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H E BN BREARZOHRRRFHADEVE S, Al RE2MGRELAEL, Fik KEELZBFDARRE FHIRE RS
(FAERS)201947 A 3 B 3202343 A 31 B LIy A Bk ADE ## . R AIRL A (ROR) % Fo bb ) 32 sb 18 (PRR ) s 3t

AT AR, AR B PR E % A 3597 32 (MedDRA) (26.0 32 ) 254 ADE K& P o9 A BB 5 £ (SOC) 4 k5 (PT)#H T 0 £ 4%
i, BER EFRIFEA R & ADEIRE 3 0844, ADE FEPEAZ 5 2 1344 ; SARE A P B M 1274) Aotk 1244, 55904 =65 % A £
(4.12%) ; £ B4REHZ R % (96.53%) , % F 2 FHH R F(T7.27%) ; = £ ADE £ AAETRMAEFR A7) 32 4 (26.26%) , H K A 5t
=(17.15%) . & AR 437 34569 ADE 5 51 4 B (1 1628 ) I % (790 K ) A8k AR (610 5K ), 394 A Bk BLOA B IR A .
1E5 R EHEL AT 3455 ) A K B AR f g (ROR=115.07,PRR=114.94) . #e A% o 46 1% 55 (ROR=106.70 ,PRR=106.54) . /"
T IR A2 (ROR=99.90, PRR=99.81) , ¥ A4k EA| R Z WA PR A, G AR A EARE N HE X EHLPBRAGTC
% WADE$h, & K2 K B AR R H fo ok BeMR S AR R AT OV 1T B R A S R AL R R A ADE; i E A A S B
FHL, 3 B R AR AR R IRF AT N, AR B AR,
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Signal mining and analysis of selinexor adverse events

CHEN Yagqing', XU Mengdan®*, GU Hangye', WU Junlin', CHEN Yong'(1. Key Specialty of Clinical Pharmacy,
the First Affiliated Hospital of Guangdong Pharmaceutical University, Guangzhou 510080, China;2. School of
Pharmacy, Guangdong Pharmaceutical University, Guangzhou 510006, China; 3. NMPA Key Laboratory for
Technology Research and Evaluation of Pharmacovigilance, Guangzhou 510006, China)

ABSTRACT OBJECTIVE To mine the adverse drug event (ADE) signals of selinexor, and to provide reference for its clinical
safety medication. METHODS ADE data for selinexor reported from July 3rd, 2019 to March 31st, 2023 were collected from the
FDA adverse event reporting system (FAERS). Data mining was performed by using the reporting odds ratio (ROR) and
proportional reporting ratio (PRR) methods, and categorization statistics were performed by using the system organ class (SOC)
and preferred term (PT) from drug ADE terminology set in the MedDRA (version 26.0). RESULTS A total of 3 084 ADE reports
were obtained for selinexor, with a total of 134 ADE-positive signals. Among the reported genders, there were 127 males and 124
females, with a predominant age of =65 years old (4.12%) ; the United States had the highest number of reports (96.53%) , with
consumers being the main reporters (77.27%) ; severe ADR was mainly characterized by hospitalization/prolonged hospitalization
(26.26%) , followed by death (17.15%). The top 3 ADE in the list of frequency were nausea (1 162 times), fatigue (790 times)
and anorexia (610 times), all of which were mentioned in the selinexor’s instructions. The top 3 signals in the list of strength were
device-associated bacteremia (ROR=115.07, PRR=114.94) , blepharospasm dysfunction (ROR=106.70, PRR=106.54) , and
salmonella sepsis (ROR=99.90, PRR=99.81), all of which were not mentioned in the selinexor’s instructions. CONCLUSIONS
In addition to the ADE of nausea mentioned in the instruction manual, attention should also paid to device-associated bacteremia,

blepharospasm dysfunction, salmonella sepsis, and other ADE
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not mentioned in the instruction manual when using selinexor
in clinical practice; weekly rechecking of the patient’s blood

routine should be done to monitor the patient’s blood indexes,
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FEF|JE R (selinexor ) J& 4 BRE AN REPEAZ Fin 401
4R B 1 1 (exportin 1, XPOL) HLAT 1 BERE 1
HAEHAE LA, v 6 XPOL K & i
il PRI =R 248 e SRS o PRl R B, 2R 5 5 e g At
T

