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Risk signal mining of adverse event related to axicabtagene ciloleucel based on
FAERS database
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Abstract: Objective To analyze the occurrence of axicabtagene ciloleucel-related adverse events through FAERS database, and
provide reference for clinical safety of drug use. Methods The adverse event data of axicabtagene ciloleucel from January 2018 to
September 2023 were mined in FAERS database, and the relevant adverse events were analyzed and risk signals monitored by ROR
and PRR. Results A total of 2 352 adverse events reports with axicabtagene ciloleucel as the primary suspect drug were collected,
and 331 preferred terms (PT) were mined. After sorting out the duplicate PT, the threshold filter finally generated 182 PT, and the
number of related reports was 3 686. The PT of 182 signals is classified, involving a total of 19 SOCs. According to the number of PT
reports, the top 5 were neurological diseases, systemic diseases and reactions at the site of administration, social environment, various
examinations, and vascular and lymphatic diseases. The most frequent adverse events of axicabtagene ciloleucel were neurotoxicity,
fever, and disease progression. According to the signal intensity ranking, the top 5 are various neurological diseases, diseases of the
blood and lymphatic system, various examinations, kidney and urinary system diseases, benign and malignant tumors of unknown
nature. Antigen receptor T cell (CAR-T) -associated encephalopathy syndrome was strongly associated with neurotoxicity, which was
basically consistent with the instructions, verifying the reliability of this study. Conclusion The common adverse event signals of
axicabtagene ciloleucel are consistent with those recorded in the instructions, but it is necessary to be alert to adverse events not
mentioned in the instructions and take preventive measures in time to ensure the safety of clinical use.
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Table 1 Proportional balance method quadrangle
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Table 2 Formulae and thresholds for ROR and PRR methods
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Table 3 Basic information of adverse drug event of
axicabtagene ciloleucel
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2021 4E 190 8.08
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Table 4 Organ classification results of the adverse event
PT of axicabtagene ciloleucel
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Table 5 Sequencing of adverse event reports of axicabtagene ciloleucel (top 30 by number of reports)

soc PT (R ROR ROR95%CI TR PRR 22 (PRR)

FIME RGP/ Pl 389 317.094 283.679 263.934 96 545.870

i ¢ 70 31.154 24.541 30.241 1940.153

PR 68 4,071 3.198 3.981 149.811

BRRIRES 62 3.908 3.036 3.830 127.626

RABAE 60 20.702 16.012 20.191 1072.349

T 4 PAH < i 97 35 ik 41 68 799.160 21 289.082 67579.650 184 330.480

4 VR K 45 AL P 219 7.821 6.804 7.175 1171541

A I R R AR s T Y 9 D i 55 10.804 8.266 10,571 467.153

COVID-19 37 2.163 1.534 2.147 19.205

S EREE PR i3k g 218 18.976 16.502 17.282 3334.465

RAE 23 2.129 1.412 2.118 12.529
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Table 6 Sequencing of signal intensity of adverse events to axicabtagene ciloleucel (top 30 in range lower limit order of ROR

