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Signal detection and analysis of the adverse events of ustekinumab based on OpenFDA database
XU Ting, CHEN Huiqing (Dept. of Pharmacy, the Second Affiliated Hospital of Guangzhou University of
Chinese Medicine, Guangzhou 510120, China)

ABSTRACT OBJECTIVE To analyze the risk of adverse drug reaction of ustekinumab, so as to provide reference for rational
drug use in clinic. METHODS The adverse events (AE) reports related to ustekinumab included in the FDA public data program
(OpenFDA) database were analyzed after marketing (from September 25th 2009 to December 30th 2021). The risk signals were
mined for top 100 AE by the method of reporting odds ratio (ROR) and proportional reporting ratio (PRR). RESULTS A total of
62 356 AE reports related to ustekinumab were retrieved, male patients (51.79%) were more than female patients (39.51%).
Results of ROR method and PRR method showed that 31 suspicious signals were mined, mainly infections and infectious diseases
(9 kinds) , general disorders and administration site conditions (5 kinds) , skin and subcutaneous tissue disorders diseases (4
kinds) , musculoskeletal and connective tissue disorders (4 kinds) , etc. Fourteen suspicious signals were not included in the
instructions, such as hepatic enzyme increase, basal cell carcinoma, pericarditis, pemphigus, hair loss, synovitis, glossodynia,
etc. CONCLUSIONS During clinical dosing of ustekinumab, in addition to ADR mentioned in package inserts, great attention
should be paid to the patient’s liver function, skin status, hair loss and cardiovascular-related risks, which is helpful to discover AE
early and ensure the safety medication of patients.
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A58 B4 K H OpenFDA , H: 259 AN K [ i (ad-
verse drug reactions, ADR) {9 J5i i %5 45 i 52 [E] FDA AN R
FAF R & &R 4 (FDA adverse event reporting system,
FAERS) #6525 A . FAERS £ R ISCEE T i R [l s X
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A5 38 3 OpenFDA I IR R 7422 11 4K HUE
YEEH 20094F9 H 25 H £ 2021 4212 A 30 H B A {4
Uiy AE S5 B, LA SRl ULy B AR 24 i, B A
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PRR) 2 X Wi 4 2] 19 4 4 R 47 KU A5 S ke i . e
ROR=ad/be; ROR fy 957 CI=¢"" 170" s e v,
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KRR R, 2009 4E 9 H 25 H #2021 4F 12 H
30 H FDA i 21 2 W BT Y AE 4 62 356 7. B
2009 4F 3K 3 E FDA iLHELICK | & R OUAPTAHOC AE 10 5%
B BRI
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62 356 {7 % I WL BT AE #4581k B (32 295
1y ,51.79% ) W& % T2 1t (24 634, 39.51%) ; H.#  & AE
AR L 18~64 % 3 AE iy AiH 2 sdEE 55 A
BURZ, 8 38.59%; FEZLIEE N, 4 51.74% ;1%
N UE LR JE G (39.12% ) 5 % BB (23.23%) R 3, 31
JUHAE 1Y 5 59.44% ; T VA 1E I Bl Bk B 2
(56.54%) . ZER W2,

F2 LRWMEBEHAEREHERER(n=62356)
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265 6013 9,64
it 2719 861
AL iepe iR IN 24064 38.59
] 14080 058
HEL AR 18754 3008
Eagil] 5437 8.7
i 2 0.3
REEZR o) EH 3263 51.74
gk 10583 1697
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AE%H TR AR(CARRUT e Rt fbe Bk JERR Y 37062 59.44
SOt ERE)
HihAR 25294 4036
LRI Fsil 39588 56.54
ElEE 11478 1639
KRG R 12195 174
Ptk 4894 699
i 1310 187
JRE 554 0.79
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— BB AR K ) ADR (55— JIF BTy
JRANML R O A B IR R AR W E
(GEIPCie s
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S0C7% PT filf PRR(y!) ROR(95%CI)
TR T e TIPGERE 2065 1778(3040382)  18.35(17.53~19.20)
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BRaK 46 464(208885)  468(435~5.04)
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WS 402 9(258.59) 220(199~243)

TR 22600 235(176590)  240(2.30~2.51)
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)

)
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(
(
(
19( (
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19( (
HTERE 670 2.19(427.85) 22002.04~237
R% 1080 207(596 40)  2089(197~22
b3 i STy 1302 692(641191)  7.04(6.66~745
KERG PERTFARE BRI 140 8T4095372)  8.92(846~941)
ARMABHRESASE Rk 1334 35.34(3860047)  36.08(34.05~38.25)
R R 1399 492(504292)  5.02(4.78~528)
F Mk 1429 425(350070)  433(4.10~456)
WU B2 283(85449) 2.85(2.65~3.06)
[ER A e ] e . 458 992(351629)  9.98(9.09~1097)
s U8 827(152379)  830(731~942)
RS P 305 546(108249)  S548(4.89~6.14)
RIRRIENR it 1496 264(151777)  2.68(2.54~282)
ek BB TS A At 904 46.79(33639.09)  4746(44.17~60.00)
R 4880 1334(53021.60)  1439(1397~14.83)
il $9 0 270(46422)  271(249~298)
itk 1403 2.04(966.06) 227(2.15~240)
SHERRAAIIAR Rk 1333 684(753527)  699(6.64~7.35)
Flii Mg 97 642(430752)  6.50(6.10~693)
ik 989 425(350270)  433(4.10~4.36)
SHRIEL 1035 3350169151 339(3.19~361)
filfEf: 1747 225(12178)  229(2.18~240)
LA T 899 1644(12168.98)  16.67(15.57~17.84)
TG 1191 246(102833)  249(235~2.64)
OISR LR 831 2735(18849.04)  27.70(25.77~29.78)
a: UL AT ARICR A K
3 it
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A FEHE T OpenFDA $ B 5 w] 040 AE #e 4y
SEBAER I X AT 65 A ERERE N T 2 B R
NBCEAEHGNN N AP 45 me AR DL R 4% TRt
HERY R W QUAPLIIE NEA . BMEAM KR
IFA], 1w PR AE #5462 356 7, Hirh AE |4
NBEBVEZL Ttk (51.79% vs 39.51%) , il fE 5 A 253
N UE 2 — 58 B TR A o 5 v 2 bl (B e gy
K15 1)H—EXRY, AEHh B EETFRAESE,
AEISTE 18~64 %/ (43.55%) , 65 % M LA W &4 B 5
FAR 9.64% . 35 SCHR M A6 e i 1 A 24 114 2 i 1o ik )
RIF AR AT AR — 0 e B R R kA T AR,
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I R VAR Ol 18~35 1 AR B 5 1T & AR FAT AT AE
% 15 2/3 1 FR A TE 40 & i &R

