic nonsquamous NSCLC without sensitizing EGFR or ALK mutations who had received no previous treatment for metastatic disease, ECOG PS of 0 or 1; had at least one measurable lesion according to RECIST 1.1; and had provided a tumor sample for determination of PD-L1 status. 
Patients were excluded if they had symptomatic CNS metastases, had a history of noninfectious pneumonitis that required the use of glucocorticoids, had active autoimmune disease, or were receiving systemic immunosuppressive treatment. Because of an increased risk of pneumonitis, patients were also excluded if they 
had received more than 30 Gy of radiotherapy to the lung in the previous 6 months.  Patients were randomly assigned (in a 2:1 ratio, n=616) to receive investigator’s choice of cisplatin (75 mg/m2 of BSA) or carboplatin (AUC 5 mg/ml/min) plus pemetrexed (500 mg/m2), all administered intravenously every 3 weeks, plus either 
200 mg of pembrolizumab or placebo every 3 weeks for 4 cycles, followed by pembrolizumab or placebo for up to a total of 35 cycles plus pemetrexed maintenance therapy. Crossover to pembrolizumab monotherapy was permitted among the patients in the placebo-combination group who had verified disease progression. 
The primary end points were OS and PFS, as assessed by BICR. The secondary end points were the ORR, DOR and safety.

Chemotherapy

Chemotherapy 10.6 (8.7 - 13.6)

Median OS, mo (95% CI)1

9.0 (8.1 - 10.4)

4.9 (4.7 - 5.5)

HR 0.60 0.50 (0.41 - 0.59)

Median PFS, mo (95% CI)1

22.0 (19.5 - 24.5)

Abridged Prescribing Information
KEYTRUDA®

[Pembrolizumab Injection 100mg/4mL (25mg/mL in a single vial) ] INDICATIONS: KEYTRUDA®

®

metastatic squamous NSCLC. • 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. • In combination with platinum and 5-fluorouracil (5-FU), is indicated for the first-line treatment of patients with metastatic or with unresectable, recurrent head and neck squamous cell carcinoma (HNSCC). • As a single agent, is indicated for the first-line treatment 
DOSE, METHOD OF ADMINISTRATION AND USAGE: Posology & Methods of administration - Treatment must be initiated and supervised by specialist physicians experienced in the treatment of cancer. Patient Selection - For treatment of Non-Small Cell Lung Carcinoma as Monotherapy. Patients with NSCLC should be selected for treatment based on the tumour expression of PD-L1 confirmed by a validated test. KEYTRUDA® 

is administered as an intravenous infusion over 30 minutes every 3 weeks. Recommended Dosing - The recommended dose of KEYTRUDA® is: • Melanoma: 2 mg/kg every 3 weeks • NSCLC: 2 mg/kg every 3 weeks for second line patients, 200 mg every 3 weeks for first line monotherapy and combination therapy • HNSCC: 200 mg every 3 weeks • Urothelial Carcinoma: 200 mg every 3 weeks. USE IN SPECIAL POPULATION: Pregnancy - There are no data on the use of pembrolizumab in pregnant women. KEYTRUDA® is not recommended during pregnancy 
unless the clinical benefit outweighs the potential risk to the fetus. Women of childbearing potential should use effective contraception during treatment with KEYTRUDA® and for at least 4 months after the last dose of KEYTRUDA®. Nursing Mothers - It is unknown whether KEYTRUDA® is secreted in human milk. Pediatric Patients - Safety and efficacy of KEYTRUDA®

® has not been studied in patients with severe renal impairment. Hepatic Impairment - No dose adjustment is needed for patients with mild hepatic impairment. KEYTRUDA® has not been studied in patients with moderate or severe hepatic impairment. CONTRA- INDICATIONS: None. WARNING AND PRECAUTIONS: Immune-mediated adverse reactions - In clinical 
trials, most immune-mediated adverse reactions were reversible and managed with interruptions of KEYTRUDA®, administration of corticosteroids and/or supportive care. Based on the severity of the adverse reaction, withhold KEYTRUDA®

systemic immunosuppressants can be considered. Restart KEYTRUDA® ®. Immune-mediated pneumonitis - Pneumonitis (including fatal cases) has been reported in patients receiving KEYTRUDA®

events (initial dose of 1-2 mg/kg/day prednisone or equivalent followed by a taper), withhold KEYTRUDA® ® ®

