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Safety Evaluation of Alectinib Based on the FAERS
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(The Fifth Clinical Medical College of Henan University of Chinese Medicine - Zhengzhou People's Hospital , Zhengzhou ,Henan ,China ~ 450099)

Abstract: Objective To provide a reference for the safe use of alectinib in the clinic. Methods Alectinib — related adverse drug
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event (ADE) reports from the first quarter of 2014 to the third quarter of 2022 in the Food and Drug Administration Adverse
Event Reporting System (FAERS) were retrieved,and the ADE signals were mined by the reported odds ratio (ROR) method and
proportional reporting ratio (PRR) method. Results A total of 2 236 effective ADE reports were obtained, with alectinib as the
primary suspected drug,with a male — to — female ratio of approximately 1:1.27. A total of 118 ADE signals of alectinib were
obtained, with the most commonly reported adverse drug reactions (ADRs) being death,fatigue, constipation, rash, etc. The ADRs with

high correlation mainly included the presence of acanthocyte, spike cell anemia, hemolysis, central nervous system metastasis,

intracranial tumor bleeding, etc. ADR not listed in the drug instructions included the presence of acanthocyte, spike cell anemia,
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intracranial tumor hemorrhage,protein reduction,pleural effusion,fatigue,pericardial effusion,COVID - 19 infection,etc. Conclusion The

common ADRs of alectinib are basically consistent with the drug instructions, but attention should be paid to ADRs not listed in

the drug instructions,such as red blood cell membrane disease,fatigue, pleural effusion,etc,to ensure the safety and effectiveness of

medication in the clinic.
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Tab.1 Fourfold table of disproportionality analysis method

HEH  BARADEHET  HIMADEHE &t
B x5 a b a+b
H Al 25 45 ¢ d c+d
A1t a+c b+d a+b+c+d

®2 LBk EETEAKX

Tab.2 Calculation formulas of disproportionality analysis method

PH I HIEAX FI 0 A7
ROR#*  ROR=ad/be a>3,95%CI FT>1,
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, (a+b+c+d)(ad - be) WRTARIAMET
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Tab.3 Basic information of ADE reports of alectinib [case(%),

n =2 236]
AR RERE HBARL(%) | AR R&DE ARL(%)
LTI 987 4414 A% mo 1216
% 1249 55.86 | AAE 40mg,AR2K 5 2.37

Ao 18~4% 407 18.20 600 mg, 4B 2K 214 9.57
45~659 434 19.41 i E 449 20.08
>65% 113 502 A% 150 67.98
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Tab.4 The top 20 ADE reports of alectinib in terms of frequency
F5 PT WEME RORWIOSUCITH  PRROME) | A% PT WA RORWI9SUCITI  PRR(MA)

1 &t 358 2.10 2.22(1327.06) | 11 #HBERBAERE 52 2.30 2.43(94.35)

2 2N 267 2.27 2.19(873.38) | 12 ARV ALEEA 49 21. 16 21.56(284. 56)

3 Ak 186 6.02 5.92(559.35) | 13 MEAR 49 4.44 4.38(96. 40)

4 R ADE 159 5.15 5.11(484.27) | 14 REF 48 4.67 4.74(84.92)
5 KA 133 1.75 2.14(373.38) | 15 M 47 10.79 10.93(134.94)

6 MUK 115 3.73 3.78(390.74) | 16 mamAE 47 2.57 2.68(16.47)

7 KAtk 93 4.23 4.21(236.81) | 17 sfleirkisg 44 8.12 8.15(103.38)
8 ShRIATIK 90 4.12 4.18(241.29) | 18 & 43 33.03 34.12(173.38)
9 KEHA 86 2.17 2.25(229.41) | 19 Wit 43 3.81 4.09(47.92)
10 SMARAP 57 2.27 2.21(107.82) | 20  SeBRER I ARIE o 4 6.11 6.02(63.26)

A 2 el P AR A ADR.OAS B,
Note:* means ADR not listed in drug instructions (for Tab.4 — 5).
x5 MRBERHZH 208 ADEES
Tab.5 The top 20 ADE signals of alectinib in terms of signal intensity
Vi PT |AE ROR# 95%CIF R PRR(Y1E) | 7% PT |AENE RORWI9S%CITH  PRROGMA)
| kampgk 6 1279. 15 1285.38(32.17) | 11 Za®ky’ 3 9.98 10.34(8.21)
2 MR R 5 173.73 176.82(11.05) | 12 RHEE 34 9.42 9.54(148.92)
3 A 43 33.03 34.12173.38) | 13 MEARR 3 9.17 9.32(6.32)
4 PG AGES 49 21.16 21.56(284.56) | 14 Wil 16 8.87 8.93(93.46)
S BRARE R 3 17.32 17.59(21.59) | 15 MG FLHSZ 6 8.31 8.45(36.73)
6 HERA 3 15.99 16.13(12.35) | 16 ffatr &g 44 8.12 8.15(103.38)
7 BAMR R 27 13.86 13.98(21.58) | 17 Japgz:# 5 7.40 7.46(47.85)
8 R 12 11.95 12.07(99.03) | 18  FadRitia 18 7.37 7.28(111.93)
9 Mk 47 10.79 10.93(134.94) | 19 ASHHE4R 1 3 7.06 6.93(4.92)
10 #Hietrkhg 21 10.35 10.55(163.92) | 20 wafE 30 6.58 6.65(285.37)
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