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Abstract: Objective To detect and analyze the adverse events signal related to molnupiravir based on Japanese Adverse Drug Event
Report database in order to provide references for the safely clinical use of molnupiravir. Methods The signal value of adverse drug
events (ADE) related to molnupiravir in Japanese Adverse Drug Event Report database from April 2004 to March 2023 until now was
calculated by using reporting odds ratio (ROR) method and Medicines and Healthcare Products Regulatory Agency (MHRA) method.
Results A total of 550 ADE reports related to molnupiravir were searched out, in which the proportion of female was 43.09%, the
proportion of male was 48.73%, the male to female ratio was 1.13:1, the proportion of people aged 55 and above was 81.82%. 32 ADE
signals related 12 system organs class (SOC) were founded, which were mainly distributed in infections and infestations, general
disorders and administration site conditions, gastrointestinal disorders, skin and subcutaneous tissue disorders and investigations. ADES
such as COVID-19 pneumonia, COVID-19, deafness unilateral and aspiration showed strong signals. Conclusion The newly founded
ADE signals in this study provided a useful supplement to the safety information recorded in the instruction which enlightened the
medical stuff that proper monitoring, intervention and clinical treatment to relevant ADEs should be strengthened to ensure the safety
of patients.
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Fig. 1 Four information tables included in JADER
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W, Lotk b 43.09%, FiESEE 48.73%, B
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Table 1 Characteristics of ADE reports related to molnupiravir

TiH n/#i i /% i H n/f5i i /%
P51 B 268 48.73  [iRkiERA B R R 513 93.27
itk 237 43.09 WAk & 37 6.73
EN 45 818 |ikEHE®Em®  EAE 260 47.27
I 5~14 1 0.18 2y 316 57.45
15~24 6 1.09 FoAth g7 (R 18 T AL 45 8.18
25~34 18 3.27 T8 P B A AR R R T AL 16 291
35~44 24 436 PREFEMZESE 2022 5 1 FE 186 33.82
45~54 40 7.27 2022 5 2 T 135 24.55
55~64 65 11.82 2022 5 3 L 166 30.18
65~74 133 24.18 2022 5 4 T 63 11.45
75~84 150 27.27 |GG P 224 30.98
85~-94 70 12.73 U561 106 14.66
95~104 6 1.09 KUFFE IR At R 51 27 3.73
IIN 1 0.18 P A i AR 1 0.14
EAGE 26 473 Vg 149 20.61
KA 10 1.82 E Nt 216 29.88

a: BBl Z AR E B R G b “HIATEAL” Ttk ADE IS, R A s I B
a: some cases were reported by multiple reporters; b: “outcome” item is counted according to the number of ADE cases, and the remaining items are
counted according to the number of reported cases

#2 RipNFARRABPIRENTRRE
Table 2 ADRs recorded in the instruction of molnupiravir
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# 3 Hi&hF ADE {55 SOC # PT 370
Table 3 SOCs and PTs of ADE signals related to molnupiravir

SOC Ri& /4l PT n/ ROR (95%CI) PRR (%)
Y RAZ PP 139 COVID-19? 91  109.86 (87.85, 137.38) 97.69 (8147.58)
TGN 58 @ 22 14.80 (9.67, 22.66) 14.38 (259.31)
COVID-19 fiifi % @ 21  155.35 (98.97, 243.86)  150.99 (2 754.49)
YT Mt 2 @ 5 4.47 (1.85, 10.79) 4.45 (10.14)
A B M SR A Bl . 96 FETC @ 41 9.82 (7.16, 13.47) 9.32 (296.57)
NRFEM 32 23221 (159.78, 337.46) 221.97 (6103.42)
T i AL 17 11.64 (7.19, 18.87) 11.39 (150.37)
PRI 6 21.25 (9.47, 47.67) 21.08 (94.54)
B W R 405 78 1G5 19 3.17 (2.01, 5.01) 3.12 (25.41)
RIIT 18 3.83 (2.4, 6.11) 3.76 (33.88)
nE 13 3.32 (1.92, 5.76) 3.28 (18.48)
e 10 6.4 (3.42, 11.96) 6.33 (39.62)
fgiim 2 8.63 (4.47, 16.68) 8.54 (52.43)
5 WA AL 2 14.27 (7.38, 27.60) 14.10 (96.22)
Rk e T A 32 hEHEE e 1 11.67 (6.42, 21.2) 11.50 (94.81)
2% @ 10 2.03 (1.08, 3.78) 2.01 (415
E8)iRy 3.29 (1.64, 6.61) 3.26 (10.42)
KR 7% @ 3 25.04 (8.00, 78.39) 24.94 (46.45)
HRE 19 M AN FE AL 2 16 16.14 (9.81, 26.55) 15.81 (205.90)
Fl FrAm e fb Ll 2 v @ 6.71 (2.15, 20.89) 6.68 (9.34)
MFIR RS0 M K O BB 17 R @ 28.25 (12.57, 63.46) 28.02 (128.60)
e 8.5 (3.80, 19.01) 8.44 (32.13)
W 2R G5 @ 5 13.41 (5.55, 32.42) 13.32 (45.04)
R B8 TR 16 SRR @ 12 2.39 (1.35, 4.22) 2.36 (8.16)
MESEpEAG @ 4 19.66 (7.32, 52.78) 19.55 (52.54)
KRME RGN 13 FiHsk 9 2.44 (1.26, 4.71) 242 (6.2)
= 2 4 3.26 (1.22, 8.72) 3.25 (4.18)
B R KA PR 2R B 12 JRUERE 2 12 5.24 (2.96, 9.28) 5.17 (36.33)
FE AR 12 Z1%8 2 8 6.99 (3.48, 14.06) 6.93 (34.79)
215, P e 4 9.59 (3.58, 25.68) 9.54 (22.53)
o I35 B B 7 LEER R 7 3.30 (1.56, 6.94) 3.27 (8.9)
B Rk 5% 4 B E 4 89.28 (32.66, 244.01)  88.79 (253.03)