20194F 7 H , B JE R W E FDAHHEH] TR 7 I
NZ R, 2020 4F 6 H L TR 7 AR M
KB AN LR . 2021 4F 12 7, F [ [ 52 24 i M i
Ja It FE R Je R A Hb ZE KN TR B3z 1 iRyT B
Xof 28 7T 2 1 WA TR — e B2 0 5 50 LA S —
PL CD38 BB 24 (1 52 & sliME IR 14 22 & - B e g R
B 2 R IR e A A LR AR G R A 2 A6
J& TN AL SE AR BN , KA BB # e 52 J , NT
MG B R 2 kB REEY . Hir, e a2

B P A7 LA ZE R JE 2 BRI A A 25 iR 77 2 &
HREET, TR RTEFRE b e R B 55
N I PR N 28 56 A 6 i =, S D 25 AN R S
(adverse drug event, ADE) it & 4 , 4% /8 3 [l ADE 1fij
T RSN 5 T PRI AR DG ADE #1720 AT 3k i
RICNEEE, ARS8 298 56 [ FDA S R S04y
Z 45 (FDA adverse event reporting system, FAERS) (/&
PEER]JE R ADE, 73 #T | ZE A e RIWADEfF S, &
FERZ 2R (I R4 A PP LA A
1 #ABRERE
1.1 ##ERIR

ASHF5E 38 33 Open Vigil 2.1 7£ 28 T E. (https : //open-
vigil.sourceforge.net/) Y 4 FAERS % #& % + 20194 7 H
3 H 2202343 H 31 H B4R AYZEF]JE R ADE it i, LA
“selinexor” “xpovio”” Mg & inl , i vk tH AZEF| JE R A I
BLRBELGIY) ADE H25 , ITINER 5 38 N AR DG LA K A
Y B 115 (preferred term, PT)

1.2 #iEabE

AMEFE R [ By 2= 2% 8 Rl (Medical Dictionary
for Regularly Activities, MedDRA) (26.0) it 254 ADE A&
BT R F 4 E 432 (system organ class, SOC) Al PT
AT RS
1.3 #iEEZHE

K FH A FU AR HE (reporting odds ratio, ROR) 5 1 L
{341 45 Fb {8 (proportional reporting ratio, PRR ) 1 Xif %€ ]
JE R NG S HATIZE . ASHIFFE 3T L9126 Al 32
R (K D) IHE T AT 95% B A7 X [H (confidence

interval, CI) \ROR {H . PRR {E il y*{H . ROR=2¢_44,
bld  bc
In (ROR)+ 1. 96 f(l+%+ic+%) alla+b)
95%Cl=¢ via ‘s PRR= H
c/(c+d)

(a+b+c+d)(ad-bc)?
(a+b)(c+d)a+c)b+d)-
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Bif AfFADES Hfb ADE % Ait
L] a b ath
pitiiea] ¢ d et
Ait ate bd athictd

2 AR 2590 B Ar ADE & A 550K & T HAb 2591 1
H#Ax ADE &SR BIER, W %R 7245 14~ ADEfF 5,
ROR A Fil PRR {E & K , /R H bR ADE 9 &A= 5 HbR2l
WItEGE T L BRI OCIB "™, BRI S5 7= AR IR 2%
%+ (1) ROR B, a=3, ROR ¥ XU 6 36 95%C1
B >1 1, 2828 1> ADE{5 55 (2)PRR i1, a=3,
PRR=2 H y* =40}, FIRAE M 11> ADEfF S, gIAlRIET
56 RORVEF PRRIEAG 57 A 45404 ADE #1507 o
2 HR
2.1 ADEREFHERER

G R B DL IER] e F N B AR BE 25 ) 1) ADE it 15
30844y, T ARG MBI i B 127 491, 2Pk 124 1),
AEWY L =65 % 0 (4.12%) s ZERE R LR 2 4E A0 4
SEEK G TR, EER S EUR e £ (96.53%) et
FERIETE (77.27%) ;7“5 ADE F 5 R A B /A3 Be s 7]
FEK(26.26% ) , HR MFET=(17.15%) . S5 WFK 2,

R2 EMNRBREREXADEREHEAER

% ADEfitih4 %
HEA
i3 14 402
it 127 41
S 2833 91.86
Ty
i 2 0.06
18~64 63 204
265 17 41
PRt 2892 93.77
R (s )
FH 2977 96.53
&k 4 1.56
Lyl 15 049
Sy 14 045
afE 12 039
A
20194 302 9.79
20204 870 2821
20214 788 2555
2024 733 B
W3R 391 1268
fith#
RS R 655 AU
ikiea 2383 ny
Siisa 46 149
2 ADE*
e 529 17.15
g 2 065
Febe b K 810 2626
T 4 0.3
BB ETH | 003
gl 234 759
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2.2 ADEREESHNER
X LAFER] JE 2N B AR B2 MK R A5 2 i ADE {5

S TAL B L0 e 1344 ADE PS5 R
A ROR LM PRRIEAF = A 50 PT Hp |, R AR AR %

1= ADE %00 %57 B ROR 45, X 5 ZE A Je R U]
TR ADE — ST, JER A 5T 7 A AT 5
A Y ADE A 2% AR GV B IUAE L BGA BR  RE R A L 70
IV BRT PR M B A5 , 3R BE FE R JE R UL B4 M, $ X
Y ADE A fig 2 FEFJE KBTI ADE, Z5 R 3 £ 4.

