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Abstract: Objective To explore the adverse drug event (ADE) signals associated with paclitaxel for injection (albumin
bound) in the real world, in order to provide references for clinically rational and safe medication. Methods ADE reports of
paclitaxel for injection (albumin bound) from the first quarter of 2004 to the third quarter of 2023 were retrieved from the
FDA Adverse Event Reporting System (FAERS). The reporting odds ratio (ROR) method and the Bayesian confidence prop-
agation neural network (BCPNN) method were used to find signals and study how ADEs happen in the real world. Results A
total of 200 ADE signals were detected, involving 22 system organ classes (SOC), with 5 061 reports in total. A higher pro-

portion of reports were from females than from males, and the reports were mainly from individuals aged 45 and above. The
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accumulated SOCs mainly included general disorders and administration site conditions (23.43%), blood and lymphatic sys-

tem disorders (18.55%), gastrointestinal disorders (10.06%), various examinations (8.32%), metabolic and nutritional disor-

ders (5.97%), and various neurological disorders (5.10%), etc. Neutropenia, anemia, thrombocytopenia, febrile neutropenia,

peripheral neuropathy, and sepsis were the ADE signals that were reported the most. On the other hand, ADE signals with

strong correlation mainly included biliary infection, peripheral sensory neuropathy, immune—mediated hepatitis, bile duct

stenosis, macular edema, etc. A total of 30 new suspected adverse reactions (ADR) not recorded in the drug instruction were

found, mainly including lymphopenia, changes in mental status, hyperglycemia, esophagitis, multiple neuropathies, etc.

Conclusion The common adverse reactions of paclitaxel for injection (albumin bound) in the real world were consistent

with those listed in the drug instruction, but there were some newly discovered suspected adverse reactions. These should

be paid special attention to in clinical medication.

Keywords: Paclitaxel for injection (albumin hound); Adverse drug events; FDA Adverse Event Reporting System; Sig-

nal mining; Pharmacovigilance analysis
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Tab. 3 Clinical information characteristics

RETE N (system organ class, SOC) X PT #E47 ARG 32 WsEe MR/ %
AKFNHE % 1507 29.77
122 MUEGERGITHT RS LA re- el ;gﬂ 2o B
porting odds ratio, ROR) 3%l D1 37 8 15 X [a] 326 1 g . . 62
#2245 (Bayesian confidence propagation neural 18~44 184 3:64
network, BCPNN) 5. 6 47 B 42987, ROR it A% 45~65 1 486 2936
SRR A L 18] Al ) i v DU A% 22 (3R 1) | RE A A0k 2 >65 1351 26.69
M 2%, RO L AR SRR, TT AR S BB R R 2039 40.29
1M BCPNN 454 1 D1 B 3iies 5 ph 28 X 45 2040 A2 AR 5 0.10
PRI S B 5 . ASHTSE 4 ROR A BCPNN Jy i A 835 1630
(26 2)% PTHEFF i , LA 60— B0 TR 2 e o SR
25 A 2% , 5 HERR 5 FDA SIS B UE AT DG 19 PT, S " 0.87
LA R 57, 5 F T 497 10 2% ADE £ o w1
F? s UE’QEYEEE i&wﬂ%lJﬁﬁﬁfékﬁﬁéRWﬁ o R 302 5.97
T 2 008 39.68
A1l kAR X 2mAER 5k 96 1.90
Tab. 1 Proportional imbalance method 2 X 2 four—fold table P 5 By 406 .02
2R HERADERAE JUBADERIS 4t MRS fpesfem K 1901 3756
HARz5% a b a+b Fe RN IE 4 0.08
HAbzh c d c+d oAty 646 12.76
&1t ate b+d n=a+b+c+d SRAE AL 5061 100.00

%2 ROR %5 BCPNN % B4
Tab. 2 Formulas and thresholds for the BCPNN and
ROR methods

(=R A 15 {EL
ROR=ad/b/c 95% CI'F
ROR 95% Clzeln (ROR)=1.96( 1/a+1/b+1/c+1/d) 0.5 BE>1 n>3
IC=log2[ a(atb+c+d)/(at+c)(a+h) ]
BCPNN 1C025>0

