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Mining and analysis of adverse event signals of rasagiline mesylate based
on the FAERS and JADER databases
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[ Abstract] Objective: To explore and analyze the adverse drug events ( ADEs) of rasagiline mesylate after
its launch, in order to improve the safety and rationality of clinical medication. Methods; Adverse event reports of
rasagiline mesylate from May 2006 to September 2024 were searched and extracted from the FDA Adverse Event
Reporting System ( FAERS) in the United States and the Japanese Adverse Drug Event Report Database (JADER).
The reporting odds ratio ( ROR) and proportional reporting ratio (PRR) methods were used to process and analyze
the data. Positive signals were screened and compared with the instructions to identify potential new drug adverse
reactions. Results; A total of 7303 and 1263 ADE reports with rasagiline mesylate as the primary suspected drug

were screened from the two databases, respectively, and 122 and 45 positive signals were obtained, involving 16
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and 10 SOCs. There were slightly more female patients than male patients who experience adverse events, with the
highest proportion being elderly patients (aged =65 years). Most cases experienced adverse reactions within one
month after medication. The top three reported ADE signals in the FAERS database were falls, tremors, and
dizziness, while the top three correlated ADE signals were sexual abnormalities (ROR =266.23, PRR =266.08) ,
sudden sleep (ROR =167.63, PRR =166.97), and cerebral hypoperfusion ( ROR =129.75, PRR =129.62).
The top three ADE signals reported in the JADER database were hallucinations, visual hallucinations, and falls.
The top three ADE signals with high correlation were orthostatic hypotension ( ROR =226.93, PRR =216.91),
blood pressure fluctuations (ROR =212.31, PRR =208.63), and sudden sleep (ROR =181.89, PRR =179.6).
It mainly involved various neurological diseases, mental illnesses, various injuries, poisoning and operational
complications, vascular and lymphatic diseases, etc. Forty-seven ADEs not included in the instruction manual were
identified, including safety warning signals such as infectious aspiration pneumonia, cerebral infarction, rapid eye
movement sleep behavior disorder, aortic dissection, etc. Conclusion: When using rasagiline mesylate in clinical
practice, in addition to paying attention to the ADEs already mentioned in the instructions, it is also necessary to

pay attention to new suspected ADEs, and take intervention measures when necessary to ensure the safe and

effective use of the drug for patients.
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F 3 WUH MBS AT 20 A2y PT
¥ [{ FAERS
75
PT 151 %5 ROR(95% CI) PRR (x*)
1 7] 175 4.29(3.70 ~4.99) 4.21(431.29)
2 =30 162 8.04(6.88 ~9.4) 7.88(975.45)
3 DR 146 2.41(2.05~2.84) 2.38(118.17)
4 %158 123 13.85(11.59 ~16.55) 13.63 (1 438.63)
5 iz B R 118 23.85(19.87 ~28.61) 23.48(2 532.43)
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13 BiRER 50 3.27(2.48 ~4.32) 3.26(78.28)
14 1L & T 50 2.65(2.01 ~3.50) 2.64(51.14)
15 - i % g 43 3.93(2.91 ~5.30) 3.91(93.34)
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17 LD i o L 38 3.42(2.49 ~4.71) 3.41(64.77)
18 EEE 34 3.48(2.48 ~4.87) 3.47(59.70)
19 75 1A ] e 33 2.85(2.03 ~4.02) 2.84(39.51)
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75
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2 £ 98 - 6 75 114.74(89.00 ~147.92) 107.99(6 649.48)
3 e 68 15.36(11.99 ~19.67) 14.59(841.53)
4 B IR 56 226.93(165.71 ~310.76) 216.91(8 633.72)
5 4233 37 15.60(11.20 ~21.73) 15.18(477.73)
6 B 33 17.54(12.35 ~24.91) 17.11(486.13)
7 5% 23 9.08(5.99 ~13.76) 8.93(159.79)
8 I=SLSIPN 23 4.20(2.77 ~6.35) 4.14(54.57)