R3 EEFRHEZRT 25 AIHIZEF| R R1EX ADE

PT it soc B ROR(95%CI) PRR(y?)
) B A 116 1483(1381,1592)  10.07(9795.43)
$d AURERRAGBOAREN 190 890(822,964)  7.06(4233.22)
R R R A 610 2231(2043,2436)  18:46(10107.89)
155 EUES VA 499 646(588,7.11)  5.66(1956.10)
Mt B RY B0 78(649,794)  639(1987.19)
M R RS HeAs 390 2842(2557,3160)  25.26(9043.89)
- AURERRAGBOARRN 36 24102152700 227(24828)
MG £E0E 3 2232(19.89,25.04)  2028(588046)
2h SOMRRRATBEART 311 636(5.66,715)  5.87(1269.89)
(kBRI ER0E 252 682(600,776)  639(115182)
JRIAER TR B A 180 4000344,464)  384(379.64)
il R RS TeAR 168 645(553,754)  6.18(729.33)
g B R4 165 596(5.10,697)  5.72(641.93)
L& KRMARG A 159 216(184,253)  21009271)
ik R EERESR 127 714(598,852)  691(637.90)
R0 G 57§ 0l 752627,902)  729(65197)
BREMRE ik 107 451072,547)  4400219.3)
PR RO P E R R 105 2220183,260)  2.18(66.79)
kLA RBEERESR 97 1291(1055,1580)  12.57(102022)
ERATEE IR RS 97 527(431,645) 51532155
MARARIE  &RkE 0% 662(539.813)  646(429.58)
e BEWRRRTRR 8§ 2780224346)  274(9052)
FRERRERL BRI T4 3510278,441)  345(127.04)
MRS XA 73 2892(2291,3650)  2831(1883.66)
( (

EHR BEBATGHR 7
3 1Tt
3.1 EFRZADEELER

O 2 SAFE I I ADE #fe 45 v, AR IS DL =65 5
F(4.12%) , X W] g5 2 & Ve SRR Mk iE vk ok B 41 i
I IR A TP S AR N TP B R R A A R ARAE SR
o R EE I B (T7.27%) ; 78 ADE 35 W1E
e /AT B i TR HE 4 (26.26% ) , R M FET = (17.15% ) , 31X 7]
RE55 W B B J A K
32 EMRERHEXADEHHR

FERI J& &R 1) 32 EAEPE ROV A i R R AR
e, B R GEHR ) ADE KA, I%iﬁwu
HETE MKk A, IS PRAE fff FH 28R JE R A A FH I 25
T 5t 3 2 ARFE B (U B PR R B s L E 3SR ) A
1ETE25%) . ATRRSE K3, ZER) 2 28 0l PR i 330 B 1 4 P Lk
259, AT 90% i B AN S EH EUELM

FEFIJE R I UL IV 2R 48 ADE by it /N s/ il
FR R A R A A N s AT R R A

35.82(28.22,45.08)  35.07(2329.33)
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x4 ESEEHZEI26MAHERERHEXADE

PT fiifg soc ik ROR(95%CI) PRR(y?)

