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Abstract .

subgroups and temporal patterns of adverse events ( AE) associated with

Objective To analyze the characteristics of patient
efgartigimod treatment for generalized myasthenia gravis (gMG ), based
on the U. S. FDA Adverse Event Reporting System (FAERS) database,
providing evidence for personalized clinical use and long — term drug
safety monitoring. Methods Individual case safety reports (ICSRs) in
which efgartigimod was the primary suspect drug were extracted from the
FAERS database covering Q1 2020 to Q4 2023. After deduplication and
MedDRA standardization, binary logistic regression was used to assess
the impact of age, sex, and body weight on symptom recurrence risk;
K —means clustering identified high - risk patient subgroups; and
descriptive analysis characterized the distribution of AE onset times

(TTO). Results A total of 788 ICSRs were included, of which 321 had

complete time information. Logistic regression revealed that low body
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weight (OR =0.97, P =0.021) and younger age (OR =0.96, P =0.014) were risk factors for symptom recurrence.
Clustering analysis divided patients into three groups: older and heavier individuals ( mainly cardiovascular or procedure
related AEs ), younger and lighter individuals ( primarily immune or hypersensitivity related AEs), and a
heterogeneous group. The overall TTO distribution of AEs was right — skewed, with 68% occurring within 30 days.
Median TTO for serious AEs (73 days) was longer than for non — serious AEs (54 days), indicating a clear delayed
risk ( > 180 days). Conclusion FEfgartigimod related AE risks exhibit heterogeneity across populations and time
dependency. Younger, lower weight patients require close monitoring for immune related AEs, while older, higher
weight patients should be monitored for cardiovascular risks. A comprehensive, long — term monitoring strategy
throughout the treatment cycle is warranted clinically. The integrated framework proposed here " risk stratification —
subgroup identification — temporal monitoring” can be directly applied to other neonatal Fc receptor (FcRn) targeted
drugs, offering an innovative model for post — marketing evaluation of biologics in China.
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Table 1  Logistic regression analysis of factors associated with

symptom recurrence

Factors Coefficient P

Body weight -0.0329 0. 021
Sex (mail =1) 0.190 3 0.796
Age -0.038 5 0.014
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Figure 1  Body weight distribution across the 10 most frequently
reported adverse events. Boxplots display the distribution of patient
body weight for each adverse event (AE), based on the ten most
frequently reported PTs. Vertical axis indicates weight in kilo-
grams ; each box represents an AE category. Individual dots repre-
sent statistical outliers, defined as data points beyond 1.5 times
the interquartile range from the upper or lower quartile. These may

indicate patients with atypically high or low body weight.
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Figure 2 K —means clustering of patients based on age and body weight.
Scatterplot shows three clusters derived using standardized age and
weight variables. Each point represents an individual patient;
colors indicate cluster membership; Cluster 1 (teal); Older and
heavier patients, predominantly associated with cardiovascular and
procedural adverse events; Cluster 2 ( yellow ) : Younger and
lighter patients, frequently reporting immune - mediated or
hypersensitivity reactions; Cluster O ( purple) : A heterogeneous
group with no dominant AE type. Axes represent original,

unstandardized values.

Frequency distribution of the most commonly reported adverse events
among patients aged <65 years and >65 years

Asthenia - - ;gg
Covid19- R
death _
B =
Infusion related reaction | _
muscular weakness | -
myasthenia gravicris | _
symptom recurrence -| _
urinary tract infection - _
— T 25 —
0 5] 10 IS 20
Report Count

B3 i WA RFAFRIAFERE BRI A

WS U EIRIR T 65 Z LI 65 % N UL FEFE it w2 A
R (AEs) Aol BB AER— AR
Figure 3  Age - stratified frequency of the most common AEs.
Stacked bars depict the distribution of top — reported AEs among
patients aged < 65 and = 65 years. Each bar represents a

distinct age group.
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Figure 4  Overall latency distribution of adverse events post —
initiation of efgartigimod.
A right — skewed distribution is observed, with the majority of
events occurring within the first 30 days and a long tail extending
beyond 180 days, possibly reflecting delayed — onset or cumulative

reactions.
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Figure 5  Time — to — onset distribution for serious versus non —
serious adverse events.