®

(AST or ALT) >3 to 5 times upper limit of normal (ULN) or total bilirubin >1.5 to 3 times ULN) or permanently discontinue (AST or ALT >5 times ULN or total bilirubin >3 times ULN) KEYTRUDA® ® ®

nephritis. Immune-mediated endocrinopathies - Adrenal insufficiency (primary and secondary) has been reported in patients receiving KEYTRUDA®. Hypophysitis has also been reported in patients receiving KEYTRUDA®. Monitor patients for signs and symptoms of adrenal insufficiency and hypophysitis (including hypopituitarism) and exclude other causes. Administer corticosteroids to treat adrenal insufficiency and other hormone replacement as clinically indicated, withhold KEYTRUDA® ®

®. Monitor patients for hyperglycemia or other signs and symptoms of  diabetes. Administer insulin for type 1 diabetes and withhold KEYTRUDA® in cases of severe hyperglycemia until metabolic control is achieved. Thyroid disorders, including hyperthyroidism, hypothyroidism and thyroiditis have been reported in patients receiving KEYTRUDA® and can occur at any time during treatment; 
therefore, monitor patients for changes in thyroid function (at the start of treatment, periodically during treatment and as indicated based on clinical evaluation) and clinical signs and symptoms of thyroid disorders. Hypothyroidism may be managed with replacement therapy without treatment interruption and without corticosteroids. Hyperthyroidism may be managed symptomatically. Withhold or discontinue KEYTRUDA®

® may be considered. Severe skin reactions - Monitor patients for suspected severe skin reactions and exclude other causes. Based on the severity of the adverse reaction, withhold or permanently discontinue KEYTRUDA® and administer corticosteroids. Cases of Stevens-Johnson syndrome (SJS) and toxic epidermal necrolysis (TEN), some with fatal outcome, have been reported in patients treated with KEYTRUDA®. For signs or symptoms of SJS or TEN, 
withhold KEYTRUDA® and refer the patient for specialized care for assessment and treatment. If SJS or TEN is confirmed, permanently discontinue KEYTRUDA®. Other immune-mediated adverse reactions Permanently discontinue KEYTRUDA®

®

permanently discontinue KEYTRUDA®. Patients with mild or moderate infusion reaction may continue to receive KEYTRUDA® with close monitoring; premedication with antipyretic and antihistamine may be considered. UNDESIRABLE SIDE-EFFECTS: ®. Of these treatment-related SAEs, the most common were pneumonitis, colitis, diarrhea, and pyrexia. Transplant-related adverse reactions: Solid organ transplant rejection 
has been reported in the post-marketing setting in patients treated with KEYTRUDA®. Treatment with KEYTRUDA® may increase the risk of rejection in solid organ transplant recipients. Consider the benefit of treatment with KEYTRUDA® ®

patients with melanoma treated with KEYTRUDA® ®. Because these reactions are reported voluntarily from a population of uncertain size, it is not always possible to reliably estimate their frequency or establish a causal relationship to drug exposure. Immune system disorders: hemophagocytic lymphohistiocytosis. 
For complete undesirable side effects, please refer to the full prescribing information. PRESENTATION: Each carton contains one 100 mg/4 mL (25 mg/mL), single-use vial. STORAGE CONDITIONS: Store in a refrigerator (2°C to 8°C). Protect from light. Do not freeze. Do not shake. Storage conditions after dilution: The diluted product should be used immediately. If not used immediately, diluted solutions of KEYTRUDA® ® may also be stored under 
refrigeration at 2°C to 8°C; however, the total time from dilution of KEYTRUDA®

Current ABPI is based on PI version MSDIN 10/21
Before prescribing KEYTRUDA®, please consult the full prescribing information.

