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Mining and analysis of adverse event signals for mavacamten based on FAERS
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Abstract: Objective To mine and analyze potential adverse drug event signals associated with mavacamten based on the FAERS,
providing reference for clinical medication safety. Methods Using the online pharmacovigilance tool Open Vigil version 2.1, adverse
drug event reports related to mavacamten in the FAERS database from April 1, 2022, to September 30, 2024, were collected. Data
mining was performed utilizing the reporting odds ratio (ROR) and proportional reporting ratio (PRR) methods. Results After data
cleaning, a total of 1 802 adverse drug event reports related to mavacamten were collected, identifying 43 valid adverse drug event
signals. The most frequently occurring adverse drug event signals were consistent with those specified in the product labeling.
Additionally, 30 adverse drug event signals, including atrial fibrillation, nasopharyngitis, weight gain, urinary tract infection, and
hypertension, were identified that were not mentioned in the product labeling. Conclusion When clinically applying mavacamten, it
is crucial to not only monitor the adverse drug events explicitly listed in the product labeling but also to remain vigilant for unmentioned
adverse drug events such as atrial fibrillation, nasopharyngitis, urinary tract infection, weight gain, and hypertension. Prior to and
during treatment, patient LVEF should be monitored to prevent severe adverse reactions such as LVEF reduction and heart failure,
ensuring medication safety for patients.
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Table 1 Fourfold table of measures of disproportionality
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Table 2 Calculation formulas and thresholds for ROR method and PRR method
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Table 3 Basic information of mavacamten adverse event
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Table 4 Top 20 of mavacamten related adverse event signals
s PT socC e Ek ROR PRR
1 IR X WP R4 B K BRI 122 3.055 2.921
2 LEEs 2R B 112 16.782 15.773
3 kE HRME RGN 101 3.175 3.046
4 BT WP R GE . R AR R 67 3.884 3.779
5 R ENG N BREE 49 2.631 2.590
6 o ZE S E AL HEK A 48 38.292 37.232
7 JREEIERGE TR [ A5 G SR 48 2.977 2.931
8 L JixE 2R B 46 6.860 6.724
9 miLE" I8 5 bk L 2% 41 2.664 2.625
10 D0E O k2R B 40 5.904 5.781
11 Hdm OIS B 38 3.771 3.710
12 R AR O 2% B 36 2.445 2.417
13 ®JK FRME RGIEIA 22 3.770 3.732
14 KK S LIRSt A ST 22 2.762 2.742
15 FW" B W R85 20 14.558 14.383
16 BEERAKR" B W R85 19 3.784 3.753
17 JEAIE OIS B 17 2.509 2.494
18 &ZFER” WP RS K @ 17 2.055 2.044
19 HFELshESRE HRE 16 151.984 150.619
20 RIS N N N GRS 16 2.183 2.174

A AR A RS

* the label does not mention adverse events.

x5 BEIRESEEHSER 20 LA REH (% RORHF)
Table 5 Top 20 of mavacamten related adverse event signal intensity (sorted by ROR)

5 PT socC 513k ROR PRR
1 HELESE e N 16 151.980 150.619
2 T ESin s B e N 48 38.290 37.232
3 URZEThRERES OIS B 3 36.510 36.440
4 LEIE DR B 5 20.890 20.827
5  TARPERHALT DR B 9 18.970 18.869
6 LEEE DR B 112 16.780 15.773
7 DR KRN E 4 15.340 15.307
8  RHEM" R B 7R 3 15.340 15.307
9 W B W R 45 20 14.560 14.383

10 Ll DR B 4 10.190 10.163
11 R BRIk G AR YA 10 10.009 9.951
12 =EhoshidE DERS B 7 7.840 7.812
13 miER" OIS B R 6 7.684 7.659
14 ZFMEAMLGE OIS B 4 7.647 7.630
15 S O RE 2R B R 46 6.860 6.724
16 LB DR B 40 5.904 5.781
17 R AU B TR 8 5.822 5.801
18 MM LR OERSE 3 5.796 5.787
19 R B U B A PR R G T 3 5.574 5.565
20 JERE AR B 7T 6 4.801 4.788
TR R R

