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[ Abstract] Objective: To mine the adverse drug event ( ADE) signals of raltegravir and dolutegravir based
on the FDA adverse event reporting system (FAERS) database, and provide references for clinical medication safety
and rational drug selection. Methods; All ADE reports of raltegravir from the fourth quarter of 2007 to the fourth
quarter of 2024 and dolutegravir from the third quarter of 2013 to the fourth quarter of 2024 in the FAERS database
were mined using reporting odds ratio (ROR) and proportional report ratio (PRR). Results; After excluding all
kinds of injuries, poisoning, and operation complications, as well as other unrelated signals such as all kinds of

operations and medical operations, product problems and social problems, there were 4 136 ADE reports related to
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raltegravir, 288 effective signals were obtained, and the signals involved 23 system organs; there were 2 119 cases
of dolutegravir-related ADE reports, 165 effective signals were mined, and 22 system organs were involved. The
related ADE signals with significant differences between raltegravir and dolutegravir were mainly concentrated in
nervous system disorders, psychiatric disorders, infections and infestations, blood and lymphatic system diseases,
pregnancy, puerperium and perinatal conditions, congenital, familial and genetic diseases, and eye diseases, etc.
Dolutegravir had a higher risk of ADEs in nervous system disorders and psychiatric disorders, while raltegravir had
a higher risk in other disease-related ADEs. Conclusion: The study found that there is a significant difference in

the risk of adverse events between raltegravir and dolutegravir in the treatment of acquired immunodeficiency

syndrome, which can provide references for individualized clinical treatment.
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R 3 NN ADE B AIE 5 5 EHES AT 30 289 PT 234

e AN R AR 45 EHE Y 5 3 HE P
PT 151 %5/ 5] PT PRR (x*) ROR(95% CI) 151 %5/ 1)
1 AR 123 CD4/CD8 H. KA 687.86(16 488.42)  689.34(462.03 ~1 028.5) 28
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16 R T 56 CD4 Jhk B 41 fitg [ A% 08.64(4 437.72) 98.99(74.09 ~132.26) 47
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2 2] 99  AIDS 112.98(765.55) 113.09(53.6 ~238.61) 7
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9 IRz 49 P T T e O 2 © 36.03(237.27) 36.06(17.16 ~75.81) 7
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30 I 18 2 MRS T 10.19(24.82) 10.19(3.28 ~31.63) 3
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BA&S
soc ETR S EZ a4
Fo8/A ARFM/GIHB St/ FS8/A RRFME/GIE H/%
B R B B R A U g 15 330 7.98 8 137 6.45
L RER N Ol EN T 4 21 0.51 2 6 0.28
2 UL P E B R 4 Al 2H 2B 5 169 4.09 5 82 3.86
R A B AN A R L R R L AR ) 14 99 2.39 7 58 2.73
PRI B SR SR 18 184 4.45 9 68 3.20
I T A R R 12 166 4.01 8 120 5.65
LI I B 2R B 0 9 237 5.73 4 31 1.46
JHFTE 2R G50 22 291 7.04 20 173 8.15
CREE W EN 3N 1 14 0.34 3 12 0.57
5 Tl 5 KA G M 35t A 1 s 36 168 4.06 2 6 0.28
A U BB 2 9 0.22 1 3 0.14
LA 5 9k LA S 1 3 0.07 1 4 0.19
BEYRI ™A% 0 K R IR 0 19 355 8.58 5 24 1.13
B R GBI 1 38 0.92 1 58 2.73
B Je ik 1 2 1 3 0.07 1 12 0.57
T 430 2R G B 1 3 0.07 1 4 0.19
MR % B 5 2 11 0.27 — — 0.00
#it 288 4136 100. 00 165 2119 100. 00
BRSBTS | 399
WAL SR | S
HREHHIR [To) S ki
LR
RIZRGIN | 0.9 273
SRR P R B P PR UL 143 8.58
M8 Sk B RPN | 580
DIEREIR B0
S UBPR vk iy el 4.06
TR GBI [ O
JFF AR S e T4 818
MR RRE RGN [l — 573
BRI PR RGN [ 401 585
R BB |2 4 45
Bidtks B R FASBH HMOR (EREBRAEAR) [ 5
AL B R 2 SR U | 4 5
BEE RS MR R e
BB Sz RSB St 7,98
LBy VR T A 2 TR LA R B 549 oz
bt B S o5 116.20
HIARGEN [ o 4.33
BRMZ RGN [ 55 — e
TR AR RIS IENR A 10.74
HEHE : : : : : : 1 1593 .
0 2 4 6 10 12 14 16 18
ik /%
1 FEHLE 2B R T A OO R AR AR 5 1 R G A H 73 200 i L 1%
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2.3 RNEBRNFESBERFEZRMEERAR SOC Hw e PR I B R 2 2R Ge e A R I P AR I
10 &8y PT 530 BP9 28 H0 4 2 5 Rl 7= SR B 45 ol 5l R G T 1 st A Tk s R i
K SOC(# KM RGN KM Y Jefe %) AT 10 Z89 PT #4770 07 45 R WK 6,

