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Abstract: Objective To explore the risk signals of the adverse events of inclisiran to provide reference for the safe clinical use of this
drug. Methods To mine and analyze inclisiran’s reported adverse events in the FAERS database from the fourth quarter of 2020
through the fourth quarter of 2023 by ROR and PRR methods. Results A total of 164 positive PT signals were obtained, and 4 831
related reports were reported, involving 19 SOC categories, mainly focusing on various musculoskeletal and connective tissue diseases,
systemic diseases and reactions at the administration site, respiratory, thoracic and mediastinal diseases and gastrointestinal diseases.
Maculopathy, induration, decreased international standardized ratio, bladder discomfort, facial discomfort, and myalgia were the new
adverse event signals and also the top 20 adverse event signals with signal intensity. Conclusion The occurrence of common adverse
events (injection site reaction, arthralgia, bronchitis) of inclisiran is basically consistent with the instructions of the drug. In clinical
application, attention should be paid to adverse events not mentioned in the instructions, such as dyspnea, hard spot, induration,
myalgia, facial discomfort, diarrhea, etc., and indicators such as the international standardized ratio should be closely monitored to
make timely intervention.
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Table 1 Formulas and threshold values of ROR and PRR
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a: number of target adverse event reports for target drugs; b: number of other adverse event reports of the target drug; c: number of adverse event reports

for other drug targets; d: number of other adverse event reports of other drugs; N: indicates the number of reports.
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Table 2 Basic information of adverse event reports
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Table 3 System organ classification of the primary involvement of inclisiran risk signals

RGUBE DR

PT (f17%0) SR R R EE /%

FRWUAE B LB A MG ORI (4100 .« WU (293) | JRCfAPRIE (265)  WUEZE (134)

1536 3179

T (98) . KT (54) . WIS (45) | WIRWEREHRE (34) |
JARANIE (34) | B (27) « £F4ENLE (21) « WIPEBEANE (19) |
WIS (14) « JEAE (12) . fBER (12) . MR (12) .
PR (100 . JUid% (7D . EEE (6) « WUR (5) . Bk
(5) . BLAREEDT (5)  WLER (4) .« JUgEIE (4 . NIRARE

(3) + HMEMAZER (3D
G BAVEIIAN S 20 25 RS A8 A B L

VESFERAIE (402) | VESTERALLLBE (65) | VESFERALRN (59) | vE 1080

22.36

SHERALEZ (BL)  VESTERALESE (46) | VESTERALEM (32) |
TESTEAAGE (30) « JESTERAZAPAR (24)  JESEAIAR G (13)
TES AR (100« JERELAH (9« FESFEALRIE (6) |
TES LRGSR H (4) « IESTEAL AU (4)  VEGHRRALEE (3D .
TESERALRTM (3D« A ERBLEAL (86) « 2R (66) | i
Ji (60 VUBFEROWR (33) . WERANE (33) | fl4S (12) . &
RN (8) M TZEHAE (7) | i (6) . IBENIREFRIK (5) |

I ANE (3)




FIVBETH 20244F7H AKX HwE%E  Drugs & Clinic Vol. 39 No. 7 July 2024 1887 ¢
23
RAIRE AR PT (f1¥) SBTIR KR 1%
S gL RN E AT (142) | MAHREEE T = (90) | i H i =EsFH& (65) . 612 12.67
MR R (47)  REEREARM (35) « Al m (26D
MARFEEE SRR (18)  WRMREELBIT = (16) .« =% EARE
HFEME (15) . RITAZRBEESE R (13) . iR E
e (13) . mEEREAA S (13) BRI (12) | mil
FRWEIR I T (1L« Bk E AT (1D « y- B E B
FHE (7)o RPN (7)o JRPHEEIL (7) L BT (T
MRERT = (6) « BREA () e (6)  REFEREAFH (5) &
MH v =FEREAG (5D | dEmE R E AR (4 . RS
W4 L MARAMKK (3D  REEREA (3 . MmHW =6
(3 . RNl E (3 . fBEA (@ FBK (3) . EfrbriElk
EEEREL (3) « LESH (3) . MEREARIE 3 . iEAaTt
€D
AN YN N RS MR A (192) | BEME (95) . MREE (29) . BEEER (11 . kS 367 7.60
(9) . MG (9) B (7) « DWEAER (6) « XK
F2E (5) . BEEE (D)
B W R 405 fGiE (226) |\ MEHEAIE (72) .« JR% (16) | W5 MsiaiE (8) . 355 7.35
fid (7))  REARHAE (6) .« Bl (5) . LiEfiEHm (5) |
BEIEMEE & (4 . EFNKT (3 . REEEE (D
L [ A7 G TR R (63) L JREGEL (100) | B 55 (63) . FRPIRIEE Y. (22) . 283 5.86
FERRERYE (14) . BER (9 . HER (6) . HAREKEE
(3) . REMBELL (3
BRAINE RGIT G234 (45) |« NI RSN (36) « iBshkif (28) . HIIEK (21) . 165 341
G AAE (12) | JEE MR ZIE (100 « SkIBAE (8) | #ah
Jikaezz (5
JE 2% B DJYLKESE (48) . AMECIUESE (26) . L&UFE (16) .« diRBhIkE 138 2.86
i (12) | RCIRBIKHIZE (10) « REaEBLgom (8) « Atttk
SEEIE (6) L SERENNIRAE (5) L LS (B) . EEEM (3D
B Rk B IHRIE (42) | IR (1) 59 122
R I8 IR 2 BEPRIR (35) « JER (7) . HIATHEM B2 (6) « m=BiHWmImE 57 1.18
(5) . HE (b
W5 B A PR 2R SR A (24) |« HEIRIEAME (18) « B (5) . BEEAE (3 . Bt 56 1.16
(3 L REE (D)
BB hEREREIEREE 5 (34) . BREWIFRAE (4 . HHIERE (4 42 0.87
NIKEESP NGRS VRS M (18) . ShFkBEREE (7) o SURKPHZEMEOR (4 . EshikE (3D 32 0.66
B % RAIRIR I RGEFL (13) 13 0.27
KT rha] S ERAYLER (9) . PIRRYE (3D 12 0.25
R BRI BIFREEAE (3D . BBl (3 . ERMEAME (3 9 0.19
CELFEFEIRFNE AR
Bk e Bz N LRSI B (D 7 0.14
I3 Sk B R G 0 J I (5) 5 0.10
T IH R G50 T (3 3 0.06