9 1ML % 22 212.31(129.56 ~347.91) 208.63(3 296.17)
10 iZ BRI 21 29.20(18.76 ~45.44) 28.73(534.53)
11 TR G A i 48 18 5.50(3.44 ~8.78) 5.43(64.65)
12 BUCREME 17 3.07(1.90 ~4.97) 3.05(23.35)

13 B HRGR 17 2.22(1.37 ~3.59) 2.20(11.21)
14 58 K B HIR 16 181.89(103. 16 ~320.69) 179.6(2 142.37)
15 1L T 15 3.12(1.87 ~5.20) 3.10(21.26)
16 & 1ML 14 3.99(2.35 ~6.78) 3.96(30.85)
17 T4 12 35.62(19.82 ~64.03) 35.30(375.88)
18 ik 1k % A 12 2.28(1.29 ~4.02) 2.26(8.47)

19 1L R 47 A AE 11 13.93(7.64 ~25.40) 13.81(127.62)
20 BUUKFE TR 11 2.96(1.63 ~5.37) 2.95(14.10)
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x4 HOPHZESREHAA 20 A2y PT
%[ FAERS
P
PT f1 % ROR(95% CI) PRR(x*)

1 AR 4 266.23(98.03 ~723.04) 266.08(1 016.85)
2 5% R R IR 29 167.63(115.9 ~242.47) 166.97(4 670.65)
3 i 3 S B 7 129.75(61.40 ~274.17) 129.62(876.85)
4 EAuN &y Sen s 7 129.05(61.08 ~272.68) 128.93(872.14)
5 LRSS 7%\ 4 116.69(43.42 ~313.58) 116.62(450.85)
6 A0 BEME 5 it 3 114.88(36.69 ~359.66) 114.83(332.94)
7 o B 47 ol B 26 106.16(72.02 ~156.49) 105.78(2 657.71)
8 [ 3= 4 2055 AR 12 101.30(57.26 ~179.19) 101.13(1 172.40)
9 K i 3 95.64(30.60 ~298.96) 95.60(276.98)
10 14 9 16 92.01(56.16 ~150.77) 91.81(1418.22)
11 T Bl HIR B AR AT Ry o 4 91.4(34.07 ~245.20) 91.35(352.76)
12 & A RE 18 74.7(46.92 ~118.93) 74.52(1291.58)
13 ik Bl & 1R 4 72.54(27.08 ~194.34) 72.50(279.12)
14 = 55k 8 68.42(34.09 ~137.34) 68.35(525.64)
15 BT MR TR 7 6 66.36(29.69 ~148.33) 66.31(382.23)
16 i 1k 7R B 4 49.86(18.64 ~133.35)

17 B 5 1A g 5 44.23(18.35 ~106.61) 49.83(190.02)
18 BRIAAT N 3 42.14(13.54 ~131.14) 44.20(209.78)
19 1 R 4 g 4 23 40.85(27.09 ~61.58) 129.62(876.85)
20 PEBRoT Ik 9 38.66(20.07 ~74.47) 38.61(327.91)

