MAEFHAERNERTRRMESIZHS 7

BAeEL WIAR

tuts, HCER 610041)

2, Z@T Y, OERTY, AR Uammasissis, 80 5702165 2.00)1 KA EE B b E G IEE S

FHE: BRY @i st g el 47 25535 R 2 4 R BR R (adverse drug reactions, ADRYE 5 694238047, Al RZ 4R
BRBAE HE ATHEHEHS ADR Kml s 2020 4 9 A—2021 4 7 A 43, &8 ROR #4 MHRA #32i3k-E45
H R ADR Az 5 ., R MBEUFEIEFARLNALET L, %R ADR RiFEI 2L FEL LTI
(39.6%), frik Bk & 4k 95(20.8%), FFAZ R 467 9% (14.6%). KA ROR %, MHRA #1245 4354 & ADR 5 AR %
15 ‘1"i%iémﬂé’,i+*iiﬁi9‘, BHEAE, WA E, RARBRAARBEAS, kn&iﬁﬁikiﬁzﬁéé’r’%; iﬁﬁfr

RTRIES, FR A B RRAGHE ADRES, W EHEME, 2B R, EBARAGEIRTIHEEY, &it
£ A ROR ‘/32\ MHRA %A #4235 5 £ 354 B.69 ADR RIe42 5, 16K A Bt X L8 B F5e) &4 ADR, 7‘51}5;7&
KEEIA: SHHR; RRERE; 55454E; MEAkE,; Saotrfx

FE 5SS R969.3 NHEFRERS: B
DOI: 10.13748/j.cnki.issn1007-7693.2022.22.011
SIRA: &k, AR, TRT, F. KNGS LERRLRRRESES
39(22): 2975-2980.

XERE: 1007-7693(2022)22-2975-06

2/ 5[] P RIARE R B F, 2022,

Mining and Analysis of the Adverse Drug Reaction Signals for Innovative Antitumor Drug Pralsetinib
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Hainan Province, Haikou 570216, China; 2.Chinese Evidence-based Medicine Center, West China Hospital, Sichuan University,
Chengdu 610041, China)

ABSTRACT: OBJECTIVE To mine and analysis the adverse drug reaction(ADR) signals of the new antitumor drug
pralsetinib, in order to provide references for safe clinical medication. METHODS Based on data of Center for ADR
Monitoring of Hainan Province from September 2020 to July 2021, the ROR and the MHRA were adopted to mine the ADR risk
signals of pralsetinib. RESULTS According to System Organ Classification in the Medical Dictionary for Regular Activities,
the ADR damage of pralsetinib was mainly concentrated in various examination indicators(39.6%), blood and lymphatic system
diseases(20.8%), and hepatobiliary system diseases(14.6%); Five ADR risk signals of pralsetinib had been mined by the ROR
and the MHRA methods, which were granulocytopenia, myelosuppression, hepatic function abnormal, alanine aminotransferase
increase, aspartate aminotransferase increase. In clinical medication, that still needed to be alert to some suspicious signals such
as renal impairment, acute myocardial infarction, especially the potential adverse reactions not mentioned in the instructions.
CONCLUSION ADR risk signals of pralsetinib are effectively mined by the ROR and the MHRA methods. In clinical
medication, attention should be paid to the ADRs of plastectinib, in order to provide references for safe clinical medication.

KEYWORDS: pralsetinib; adverse reactions; signal mining; the ratio imbalance method; comprehensive standard method
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Tab. 1 Fourfold table of disproportionality analysis

25 Fi#n ADR #ie75 % HAlh ADR #1275 %4 &Hit
H bRl a b a+b
HoAlu2 i c d ct+d
A1t a+c b+d a+b+c+d

2 ROR . MHRA 38 A & X H
Tab. 2 Formulas and thresholds of ROR and MHRA methods
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Tab. 3 Gender and age distribution of patients in ADR
cases
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Tab. 4 Distribution of the effect of ADR on the primary
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Tab. 5 Distribution of occurrence time of ADR
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Note: “Each report might have multiple adverse reactions involving
multiple system organs, and the total number of cases were>28. "Adverse
reactions not mentioned in the drug instruction.
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Tab. 7 Pralsetinib adverse reaction signal
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JFZae s 4 8.3 29.19 0.000 1 31.94 10.97 92.98 Y Y
AR AT & 3 6.3 68.95 0.000 1 87.48 23.61 324.13 Y Y
RINERA R AR RT = 3 6.3 68.95 0.000 1 87.48 23.61 324.13 Y Y

W Y Rk,
Note: Y meant there was a detected signal.
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