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July 2023

ʺʥʥʶ ʩʠʥʴʸ ,ʸʷʩ 

ʯʥʣʰʤ: ʤʸʤʦʠ ʺʥʩʧʰʤʥ ʩʥʰʩʹʬ ʯʥʰʩʮ ʬʹ ʸʩʹʫʺʤ ʤʦʰʶʬʠ (alectinib Alecensa,) ʬʬʥʤʩʰ ʭʩʸʷʮ ʬʹ ʤʩʮʰʠ ʺʩʨʩʬʥʮʤ  

ʺʸʡʧ ʹʥʸ ʤʷʩʨʡʶʮʸʴ )ʬʠʸʹʩ( ,ʮ"ʲʡ ʳʥʺʩʹʡ ʣʸʹʮ ,ʺʥʠʩʸʡʤ ʺʰʩʩʰʥʲʮ ʠʩʡʤʬ ʪʺʲʩʣʩʬ ʺʠ ʲʣʩʮʤ ʠʡʤ ʲʢʥʰʤ 
ʺʥʧʩʨʡʬ ʹʥʮʩʹʤ ʡʤʴʥʸʺ ʤʦʰʶʬʠ: 

ʤʦʰʶʬʠ ʺʣʲʥʩʮ ʬʥʴʩʨʬ  

1. ʯʨʸʱʡ ʺʥʠʩʸ ʢʥʱʮ ʭʩʠʺ ʭʰʩʠʹ ʭʩʰʨʷ NSCLC  )cancer lung cell small-non(ʭʣʷʺʮ ʺʩʮʥʷʮ 
ʥʠ ʩʺʸʥʸʢ ʩʡʥʩʧʤ ʬ– ALK kinase) lymphoma (anaplastic, ʭʩʸʩʮʧʮʥ ʥʠ ʩʸʱʧ ʺʥʬʩʡʱ ʬʥʴʩʨʬ ʭʲ 

ʡʩʰʩʨʥʦʩʸʷ.   

2. ʥʷ ʬʥʴʩʨ ʯʥʹʠʸ ʤʩʴʸʺʥʰʥʮʫ ʭʩʬʥʧʡ ʥʮʣʷʺʤʹ ʭʩʩʡʥʩʧʥ ʬ-ALK kinase) lymphoma (anaplastic. 

   . ʣʤבʸיʭ עיʸʷי ʬʤʬן

 

 ʺʲʴʥʤ ʺʲʴʥʺ ʩʠʥʥʬ ʬʹ ʤʩʮʰʠ ʬʥʮʤʺʩʨʩ ʤʢʸʣʡ( 1-3) ʤʧʥʥʣ ʺʸʢʱʮʡ ʤʭʩʸʷʧʮ ʤʭʩʩʰʩʬʷ ʸʩʹʫʺʬ 
ʤʦʰʶʬʠ ʯʫʥ ʹʥʮʩʹʡ ʸʧʠʬ ʷʥʥʩʹ, ʺʡʹʧʰʥ ʯʥʫʩʱʫ ʬʹ ʸʩʹʫʺʤ.  

 ʤʦʩʬʰʠ ʺʸʡʨʶʮ ʬʹ ʩʸʷʮ ʤʩʮʰʠ ʺʩʨʩʬʥʮʤ ʤʺʠʸʤ ʩʫ ʩʥʰʩʹ ʯʥʰʩʮʤ ʬʹ ʤʦʰʶʬʠ ʠʩʡʤ ʸʥʴʩʹʬ ʺʩʡʸʮʡ 
ʭʩʸʷʮʤ.  

 ʯʬʤʬ ʺʥʶʬʮʤ ʩʥʰʩʹʬ ʯʥʰʩʮ ʤʸʷʮʡ ʬʹ ʣʹʧ ʬʤʩʮʰʠ ʺʩʨʩʬʥʮʤ: 

o ʸʷʮʡʤ ʦʥʫʩʸʹ ʯʩʡʥʬʢʥʮʤʤ ʥʮʰʪ ʮ- g/dl 10 ʭʩʩʷʥ ʣʹʧ ʤʩʮʰʠʬ ʺʩʨʩʬʥʮʤ (ʤʢʸʣ 2≥)- ʹʩ 
ʺʥʤʹʤʬ ʺʠ ʯʺʮ ʬʥʴʩʨʤ ʭʲ ʤʦʰʶʬʠ ʲʶʡʬʥ ʺʥʷʩʣʡ ʤʣʡʲʮ ʺʥʮʩʠʺʮ 

o ʤʣʩʮʡ ʹʤʰʧʡʥʠ ʤʩʮʰʠ ,ʺʩʨʩʬʥʮʤ - ʹʩ ʤʬʺʥʤʹ ʺʠ ʯʺʮ ʬʥʴʩʨʤ ʭʲ ʤʦʰʶʬʠ ʣʲ ʳʥʬʧ ʤʲʴʥʺʤ 
ʹʣʧʬʥʥ ʯʥʰʩʮʡ ʺʧʴʥʮ ʭʠʺʤʡ ʺʥʩʧʰʤʬ ʯʥʬʲʡ.   

