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Abstract: Objective To detect adverse event signals of roxadustat based on the JADER database and evaluate its safety in the real
world, so as to provide evidence for rational use of medicines. Methods The adverse event reports from April 2004 to August 2024
were collected. The adverse event signal were analyzed using the reporting odds ratio method and comprehensive standard method.
Results A total of 2 997 adverse event reports related to roxadustat as “suspected” were collected. There was a slightly higher
proportion of males. The age was mainly concentrated between 65 and 84 years. A total of 101 adverse event signals were identified.
The signals with high frequency were consistent with the instruction basically, including hypothyroidism, cerebral infarction, deep vein
thrombosis, hyperkalemia, etc. Additionally, some new suspicious adverse reactions were discovered, such as jaundice,
hyperbilirubinemia, retinal hemorrhage, etc. Conclusion In clinical practice, healthcare professionals should pay attention to patients'
thyroid function indicators, cardiovascular and cerebrovascular function, blood potassium levels, as well as infection symptoms and
signs, and be alter to the adverse event signals not mentioned in the instruction to ensure patient safety.

Key words: roxadustat; signal mining; adverse events; hypothyroidism; cerebral infarction; deep vein thrombosis; hyperkalemia

BRI AR SR B RO SRR AE R O I S R AR R BE T KR, REE T R TR
# (EPO) ZEXTEAHN AL, DARJREFRERER  BEREEDHIT (HIF-PHD 2 —28697 B 31 )
5T 2140 M A R B L A i i R AR R L. FE R IE FNY T IIRZG ). HIF & — s 5 4G A N
EBATISPE I B SR M BN 28.5%~ B EBH AT, Ff5TEE EPO LA
72.0%, HEEES VS ARt s im; Eire v EERIAR, HIF-o MK 52 0 2802
JE B3 BB R IA 91.6%~98.2%1. IR IMA 1%, EFEFIRES T-T AW & AR sh A S 2
I B3 AT S, N R B H o HIF-PHI 8 /2 38 it 00 i) e S ot e AL (e AL T 1

W AEA: 2024-09-07
e HIGE, 2400, BT CAIGIRZ %% . E-mail: huangjichua@sysush.com
*BIE1EE: U E-mail: lina2@sysush.com



E390RE108 2024410 4 DS EET Y3

Drugs & Clinic Vol. 39 No. 10 October 2024 -+ 2685 -

FaE HIF 7K, Ak T EPO A2 i, FERFAK
BRI E K, BER R IS TR FH

By afh e R E A HIF-PHL, &H T3S
BT AR 02 1 S 5 R 3R i, H AT T
H. BHA. BRI BTy, AR Eear g A8 sl
BT (ESAD /ZRFNRTT, b alhyy RO b 525 58
TR, B —E T AL & WA R RN
ARG X, Z A5, DUR. S O ) 52
MARTE AT, T 2wl BT s, B W
PR TR 2 AT FioE B> . Rk, A5
BLEFH HAZ A RE Y (JADER) ¥ P2
PV A A REHE S, TE PR R
St S A, DUHONIG IR A B 2532 it 5%
1 #MRFGE
1.1 #HiEkKiR

K £E JADER (i 5 H 2004 5F 4 H—2024 4F 8
AWIFTA AN R SEHRE SR, afEis AOERY
#* (DEMO). HZjfg 8% (DRUG). ARFHMHFE
(REAC) VLB FRFERRE (HIST). FrA R
BB SEH S A RS RA S, Bz BT SR
R AT ORHK

1.2 HIELE

KAPWEMMHSCERS “af 47 2 2Ky
b7 AENREAHTIN R, SAMS 5N “T]
57 IR

JADER %4 FE R FH ([ B 5 2% F 1 1] )
(MedDRA) HEIEARE (PT) gt A RF . R
# MedDRA X & A R SR 47 H H SO, JF sl
XIREE RS E 749 (SOC).
1.3 #HiEZHR

X G I H ARAS R SR A A T R P
YN NPRIEE RSN, b B RE SRR
Phfes, AHF 78 LAAS RS 4RE  25 - F AR G 5
(DEC) 1%k, FFECAH#R LA (RORD v BL 0%
[ 24 i A0 AR 5 2 BER) (MHRAD 22 b (fi
FX MHRA 72D 474 R R BARE S1288080. 2 F
SR SRR B 0 3R 1 R . 24545 31
JEBRE AT, WA 1 AN S, BTE bR
A H AN R F 2 ARG o008k, BAES
BB, GGG . AR BT E T MySQL
Workbench 8.0. Microsoft Excel 2019 52 % T 5 $(3E
WEHE 5G4 HT

x1 TREHESIHERE
Table 1 Calculation method for adverse event signal
DARES AN B
ROR 7% wd a=3
ROR=—
be 95% CI (LL) =1
T, 1,11
95%CI:eln(ROR)i1A96 Gtytat
MHRA 7% a=3
PRR= al Ca+b)
¢ Cetd PRR=2, =4
s Cad—bo) ” (atbtetd)
£ Cat+b) (ate) (etd) (b+d)
2 #R Horp s R R 5 TG 26.03%. 3R 35 # LA TN 3,

2.1 FAREHRENEXNEFER

JADER ¥ /£ H 2004 4 4 H—2024 4F 8 H 3t
kg B 914 713 4, HAr LAVl “nrse”
4IRS 3L 2 997 . AR FARE HEAE R
W 2, FHE FIREUE RIZE ETHAR . B RE
HIVE SRS 149 1, BLcbbfily 1.45 2 1. BRIk
HER Y 87 1y, BHFBEFIE 65~84
L, At 1793 4, HH59.83%. B RIEMR K
YIRS 967 1, Ko BE A IFE 25N,

L2471 NIk, (L 82.45%.
22 FTREHESER

AW TS IEE B 5 DEC 2 387 159 %, 2b
"Mt “AI5EE” [ DEC 4 756 51, 5455 24545
R AORE . PR AR, B S 4
YRIT K DEC Ja&, 3% 4122 5, # K& 21 4> SOC.
5B HT S AL SOC 4351 R P 4k R BT
FRMERRGIR . Y AT IR OIS E
g I SRS RN, Lk 3.



<2686+ ZE39BE10H 2024 F10H

AR E bl

Drugs & Clinic Vol. 39 No. 10 October 2024

x2 FZAMTREAREELER

Table 2 Demographic information of adverse event reports
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Table 3 The SOC distribution of DEC reports and adverse

of roxadustat event signals of roxadustat
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Table 4 Top 20 frequency of adverse event signals of roxadustat
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“Adverse event signals that were not recorded in the instruction.
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Table 5 Top 20 intensity of adverse event signals of roxadustat
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“Adverse event signals that were not recorded in the instruction.
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