SN Rk Rk 4 115.07(4253,31133)  11494(33486)
ISR RSB 5 106.70(43.84,259.67)  106.54(410.98)
DITREIGE:  BRRR RN 3 990(3173,31453)  99.81(197.75)
TBMITREL R RERE 3 s423(1734,169.60)  54.18(106.41)
TR R 4 4029(1503,10797)  4024(115.12)
N KRME RGN 7 3582(2833,4508)  35.07(232933)
HRMAER  BRREREER 3 3086(990,96.18)  30.84(58.86)
BIEHR KERMARG I 7 3023(1436,6365)  30.17(168.00)
SNAMTHRD  ARKE 73 2892(2291,36.50)  28.31(1883.66)
BlimenARs &RR# 17 2843(17.62,4587)  2829(417.65)
WMGE RIS RS 390 2842(25573160)  25.26(9043.89)
K TR T AR 5 2630(1091,6343)  2627(96.90)
MR BR0E 3 2032(1989,0504)  2028(588046)
R R REF R 610 2231(2043,2436)  18.46(10107.89)
WAEESE  MERAEE RS 25 17671191,2621)  17.55(372.15)
Eb LS 1162 1483(1381,1592)  10.07(9795.43)
BRI TR T AR 5 1354(562,3259)  13.52(45.95)
kb R R 97 1291(1055,15.80)  12.57(102022)
THRECRR KRGS S 12.83(973,169)  1265(53455)
Teitemie: R EHREFRARG I 3 1088(330,3380)  1087(17.87)
(EAEERTERR)
IHFEAE WEL ARG T ot 4 10300386,2749)  1029(2482)
A5 IR T 10 1020(548,1900)  10.18(73.65)
Mighe LN el 1l 992(548,1794)  9.89(79.02)
SNAMHRE  ARKE 15 087(5.94,1641)  9.84(110.14)
R Ll e EE 7 027(441,1947)  925(43.48)

a: FEF R R B rh A I
SR TR I/ NRAE BCER P A5G i E A JE R S A I

ANBRIE D o PRI R A AT ZE R Je T 2 A R I R
ADE A7 Wi H- S it A R 1) 7 2+ 4 LAY, I
JEDXF BB IR A TR A, DG EAR R PR PR B AR A .
L2 L 98/ P R A B iR e 1 A XU, Vogl 4‘;““
RI, HHZERE R BER ) KA hdE B
Yoo ARWFFE R, KA E R AU ADEE???LIF»
PePERG R BT B R B IR A TR I R fef FH ZE
JE 2R Bsf I W T 6 AT B RD 0 N A R R
RLAHE A, LSRR IR IR , [FB AR4E ADE R ™
TR A A 0 R B A i, S LT, AR JR SRR
I H LI A T AR i AR A R A A ZE R JE R LY
ADE ™ 8 A5 B 45 T AR I T B it
3.3 EMNREIFHADERES

AT LI A5 5 5 EEHEA4 AT 25 A7 PT Hp, DAL

FAZ G AP AT 5 8 i 22, Hrp 2 R OGPk AT IMAE
DT TR PERRBEAE ORI AT PR R IR I S e 4 A e 9
AR UL AUk, B 5 mEERm , DY AE f FHi% 24
B, — H & BLEE UG i R sl SR L A 8 r“&ﬂj%
TR TR, AN A5 TR R S A IS AR AR T g
T FNTF A 0 SRR o R Bl ZE R e R UL ik, 1El7ﬁ6ﬁ
RN, X AT RE S AR 1Y A e A R R O &
AP I R — 25T o I PR ZE ) J2 2R B iy G 3 iR
PR AH OC I ADE, JUHUR A IR R 1 s R

hEZG B 2024 4E55 35 545 2 11



TR TE IR R, Bk HoE iRy R v R A
J&JEO
3.4 WRERME

AHFSE I SRR 7« (1) FAERS $di FIE T6 15 55 1154t
i ) B3 A P 2% 2 1 EL AR A B, IR G I F R AN R
NI A 35 (2) T 08 2 1Y) ADE i 5 F2 Bk IR 1 36
T T (R A 3R A5 48 /0 , ADE f4 & 2R 45 a5 R R
TKI?JAEWT““TT%% ; <3>z&6ﬁ%i&k X F ROR
L PRR L HERR TR BHEAS 5, {H & ROR {E A PRR {H

AR/ H 1@%%%%[1ADEZ@ G2, 25
%%ADEZI@E’JI%%%% e PR3E— 2B
4 5iE

ZliﬁﬁaﬁXTFAERséﬂEquﬂ%ﬂE%mADE&.vsL
THIZH8 5 M, T A 25 1 5 25 i i A 45— SRt (Bl
R BT 2R R O TR I | RS AR T RE R A VDT TR
JHeREAE 58T ADE., IIfe RAE A H ZE ) 2 28 i i B A5 ¢
P B O | R k= W= 7B B o |V DAY & e S
a5, TSR A A AR IR R, X B Y L TR b LR

JE IR EE PEAT Wi, — ELH ST B S i 45T T 7, LA
[ Y S T
S Z 3 Hk

[1] TAND S,BEDARD P L, KURUVILLA J, et al. Promising
SINEs for embargoing nuclear-cytoplasmic export as an
anticancer strategy[J]. Cancer Discov, 2014, 4 (5) :
527-5317.

