
 

 
  
 

 

 
 

2020 דצמבר  

Opdivo (nivolumab)  
10 MG/ML 

Concentrate for solution for infusion 

 
  ה,/יקר ת/רוקח ,ה/רופא

 .לרופא של התכשירעלון בטיחות בעדכון  סקוויב )ישראל( מבקשת להודיע על מאיירס-חברת בריסטול

  :ד הבריאותהתוויות התכשיר כפי שאושרו ע"י משר

Unresectable or Metastatic Melanoma: 
Opdivo as monotherapy or in combination with ipilimumab is indicated for the treatment of advanced (unresectable or 
metastatic) melanoma in adults. 
 
Adjuvant Treatment of Melanoma: 
Opdivo is indicated for the adjuvant treatment of patients with melanoma with involvement of lymph nodes or metastatic 
disease who have undergone complete resection 
 
Metastatic Non-Small Cell Lung Cancer: 
- Opdivo, in combination with ipilimumab and 2 cycles of platinum-doublet chemotherapy, is indicated for the first-line 
treatment of adult patients with metastatic or recurrent non-small cell lung cancer (NSCLC), with no EGFR or ALK genomic 
tumor aberrations. 
- Opdivo is indicated for the treatment of patients with metastatic non small cell lung cancer (NSCLC) with progression on 
or after platinum-based chemotherapy. 
 
Renal Cell Carcinoma: 
Opdivo as a single agent is indicated for the treatment of patients with advanced renal cell carcinoma (RCC) in patients 
who have received prior anti-angiogenic therapy. 
Opdivo in combination with ipilimumab is indicated for the treatment of patients with intermediate or poor risk, previously 
untreated advanced renal cell carcinoma (RCC). 
 
Classical Hodgkin Lymphoma: 
Opdivo is indicated for the treatment of adult patients with classical Hodgkin lymphoma (cHL) that has relapsed or 
progressed after: 
* autologous hematopoietic stem cell transplantation (HSCT) and brentuximab vedotin, or 
* 3 or more lines of systemic therapy that includes autologous HSCT. 
 
 
 



 

Squamous Cell Carcinoma of the Head and Neck: 
Opdivo is indicated for the treatment of patients with recurrent or metastatic squamous cell carcinoma of the head and 
neck (SCCHN) with disease progression on or after platinum-based therapy. 
 
Microsatellite Instability-High (MSI-H) or Mismatch Repair Deficient(dMMR) Metastatic Colorectal Cancer: 
Opdivo, as a single agent or in combination with ipilimumab, is indicated for the treatment of adult and pediatric patients 
12 years and older with microsatellite instability-high (MSI-H) or mismatch repair deficient (dMMR) metastatic colorectal 
cancer (CRC) that has progressed following treatment with a fluoropyrimidine, oxaliplatin, and irinotecan. 
 
Urothelial carcinoma: 
Opdivo (nivolumab) is indicated for the treatment of patients with locally advanced or metastatic urothelial carcinoma 
who: 
- have disease progression during or following platinum-containing chemotherapy 
- have disease progression within 12 months of neoadjuvant or adjuvant treatment with platinum-containing 
chemotherapy. 
 
Hepatocellular Carcinoma: 
Opdivo, as a single agent or in combination with ipilimumab, is indicated for the treatment of patients with hepatocellular 
carcinoma (HCC) Child-Pugh A who have been previously treated with sorafenib. 
 
Small Cell Lung Cancer (SCLC): 
Opdivo is indicated for the treatment of patients with metastatic small cell lung cancer (SCLC) with progression after 
platinum based chemotherapy and at least one other line of therapy. 
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 עדכונים מהותיים בעלון לרופא:
5               WARNINGS AND PRECAUTIONS 

… 

5.8 Other Immune-Mediated Adverse Reactions 

OPDIVO can cause other clinically significant and potentially fatal immune-mediated adverse reactions. Immune-

mediated adverse reactions may occur after discontinuation of OPDIVO therapy. For any suspected immune-

mediated adverse reactions, exclude other causes. Based on the severity of the adverse reaction, permanently 

discontinue or withhold OPDIVO, administer high-dose corticosteroids, and if appropriate, initiate hormone-

replacement therapy. Upon improvement to Grade 1 or less, initiate corticosteroid taper and continue to taper 

over at least 1 month. Consider restarting OPDIVO after completion of corticosteroid taper based on the severity 

of the event [see Dosage and Administration (2.2)]. 

Across clinical trials of OPDIVO administered as a single agent or in combination with ipilimumab, the following 

clinically significant immune-mediated adverse reactions, some with fatal outcome, occurred in <1.0% of patients 

who received OPDIVO: myocarditis, rhabdomyolysis, myositis, uveitis, iritis, pancreatitis, facial and abducens 

nerve paresis, demyelination, polymyalgia rheumatica, autoimmune neuropathy, Guillain-Barré syndrome, 

hypopituitarism, systemic inflammatory response syndrome, gastritis, duodenitis, sarcoidosis, histiocytic 

necrotizing lymphadenitis (Kikuchi lymphadenitis), motor dysfunction, vasculitis, aplastic anemia, pericarditis, 

and myasthenic syndrome, hemophagocytic lymphohistiocytosis (HLH), and autoimmune hemolytic anemia. 

If uveitis occurs in combination with other immune-mediated adverse reactions, consider a Vogt-Koyanagi-

Harada-like syndrome, which has been observed in patients who received OPDIVO or OPDIVO in combination 

with ipilimumab and may require treatment with systemic steroids to reduce the risk of permanent vision loss. 

… 

6 ADVERSE REACTIONS 

… 

6.3 Postmarketing Experience 

The following adverse reactions have been identified during postapproval use of OPDIVO. 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. 

Eye: Vogt-Koyanagi-Harada (VKH) syndrome 

Complications of OPDIVO Treatment After Allogeneic HSCT: Treatment refractory, severe acute and chronic 

GVHD 

Blood and lymphatic system disorders: hemophagocytic lymphohistiocytosis (HLH) (including fatal cases), 

autoimmune hemolytic anemia (including fatal cases) 

… 

 


