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Abstract

Objective: To explore the potential adverse reactions of eltrombopag by (ETP) mining the FDA
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adverse event reporting system (FAERS) database to provide evidence for the safe use of these
drugs in clinical settings. Methods: The reports of the above-mentioned drugs in the 24 quarters
from the first quarter of 2017 to the fourth quarter of 2022 were extracted from the FAERS data-
base, and the reported ratio method (ROR method) and the comprehensive standard method
(MHRA method) were used to jointly test, and then use the MedDRA terminology set Chinese and
system organ classification standardized the results. Results: Totally 21,666 ADE with ETP as the
primary suspected drug were retrieved as the original data. A total of 18,761 ADE signals were
obtained from the ETP. The signals involved 27 different system organs (SOC). The ADEs of differ-
ent ETP was mainly involved in “various types of tests”, “systemic disease and various reactions at
the site of administration” and “gastrointestinal diseases”. Conclusion: The clinical use of ETP re-
quires monitoring of blood and the vital signs of patients were closely monitored, white blood cell
counts, ptients with underlying diseases such as myeloreticular fibrosis need to be evaluated to
ensure rational drug use.
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1 Hl

St vE A (eltrombopagby, ETP)y AR ML /NAR A2 B2, 02 ME— SR AL IE T7 G P28 14 0fiL /N AR sk 2D i
(immune thrombocyto-penia, IPT) ) AR /N 71+ 4FH1(§’§E[L/J\*ﬁiﬁk?xﬁi(thrombopletm receptor, TPO-R)
BN, AHZ LGP RAEAF IR G A RN, 2] T A 1 88 20 0 BN R R B2 4 3 [1], PR Ll R
. % E FDA A B4R /%éﬁ(FDA Adverse Event ReportlngSystem FAERS)J& — AT 9 28 50040 12
e A2 i TR SRR R G AR SRR, I TR T 2 T T A 2] . EAR E A AR
ETP Zj¥) 2 &M e fiiE a2 [3] [4], XXt ETP AN K 344 (Adverse drug event, ADE) )43 #7 & R T3¢
BRTRIEFNIE PR ER W T, SRAME SI29E 7. R, 2EF s IRz 34 ETP ) ADE 55, KILH
) ADE 55, AMRBIBAL, NeeHARIES%.

2. AREFE
2.1. BIRFKIE

7E FAERS ¥ P4 HY 2017 4F58 1 2 % 2023 4R 55 3 4L 27 N HBE SOk, B A D4
HERE. ARMERER. RMAE., SR RIEHS. BEg R, W kRIE. 2RI KM bR
W, FN MySQL A, X H Ik HZA LA “ELTROMBOPAG” . “PROMACTA” .
“ELBONIX” . “ALVAIZ” i “HEMREE4Y” kS .

22. WHEAZE

12 F L5 e i v A i 4 25 LU VE (ROR VR FZE & BV (MHRA V) B & 4656, 1% ROR . PRR 1H
M3, BUEBAE SRERE: W HRZY S Bix ADE [ES i FA TR, WA 1. % 2.

ik
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Table 1. Fourfold table of measures of disproportionality
2 1. PRIk ErARR A INAS %R

MR HFRAS R SR 4L FA A R R 5 3 &t
HFrZi) a b a+bh
FHoAh 2 c d c+d

it a+c b+d N=a+b+c+d

Table 2. Formulas and threshold values of ROR and MHRA
%2 2. ROR 3:H MHRA SEAR R BE

Jii: A 5 A A
ROR = (alc)/(bld) a>3;
ROR ROR95%CI = exp| In(ROR)+1.96, |-+ -+ 1+ 1 ROR if) 95% CI T} > 1,
a b c d MR A ] —ME T
PRR = [a/(a + b)}/[c/(c + d)] a>3;
N 2
MHRA (|ab—‘3d|—§) xN PRRIA >2; x*>4,
= WA M5 5

(a+b)x(c+d)x(a+c)x(b+d)

2.3. FREWK

Bt AR IR (2GS PR S 22 RE4E) (Medical Dictionary for Regulatory Activities, MedDRA) 7124
WIAS R R AT 1) 27 1 AR 15 (preferred term, PT)FHVCHED, X HE BT 1% R 408 B 4r J5(system organ class,
SOC)HEAT AR [5]
3. &R
3.1. ADE REMEKXFER

H bRt Bt it ADE 245 21,666 1, b ETP A BB Z5M ) ME— k54 2009 1, W3 3. HFE
Al W, ADE _ER A%, BLBIMHZEA K. ECRERKEE T, THEEdE 65 UL FEE, Mt
A 30.91%. FIREFRUIEENE, HEKEE A 65.01%.