Boxplots compare the time (in days) from drug initiation to AE
Median and

onset across serious and mnon — serious cases.

interquartile ranges are shown.



Chin J Clin Pharmacol

1455

Vol. 42 No. 10 May 2026 ( Serial No. 456)

i

AR G L VR IR, B R G4
I BEAE XU S B M ST 2 R S e I T AR 4 = R
FAE, L AT HE) 1Y FeRn B8 10 245 4) 22 0T ST HE
20, B RIS S IE R

RERZEMRKRET AOF5EKIFR K
W R SR AR J RS N &R, 51&458
AR T NI . X — & BT REIR T 2508
J1 2725 % % ( pharmacokinetics/pharmacodynamics,
PK/PD) 25 5 . BAHTR W00 o0 A 75 B 5K &
ARG, MR T 85 5% 3R] RE 8 B & I A R0 Z vk
DT R R (R AR ST AR RS R L) 8
S0 AR NGE A EE O T R A 4 At g
FRGE, 0 G S T 25 W /Y R AT RE B O R AN, A
17 2% B M O S M G AR KU L X T
TG Bk 28 48 2 R BE & B WL A&, 30 I PR
it 0 2 06 T AR R AR IR B AR, SR SR A G AR
i 5

THIRA B EAMER BRI IR
B 3 A HA G R L], Cluster 2 (AR R
B s O MR B,y R R T
Boy KRR AR” St T B ISl iy w5 . 4t
XoF SV 2 ik PR T2 977 7 A 0 SR s 1 B L %2 48] 2
Jnsi ey RS A, U R U DT S
WARIER . Cluster 1 (CAE R iy L0 LA/ #RAE L)
AR 1 53— W P IR, 335 , A7 3 o 7 7 R
Ny N (= 2o SO 5 1y N L
— 2R, T N T AL FeRn B2 259, A7 1)
TN — T i W I R o 2 R
LI

EEMEERWBR  TTO /HrE R T Ak
I3 . WA g AT BB AR T 2 Sk 2 B
VB T B30 T8 AH OGS o TR & M (> 180 K)
PR A7 U 5 B4 7, S e A Y R 1 2 4 1 R
CREE 5 KB A U8 9 AH Gy ) W] B B A
S, B, VE AR RA MR B R, —
L Y 24 W RO AT BE S SR ARG, BUUR T A AR
SEMR IR o X PR T AR IR T ) Bk AT
2 AR W (9 A% B A VeI T R 4 32 SO SR Y
A S EAT I B A R T R A 2 A 1k Bl
O R

A R ASBIFTE LA A 1 J% (AR 2
RS2 5, T AEHE AN W AR 11 B 1 3l
WAE , T AE 56 4 S B Q T EL. 7 FAERS %4
244 T 92 R OB, ARG M DA X 43 25
S AR 5 AR A AR

SEFABFIOMAEN 0 AE B4 4 45 6, 510
H 57 SY W B 01 % A I W L 6 ST R0
D=3 AN ) BT A AN OGS I 55 9
G A PESRE I AR BRI 2 ~ 4 JE BV 1 %, OF
WIS BT I BRI A X T S
SIT R 6 A FTHG B, B R B A A 7R b
S 50 S A S5 A SRR K BT 9
SR 5 T e R W R 55 R 4 B
AE., T4 5 (1 7 TR 85 JXL I G 41, T % 1 AL R
S0 S S 5 5 8 R, AL A (R
BB

MRS SRR A 5000 057 T 4
S ST T I I T LS 25 ), HA T
T B0 R R R 4R L S R B 5
HESE, W 4h i % FoRn ) 26 25 0. Jod R M £ 45
FAERS Y [ % 45 5 45, A7 0O 2 R 5 4
S TTO b T KO0 A7 45 s Bk 3, Horh,
{4 40.7% (321 {71/788 ) 8145 9] B 4 52 4% i o]
FEIEAA TTO 57 , T S BOE B . R
A4 5 e I 5% 19 35 91T T 001 ok 1 425 I
e S50 o T 5 0 R, T S 45 R
SMfEE. BRI, A BF5E % T AE B 0B SU A9 4 i
LA , R 01 7 A W 2T I 5 5 e
HE— S BAIE . B Ah , A% BF 5T 5 3K 4B (L A0 A G I
AT P i, BT B T4 6 15 T A OF
DB e R A R 0 W (LT R B T 4 I
W TR A 2 M0k S B G 7 9 IR
AT R F I, A B 4 4 4
ST T T R KR A IR A T R kg
I R 05 3L, e 41 75 445 4 T 5 s R A Tk TF
LR FARIT