95% CI)
soc PT &S ROR  ROR®B%CI R PRR 42 (PRR)
FIME RGP/ T B AH R T 7 7B AiE 41 68799.160 21289.082 67 579.650 184 330.480
&N 389 317.094 283.679 263.934 96 545.870
i B B ¢ 9 12 3 742.690 220.540 741.728 1339.260
Bk N i 4488 7 74501 35.281 74279  428.981
MR Sk B R G LA R F 7 33 7882935 4554144  7770.482 96 696.805
B ik E 4 i 1 A 7 482.206 221.697 480.750 2 632.658
IR IR 19 HLAE 44 99.350 73512 97.479 4027.021
fIREE A L sE 43 66.436 47.909 65.389 2 252.788
W L bk 2 4 D 48 22 i 30 64.741 45,057 63.915 1772.963
HBERG A S SR A E 77 54.745 43.569 52.956 3 834.667
RS MR R 4 101.607 37.723 101.433  297.561
e R S 1R T 19 16 3621299  1899.421  3596.256 31 244.928
A PR X 17 369.796 225.553 367.085 5441.878
M #4285 1 SR PR 7 80.739 38.217 80.498  465.375
2 1M 48 i o > 108 40.875 29.864 40.186 1478.116
B WE 22k bR R R 350 TR R R G 3 2970.763 709536  2966.911 3859.732
Rk T R TN R R AR K B 4 itk 58 5 774.305 301.433 772.633 2 698.413
SRMERIE R B 20 bk 208 16 111.574 67.866 110.809 1 597.300
EEFTSWHEHEE K 6 131.618 58.449 131.279  634.067
SRR B Ak R 1V 3 113.387 36.075 113.241  225.759
G RAZ IR NEIEZ I 6 B4 10 511.988 266.680 509.779 4 153.519
4t 5 7 P ¢ 5 211.774 86.446 211.318 812128
B4t s 3 G T AL 20 107.956 69.190 107.031 1953.972
RIS A 3 166.896 52.780 166.680  331.084
o IR B RRE LB EEATE 11 223.070 121.756 222.014 2 109.526
R B E TR ICEF 4 25 11 5 MLAE 5 96.786 39.905 96,579  374.867
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Table 7 Suspected adverse events to axicabtagene ciloleuce

SOC

PT GR&EHO

AR B FRRIRIR
JFEIR 3 Gt 0

HRMZ RGN

F LA B % S 2 4 2
W R G i K ARG

RGN RS
R AR SR BN R

FuIE RGP

B e Be T RSP

G BHVEIIA S 20 5 ER AL A8 A B L
AN

U K PR R G

B W R G
RS B AE

I bk ELAE S
ML bk B 2R e

R 5% B

RAHEEAFMGE (5. MRBIMIE (14). w4 (4). (RELMAE" (10). KR MLE
(23). RHERR (3). REGIMEE (11). REAIME (200

HNRREIEHEREETE (9. WEZRIME (7). HERRIEEBET = (13). K
KEREIEFE BB = (32). MBI & (7). y-REBHHESE = (9).
R R (8)

ANJEZREBERMN A (100, BE4ImEM L (5). BE4IimEBHEEL (20D,
RS EIE (3. RSEMESEKE (8). AR Y (7). TliFrHEK
P (3). JCHREEY (M. REHAER (3. BEIUREIE (6). &R
e (9), BAREIMAE" (9). BERMEREG (9. WIS (4). g5 AL Y7
(1D FEMEM% (5). MARZEMFFERN Z/H M (3). MUk (25). gk
BEEG (), WUME (25). By (3). BE4IMmEEge (9. mERKE
Y (3). BRERT R4 (5). YL (38), HHEMETA (3). HZERE IR YL (8)

P I (16). BT RE (17). MAEEEFERIC (7). 2 imgmiam b
(108). IMAEFkEH G T (9. MFEREAMEM (15). T #kEgmLHEui b
(3). AFEREARIN (3). B kB4 HEumb (3). K& (38). Hhi:hidifuim
/b (146). CIxMEAMIN 27D, MM (93). RIEFRICYIIEIT (3. MH
RS BT E (8). EZEMuiT R (33). RIAMR/GE (7). EUEFPERET (9

T GHBAR S  45 S AE (41D, ML EME (389). A BEIEAMZE (3). MMk N i
BRI IN (7). MR (3). iR (70). FERGEMEM AR (3). RiBAE (60).
HEATMEZ I AR (17). METETS (6). MEMEIR (100, MK (17). A
FRR (6). TTHEMEMIER (4. hEERRG (4). BR" (68). FHIRE (62).
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PRI (218). WAMIRMUILIE (4). FIRE KR (A7) BT NEE (6). K
fE (23). JTRABRA% (8D VRIT TR (9)
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4. WEIH 5
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*: PHB PR AR IS RS,

*: Adverse events that do not appear in the instructions.
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