H 7 JADER
P
PT 151 % ROR(95% CI) PRR (x*)
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2 10 JE 33 3 22 212.31(129.56 ~347.91) 208.63(3 296.17)
3 58 % B B 16 181.89(103.16 ~320.69) 179.60(2 142.37)
4 %]9¢ 184 139.69(117.82 ~165.61) 119.48(17 786.80)
5 ]9 - 75 114.74(89 ~147.92) 107.99(6 649.48)
6 EER AR 8 90.36(42.71 ~191.2) 89.80(603.94)
7 I fe 5 4 78.82(27.61 ~225.04) 78.57(268.07)
8 2 3 Nk 5 70.79(27.86 ~179.9) 70.52(303.73)
9 F e 4 5445 3 66.16(19.95 ~219.4) 66.00(171.48)
10 498 12 35.62(19.82 ~64.03) 35.30(375.88)
11 A K 9% 96 SR 750 g S 4 31.98(11.65 ~87.77) 31.89(113.12)
12 32 2y g 21 29.20(18.76 ~45.44) 28.73(534.53)
13 =1 9 26.10(13.34 ~51.04) 25.92(205.96)
14 S A 3 20.67(6.52 ~65.55) 20.63(54.00)
15 B 33 17.54(12.35 ~24.91) 17.11(486.13)
16 BBk 37 15.60(11.2 ~21.73) 15.18(477.73)
17 o el 68 15.36(11.99 ~19.67) 14.59(841.53)
18 MV % L AT 11 13.93(7.64 ~25.4) 13.81(127.62)
19 W # 6 11.31(5.03 ~25.43) 11.26(55.01)
20 P 5 10.18(4.2 ~24.71) 10.15(40.50)
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(8) 5 (5)
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(16) EBh Pk Iz (4) | IR (14) = 1
OV EM 5 e (3) fa%(4)
SOt K BRI (79) KR 8 113 4.60 R & FR K ERRIGR (17) JH 3 39 4.64
AL (8) MRt (6) i PRI (12) Bk (10)
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WA T A5 4 (23) . RTINS B (5) JEE
YT (6) M 43 6 b ol 52 (4) 4 5 R E
£(6) 1 (4)
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(29) G @R (7) PEIF (18) xR (3)
HEILAE R DR (38) LA 4 67 2.73 HRAE Il T 5 (15) 1 15 1.78
VEE e TR (23) I R
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R BAZ G YT AP 4% (28) | 2 31 1.26 BN RS AR R (5) 1 5 0.59
PRI SR (3)
R REFRE  WHE(16) 1 16 0.65 MER G K RI(S) 1 5 0.59
PSR PN
ODWESSE R DR (11) Ak 3h ko 2 14 0.57
JZ(3)
RN ] R (7) e (6) 2 13 0.53
VENE R
Rk EE K BYERZEE(10) B 2 13 0.53
P A B (3)
i 9
Wk R T hEEEE (6) R M 2 10 0.41
LAPIR KR (4)
BFHE R WIRFE - JRZ(8) 1 8 0.33
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AW ARGERI FSIRIEKR(3) 1 3 0.12
i 95 95
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A FEHE T 2 A EHE 53 0 07 2 H A PR R R
T 22 PS 254 ADE #¢45 7 303 F1 1263 iy, ¥
K% 2713 #1840 fi], Hoh R A= F 4R (9 ADE (5 [
wZ, FPMEZRFERIETEEMA A, LLEEK
2, J5 A e % 24 B PR SE [ T A e T A E
5 e A FH IR 8] B K, ADE 4% 45 805 22 49 4 24 b fli
FHAEBR AL 78 4239 1] %) 4 00 40 A O I, 2 HE S
RFEMGLHE THE, SFERBETLU=65 2%
AERRH R R HED AT RE RO BV L E
B W UE SRR YT PD T3 0 Y 0 2R 5 A i 4
KA %, PDB#H =60 % AREH & i 585 w5 T4
FRREMR, FLARRS MR, MU B Goetz 451" 3 3
— I XF 404 5] PD 373K 33 W (R L | 3 3 6 B
55, B SRAR IS X TR VD 22N BN KA R T T Y 5
M, b HE T AR (/NTF 70 %) FIEAE (70 2 L L)
ZE R ENEFERE WA EREEEAES kKL
FEEANR RN . EARAE Gy A R 2019 4E ] fig
JEIR S 2019 4F 4Bk PD S L, UK %y 800 J7
AL HA 65 2L ERE B R R . Bk, It
A 909 % ADE i iic 5t T8 Ui 22460 PS 259 fili
MG &4 ADE fymtml, K255 1 4~ H WA &
ADE 1 5 b i, 3X H R B U 2 0] AR AE TR T 40 1Y)
WK 5% & ADE, 75 76 25 1 48 = 21 . M8k,
A — g {81 7 T V0 2L K A
ADE #7576 K W 6 8 W 2 5 A7 —
ADE JAU:
2 EWEZEHIEHANKEES S