 ʹʩ ʲʣʩʩʬ ʺʠ ʭʩʬʴʥʨʮʤ ʺʥʣʥʠ ʯʥʫʩʱʤ ʭʩʰʩʮʱʺʥ ʭʩʸʹʴʠ ,ʺʥʴʩʩʲʫ ʤʹʬʥʧ ʥʠ ʸʶʥʷ ʤʮʩʹʰ ʭʩʡʩʩʧʮʤ ʵʥʲʩʩ 
ʩʠʥʴʸ 

 ʬʩʴʥʸʴ ʺʬʲʥʺʤ-ʯʥʫʩʱ ʬʹ ʤʦʰʶʬʠ ʺʥʩʥʥʺʤʡ ʸʹʥʠʮʤʥʺ ʸʠʹʰ ʩʡʥʩʧ.  

Direct Healthcare Professional Communication  

Alecensa® (אלצנזה):  Warning and Precaution and Specific Dose Modification 

Guidance for Management of Haemolytic Anaemia 

 

Alecensa 150 mg hard capsules 
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 ʬʲʡʺ ,ʭʥʹʩʸʤ ʺʸʡʧ ʹʥʸ ʤʷʩʨʡʶʮʸʴ )ʬʠʸʹʩ( ʮ"ʲʡ, ʯʫʣʲʺ ʭʣʷʤʡ ʺʠ ʥʬʲʯ ʸʩʹʫʺʤ ʡʬʠʸʹʩ ʲʣʩʮʡ 
ʨʸʥʴʮʤ ʡʺʫʮʡ ʤʦ.   

 ʲʣʩʮʬ ʳʱʥʰ ʺʥʣʥʠ ʹʫʺʤʸʩ ʹʩ ʺʥʰʴʬ ʯʥʬʲʬ  

 
 

ALECENSA (alectinib), Warning and Precaution and Specific Dose Mod-

ification Guidance for Management of Haemolytic Anaemia

Dear Healthcare Professional,

Background on the safety concern

Alecensa is indicated for the treatment of patients with ALK positive, locally advanced or metastatic 

non-small cell lung cancer (NSCLC) who progressed on or are intolerant to crizotinib.

Alecensa as monotherapy is indicated for the first-line treatment of adult patients with anaplastic 

lymphoma kinase (ALK)-positive advanced non-small cell lung cancer (NSCLC).

 

Haemolytic anaemia has been reported in clinical trials, with an uncommon frequency, and in the post-

marketing setting.  

 

A recent cumulative analysis of the ‘Haemolytic disorders’ cases showed that modification of Alecensa 

dosing led to improvement of the majority of the haemolytic anaemia events with reported outcome.  

 

Haemolytic anaemia is considered a clinically significant adverse drug reaction and it can be mitigated 

through appropriate use of the drug. Because, in some cases, haemolytic anaemia might require 

medical intervention, the prescribers must be informed of this risk, in order to initiate the appropriate 

laboratory workup, which is not part of the routine laboratory testing, to confirm the diagnosis of 

haemolytic anaemia, as well as to apply an alectinib dose modification. 

 

In light of these observations, it is recommended that: 

 Alecensa should be withheld and appropriate laboratory testing should be initiated, if 

haemoglobin concentration is below 10 g/dl and haemolytic anaemia is suspected. 
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 If haemolytic anaemia is confirmed, Alecensa treatment should be withheld until 

resolution of the event and resumed at a reduced dose. 

 

The benefit-risk profile of Alecensa, in the approved indications, continues to be favourable. 

 

The Prescribing Information is being updated, in order to introduce the above recommendations into the 

‘Warnings and Precautions’ and ‘Dosage and Administration’ sections.  

 

 

Call for reporting  

Healthcare professionals should report any adverse events, which are suspected to be associated with 

the use of Alecensa, to the Israeli Ministry of Health by using an online form: 

https://sideeffects.health.gov.il  

Alternatively, it should be reported to Roche Israel drug safety department at 09-9737722 or 

israel.drugsafety@roche.com.   

Company contact point 

Should you have any questions regarding the use of Alecensa, please feel free to contact us at:  

 

Roche Pharmaceuticals (Israel) Ltd., 

Israel.drugsafety@roche.com  

09-9737777. 

Yours sincerely, 

 

 
 
 

 
Dr. Tamar Birenboim-Gal    Siyona Kolatker 
Medical Affairs Director    Qualified Person for Pharmacovigilance  
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