[2] MAO L, YANG Y L. Targeting the nuclear transport
machinery by rational drug design[J]. Curr Pharm Des,
2013,19(12):2318-2325.

[3] ZEIH, fd, 2550, 55 . ZER] e RAEZ Aok A B i PRV
FHE L I 202200, Wi PRS- 240, 2022, 35(9) »
605-611.

LIJ,HOU J,CAI Z,et al.Chinese consensus recommenda-
tions for the clinical application of selinexor in multiple
myeloma:2022[J]. J Clin Hematol,2022,35(9):605-611.

[4] MIKHAEL J. Treatment options for triple-class refractory
multiple myeloma[J]. Clin Lymphoma Myeloma Leuk,
2020,20(1):1-7.

[5] MOREAU P, KUMAR S K, MIGUEL T S, et al. Treat-
ment of relapsed and refractory multiple myeloma: recom-
mendations from the International Myeloma Working
Group[J]. Lancet Oncol, 2021,22(3) :¢105-e118.

[6] DIMOPOULOS M A, MOREAU P, TERPOS E, et al.
Multiple myeloma: EHA-ESMO clinical practice guide-
lines for diagnosis, treatment and follow-up[J]. Hema-
sphere,2021,5(2) :e528.

[7] National Comprehensive Cancer Network. NCCN clinical
practice guidelines in oncology (NCCN guidelines® )

TEZD; 20244555 35 5 2 )

[8]

[9]

[10]

[11]

[12]

[13]

[14]

[15]

[16]

multiple myeloma[EB/OL]. (2022-12-08) [2023-08-02].
https://www. ncen. org/login? ReturnURL=https://www.
ncen.org/professionals/physician_gls/pdf/myeloma.pdf.
A B B YRR R DT 0 2%, AR BR S e LR A 20
o3, WA P EZ A BERI2IA 1R M : 2022 4R EIT
[3]. *hAEpY R AR, 2022, 61(5) : 480-487.
Chinese Hematology Association, Chinese Society of
Hematology, HUANG X J. Guidelines for the diagnosis
and management of multiple myeloma in China: 2022
revision[J]. Chin J Intern Med, 2022,61(5) : 480-487.
SRR, 2Dk, RS 4 . SET FAERS B 22 (G R 9% kXL
S5 SEImI). 2 57 ,2022,33(22) : 2758-2761.
ZHANG K, LI B,SONG Y, et al. Data mining of risk sig-
nals for linaclotide based on FAERS database[J]. China
Pharm,2022,33(22) :2758-2761.
SEEEIH AT, RS AE 45 | BT 5E [H] FAERS £ i) BB
e TR FAGTRNGE A 2 H AN RV AS A2 0], B
24557 ,2022,33(6) : 740-744.
WU Z Y, HE N, CHENG Y C, et al. Data mining of
adverse drug reaction signals for ado-trastuzumab emtan-
sine and brentuximab vedotin based on FAERS database
[J]. China Pharm, 2022,33(6) : 740-744.
TERAS L R, DESANTIS C E, CERHAN J R, et al. 2016
US lymphoid malignancy statistics by World Health Orga-
nization subtypes[J]. CA Cancer J Clin, 2016, 66 (6) :
443-459.
PETERSON T J, OROZCO J, BUEGE M. Selinexor: a
first-in-class nuclear export inhibitor for management of
multiply relapsed multiple myeloma[J]. Ann Pharmacother,
2020,54(6) : 577-582.
NOOKA A K, COSTA L J, GASPARETTO C 7, et al.
Guidance for use and dosing of selinexor in multiple
myeloma in 2021 : consensus from International Myeloma
Foundation expert roundtable[J]. Clin Lymphoma Myeloma
Leuk,2022,22(7) :e526-e531.
CHEN C, SIEGEL D, GUTIERREZ M, et al. Safety and
efficacy of selinexor in relapsed or refractory multiple
myeloma and Waldenstrom macroglobulinemia[J]. Blood,
2018,131(8) :855-863.
VOGL D T, DINGLI D, CORNELL R F, et al. Selective
inhibition of nuclear export with oral selinexor for treat-
ment of relapsed or refractory multiple myeloma[J]. J Clin
Oncol, 2018,36(9) :859-866.
AL-ZUBIDI N, GOMBOS D S, HONG D S, et al. Over-
view of ocular side effects of selinexor[J]. Oncologist,
2021,26(7):619-623.

(i H #1:2023-08-09 & [A1 H #:2023-11-28)

(Gl PR %)

China Pharmacy 2024 Vol. 35 No. 2 <213 -