ABFFEIESE , SRR R 5 0 R L 5 % 5
TP, G T S B IR 22 T R 43 4 AT
W 25 S 00 85 AL S 40 ¢ T, B AR % 74 i
LA 15 o G 91 4 0 O G, L 7
S K. DA, TR 3 2 B TE I B 5
L, S SR 4 2 B, X A A
IR S A AE 0 5 2 5 BB, 0 4R L PR
T L R O G KU 5 55—, 2



1456

v T R 25 PR gk R

a2 10 2026 45 H (KA 456 1)

SOL S DB TR e 245 ) R (o 22 B IR 7 I AR e 2
HG ) — B ], LA AR R AR RE B S I & B
FOAL B o 2 = 4 ) 8 5 P T o, A T A
MR )2 — MEALRB] — wpE T — R
TPk, iR 3 FeRn B 6] A2 49 1 550 L S PEAY
bR ER S % o 25 Tk, A WF 5 R 5 B3 22 7
e A FH 245 B0 005 o 22 4 L, SR 5 DL A= ) ol 77 24
PrE A R B R BB T AR, B B IR S
T AEME

S

[1] JUY,QIN X. Postmarketing adverse events of efgartigimod alfa: A
real — world pharmacovigilance study based on the FAERS database
[J]. BMJ Open,2025,15(7) :e095652.

[2] MANGONI A A, JACKSON S H. Age - related changes in
pharmacokinetics and pharmacodynamics: Basic principles and
practical applications [ J]. Br J Clin Pharmacol,2004,57 (1)
6—14.

[3] RYMAN J T, MEIBOHM B. Pharmacokinetics of Monoclonal

[4]

(5]

(7]

(8]

Antibodies [ J].
(9) :576—588.
SINGH J A, CAMERON C, NOORBALOOCHI S, et al.

CPT Pharmacometrics Syst Pharmacol, 2017, 6

Risk of
serious infections associated with biological therapies in rheumatoid
arthritis: A systematic review and Meta — analysis of randomised trials
[J]. Lancet,2015,386(9990) :258—265.
ASSMANN G, KUECK O, KIRCHHOFF
SAPHO

T, et al. Efficacy of

antibiotic therapy for syndrome is lost after its

discontinuation; An interventional study [ J]. Arthritis Res Ther,
2009,11(5) :R140.
SCHOLL JHG, VAN HUNSEL FPAM,HAK E et al. Time to onset in
statistical signal detection revisited: A follow — up study in long —
term onset adverse drug reactions [ J]. Pharmacoepidemiol Drug Saf,
2019,28(10) :1283—1289.
INGRASCIOTTA Y,CUTRONEO PM,MARCIANO 1, et al. Safety of
Biologics, Including Biosimilars: Perspectives on Current Status and
Future Direction [ J]. Drug Saf,2018,41(11) ;:1013—1022.
TR AR, T2, A5 . 5T FAERS S0 B2 1 3 248
REMHMES 2 50 [T]. b R 2y B2k 2 7, 2025, 14
(23) :145—152.

(A HE - ER/E KR BEE 2026 -04 -26)

[ 25 W R R A O T N R + 2 A5 I S i X AL )
([ 25152502026 )6 )

2026 454 F1 2 L EFZG MR R AR T A TR + 24

VAN

+ 2 T R S A I AT S

EBUUE D B s, S H T — B Bl B RO -E R E A7 1
fiE

il A PR S L), AL A R EER B TR AE
RN TRRE + 250 A R A SO LSt DU AR ) o SR AR A A O I AT 5, DA
7

g=4

Zia NITEREROAR K B S, S 2 N TR

CRTNLRAE + 2500 WA B St 78 IL ) 1) A A K AT RCHEE N A8 REAE ™ 1A ot — B 2 A i o 0 M A v 9
BB, PR B AR A 2572 4 et 7l o Jo i R A i R Bl

1 5 24 it M A LR 24 i P L
2026 - 04 - 02



