Direct Healthcare Professional Communication

Alecensa® (ntax7x): Warning and Precaution and Specific Dose Modification
Guidance for Management of Haemolytic Anaemia

Alecensa 150 mg hard capsules
July 2023
' 'NIDN MY

N'V'7INN N'IR 7w 0pn 71n1Y7 (Alecensa, alectinib) nTaxX V'wINN W ' 1'WY NI'NANE DNTR G ITIN

VAN X2N VTN DX Y7 Xn7 NMyn  NIRNAN Twn qiI'va n"va (RYY) nz'vaxyni win nian
'NTIX7X NONN] WIN'WN NIN'L1Y

219107 NTVIM NTIXYX

nnipn oTpnn(non-small cell lung cancer) NSCLC nnvp n1'Rw n'kn a1on nixA jvloa .1
oy 719'0%7 ni7'a0 Mon Ix onnl (anaplastic lymphoma kinase) ALK —7 arnn 'mama ik
2201y

.(anaplastic lymphoma kinase) ALK-7 n"arni mTpnnw n'21n2 n'oNnmd IUR1 7190 17 .2

. DTN "W 707

2'WON7 0'1Y770 DENAN NNaon ANNT (3-1 DY) N'0'72IMN NMAR 7Y 'RI7 NYDIN NYDIn e
A'WONN Y [12'00 NN, PI'Y INR7 WIN'WA D1 NTIX7X

NN NID'WY KN NTIXIR 7Y (117N '12'Y D DNRIN D'0MIMN DTNIN pn W NNa0Xn NT7IR e
.0Mpnn

N'O7IMN NMIXKT TYUN 7Y Mo (' e nixnn (0T e

w' -(22 NaT) n'oimn A Twn ot 10 g/dl -n ma azamnn 1w npna o
NIN'RNN NTAYN NI T Y¥AYI NTINIR DY 719'00 [N DX DInwnY

NYSINN 17N TV NTIX7R DY 719'00 NN DX NINWNYT W' - N'0'Y71MN 1'NIN NINAIKY TN ©
17¥2 NI'NIN7 DXNN2 NN9IN [11'N] IWTNYI

YIV'" DA"NNN AN'Yl X7 IR NY7IN ,NI9"'YD> DIWON D'NONI [15'0ON NITIX D'7910NN DR YT W' e
'NXI9N

S2I'N IRYWI NNYIRAN DNIFINNA NTIX?X 7V [1D'0-N7VINN 7'9ND e

1
Roche Pharmaceuticals (Israel) Ltd. 6 Hacharash St. Tel. + 972-9-9737777
Drugs Regulatory Affairs P.O.B. 6391 Fax + 972-9-9737850

Hod Hasharon 4524079




VTN 7Y 'WONN |17V DR DTN PTYN ,Nn"Va (7RWY) NP'0a¥NIS WN NNaN L,DIYN N7y e
.NT 2NN VIISNN

[17V7 NI197 W' V'WONN NITIK QO yTnY @

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:

e 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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e 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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