Give more patients
the gift of
MORE TOMORROWS

Adverse Event (AE): Per the International Conference on Harmonization (ICH), an adverse event (AE) is defined as any untoward medical occurrence in a patient or clinical investigation subject administered a pharmaceutical product and which does not necessarily have to have a causal 
relationship with this treatment. An AE can therefore be any unfavorable and unintended sign (including an abnormal laboratory finding, for example), symptom, or disease temporally associated with the use of a medicinal product, whether or not considered related to this product.
Privacy Note: Any personal data provided by you will be treated by MSD with full respect of your privacy. Please read more about MSD’s privacy commitment at www.merck.com/privacy/. In case you want to delete or edit Personal Health Information (PHI) already collected by MSD India 

Before prescribing KEYTRUDA®, please read the full Prescribing Information.
For the use only of registered medical practitioners

Mode of reporting the adverse event
Fax
Toll Free Number
E-mail
Postal Address

pharmacovigilance.india@merck.com
lobal Pharmacovigilance Department, MSD Pharmaceuticals Pvt. Ltd.,
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on a Virtual Platform

Dr. Rakesh Sharma,
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Dr. Shalabh Arora,
 AIIMS
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In HER2+, EBC, and MBC
Give HER the better choice

CHOICE SHE DESERVES

Now accessible to
every deserving VIRA

different
assays1

months of
stability tests1

years of
robust
development
process1

Abridged Prescribing Information - UJVIRATM

PHARMACEUTICAL FORM AND COMPOSITION: UJVIRATM Injection is lyophilized powder for concentrate for solution for infusion. 160 mg single dose lyophilized powder for infusion & 100 mg single dose 
lyophilized powder for infusion. THERAPEUTIC INDICATION: UJVIRATM is indicated for the treatment of patients with HER2-positive, unresectable locally advanced or metastatic breast cancer who had 
previously received trastuzumab and a taxane, separately or in combination. It is also indicated for the adjuvant treatment of patients with HER2-positive early breast cancer with residual invasive disease 
in the breast and/or lymph nodes after receiving neo-adjuvant taxane-based and HER2-targeted therapy. POSOLOGY AND METHOD OF ADMINISTRATION: UJVIRATM should be administered as an 
intravenous infusion. Do not administer as an intravenous push or bolus. It should be given at a dose of 3.6 mg / kg body weight with 3 weekly intervals (21 Day cycle). The first dose should be administered 
over 90 minutes intravenous infusion. Patients should be observed for fever and chills or other symptoms related to infusion. SUBSEQUENT DOSES: If the previous dose was well tolerated, the 3.6 mg / 
kg body weight dose can be administered over 30 minutes intravenous infusion. If dose reduction is done due to drug related adverse e�ect, then the dose should not be re-escalated in subsequent cycles. 
CONTRAINDICATIONS: There are no known contraindications to UJVIRATM. SPECIAL WARNINGS AND PRECAUTIONS FOR USE: Infusion-related reactions and hypersensitivity characterized by one or 
more of the following symptoms have been reported with trastuzumab emtansine- flushing, chills, pyrexia, dyspnoea, hypotension, wheezing, bronchospasm and tachycardia. It is recommended to monitor 
serum transaminases and bilirubin prior to initiate the treatment with UJVIRATM as hepatoxicity risk is associated. UJVIRATM administration may lead to reductions in left ventricular ejection fraction. 
Evaluate left ventricular function in all patients prior to and during treatment with UJVIRATM. It is recommended that platelet counts are monitored prior to each trastuzumab emtansine dose. Patients with 
significant thrombocytopenia should be monitored closely while on trastuzumab emtansine treatment. PREGNANCY: UJVIRATM should be avoided during pregnancy as it can cause fetal harm when 
administered to a pregnant woman. NURSING MOTHERS: Women should discontinue breast-feeding prior to initiating treatment with trastuzumab emtansine. Women may begin breast-feeding 7 months 
after concluding treatment. ADVERSE EVENTS: Some reported adverse events included vomiting, pyrexia, cough, thrombocytopenia, aspartate aminotransferase increased and pain. STORAGE: Store vials 
between +2°C and +8°C. RECONSTITUTED SOLUTION: It is recommended to use immediately. If not used, it can be stored between +2°C and +8°C up to 24 hours. Do not freeze.
Please refer to the full Prescribing Information before using UJVIRATM

HER2+: Human Epidermal Growth Factor Receptor 2 positive, EBC: Early Breast Cancer, MBC: Metastatic Breast Cancer, IV: Intravenous
Reference: 1. Data on file.

MRP

32,495/-

MRP

49,995/-100 mg

160 mg
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