R 6 W2 FIEHERAE SOC HERT 10 44 8 PT 73 A

EnE-E I E2 sa
soc PT R NE
PRR (x*) ROR(95% CI) PRR(y*) ROR(95% CI)
/1% /118
KTRMAEZR  JHEM LR 39 1.98(18.95) 1.98(1.45~2.72) — — —
N P2 5k 17 4.77(50.64) 4.78(2.97 ~7.69) 40 20.47(738.96) 20.58(15.08 ~28.09)

i 2 R G s 16 2.3(11.72) 2.3(1.41 ~3.75) 22 5.75(86.31) 5.77(3.79 ~8.76)
iR 76 11 2.1(6.32) 2.1(1.16 ~3.79) — — —
i FRLAK 7 5.91(28.5) 5.91(2.82 ~12.41) — — —
K5 HIGE S BB 7 11.99(70.32) 12(5.71 ~25.2) — — —
S i 6 2.91(7.49) 2.91(1.3~6.47) — — —
i fk 4° 5 22.45(101.94)  22.46(9.33 ~54.1) — — —
WA Z R 5 2.49(4.47) 2.5(1.04~6) — — —
LLEZS TSN 4 3.28(6.35) 3.28(1.23 ~8.75) — — —
B3] — — — 102 1.37(10.22) 1.37(1.13 ~1.67)
9l M R A — — — 27 2.06(14.79) 2.07(1.42~3.02)
PN T — — — 10 3.38(16.74) 3.38(1.82 ~6.29)
SR P MR 2 1R — — — 6 3.22(9.2) 3.23(1.45~7.18)
SR A — — — 6 5.89(24.34) 5.89(2.65 ~13.13)
B — — — 6 3.47(10.55) 3.47(1.56 ~7.73)
EY % kY — — — 6 4.35(15.45) 4.35(1.95~9.69)
HPUREUE — — — 6 2.42(5.01) 2.42(1.09 ~5.39)

DR BTV T 4 123 2.43(103.97) 2.44(2.05~2.92) 45 1.62(10.67) 1.62(1.21 ~2.18)
KR 76 1.3(5.36) 1.3(1.04 ~1.63) 84  2.62(84.54) 2.64(2.13 ~3.27)
A AM L 45 2.26(31.56) 2.26(1.69 ~3.03) 36 3.29(57.36) 3.3(2.38 ~4.58)
e 26 6.85(129.74) 6.86(4.67 ~10.09) 20 5.88(80.94) 5.89(3.8 ~9.14)
G wi g T A 19 2.96(24.66) 2.96(1.89 ~4.65) — — —
b 16 2.1(9.2) 2.1(1.29 ~3.43) — — —
1A 14 34.27(448.55)  34.31(20.27 ~58.07) — — —
G R A s 11 1.82(4.07) 1.82(1.01 ~3.29) — — —
] 2% 70 AR 11 14.53(138.15) 14.54(8.04 ~26.3) — — —
AT R 10 13.59(116.22) 13.6(7.31 ~25.3) — — —
i B st — — — 20 2.47(17.56) 2.48(1.6 ~3.84)
St AT — — — 20 2.76(22.52) 2.77(1.78 ~4.29)
G i — — — 15 2.89(18.6) 2.9(1.75 ~4.81)
L BEAAR — — — 13 2.12(7.7) 2.12(1.23 ~3.66)
SE T ST e — — — 12 2.48(10.64) 2.49(1.41 ~4.38)
ey L (e — — — 12 2.76(13.44) 2.76(1.57 ~4.86)

R AT I IR AR 2 89  45.86(3 863.58) 46.17(37.44 ~56.94) 30 27.93(776.38) 28.05(19.58 ~40.17)

ES/3) 5 B R W 72 62.61(4300.65) 62.95(49.85 ~79.49) 11 17.22(9.52~31.12) 17.19(167.39)