Table 3. Basic information of ADE reports

3% 3. ADE IREMERER

. Pk
FHAE R - -
o3k ADE 11| %1 IR EE%
At 2009 100%
515 772 38.43%
4 51 Z I 608 30.26%
AHn 629 31.31%
<18 65 3.24%
18~64 546 27.18%
ERRIL
>65 621 30.91%
AHn 777 38.68%
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THE E

%[ 1306 65.01%
| 19 0.95%
L HA 100 4.98%

e B )
1kt 31 1.54%
OKF 18 0.90%
HeEK 535 26.63%
2017 4 138 6.87%
2018 4 147 7.32%
2019 4 158 7.86%

RS

2020 4 145 7.22%
2021 4F 301 14.98%
AR5 1120 55.75%

32. ADE EERRARGRZENHE

ZHFERIETERESIE 610 4, LB K 27 4~ SOC (WK 1). i, ETP K55 B K4 R L
2R S SN [ 4R 5 1 AL, 3t 4810 1], # R EE y 25.64%; JL Uk &2 A, Hhit 2972 1], 215 15.84%;
AR B RGN, A 1460 1], 2015 7.78%, & FIKIUKCARZMA RGP AU K FR2E805 |
R P S A B . PFIRCRGE . I S AR SR S AR G . DR E R . S

L e
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5 40 4R 4 X IR R ORXAE R A I U R 4T AR T T I R AR 4T 6 K
REK LI ELFTE R NEXRR KR KRBT R ERR
EYEE ke  DUXTHIDERRRGEL JEXH
RS R ARELRED R WA R E WAL | H WS K
HORGESEXMIIE EEomXeR B RS
r mEREXRXF@mE #H SEXEXK E KEg
4 Rewgucdss = ERD R o

3 ¥

Figure 1. Proportion of reported cases of ETP involving systemic ADE
1.ETP 2K HB/E RY: ADE ZEHIHIIRLL

3.3. ADE #R&FIESHR

ETP ek th BHIEAE 5 254 A, FL I 27 DRG0 & B 154 & BOF{5 595 B2 (ROR {HI¥) 95% CI R ER)%f
A 20 £ PT $EF?, W3k 4 f13% 5, HAEBEMUIRAF 4L (5 S58E 558, ROR A 592.7956119, H AK{E
YLl . YO IR T =B, B PER A AL B AR . R B /T 20 A7 PT HEF Al R
WA SRR R Z, 71667 1>,
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Table 4. Top 20 PTs by signal strength
4. (FSIREIAT 20 {3 PT HEF