* the label does not mention adverse events.
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Table 6 Frequency and SOC distribution of mavacamten adverse event signals

socC LIPS B3R IS R N

LA R S AN R

o RS B R

WP RGeS NRR R PRI (122)

L JIESE (46) « 0F (40D . MW (38) .
T (36) « BESAE (17) Kb
EIW (5) . WHThRERRS (3)

DFEEE) (112) o DR (14) « ZRIE
KHAE (9 . LEHEN (8) « EHL
Bl (7)) C mIAER (6) . =M
W4E (4)  REEPECHUR (3

WA (67) . BSER (17D . Jih (16)
Flrpd i (3

FRIE RGITR kg (101D « &R (22) .« SkFAE (6) AAFMERE (4
HRR A FEOES M (48) | EAELsER RSN 49 . mESHE (100 . O
H(16) E (D

JRGe T AR ST PR, (48) « HBESE (1D . &RIE
FEYL (10

YRR FR (20 - BEERTHE (19 . WA
R (15

145 55 9k B4 28 EIE (41)

B N INAR= g YN AR KR (22)

U]

NI &= =TS SR (8) . JERE (6) . KRB (3)

AR5 B B FEE (13)

B i % A R R B0 W (8) « 2R (3)

2 RIS BEL P A JEE AR L N RS 258, Lotk i
HAEH LSRR &, HARA REA M RA
RSP Hm. BHFEEENA R FEARE AT
Forb i, TR S 2 BRI AR B A . 2
SEEERTAEEYEE N SO MEERR. 2
P2 Dy Re ViR DL R #6532 2 216 T SR 3, AT 2
YRR SRR, A RO AR ZAH b At A
E S ANREMS PIRER B EE, XS
YRR R ESRE F LA FAERS HH36E FDA
WAL K
32 ARmiEAPREANFIREN

AT 5T LS ROR 7441 PRR LT 542
I8, LI R) 43 NMEBARFMHE T EREIIK
BT 20 {9 PT ", 230 PT CL7E 25 PR 1,
HH WA B S5 Ut B PR — 2, A HEIF A
M. k. LVEF B#%. O 5. O, k. &
R BN L RGEE P OB B S 4, IX R I ARHT
FaE R EAR EATSEE

I ) e Sk o2 2 AR L 2R e LI AN R
i, TEART R Fcdi i B 4 0 R R 1. 3 6r, H
5 AR 0 3 A 2 VA G o o0 S5 v it

FARIARZG U BRSSO R F4E, fEA
WA B R AR (55 50 HEA S5
SERT, IXFFRIGE T AHE U 45 R B B 1 T 5
Yo SECO B AR R S AR R A 7k
WUAVER, w8l A O B W 4E ThReka g A< @, i
NP R E . R DF . O, TFROKI A R
FERT R 5 AR 2R 5] B ORI AR D RE RIS 0. [
I, BEEA AR, R4 N LN i Y
ST HTR A Bk BN R R L B RS
O NBOKI SRR R, FFRE X B O
MEDIREHEATVRAY,  DAB YO R A0 T 32 I RS . M
RN, sl O R AT RERE NI 4K
LI F B 735 (1) A 1

75 N AR LRI TT R A6 T R, B 0Bh
EIRE EE VP LVEF 2 TR O /38 I E B F B . A
WEFE e, O R LVEF K0 e S 5
SEFEHEA R AIAEE 1. 2 7, FERIX AR5
RPN IR S, X SRR 745 AL, 3T 1
(%) 22 T [l J {4 it 7 ks, B4R ZR W] 8 LVEF F#
K719, 7 EXPLORER-HCM 7t , %1296
ST LVEF AHEELRKF R T4 4%, 1