a JZ it S R ) ADE
a is ADE not included in the drug instructions
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AT LSRR, L R EErE R 215 S EAAR
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2 H HT ORI 95 DR 455 1 B R IR e, A S
BR¥E H COVID-19 A B th ] §E 5 20T Jy 4 2113141,
K, % ADE {55 5 50k 5 2 18] () R S 0% & it
ARETEAE . HFFEE R RATNAE 2R TT i 72
HOCHEAROC ADE, K AT BB LR . S 4b,
MRAR . A FRAS, E PrndEfb EL 2T e
HInpl 5 v 55 ADE F]fg/e COVID-19 /gL iz itk
JEONENE . f&EAE ) Im RIS, FrLL, 87
T FEE AH I IR I 14 B9 9 B A B 9 R 36 U X 4
SER, FFRMTRREER LTS .

AT 5T B 7 5 B T TR IR S ) %
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TRt —EZ%.

FBEFR HAGEAFARALEF G R

SE R

[1]  &Be, TO5, frims, & WA R iIEBUR R A —
EIDD-2801 [J]. IfapKZ§#pias7 k&, 2020, 18(7): 12-15.

[2] Laurini G S, Montanaro N, Motola D. Safety profile of
molnupiravir in the treatment of COVID-19: A descriptive
study based on FAERS data [J]. J Clin Med, 2022, 12(1):
34

[3] Singh A K, Singh A, Singh R, et al. Molnupiravir in
COVID-19: A systematic review of literature [J]. Diabetes
Metab Syndr, 2021, 15(6): 102329.

[4] Tian L, Pang Z, Li M, et al. Molnupiravir and its antiviral
activity against COVID-19 [J]. Front Immunol, 2022, 13:
855496.

[5] HAELENEE. Hia o+ 71 2 EEED R
A FAZ D v T [EB/OL]. (2021-12-24) [2023-01-24].
https://www.mhlw.go.jp/stf/inewpage_23047.html.

[6] [EZZ M E TR, 52 R N 2 S L HEER

(7]

(8]

(9]

[10]

[11]

[12]

[13]

[14]

[15]

[16]

YO IR A T HUR R R 9T 29 B v B A IR ZE i O
[EB/OL]. (2022-12-30) [2023-01-24]. https://www.nmpa.
gov.cn/directory/web/nmpa/yaowen/ypjgyw/2022123015
2354151.html.

Hatahira H, Abe J, Hane Y, et al. Drug-induced gingival
hyperplasia: A retrospective study using spontaneous
reporting system databases [J]. J Pharm Health Care Sci,
2017, 3: 19.

PR, BORE, PR, & ESNMUR Y E AR
FEW L R &Y [ E Wiy, 2021, 38(4):
265-273.

KR, 2B S R M. RS LR AR
FHOR A, 2009: 217-221.

TR, B, Bt % FET FAERS HRTEAR BB
KA R REAF S4248 [J]. - E 2555, 2022, 33(16):
2006-2011.

Singh A K, Singh A, Singh R, et al. An updated practical
guideline on use of molnupiravir and comparison with
agents having emergency use authorization for treatment
of COVID-19 [J]. Diabetes Metab Syndr, 2022, 16(2):
102396.

Masyeni S, Ighrammullah M, Frediansyah A, et al.
Molnupiravir: A lethal mutagenic drug against rapidly
mutating severe acute respiratory syndrome coronavirus 2-
A narrative review [J]. J Med Virol, 2022, 94(7): 3006-
3016.

Ao, IREE. hETNERRY M) G %
BB BOR A, 2017: 149.

FKFFE. COVID-19 A5 WT J1451 2K A e R 45 w B ALl
[D]. M PURgEEFR} K2, 2021

G, BRITHLMEE 25 N R =01 ghda e AR FR)
[M]. BEAt: AREE RS H hAE, 2018: 18-19.

ExR DARREEDAT, BxhEYREGEH. kT
EIACET B SR B R G BRI 1297 T R GRAT I
i) FIEH [EB/OL]. (2023-01-13) [2023-01-24]. http://
www.nhc.gov.cn/ylyjs/pqt/202301/ad34a9b598654b90a5
€8c99440cce21b.shtml.

[Fitmit &iR]


https://www.nmpa/