95% (Cl=e(1C)#196 a1/ 1/c+1/d) 0.5
E:1C A3 B x4 31C025:1C #9 95% CI F ik,
Note: IC: information component; 1C025: The lower limit of the
95% CI for IC.
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Tab. 4 Results of the SOC of ADE signals

. 4k
SOC 555 M5 -
LB SRR FR RN, 12 1186 23.43
LRI T 2R G 16 939 18.55
B s sem 25 509 10.06
S ey 18 421 8.32
R 58 TR 2 10 302 5.97
JFRH 23 294 5.81
BRI 2 RGN 8 258 5.10
BRI 17 238 4.70
WP i) s P A PRl 92 975 15 203 4.01
R B SN B A P ge
(R L) 5o B 26
[N 9 116 2.29
FE RN T 850 10 97 1.92
S SNk Y &L e 7 79 1.56
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Yo RGP 2 62 1.23
A5 R GRS 1 41 0.81
AR B 2 36 0.71
53 Mh 3R GE 1 26 0.51
5 I K WA PR R SRR 4 20 0.40
25 P PRI 1 B s s 2L 23 9005 2 14 0.28
7 i ) A 1 0.14
SRR AR A A S 1 0.10
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Tab. 5 The top 30 PT in frequency and signal intensity
RHETIR EReRL
Jr . 95% CI X 95% CI
o LA (ROR) KR o s RN (ROR) T KR
1 RErR PR AR AE 244 3.549347 10973 48 JilEBT=0E 320 80  7.251193  89.824 89
2 il 229  3.079662  7.838765 Jo) PR B o 229573 54 6.096272  54.058 96
3 Ik i 166 3.353437  9.138 891 GEN TR 11 5997213 3595165
4 RSP YER AIMOR > 157 4.203 586 16.438 fIRAE e 8  5.657495 2553723
5 JH I e A 209 3.437670 9.524 771 LK b 33 5135920 23.478 35
6 JH BEAE 122 2927322  6.549 571 ELeiR TR 4 5900352 22.64159
7 JHE BRI 117 1777576 2919176 UN e DTS 7 5524107 221607
8 RN % 103 1.665224  2.659 661 R ti= 177y 2 3 5990107 20.68218
9 JI 38 R e 80  7.251193  89.824 89 oA 2 Y Y PR S 6 5461468 19.97568
10 P 240 Rk i 85  3.573679  9.837394 HEBERERE K i 11 5135920  19.660 21
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14 B@FERAEEZAL 60 1.964 623  3.063331  KMMEPERANME 157 4.203 586 16.438
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16 B hs 57 3981156 12.38372 dERiE k| 59 4216470  14.663 28
17 AR AT = 55 2565244 4597372  EBAIMEBIRLGSHE 8  4.861381  14.64027
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19 H 52 2.606815  4.693923 FhIE A A 57 3981156 12.38372
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21 (i) S5 P it 50  2.846810 5.514918 e AR 3 5144277 1146215
22 Jiti 9¢ 49 3724364  10.126 83 B HE 2 A 11 4717357  11.005 47
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24 M ARLT 25 T = 45 3410461  8.032939 JIFL 3 A BH 4 4856374 10.92547
25 JE K 41 3255330 7.104 775 st 37 3.872220 10.73022
26 RS 40 2.805633  5.17547 e g€ 26 3.946175 10326 37
27 2 140 AL E 38 2252481  3.492978 Jiti 5 49 3724364 10.126 83
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29 JFOfe R 35 2.658989  4.569 895 JE B 25 7 209 3.437670  9.524 771
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Tab. 6 Suspected adverse effects of paclitaxel for injection (albumin bound)
soC PT( 5 %0)
rhPE R 2 AT AR D (68) IMLIHZL 3 T 5 (45) (il 3 BV (7) R IR BHME™ (3) R &2 R e = il
Thims (48) N2 R AT R (55) LML F 3L A AR (9) e 2 Mgk I (22) | A 40 M2 (73) i