FAERS ¥4 1% 28 0 26 15 20 45 & 4 £ #9 ADE
PEAE 5 122 4 4085 B0HE R BT 10 17 1915 54 o 12
(I3 S = S Ao - L= P 2PN R N E
SEPEAR I R R AR 2 L 4T 3890 B ; ROR i ik
FAHT 10 A7 A5 5 R AR A 98 ke R IR i v
R 2 B R LR A AE P 2 2 AR AR 5 I
sl ) R AT L 3 2 AR K T A e T
JADER %4 )5 28 0 6 454 8] ADE BHYE(S 5 45 4, i)
HEHEA BT 10 AL BAE 5 MR R 4] 58 L] - P e | R
{8 SE PR BB BT A 2 RR R iR
W h iz BB s ROR {HHEA AT 10 A7 195 SR KA
L7 PR L i R 3 2 5 K BB 4T E KT
F M LRAE L G 8 B R g R R 24005 L3
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¥4, FAERS %45 24 & ADE L9 K 16 4> SOC, L),
KM RGP (1086 ), K #l 25 95 05 (485
) , &S5 h B BARAETT AE (277 B)) , A8 5
A 2L (130 i) i 19 K £ . JADER %4l
JEAER ADE 335 & 10 4> SOC, H rhok pit g 28 (304
), M RGP (181 ) , 25 68040 b It
AR IF RIE (138 4] , i A8 5 Ik 120 A8 2R 5205 (96 141] )
B 2 7 X 28 2 5 7 VD A G R B L
1) ADE, i FH B 5 5 50 01

1135 & 2% 4 1iF ( serotonin syndrome, SS) £l & Ifil
JEfa G 2TV 22 36 B FDA 24 & Ud BH 45 v JEAE
) ADE, & A i) ZA 0 B RF A, SS 2 —Fh
0L H AT BEBCAr YA . U SRR R R AR KR
VE RS IR S SR 28 L PR TG 2 38 n A
T RE RN, S 90 % 46 b5 v] BE 17 LR 2 WL 1t 7K
R AN BT o R L T B R I 3 2 Ak
25 ) & AR AR R O, R R, L/ i A B
B AR AEIRE] 70 455 SS AHE ADE {55,
SCHRA 51D 22 R BE BRI 5 %R 0 e T B IO AR AR
(selective serotonin reuptake inhibitor, SSRI) & &
LSS R PIRGE T o U 22 S B0 SS L
AT AR N, FUE 2 B ERE K
Wb = EHE ERRZ EROKCE, T RE RS
FSS RN, oR A BT ST A A L S Ok i )
T,MAO-B K2y sk b £ , W RE R B SR 8
JeRERR T B N B VD SRR R R T AT g
232X MAO-B By E £, T BU™ AR R SN Y K
Ao —H KA SS, Rz BVESE HT Al B8 25, 78 R AF Y
24 h WATIRJHFEBEWE 12 ~ 32 mg 5} il bR, B0 HF
PRI T AL T S N % 50 ~ 100 mg,