ETP
e PT s R 95% Cl (ROR) F [
1 B BERUIR AT 44 17 592.7956119
2 M/ BT 453 495.1694838
3 [IIRAN/7Ra 42 19 1421 460.4158862
4 e 2 ek I it 4 JR 9 R 12 210.1869944
5 RN TR i 1 133 209.1168483
6 IL/NAR 97 57 198.7455122
7 AL 5 160.8022946
8 JRIEF A 3 139.3362857
9 /MRS RIS 3 120.6357971
10 E 4 i 3 113.0493551
11 BT 1667 99.31372007
12 ¥ 2 J L b 3 93.45787139
13 R 4L 35 83.01143947
14 TR A 14 79.94199146
15 GV ML/ 27 78.85894001
16 FAE RS 7Y 1M 43 74.67086356
17 IR 20 33 69.76433302
18 iﬁ%%iﬁ{z/g))ﬁﬂ E’Jfﬁ;@;fﬁ% ] AH 8 67 95385205
19 77 it A S ] R 34 52.15891567
20 GV i /ISR R 34 48.83513333
Table 5. Top 20 PTs by the number of reports
F 5. MEKEAFT20 1L PT HiF
ETP
No.
PT rEH = 95% Cl (ROR) T IE
1 BT 1667 99.31372007
2 I /INBR - H B AR 1421 460.4158862
3 IR 683 6.415046377
4 MR 453 495.1694838
5 U 432 6.219110013
6 Ly 384 6.636911025
7 Wl 320 4.374277056
8 [iERE 295 4,755002008
9 M2 245 5.028384468
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10 7= i FH T AR A HEHE 13 B 236 10.27041804
11 e 200 4.61520564
12 LB 183 3.59296575
13 {EREIRIT 178 11.27730405
14 JE Y il 8 178 5.288066722
15 =h 167 4.298991457
16 L] 163 3.883788964
17 PR 163 2.482173165
18 TR 158 4798672478
19 i 147 5.937937202
20 JEPE 146 4.032488682

T AU PRI 2 AN R A

4. g

AW FEiEL FAERS i Xt EPT ADE {5 5 #7424, LA 38 LM BE254 0y 21,666 51, E4Rk[E X
DAEE N E; A FRPNKIRE T, ETP AR FREESRT 65 B UL L, X ffREERLT N ETP
AN R FH R A 1 fa b TR 2R T — P IIE .

ETP /=4 1] ADE {555 24 i Ut B 3 [6] 55 & PEELLT, UE B T KR 50 5 i T Stk . 45 R B 7R - a. SOC
AT 2 s LA R TE B M RGN, A B MR S 2 2530 &5 b S LT 9 24 ADE #4) g LE #
K, BIEPI, K Z 1% 4809 A~ PT, v, BIRGIEURZ NsET:, JEit 1667 #I(ROR = 111.57, X?
= 30991.18), fE5M/ERE, HEARIX S EH ARG EERPR 0T GEAHC, B o3 h i s B
B FHEOUTHISCHRRIE, (AR IR I RIE A 2 R p TR 2 DI . i PRIRSEAE AR AE[ 7]

tbAh, (HAE RN EPT U PR Z A L HARYE B E e B LM B AR E. A ASERE
N EPT SUB I KR R Gem 0 ERom e 2, it 202 ], A B ohaedis 28 #I(ROR = 3.62, X* =
52.23), '§ % 28 fI(ROR = 2.06, X* = 51.73), ' i 26 Bil(ROR = 5.79, X* = 101.79). {HHHIJE ETP
TE BT ZR 5007 T 2 A 1 (0 B8 2 A TEAVEH R, R PRAE A 24 R A A7 75 el o 9t e idis 2o ETP 8 B W
AREF LK) 95% CI (ROR) T PR =1, 1t BB Rl R R 4R A0 1 & 2R R ETP (O FH i BEAE 0% . B i IR 41 4
A — o g R 0 AR 1 IR (MPN) [8],  FURFAE & T 40 B ok U 1) S B i BE IS A, B E IR IR R
JAK2, CALR B MPL RAZ: HARFFE A HGE BEPCIRE O IR A 4Eh . VMR 7 RI8 = . 2.
JERRRP R BESME M(EMH). A EREtR i ok e RS AN A A7 A48 0 s 2 A% 40 i 52 380 %
I, eSO A AR g FNHAR AR DN 1, (R AT R R A R S R 9], A S [10]IAA
S I I B AR AR R T I I 1S T 1) A A LR T AR ) — T[] P A AT 4 R R OR[11], 2 5
B MIP EEE AL Horh— 2 BE R A S RAE B R AR 0 . 8 A RN 3L R
BRI RAFEREATIF 2, 52% M B H JER R AL 4, 41%M B H FRELF4EiTh 1. BT T
ETP ZUE BE MR 4EAb M BE A PR, (B OGRS 1) B3 7R ETP 4, nom sl .

5. &g
AWF5Tia H ROR £ MHRA 2, ¥ FAERS #iE E+ ETP AR R B E ST HdRZE, HERS
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