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[ Abstract] Objective To mine the real-world risk signals associated with saxagliptin-
related adverse drug event (ADE), and to provide insights for evidence-based use of the drug
in clinical practice. Methods Data on ADE related to saxagliptin from U.S. Food and Drug
Administration Adverse Event Reporting System (FAERS) were collected from the first quarter
of 2013 to the third quarter of 2024, and analyzed using the reporting odds ratio (ROR)
and Bayesian confidence propagation neural network (BCPNN) techniques. Results After
data cleaning, the study analyzed 2 036 qualified case reports from patients who were using
saxagliptin, uncovering 4 497 adverse events and identifying 131 adverse event signals across 19
system-organ classes (SOCs), including cardiac organ system diseases (20.61%), various types
of investigations (10.69%), and gastrointestinal tract diseases (13.74%). Among them, heart
failure, pancreatitis, pancreatic cancer, and hypoglycaemic coma were high-intensity signals.
Conclusion In clinical practice, the indications for saxagliptin should be strictly managed. It is
advisable to avoid using saxagliptin as monotherapy in patients with a history of heart failure or
in patients at elevated risk for arteriosclerotic cardiovascular disease. Continuous monitoring of

essential organ functions, especially cardiac and pancreatic, is essential throughout the course
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of treatment to ensure the safety of the medication.
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Table 1. Basic information on the ADE report for saxagliptin

TiH %k R (%) | |%iH TPk FRLE (% )
PEH GHE| 70 3.44
o 903 44.35 J“HADE
5 916 4497 e 1 408 69.16
(SN 217 10.66 7 628 31.97
R (%) iRl
<18 2 0.10 f& KA 100 491
18~44 55 2.70 fERE 651 31.97
45~64 549 26.96 B 34 1.67
65~74 431 21.17 BET- 203 9.97
=75 387 19.01 SER MY 2 0.10
{7 &S 612 30.06 T it 5 0.25
et N HoAtl 764 37.52
14 972 4774 ANRFHRAERE (d)
I 3 0.15 0~30 148 7.27
i 527 25.88 31~60 55 2.70
250 168 8.25 61~90 34 1.67
At R Ll A A 90 4.42 91~120 44 2.16
(/SN 276 13.56 121~150 20 0.98
s RER (RiSHL) 151~180 23 1.13
ESE| 1179 57.91 181~360 91 4.47
HA 301 14.78 >360 166 8.15
Y] 102 5.01 BRRER R (<0) 1455 71.46
e 72 3.54
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Figure 1. Annual distribution map of ADE
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AR SOC HRBUM Ry FE 55 A SRR . I
LR ek TR

number of saxagliptin

2 183 TADEE SHISOCH 1

Table 2. SOC distribution of ADE for saxagliptin

SOC fFo% Mt (%) ADEfIYR FA L (% )
CHERR BB 27 20.61 652 14.50
H W RGBSR 14 10.69 570 12.68
KEkE 18 13.74 454 10.10
G BRI I 25 245 R LA T S 5 3.82 447 9.94
KIS RGP 8 6.11 326 7.25
BRI R BREI AR 6 4.58 274 6.09
B Ik B Bz 41 4N 7 5.34 250 5.56
PR BB SR AP 7 5.34 194 431
SR KA LB 3 2.29 189 4.20
RAE . B SAEBCRAIIE (EASZRIR AR PR ) 7 5.34 177 3.94
TP ILIA B S S 4R SR 2 1.53 167 3.71
B Wk S B IR 2R G550 10 7.63 166 3.69
WG i K AR 5 3.82 157 3.49
IIRIEES AL 5 3.82 76 1.69
UL ETES 0 0 78 1.73
JIRERS NGRS ] 2 1.53 71 1.58
IRE B 0 0 61 1.36
IR SR NS ] 0 0 40 0.89
eI RGN 0 0 32 0.71
AT B ST HRAE 1 0.76 28 0.62
LRk PPN 1 0.76 26 0.58
FEos IR 2 1.53 15 0.33
77 i ) 0 0.00 14 0.31
AR R 58 I R 1 0.76 13 0.29
WTARIA . 7B K PRl AR 0 0 10 0.22
P53 A R G 0 0 8 0.18
SRR R M B AL P 0 0 2 0.04
ESan 131 100.00 4 497 100.00

E: AZ 5 HIESOCELR T PT L AR th 0945 5 2 ; ADERRIESOCER T RAAL £ 9ADER] R,
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3 &3 THHXADEE SR EHE A BISORIAIPT ( #=2ICHERF )
Table 3. Top 30 PT in terms of signal intensity of ADE reports related to saxagliptin
(sorted by 1C,5)
PT ke ROR (95%CI ) 1Cops
(RN 802 23 859.12 (560.17, 1317.59) 9.62
SPEA L E 24 490.48 (325.10, 740.00) 8.86
R i Bk 15 86.51 (51.99, 143.95) 6.42
I i frr e 6 78.62 (35.19, 175.67) 6.28
LB R 15 68.80 (41.37, 114.43) 6.09
o L AR I 7 67.30 (31.98, 141.63) 6.06
I i e 9 5 59.45 (24.66, 143.29) 5.88
RS 7 44.94 (21.38, 94.49) 5.48
MLIH FH OCTT 48 3 41.27 (13.27, 128.33) 5.36
B A 4 37.60 (14.08, 100.42) 5.23
JBERR R 103 32.97 (27.11, 40.09) 5.01
T LH I 212 1 A 4 32.41 (12.14, 86.55) 5.01
F BRI 3 28.42 (9.15, 88.29) 4.82
ESPN Ui 15 28.24 (17.00, 46.91) 4.81
BIIREANAE- 3] 145 28.01 (23.73, 33.06) 476
AR R 38 26.93 (19.56, 37.07) 474
I REE 140 2572 (21.73, 30.44) 4.64
Bt ARG 4 23.15 (8.68, 61.79) 4.53
PR R & 3 21.15 (6.81, 65.70) 4.40
Ak I 10 20.99 (11.28, 39.07) 4.39
WE bR A 24 20.51 (13.72, 30.64) 435
EREEaye) 4 19.71 (7.39, 52.60) 430
i g 51 19.71 (14.95, 25.98) 428
HI 4 18.29 (6.86, 48.81) 4.19
AT HE P 5l 13 17.97 (10.42, 30.98) 4.16
RPN 4 17.26 (6.47, 46.04) 4.11
B AIRIE 3 16.69 (538, 51.82) 4.06
TR 12 8 15.68 (7.83, 31.40) 3.97
PR T = 7 14.43 (6.87, 30.29) 3.85
HM RS KA ZEPE 4 13.40 (5.02, 35.75) 3.74
=4 Bi1gFITHHIXADEHRFRIBOALPT ( #=ADEGIXHEF )
Table 4. Top 30 PT of saxagliptin—related ADE reported (sorted by ADE cases)