o I A R i i DL ) e DR AR E 2 B Sk g IR
W PRI ME o 1 LRI 25 ) R B A, B A R A 0
b RS ) SEATVE AR R e A A
WHIEAZ A0 5] 20 fy 5 5 1l R fE S A DG/ ADE 55,
TE AT AR MAO-B ) 57) i m] R 22 K B T 1 43
FH 24 I 5 Ak v 1t P A 52 s 4010 T ) L
i) 2 A1 Ji) s R R 22 U i T RE 5 M 8 R R R T 25 R
B ERRER AR 2L R O R R R RO
I ol - F R R AEAZ 4K, S B0 B A . A
Fik A R 1) A8 T IR T AR ) R R D LS B
R i, 5 O™ A I, BR Ry I SR o
5% 2 B, 7E R I8 MAO 115 B0 T, £ 6 e 1 1
Y R0 A SR 25 25 S BU™ F W L . B R R
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— {5 A D 0 R e B R S L AR T AR TR] H
BRI 22 (1 ~6 mg-d ™) X i e U, & B
BN 4 6 mg-d I e f5URK R (tyramine-sensi-
tive factor, TSF) ¥4 i1, 51 & 234 hn 1 mg, JLA0] -1y
TSF I T 25% o % B 58 o 38 i I PR AR Ak
it 10 1 790 A R TE M AR O 0 AL T VD R 25X MAO-A
TPERMEI VR, KB4 A1 6 mg-d ™' & S HCOEH I
W 3,4- T HIK 2, — B (3,4-Dihydroxyphenylglycol
DHPG) 5 528 A HLFE AR, X MAO-A H BLA /6 H o
Ty — T K BRI ZE I BIF 5t 2R B, 38 n 35 1 7 22
(1) 31 2 1T BE S B X MAO-B 2k £5 1 14 32 2, AT 410
Hl MAO-A"' . H b L AEHE A B 1 mg - d " A X
MAO-B # il F A5 3 £ M, 7 & 59 m vl 6 7 3%
MAO-B 3 5 14 i 2 1 Fie S Js 1k 358, A1 okt 2 140 7
O R A R AR TR S R S R B
CUniys g A 20 35 v ) (RERESE) A . SCERER R
TV 2L HAEVE R MAO HI I F P AR 25 B3
M 25 (AN AR RR B LA B R ORI
B e 45 ) (B R S 25 ) B 25 ) AR BRI
FEAE (e UL A 52 00 XU, 225 A0 290 B¢ P D) D 24 B[] i
FEAEIRG 14 470 A 7 B I fE 4 & 1R i AR
24 ~ 48 h [N % T R AR I, T LA A 4N L 1 B B
s DLV KA, WAl DLAEIR YT 7 & b A AT AR
ol 2% % 46 3 3 L 751
3 HBABRBHNFTNTERNRES
AHEGEAZ I8 2] 47 A A w06 B 15 B s
ADE {55, A 45 5 1 . 0 W PRI wf | R e M R A M il
R IRPERANE T R B AR A R E R
AR TR R 2R R IR N B i bR R
ShEEHGAT R B A | A T 45 R S A L 3 3h Tk ke
JRAERAEWAR T . BRI ADE {55 G vk 7k 3
G 15 RME B W R BT R I A I A8 L B R
IS 4 B I AR R 20 WK A5 8 B 5 b ok B A e
4%, AT fEh Tix 2 ADE 584> PD i ae IR B
TES, WCYERE BEL L ER R AT A  R 2
Py K 3R 3 2 5 A G A
3.1 BRMWMERGE BHKFLHN ADE FS2 4
FERR 28 2 G2 )5 T, A BI04 e P T o o R
o A Y i R R AN R I M R AE S 10 AN SR g B 1S
WO R BAME AR 5 o MoV VRO R R A R R
ADR,ROR 4y 129.75, fii ifin 5 05 46 2% 5 3500 4 7 A8
JENITE A A N E =R W = i A s i AT ]
KB £ ZEAESE . Nakaya % 245 7 1 1
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R Vb 3 22 5 Hh BT AT i A 0 4 25 A iR
(reversible cerebral vasoconstriction syndrome ,RCVS) ,
P E Y 225 RCVS RYHLE AT 68 5 110 1% £ T &
HX, TWUH LM RCVS 24T HZ)E 3 4
AEA, AR 2 ke n & vk %
o RN RTE N V3 2= mf, — B &
P 3k e 4 00 2 A A 0 B N R B 5E 3 R 3L R AL
B0 g LA I 3 R S R A, 0 I ] R R R 4
PLBA KA T o