JHe 2 39 1.61(9.02) 1.61(1.18 ~2.21) — — —
50 26 9.34(193.35) 9.36(6.37 ~13.76) 14 9.15(101.52) 9.17(5.42 ~15.49)
IR 5 e e 17 1.83(6.41) 1.83(1.14 ~2.95) — — —
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4% 6
=St E2 saH
S0 o AR PRR (x?) ROR(95% CI) AR PRR (y*) ROR(95% CI)
P/ 1%k /1518
7 F 46 15 5.35(53.01) 5.36(3.23 ~8.89) 9 5.84(36.09) 5.85(3.04 ~11.24)
ARG 14 16.84(207.7) 16.85(9.97 ~28.49) — — —
B il 76 F 1 il 46 12 5.77(47.3) 5.78(3.28 ~10.18) 11 9.63(85) 9.64(5.34 ~17.43)
I R T T 2 10 28.33(261.91)  28.35(15.22 ~52.82) 7 36.03(237.27) 36.06(17.16 ~75.81)
EL 41 it 5 75 18k e — — — 10 5.1(32.93) 5.1(2.74 ~9.49)
PEATVE kbR I A B — — — 8 8.21(50.6) 8.22(4. 11 ~16.44)
BT o e BRI 25 A A — — — 7 112.98(765.55) 113.09(53.6 ~238.61)
LHIF R — — — 6  8.22(38) 8.22(3.69 ~18.32)
QIR PNE ] 83  1.98(40.6) 1.99(1.6 ~2.47) — — —
REEER /MR E 45 1.88(18.44) 1.88(1.4~2.52) — — —
42 100 2 0 s 2 A 33 2.78(37.53) 2.78(1.98 ~3.91) — — —
W TR P A0 i 3 22 27 7.28(146.14) 7.3(5~10.65) — — —
LS 21 2.73(23.04) 2.73(1.78 ~4.2) 10 2.37(7.89) 2.37(1.27 ~4.4)
P BT A 19 9.75(148.86) 9.76(6.22 ~15.32) — — —
L 21 240 0 27 1fi 3 6.54(14.04) 6.54(2.11 ~20.29) — — —
T YR I 3 85.23(244.73) 85.25(27.18 ~267.42) — — —
I A e 3 3.74(6.02) 3.74(1.21 ~11.61) — — —
[0 DN — — — 8 5.66(30.64) 5.66(2.83 ~11.33)
B BT R — — — 7 2.75(7.81) 2.75(1.31 ~5.78)
6 1M PR TP — — — 6 2.99(7.95) 2.99(1.34 ~6.66)
IR H A AT R A A 2L 48 27.92(1237.56) 28.02(21.08 ~37.23) — — —
MR R 23 17.61(358.9) 17.64(11.71 ~26.58) — — —
i RIS 21 19.17(360.04) 19.2(12.5 ~29.49) 4 6.63(2.48~17.66) 6.63(2.48 ~17.66)
e JLaET: 13 11.71(127.04) 11.72(6.8 ~20.21) 6  9.83(47.51) 9.83(4.41 ~21.91)
Ja LA K 32 1R 12 9.44(90.35) 9.45(5.36 ~16.65) 6  8.58(40.15) 8.59(3.86 ~19.13)
U 5 5.04(16.16) 5.04(2.1~12.11) 5 9.17(36.34) 9.17(3.82 ~22.06)
fia LA R S 4 120.18(459.53)  120.22(44.49 ~324.88) — — —
Jity )L s 4 21.04(75.97) 21.05(7.88 ~56.22) — — —
i L — — — 3 10.07(24.47) 10.07(3.25 ~31.26)
HRE RN ERMERW 12 7.13(63.09) 7.13(4.05 ~12.57) — — —
Rtk WA 10 23.74(216.62)  23.76(12.76 ~44.25) — — —
etk AEkmE 9  85.04(732.53) 85.1(43.97 ~164.67) — — —
A 8  57.9(441.25) 57.94(28.83 ~116.44) — — —
58 K B I A 7 37.29(245.02) 37.31(17.72 ~78.53) — — —
= [ I et 7 5.42(25.23) 5.43(2.59 ~11.39) — — —
e Y5 4 T 7 182.71(1212) 182.81(85.75 ~389.74)  — — —
i % 6  49.04(279.07)  49.06(21.93~109.73)  — — -
WP 2 6 8.5(39.61) 8.5(3.82 ~18.94) — — —
HEAT P HR A1 WURR 95 6 208.81(1181.83) 208.91(92 ~474.38) — — —
E[FE I iN — — — 3 54.04(155.08) 54.06(17.36 ~168.35)
24 B — — — 3 32.35(90.75) 32.36(10.41 ~100.61)
IREBFEHH LT E 8 3.77(16.29) 3.77(1.89 ~7.55) — — —
AR JUL R 3 9.2(21.88) 9.2(2.96 ~28.57) — — —
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