+3226 HE39BFE 12 2024FE12 H

AR b A

Drugs & Clinic Vol. 39 No. 12 December 2024

LRIFINHANFEMLT 0.01%. TR, Bkl
R 6% (741 HIEFHZLD T Al LVEF [%
&, MHEEKE<50%, HIEFIESZ 8 G, A
A B EW LVEF Bl It 2 50%LL B, SR,
FE4E % o [ H 3 1 EXPLORER-CN 036t , AR %2
AT AT 35 1) LVEF KR 50% UL FE. 5
EXPLORER-HCM A [Alf#)7&, EXPLORER-CN K
TR 2.5 mg #24AFE, M EXPLORER-
HCM K278 N 5 mg. UL ERF R REI R
FE LVEF KA e S4mEA <. Bk, N
THBHFAR LR IATT HH IS LVEF FAAR DA K T8 Ay ™
[P0 J13E v, AEIRIT W E4T LVEF Ml &,
HAEVRTT R Sl P, ARYE LVEF M3has
ALY, KRR DA B S
IRA, PRbE S 24,

33 ARSI RRE

B Ut B 48 LA R RBL, A 7838 K IAE )
RS S IR EEHEA R 20 A2 PT thia 24N Rk
ULBH PR N, RO S EE . SR 28 AT S 0
JREGIEG. . mlli . R, G5 %. T, B
BE R BFER W ZRLHAE. O
Wi REER. O, aRmiEEge. =
PO, mILAEE. AN, R, B
BB 2R ERE.

TEAB TS, OB R R A R R
HRLRAS S BIIHAE AL, O s BB RS B0
PRS2 67, E9mBEmiEe, &N D&
T BRI EAG A R 2 — . T8I 1 Tl pRAT
FRRRO, FEIRPZRIGIT A, Bk B S )
KAEFRN 1%, BFEE T EXPLORER-HCME!
(2%) F VALOR-HCMPY (3.6%) TG RIRE
BIT LT B R A R . X SRR R, FOAREL
ZRAE B S S A 14 T B 5 0 B Bl R AE TR
B SGINAR DG . SR, 5SRO B AR E RO
5 R TR IR O, R AERA N
20%22, (Rl E I AR LR 5 0 s B A A R R SROG &
TR D T EATH N A, AT FOR IO
FAEh . MOS0 R
{55, £ EXPLORER-CN F G #E, HHEo
D Ahal . SV S A ThRE RS % 1 410 (1.9%),
{HZHE T IAEE A B B TLIUA R F 443 5 54K
TR,

TR AN I G S A HE S S 4, iR

HTRe 5 AR AR . FECIIMR A
EMERZF 2R, SRR FLLNIThRERE
5. AL EYIKMERE LVEF %%, s 0 ks
KR, Wik, i HEARIIZR TS5 LVEF
B, X ATRES ARSI R AEAE OGEL, 4R
1M, HAETHUESR IR A IR, AR WAE S il ikiE
DAL 75 B2 — 2 PR I PR AT 9 A B i 8 7 S v o

A EEE SmE R, RPZAR
FHSBEAIZTRAAE R, Halge S5 H ol ko
JI3E R AHOC . (RO )38 i, WARAA I
S, TICAN HIEE (1) 32 BERFE 2 — B Dy ey if 25 5129
Ak, 0 )3 vE SR O D BE R P2 51 R KR
WAL, PRI, AT 51K A SRR o
PR B AN 2 3 — 0 T S50 o 2 1 A
JoE, IR TT BE T L, T R v O R . A
LRI, FARFIZR S i RS A 5%, s I
RS EAAT P HERBEER . BHAT, IRK L
DINEE X i SR T T s 4= | B S R o= D AL S P
I, ERHESAREILZR Y, R AR A A e I
OCHM & rh, N g I He d il o

JREIECEE O LSS T RE A B AR L2 R L ) A
R#MF, EARPIRHHESREHAE . A0,
7E EXPLORER-HCM {36, I R HLZR AT 4Ly
AN 123 %, HdhE 2 s EEERT I RE T
N7 A LI B

WP R4 1 e R A DG AN R R R AR
ot mr, B WL REIR R A, S g8, 5
FE95 . VTR LA SR AR VLR T R R . Hop
S0 98 AR AT T RS BOHEEE 4 A, 75 AR
IR o KA, $en T REMn RS
HALZRAEIC, (HE T H AT oA Sk oE, Bk
BL AN B o