B H e v 5 5 IR R A R AR P, e R A A
I 10 AZAIHT AR IR T BEAS RSN 32 B o - 25 A
LA % S S 2R AL 23 (WU B L=
ZE, B BRARGIR (RE. AT, M
e N )& N R QRN N O 2755
RGN REGIEG) | 4 G VB0 R 4 25 &
TN (A BRRILEAL ), WK 6.

3 g
3.1 EZRFEZHERNE

eoEE] LS —FhE SIRNA, 7EIE X F 5 N
ST FUMEI LR, DA 40 i i s 04, gk N
e, JEwnl =45 RNA FSITRE &1k
(RISC) &4 o RISC T H I FE T siRNA 5] F
B H bR mRNA. [FR, © 5 & SCEEN T 1R



1888 * HI9BETH 2024E7H

AR b A

Drugs & Clinic \ol. 39 No. 7 July 2024

F4 ERF=ZTREGREHHEF (A 20 1)
Table 4 Sequencing of adverse event reports of inclisiran

(top 20)
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2 VEHFEBAIE 402 1073 (9.71, 11.86)10.32 (3375.70)
3 WL 293 15.09 (1343, 16.96)14.66 (3703.97)
4 AR 265 659 (583, 744) 643 (1216.27)
5 7 226 231 (202, 263) 228 (16319)
6 IR R X 192 249 (216, 2.87) 246 (167.58)
7 Wiz 134 585 (493, 693) 578 (529.26)
8 SRR 100 3.75 (309, 458) 3.73 (199.93)
9 98 298 (244, 364) 296 (127.64)
10 nmy 95 208 (1.70, 254) 207 (5254)
11 2EpRmBiL 86 486 (393, 6.01) 4.82 (260.29)
12 JEHAE 72 258 (205, 325) 257 (69.03)
13 R FH 66 206 (162, 262) 2.05 (3563)
14 JESIERAILLBE 65 562 (441, 7.18) 559 (244.64)
15 XRER 63 7.03 (548, 9.01) 6.99 (322.06)
16 B % 63 221 (1.73, 2.83) 220 (4153)
17 o 60 2.88 (2.23, 3.71) 287 (73.02)
18 JEGFERALMY. 59 858 (6.64, 11.09) 853 (39053)
19 %A% 54 406 (311, 531) 4.05 (123.76)
20 JEHERAIEZZE 51 14.05(10.66, 18.52)13.98 (609.75)
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Table 5 Sequencing of signal intensity of adverse events to inclisiran (top 20 of ROR)

4 PT n/fl ROR (95%CI) PRR (/)
1 VESFER A I 3 205.74 (61.94, 683.37) 205.68 (543.15)
2 5 B4 975 12 163.39 (90.25, 295.79) 163.18 (1759.75)
3 1A =7 B A 7 110.83 (51.54, 238.31) 110.75 (713.30)
4 JEEGM 12 102.43 (57.17, 183.59) 102.31 (1133.33)
5 E M R 3 98.76 (30.80, 316.68) 98.72 (273.78)
6 A AT 4 81.29 (29.78, 221.87) 81.25 (302.15)
7 gk 12 60.83 (34.18, 108.26) 60.75 (680.14)
8 B o5 B AE 3 37.98 (12.09, 119.33) 37.97 (105.56)
9 AL E 30 19.08 (13.30, 27.36) 19.02 (506.47)
10 VESEALEGEFE 4 18.34 (6.84, 49.14) 18.33 (64.83)
11 AfaEOsH 8 17.66 (8.80, 35.45) 17.65 (124.29)
12 ] BrAm v £ Bl e B 3 16.30 (5.23, 50.82) 16.29 (42.64)
13 A ks 7 5 16.27 (6.74, 39.26) 16.26 (70.90)
14 AN IE 3 15.19 (4.87, 47.36) 15.19 (39.40)
15 IR 293 15.09 (13.43, 16.96) 14.66 (3703.97)
16 A G 3 14.31 (4.59, 44.60) 14.31 (36.81)
17 VRSB AL R % 51 14.05 (10.66, 18.52) 13.98 (609.75)
18 WIAAIE 3 13.13 (4.22, 40.91D) 13.13 (33.35)
19 VRSB A FE i 10 12.92 (6.93, 24.07) 12.91 (108.98)
20 TR BN IR 72 5 12.49 (5.18, 30.12) 12.48 (52.43)
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Table 6 Suspicious adverse reactions of inclisiran (top 10)
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