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Signal mining and analysis of filgrastim adverse events based on FAERS database
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Abstract: Objective To excavate and analyze the safety signals of filgrastim related adverse events, and to provide reference for the
safe clinical use of filgrastim. Methods To collected adverse events of filgrastim from FAERS from January 1, 2013 to December 31,
2023. Subsequently signals mining were carried out by using the ROR, PRR and BCPNN methods. Statistical analysis was carried out
to reveal the top 20 frequent reports and intensive signals, and adverse events classified by various systems and organs. Results A
total of 4 434 adverse event reports related to filgrastim were collected, and 328 related signals were found. Fever, bone pain and
decreased white blood cell count were common. A total of 22 systemic organs are involved, mainly focusing on diseases of the blood
and lymphatic system, infections and infectious diseases, and various examinations. 78 new suspected adverse reactions not recorded
in the instructions were found, mainly sepsis, malignant tumor and inadequate bone integration. Conclusion The common adverse
reactions of fegelstim in the real world are consistent with the instructions, but there are some newly found suspicious adverse reactions.
It is recommended to pay close attention to clinical drug use, do a good job of risk assessment before drug use, and timely monitoring
after drug use to ensure the safety of drug use for patients.
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Fig. 1 Number of reported filgrastim adverse events
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Table 3 Basic information about adverse events reports
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Fig. 2 SOC distribution of adverse events with filgrastim
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Table 4 Top 20 adverse events signals with the reported frequency of filgrastim
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Table 5 The top 20 adverse events signals of filgrastim reported strength (Sort by PRR value)
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Table 6 Suspected adverse reaction of filgrastim

BR RGBT IGARFI (FIFD
LR Bk B2 R B M/NMRIERAE (158)  F4U (132) « 2EFER A (90 « AifEi/iE (54) ™. HHETh
fe3ish (53) . HEEREWMALEME (50) 4/ DAE (48) *. FAUMEBER (46) |
R (37) .« A4 EAE (37) . BB ARAMRE R (29) . WHESHE (18) . Hikigl
B/ e (17) %, FERERSATIM (12) . PMERIAMRIS E (11) . BB (1) .
WL AE (100 ", M/MRIGEZAE (4) . BRI 25 (3) o JEIEIEM IR 1V )
(3) . MEMAMBRANIRE (5 « BFIRIE (5) . (BHEY) MALZEME (7) . kgl
WL (3) . ERMIFEFSMHER (6)
R A7 G2 &G (138) . RERAE (111D *. YHEPEERY (33) « HFEKY: (26) . BE4upumaeky: (26) |
BIE (24) « EWPEMZ (21) « gimtEiize (100 . RS (8)  HEIAE (6) « H
R (6) IR Y: (5) . 2FRY (5) . BT (5) . B4y (5) . Kk
#K (5) \ ARG (4)  JEERRY (4) | FRIRGER R (3) Ry R (3) .
AEBEBEY (3) . MYEBI Z/RERE (D . FMEHER (L *. WEFEMAE (6) .
N RREEY (3) " DEEEREEG (3) | EEM BT E g (3~
KRG A 4R B (166) *. ARSI (64) « RITXAMRAILHEHETI = (38) . WA
RAIEHEMEETIE (38) . PRI (29 « AAERIFERE (29) .« R
BItE (28) . IBRPEBERRES TR (22) . MBLRTHE (18) . f/MEIFECRE (12) . I
EARE (8) . MAMBEART & (12) . v-BRABERET & (16) « B4l it-Hor
& (3 JHEREERIRE T (6) *
Y R AR I B RMLEAME (48) ™, SMEMREELEAE (27)  MERFREBLGAIE (24) *, 2%
BHEYPE TR (22) . BIEBEYTE TR (18) " KB EYYUE R (14) *. BEY
PUrgFm (13D *. MEAM (13) o Aethi MRIBARE (4) PN 19G WEE (3)
B W R S5 Blns (12) « ZE&RE (10  PYEsgifm g m % (100 ™ B4R (8) « BlnEN#iE
YIHimEER (8) *. BE (D
I8 5 bk B OB BEMEARTE (45) . flid (14) . EshkE (12) « EKEEEATR (8) . BEIE (7) . %
SRR (4) MBI (4 . #H%E (5) . MImP (3) . kR E (3)
A GVEPOR RAAERAL R (261)  BESOE (700 . ZREINEANELEEME (68)  VRITTLIRMNE (45) . JRITHR
b B NEL (38) . BHMEBREGAM (14) RS T (7) . #EEE (5) | {fiEs
BIFERE (3) « 5K (D
MR RS0 M R ARBEOR B (300 « EBHORE (22) .« MEEtE (13) . JRCVEMRE (5) . IR (5) . mBkAR
(4) . WEMEAER (L)« FEREMERL (3D
NS E=E = ST {RARIMISE (49) *, REEIMAE (18) ™, MREEIMAE (15) *. (R4S MAE (15) *. AlEpik s (14) |
HLRIT R (9) « MRIAIRSEAME (8) * BFRAR (7) . \RRIAE (5) . fREKEL (5)
BRINE RGBT P ERERIE RPOR (3) *. BEBEEREEEA (3 ", ML (3 ™. Efshik
% (3) L IHTHEZ MR AR (160 . AMNEBGEAZR (9 *. ALITREE (3) Y. KR
i (@) ", HEFRZEEME (4) ", FANE 8 1)~
W B 36 PR 2R G50 WP R % (3) . AT R (8) L ML EIKE (3t BARER (5) .
Wt EE R R (6) . HEREEAG (3) . B4ifuE (4) . hEMEER (8) L LR (5 7
FERR R FHAUESOR AR R AN 2 (1) tL RBOKM (3) L BEM (3) . EIRIEE (3) . Bk
mEE (3) « RkEME (5) . BZL 3"
BRI EHE LS B (243) . HEAARS (3) . BREIRSGEAE (3) . IBEYHEAR (3) ", LA (3) ", &
EAPL TS HAUER (3 . WIEER 3 *
RLME. Sk R kRSB MG MR (3) . IRIR (3) . EERMEIMUR (6) . #ERE (1) *. IMEMEMER (4 *. %
R CERFIRMEA WM (78 C. BERE (L7
Ry *
N EE¥ = RAEAME (18) . FFEEYYUE R (7D * IR (5) . MR (@) | 115 KEE
SE (4) . P4k (3D
WEURAA FERRHA R AR R E R R (10) 7 ZPAfEMEIRET I EEE (9) 7L FKED () 7L B @) YL &

R BEFLRSRER () " ML (7
RS B B ORERE (13) °. =IRRHAL (6) °. Lfifigs (3) ©

ARG HBEAME (100 T, ERMEARE (7D 7L JRETH (D7
HRE R TR T FER AR (17) . KEAS (8) * At 7w (1)~

PRI
MR 5 B R 6"
I3 Us R G CEURE IR (4) ™
R GBI AP L LR AT (9) *

“Se” NV R KA SOC, “*7 Jyzh S i BRI A R R
“¥is the SOC not mentioned in the instructions, “*” refers to adverse reactions not reported in the instructions.
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