BeAk,  AHE R R IR 2R 0] BE 5 200K B
Jeo KW T B EERIM - R R
S NEEA BN, XS AR E U B . it
) RS TR, A SR TR R AR B B A
B, H ET GOV X A RS S AR AR R A
RRKFZR. Fk, HEMAEESHILERIS, &
%5 N 53 B ZAG) R AR AR A R RS, BT 2
WA R REVTART B 7 a4 it
3.4 WHRBERME

AR FiIET FAERS i X AR L= AT A
RFME 51290, (H R T2 IR AR i 2517



EI90EBFE12H 2024FE 128 AR & 5l &

Drugs & Clinic

Vol. 39 No. 12 December 2024 -+ 3227

FE— 32 B R BR 4 : CO AR 5T K H 1 OpenVigil 2.1
HAor & REEICEA e B eE B, HdRm
ﬁgﬁﬁ%ﬂ%,@fﬁa$#ﬁm%ﬁiﬂ%ﬁ
FESR R . (2) FADZRAEE WA BT e, AH
KA B HEAF MR TR BB X B =, AR T8
RIS 43 AT BEAS R F A5 5 B I JovE SR
HEERAEE . (3 AFAMA R F G T2k
HEE, HEHRGIBERD, TTRAEE—E MFh %
iffi. (4) AHFFET ROR 241 PRR 4235 211
N RFMHESNRABRIRES WA R FAHE
Guit5 LARAEAR D, A0 BT 2 I PR AT 0 AN B8
tH A e 45 R UEZ A 58 E A R FAHE 5 1)
RERTE
4 LHiL

AW G KT FAERS Hd Fe v B4l Z8
W JE A R BG5S T2 5 00, IR A0
TR A R FHE 5 5 24 5 v B 15 A SOk ik
A= IR FEHE WA B SR
WAE. Sk, LVEF [#M(K. O Ji%m . OERIRIE
%o fERIRBI Y, BT/ E SOCEZ Mt
CUAIIAS RS A4, GRG0 5 BBl B 45
PREFIEG . PRBTEEIGIN. oy R 55 24 5 S ok
eI REA . EHZRT ALt e, M)
WS =35 1 LVEF, 8% LVEF KT 50%. 0715
T EAR RN RE, DR EE w4

FBRR HAGEAFARFLEF SN R

SE R

[11 T ERRAAEERLC IR 2 W 56T 1R R 2023 [J].
R4, 2023, 38(1): 1-33.

[21 o=, k& AiEwE, 5 ORGSR
VR AT SR AR [J]. R AR, 2023,
39(5): 596-599.

81 Zn, BER, TH, & CUUWLERE B 06 H6 7 AL
JERLC WU I BE Fo i [3]. P E 255, 2023, 34(21):
2684-2688.

[4] Braunwald E, Saberi S, Abraham T P, et al. Mavacamten:
A first-in-class myosin inhibitor for obstructive hypertrophic
cardiomyopathy [J]. Eur Heart J, 2023, 44(44): 4622-
4633.

[6] = CH, XU, LBRER 3 #4057 Mavacamten ¥647 I
BEROIEM AR [3]. R EO R, 2023,
21(9): 804-808.

[6] Ommen S R, Mital S, Burke M A, et al. 2020 AHA/ACC
guideline for the diagnosis and treatment of patients with

(7]

(8]

(9]

[10]

[11]

[12]

[13]

[14]

[18]

[16]

[17]

[18]

hypertrophic cardiomyopathy: Executive summary: A
report of the American College of Cardiology/American
Heart Association Joint Committee on clinical practice
guidelines [J]. Circulation, 2020, 142(25): e533-e557.
Kawas R F, Anderson R L, Ingle S R B, et al. A small-
molecule modulator of cardiac myosin acts on multiple
stages of the myosin chemomechanical cycle [J]. J Biol
Chem, 2017, 292(40): 16571-16577.

Olivotto I, Oreziak A, Barriales-Villa R,
Mavacamten for treatment of symptomatic obstructive
hypertrophic cardiomyopathy (EXPLORER-HCM): A
randomised, double-blind, placebo-controlled, phase 3
trial [J]. Lancet, 2020, 396(10253): 759-769.