PT 1l ROR (95%CI ) ICops

el ) 145 28.01 (23.73, 33.06) 4.76

) R 140 2572 (21.73, 30.44) 4.64

LA 2 o 110 8.50 (7.03, 10.72) 3.05

B 103 32.97 (27.11, 40.09) 5.01

FET- 85 1.30 (1.05, 1.61) 0.37
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2ekR4
PT iR ROR (95%CI ) ICo»s
7 I FH ) 77 1.89 (1.51, 2.37) 0.91
Y TCEL 62 0.59 (046, 0.76) -0.75
LI 58 1.04 (0.80, 1.34) 0.05
55 54 1.12 (0.86, 1.47) 0.17
PRE AR 51 2.54 (1.93, 3.35) 133
[ A 51 19.71 (14.95, 25.98) 428
Kz 46 1.39 (1.04, 1.86) 0.46
LS 45 444 (331, 596) 2.14
S 45 1.28 (0.95, 1.72) 0.35
S8 45 0.97 (0.73, 1.30) 0.04
SRR A 38 26.93 (19.56, 37.07) 4.74
IR A 37 1191 (8.61, 16.46) 3.56
SR 36 1.30 (0.94, 1.81) 0.38
MK it 34 1.06 (0.75, 1.48) 0.08
W57 32 0.54 (0.38, 0.76) -0.89
S 31 1.99 (1.40, 2.84) 0.99
IR R e 30 0.73 (0.51, 1.05) -0.45
B D RERAS 30 4.96 (3.47, 7.11) 2.30
MESZ 28 0.82 (0.56, 1.19) -0.29
I3 28 1.74 (1.20, 2.52) 0.79
TG MR 5% 27 1.09 (0.74, 1.59) 0.12
EWi3 27 1.84 (1.26, 2.68) 0.87
KT 27 0.88 (0.60, 1.28) -0.19
MBS 26 0.97 (0.66, 1.42) -0.05
7S] 26 1.08 (0.73, 1.59) 0.11
=5 &FITHREREE R I ERIADEREE S
Table 5. Signals of high risk for ADE at moderate strength and above for saxagliptin
SOC PT (¥R ) 554
DG B FEMMEL FIFEE (145) | DIFEE (140) | SdEE0E il (24) | 1B 14
ZENETE (23) o OUERE" (45) | RRSIIKER (21) | Atk WUE
BE(21)  DAERRET (20) o DBUET (17) | ZZ0EEE (15) o LIUE
(12) LIPS (12) . 2P0l (10) | miEEOIEE (7)
S E MRS (110) | Bfbimers A Ay (23) o MRt (22) o s 5
(15) . 1wkl (13)
PR B TR fRIEE (37) . BERSESHIAE (24) | @IFERE (21) . ERAERRHEE (8) 4
EVTE AR (103) . 2rEBR (38) . B (6) 3
S AN WAEZE" (21) | R B (15) 2
B IE B A R 2R G550 BFohaedifT (30) . BEERAEERE (7) 2
FE IR K e T 4l AU AR (19) | BRI (15) 2
R W BRI JERRE" (51) 1
JIFIR 2 G frohfesae (18) 1

E: A UAST R LIATIRBL B P RITEIADE,
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3.1 &I TADEEARIE R 4T

UASFITTAIE ADE 5 2B RRE A H 2%
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REPH T AP 22 5 D B AR 5% 3793 191 41 7 o L
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TR P BN VDS ST T 20 2k IR R B K R
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SR 4T T A DPP—4i 34 38 B S [) R ) Je
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Chin J Pharmacoepidemiol, Dec. 2024, Vol. 33, No.12

i R B T 2 IR O AR AE R R 1~3 AR iy
Tt s, I 5 VR F0TT 3 o GLP-1 [H] 3
BN 55 2240 s 1T S O RE 4M  A KnpRRE G
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EADES#T

UYPAEHINT H SCIRATRR UL PR e gk iy .
SREE ADE S T 0 iR BN I S W RGN,
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3.4 w3 INIThRIE BA B 10 2 AT 5K R AR
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KRR TR N IR0 2 E FDA
0 ADE 1 W F = RRULII S, HSCZG BT AN
DPP-4i 5 R F KiK. C- N & K Pk As
SN EARSE Y, —TAGA 9 979 il R () Meta 53
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FEAEAR 50 B R P R 2 0t T B O R A
S ASRIC AR AR RS (55 IR 25256
B/RI% ADE A F(525 1A PEIRGE M, (AKX
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