RSB T T B ADE & A= 38 K 5ii BEAR 5, 42 9
FIHY R E 7 ADE 5 35 W] 45— F, AU IR 5 (rapid
eye movement, REM ) H it 17 24 & % A< B 1d W 43 1
% . REM B R 47 Jy B 55 ( rapid eye movement sleep
behavior disorder, RBD) 238 7 REM & I ] [6] &8 &
PRI UL PR 2 i g 700 i e, % 5t e 4 o e B ) — o S 2
MEAR , B R S M B B AT N S, — T
651 LA 70 ~89 % A I IE W A M H Al 14 & 1% 1
WS R B 44 ) 5835 B 25 W) Pk RBD, Horh 10
91 XEAE IR I AR 245, 42 75 ik A 0 3R 25 28 & 3
RBD [ A] REPE i 23 fin, H RBD J& PD &35 & 4 A
R T B B A 1) A ST A G PR 3R 22 A IR TR 32 B R
(5 A B TR RBDY L 53R Y7 5 T , AR 7Y
PEATAE BBOR (15 mg, BE TR ) 2 RBD /) 3 23R
7 25, o U V8 P 0] R AT O RE R T AR SRR
AALRE 2 fift i RAE AR 38 7T 38 231K 52 REM. e IR 39 )
LRt 4R 25 2T bk A, 22 B I i 8 st R 3 B R
e RBD HB % I HOREIR 7 o 2 R A 10 8
9 PD AR LA FR V03 22, 2 B RBD AR
B S RIG ST, LB 1k 8 1) DA R 2 RE B e 5 S
IR Sl 2295 718 P O e
3.2 RERELEHWNADE ESHHF AU5EE
3 21 52 Dy IR K A2 Y A OCHY ADE HiR 45, X Jif ADE
FAVEE S 3 A, BV P W AP M ¢ bR R R Tk
PYRGEER V& 2 U R . A — PG F v 2
¥ R R R I PRI F 7 v, S (26 JRl ) B 4
(KX 6.5 4F) iRy Wi, b 2w WA R H
b ey A e 2 e R A i 48 R A A B
Z 1 ADE, 3t 46 {5, WFFE M, BEAE (fili & Fi 90 d
a5 5K TR] Fe 4 T ) et FH B i 4 A Tk 40 ) 7] ( Mono-
amine Oxidase Inhibitor, MAOIS) {1y £ & £ fliti 4 119 XL
F i (OR =1.09,95% CI=1.06 ~1.11) , 2477 (&
VT A A 75 il 28 iy 30 d P ) AT (il 2 i 31 ~90 d
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kI )2 OB AR Bk K JZE B A SC ADE i 5
{EA5 7 B 9, Ozcan %5 Ji 38 1 1 491 55 WL Y 2 4
Lot B kML 3R 3 ik 2 )2 (spontaneous coronary
artery dissection, SCAD) J55 f41] , $2 H3 WA 4 7% 5 5 38 IRk
PRI 0 F1 2 F 028 8 A OC, X AT R 2 ek 2
S IR S JBK it A LR IO B A AR L BUA 4 AR
245 W)t 23 /0 e AR 3 K I A, 3R A A R 3 i T B
AU A, 3 IR 2 Fh Bt e s AR 259
Hrp S b 22 42 1 B B SCAD T fgdk &k T
HUIA 4 ARG 25 A/ B0 4 AR L A BFST AR R
AR By ko a2 S b R R ) e S B
ST A A R Y e 2 i B R R ALE Y . kR
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IR St BE SN R, 5 2 B H N R . $ROR
N RV 225 kBRI 5-0R 6 R P R A

Chinese Journal of New Drugs 2026,35(10)
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