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2021 ספטמבר   

 ה /נכבד ה /רופא 

 ,רב ה שלום/נכבד  ת /רוקח

 פרסום עדכון בעלון התכשיר :  

Imfinzi 120 mg 159-97-35280-00 

Imfinzi 500 mg    159-98-35281-00  

 הרכב: 

Durvalumab 120 mg, 500mg   

 התוויה:

Urothelial Carcinoma - IMFINZI is indicated for the treatment of patients with PD-L1 high (Tumor cell ≥ 25% or IC ≥ 
25%) 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. 

Non-Small Cell Lung Cancer - IMFINZI is indicated for the treatment of patients with unresectable Stage III non-
small cell lung cancer (NSCLC) whose disease has not progressed following concurrent platinum-based 
chemotherapy and radiation therapy. 

Small Cell Lung Cancer - IMFINZI, in combination with etoposide and either carboplatin or cisplatin, is indicated for 
the first-line treatment of adult patients with extensive-stage small cell lung cancer (ES-SCLC). 

 . 2021  ספטמבר חברת אסטרהזניקה ישראל מבקשת להודיע על עדכון עלון בהתאם להוראות משרד הבריאות בתאריך

 העדכון העיקרי בעלון לרופא הוא:

5 WARNINGS AND PRECAUTIONS 
Immune-Mediated Adverse Reactions 
IMFINZI is a monoclonal antibody that belongs to a class of drugs that bind to either the programmed death-
receptor 1 (PD-1) or the PD-ligand 1 (PD-L1), blocking the PD-1/PD-L1 pathway, thereby removing inhibition of the 
immune response, potentially breaking peripheral tolerance and inducing immune-mediated adverse reactions. 
Important immune-mediated adverse reactions listed under Warnings and Precautions may not include all possible 
severe and fatal immune-mediated reactions. 
Immune-mediated adverse reactions, which may be severe or fatal, can occur in any organ system or tissue. 
Immune-mediated adverse reactions can occur at any time after starting treatment with a PD-1/PDL1 blocking 
antibody. While immune-mediated adverse reactions usually manifest during treatment with PD-1/PDL1 blocking 
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antibodies, immune-mediated adverse reactions can also manifest after discontinuation of PD-1/PD-L1 blocking 
antibodies. 
Early identification and management of immune-mediated adverse reactions are essential to ensure safe use of 
PD-1/PD-L1 blocking antibodies. Monitor patients closely for symptoms and signs that may be clinical 
manifestations of underlying immune-mediated adverse reactions. Evaluate liver enzymes, creatinine, and thyroid 
function at baseline and periodically during treatment. In cases of suspected immune-mediated adverse reactions, 
initiate appropriate workup to exclude alternative etiologies, including infection. Institute medical management 
promptly, including specialty consultation as appropriate Withhold or permanently discontinue IMFINZI depending 
on severity [see Dosage and Administration (2.2)].  
In general, if IMFINZI requires interruption or discontinuation, administer systemic corticosteroid therapy (1 mg to 
2 mg/kg/day prednisone or equivalent) until improvement to Grade 1 or less. Upon improvement to Grade 1 or 
less, initiate corticosteroid taper and continue to taper over at least 1 month. Consider administration of other 
systemic immunosuppressants in patients whose immune-mediated adverse reactions are not controlled with 
corticosteroid therapy Toxicity management guidelines for adverse reactions that do not necessarily require 
systemic steroids (e.g., endocrinopathies and dermatologic reactions) are discussed below. 
 
Immune-Mediated Pneumonitis 
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In Patients Who did Not Receive Recent Prior Radiation 
In patients who received IMFINZI on clinical trials in which radiation therapy was generally not administered 
immediately prior to initiation of IMFINZI, the incidence of immune-mediated pneumonitis was 2.4% (34/1414), , 
including fatal (<0.1%), and Grade 3-4 (0.4%) adverse reactions. Events resolved in 19 of the 34 patients and 
resulted in permanent discontinuation in 5 patients. Systemic corticosteroids were required in 19 patients (19/34) 
with pneumonitis who did not receive chemoradiation prior to initiation of IMFINZI. 
 
In Patients Who Received Recent Prior Radiation 
The incidence of pneumonitis (including radiation pneumonitis) in patients with unresectable Stage III NSCLC 
following definitive chemoradiation within 42 days prior to initiation of IMFINZI in PACIFIC was 16.6% (79/475) in 
patients receiving IMFINZI and 12.8% (30/234) in patients receiving placebo. Of the patients who received IMFINZI 
(475), 1.1% were fatal and 2.7% were Grade 3-4 adverse reactions. Events resolved in 50 of the 87 patients and 
resulted in permanent discontinuation in 27 patients. 
 
Systemic corticosteroids were required in 64 patients (64/87) with pneumonitis who had received chemoradiation 
prior to initiation of IMFINZI, while 2 patients required use of infliximab with high-dose steroids. 
 
The frequency and severity of immune-mediated pneumonitis in patients who did not receive definitive 
chemoradiation prior to IMFINZ were similar whether IMFINZI was given as a single agent in patients with various 
cancers in a pooled data set or in patients with ES-SCLC when given in combination with chemotherapy.   
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Adrenal Insufficiency 
IMFINZI can cause primary or secondary adrenal insufficiency. For Grade 2 or higher adrenal insufficiency, initiate 
symptomatic treatment, including hormone replacement as clinically indicated. Withhold or permanently 
discontinue IMFINZI based on the severity [see Dosage and Administration (2.2)].  Immune-mediated adrenal 
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insufficiency occurred in 0.5% (9/1889) of patients receiving IMFINZI, including Grade 3 (<0.1%) adverse reactions. 
Events resolved in 1 of the 9 patients and did not lead to permanent discontinuation of IMFINZI in any patients. 
Systemic corticosteroids were required in all patients with adrenal insufficiency; of these, the majority remained 
on systemic corticosteroids. 
 
Hypophysitis 
IMFINZI can cause immune-mediated hypophysitis. Hypophysitis can present with acute symptoms associated with 
mass effect such as headache, photophobia, or visual field cuts. Hypophysitis can cause hypopituitarism. Initiate 
symptomatic treatment including hormone replacement as clinically indicated. Withhold or permanently 
discontinue IMFINZI depending on severity [see Dosage and Administration (2.2)]. Grade 3 hypophysitis / 
Hhypopituitarism occurred in <0.1% (1/1889) patients who received IMFINZI. Treatment with systemic 
corticosteroids was administered in this patient. The event did not lead to permanent discontinuation of IMFINZI. 
 
Thyroid Disorders 
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 הרישום.  לבעל פניה ידי על מודפסים לקבלם וניתן, הבריאות משרד שבאתר  התרופות במאגר מפורסמים העלונים 

   בכבוד רב,     

 אורה סטוליק                                                                                   
 רוקחת ממונה        
 אסטרהזניקה (ישראל) בע"מ                                                                  
 
 
 
 

 
 סבא , כפר 1, עתירי ידע מ"בע אסטרהזניקה (ישראל)

 09-7406527 פקס  0732226099  טלפון 
 

 

 

 