wRt BLPEBEIRBIETH 25 (19) FFSDRES A (28) A RGNS IR T35 (1) .C FL T2 P17 (14) IEUL S5
A (S) P EF 53 (3) LR TR (7)
RELZERL® (4) MR (59) 0o ok il (244) L (34) AR A (85) L/
MR ERAIA BT (166) .7 LR 5 2 (7) 0 L ML A (25) 1 (229) K1 Rl bV e 25
(10) 2 I ANMBRAE (38) FHISEE (17) K ELAE® (6) 33 MLHERE 11 (4)
e PIGENEEEC00) RS LERI () SRR ) A ER AR (20) HEN SEROHE
(10) AANLEHRAE (4) TEHE™(5)
g TVPIKILEEA () BRI ML PYSEIL® (20) SRS IRSE(40) KR (26) IR P B 45
(1) B M 8 4)
o ERARR(IS) AR S (9) B (S) LT MR A (30) A EL(S) BE A
BRRUERHEGAT () e 2052 01 (6)  SIUHELTHE(7)
o ge(49) HSECHT RN (28) AR (3) I () I (10) MR (50) BT
PR TRIERARIR (o) Sha(s) STRH(S) ORI (4)
B SO R RS BRI (3) R ELR® (9) UK (4) 1 75 45 (4)
e et S Sy s WERE(22) IRAR ILAE (33) JBE7K (80) LA B 2R A7 (10) VEEAK T[4 (103) AREAIMLAE (30) KA MLAE
RISEIIBR )) eiges(a) fRBE LIS (6)
AN 96 (7) BT A KRR (6) FLIR A6 (5) S0 A1 FE ENCILIE (3) W (122) IR
BRI (5) ORI (4) FE5E S (27) SRAE BT 560 46 (7) W (7) TR (4)
L (7) RS (8) . 1S 2Bk iAo (6) M AT (3) AT RPN %6 (4)
SRR (89) e A SHHEIT 46 (1) JIVEPHRAS (8) (EAERFRE{L® (4) FFHEH (12) RIEEHERE(4)
T SESURTI I (12) AR ELILRE(12) B (7) FFSDRESR A (35) FFHE (5) 5 IHLT 22 s
(9) JFHEFE(16) JHHESE (12) PSR (19) BEFI(15) FFRT (3) JRTHIE(T)
L SRR R R R AR (157) B AN AR &1 (3) SEMAHE (57) MK 5 (6) MEREIRE F
ot 21 K™ (7) PRI M P (60) BEFE(8)
SR (3) e (16)  EHEA B (11 B EAL (17) B RIEREL(14) /G i 1 (4) I
o e (52) o 4% (12) 2505 %6 (29) /NI 1) R 52 SRR 3) /NG 4516 46 (6) JEEWBPEhe™
(117) Ak . (13) G0 2 (3) RSFHE BRI (4) BT e (4) . 110t (3)
o KD LB EG) LRSI (4) D) DU JELEIER ()
S FAELEIHE(S) 2P (3)
e soe I (5) _ERHKE AT (3) ML (4) FRPEIAER (50) A VP A TE(12)

BEA M (44) OBLRZSERAS* (12) SIS (3) i MU *(26)
Er KR TTERRRA,

Note: * means suspected adverse effects.

FHAI 2728 5t ST (17% vs. 1%) o TES 442
BE (R AL A M) 51 & 1 w2 8 v 2R & AR DL
AN B, AT B -5 5 A2 B 28 5] B ol AN R AN R
N7 5 | 2 1 % 2 Rt 7 A4 L S SR AR A O
IS I SR AE | BRI RE 2 TP bl 2 20 i 11 1E
Tihe , AT 5 | IR R AR B At b 28 22 8 A DG E
AR, BT AR 25 . AT I R AR
FEVERT, 45T AL e UK & I S HE IR YT RE
R LR . ISR, fh T ]
B 404 2 -20 (interleukin—20, 1L-20) 7K F- T}
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