Tian Z, Li L W, Li XY, et al. Effect of mavacamten on
Chinese patients with symptomatic obstructive hypertrophic
cardiomyopathy: The EXPLORER-CN randomized
clinical trial [J]. JAMA Cardiol, 2023, 8(10): 957-965.
Tieu C, Breder C D. A critical evaluation of safety signal
analysis using algorithmic standardised MedDRA queries
[J]. Drug Saf, 2018, 41(12): 1375-1385.

Olivotto I, Maron M S, Adabag A S, et al. Gender-related
differences in the clinical presentation and outcome of

et al.

hypertrophic cardiomyopathy [J]. J Am Coll Cardiol,
2005, 46(3): 480-487.

Wang Y L, Wang J Z, Zou Y B, et al. Female sex is
associated with worse prognosis in patients with
hypertrophic cardiomyopathy in China [J]. PloS One,
2014, 9(7): €102969.
TR, FMEHE, VREE,
MaER [ PEE
13(6): 103-107.
Hdtn, xI5E. EMZEANAR 2R 31 P
E# 24 5k 24 &, 2015, 34(9): 649-652.

Kaufman D W, Kelly J P, Rosenberg L, et al. Recent

F Fifb Co LA s PR A 2L )
FHIE A B TRR, 2021,

patterns of medication use in the ambulatory adult
population of the United States: The slone survey [J].
JAMA, 2002, 287(3): 337-344.

Bello J, Pellegrini M V. Mavacamten [A]// StatPearls [M].
Treasure Island (FL): StatPearls Publishing, 2024. (2024-
08-21) [2024-09-27].
NBK582152/.
TR, ZEME, kA, & M ONUNIERE B
?FU??UY’SFHE};@AUERFE‘J%AZfi*ﬂ;z%@E‘J Meta 4y
#r [JOL]. HE4RIE2E, 1-9. [2024-12-09]. hitp://kns.
cnki.net/kems/detail/13.1222.R.20240717.0953.010.html.
Yacoub M S, EI-Nakhal T, Hasabo E A, et al. A systematic
review and meta-analysis of the efficacy and safety of
mavacamten therapy in international cohort of 524 patients

https://www.ncbi.nlm.nih.gov/books/


https://www.ncbi.nlm.nih.gov/books/

« 3228 -

FEIOEE12H 2024FE12 H

AR b A

Drugs & Clinic Vol. 39 No. 12 December 2024

[19]

[20]

[21]

with hypertrophic cardiomyopathy [J]. Heart Fail Rev,
2024, 29(2): 479-496.

Yassen M, Changal K, Busken J, et al. The efficacy of
cardiac myosin inhibitors versus placebo in patients with
symptomatic hypertrophic cardiomyopathy: A meta-
analysis and systematic review [J]. Am J Cardiol, 2024,
210: 219-224.

Castrichini M, Alsidawi S, Geske J B, et al. Incidence of
newly recognized atrial fibrillation in patients with
obstructive hypertrophic cardiomyopathy treated with
mavacamten [J]. Heart Rhythm, 2024, 21(10): 2065-2067.
Desai M Y, Owens A, Geske J B, et al. Myosin inhibition
in patients with obstructive hypertrophic cardiomyopathy
referred for septal reduction therapy [J]. J Am Coll
Cardiol, 2022, 80(2): 95-108.

[22]

[23]

[24]

[25]

Rowin E J, Hausvater A, Link M S, et al. Clinical profile
and consequences of atrial fibrillation in hypertrophic
cardiomyopathy [J]. Circulation, 2017, 136(25): 2420-
2436.

XU, XN, FK, . 2020 BEHTAR (ACC 2RI
ARE BT IR Mk (3] E.CmE 4R
PR 4% &, 2020, 27(12): 1389-1392.
BRGSO ) 3 R T RS DR AL R PR 3R
I3 I 5 0 D15 Gy BU AT R R AT [D]. EER:
r N BT 28 il 2 22 B2 K27, 2023,

Maurizi N, Antiochos P, Muller O, et al. Accelerated
hypertension following mavacamten introduction in
severe obstructive hypertrophic cardiomyopathy with
hypertension: A case report [J]. Eur Heart J Case Rep,
2024, 8(9): ytae450.

[FiEmE &E]