FREFR EEREEE, RS mER R E Gk E,
DX 5 FDA B A 5 K 1w R E AN [R] R Y
TR AR G o AE I M X 12 2 7E 5 E R S AE109
1], HAR 1746, rh [ A 949, Sy AR 24 5 s
R T T, PR VTR S Y AR FH 244 4 A B s L 72
Oy VPG RS o b AR R R T A R R 5 A
(38.59%) , Ut W [6 131 2 & % ADR & b AL, WF 5T 4k
P B, 22630 0 FH 24 105 R SR i 2 i 445 1145
JFH 2 ] A0 LA AR 0 I 5 ] P ARt A O IR R AR —
0, U2 I RO R AR . 45 ™ AE (5 b
59.44% , BAHERR 5 AT H ™ 5 AE (19 F 3 DL
53 RIS B s it J sl 3 7 2R I AE AN A G (AT
P W PRAE AT FH b Ry R VR & B ALY AE 45
AR 245 91445 ™ 5 ADR [ & . 78 AESEIE 71 , K
SRR BT, BR R 55 Ol T AR O B
FE G, R ZTE BAF, B E BiE i E /N (3
INF2%).
32 LBRMBHMEAEADRESERER

[F] B L ROR 1 PRR AVE A A5 5 4 ) 25 A4 , o 4125 451
BHEAZ T 100 A2 AE #E1 (55 R 5 , 23845 31 1~ 5
AW ADRAE 5 . 152 HE MedDRA ¥4 31 4~ 7F ADR
{F5 XN FE SOC &, &I F B4R h TR Mz ek
PEIR (9N ) 4 B PER I B 4 2B (N 45 Fh S NE (54> )
Jok B F2 T LR B0 (A4) (AP LA B S 4 4 41 21
PR (4955
3.2.1 Y N AR YIS R IR XU 2 AT
fA3Hr R R RE A i 751 ADR Wil f) S 2 56 1 . AT &
I, 5 ) IR IR G K AR e rh Rt B ADR {5
S, 5ULH 3, 2019 4E 3% E FDA #tifE T 12 )
BB X T ADR BT, 340 T T I W ek g
(EFEHLEYE B IR FI 2548 ) o BT AR SO A
{15 HE 44 117 100 37 B AE BEATA5 SR 000, DR O R RE 7 1k
BT L% 0 ADRAE 5 o A R FHAS G S7 R ANG
I ST T) 25 17 B TPAT S8 3 A AR AE S5 A% I XU TR 2R
FERI 2 5 ARG B B R IR
3.2.2  RME CEAME KR BRI A BRI AUt B
TG RERN 7] ADR Wi 9 B 2 OG5 . IR 5
BB, o457 1w AP A SR BT R Ik SR Bk
AGHERPIR AR R A B D, AN RE R B 5w DU
G bR A RS o DRI, DB A R A R,
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S R M S B 64 i RE SOC Hp H: A6 1 31 2 4 ADR {35
S—— 5L AN (a=458, PRR=9.92, ROR=9.98) Fll
R 40 M9 (a=248 , PRR=8.27,ROR=8.30) , $ZM7E
TR BRI PR 7 FH R 7 4 DA 2 R BB | A b i
TR o BRAE AR Aol s 3, e 78 A T VA g
YRR R KBS I, J7 AT 2% JE Al 3wl BB IT L 7E
BIT AR AT J5 Y5 ™ B VT

3.2.3  FERR MR FAHZUISEIN AR SR A Sk
P Y, R 3] OC T R B Y 5 ADR {5 5 (=904,
PRR=46.79, ROR=47.46) . —IiGI7 £ J& s A& il 551)
R IR M RGN, HRTH TIRYT
BRI I AE R S R IR R RIS Y XU
s RGN T AT 6 437 B W BT YT AR
JE R B RE R T KIEMIERAGHE AE, R
(28.66 +26.27) J& (P=0.09) . K itt, ZE4E F A= Pl 70136
IR e FR I, 25075 & 1 IR 1 28 KR T RE S —
T B M H B AE, e IRA iR YT Z 0, d iU
R R TR R M R A s HEA T A A O 2, IR T
FELR A2Vl o TE R R B T ZH U250 Hh R i )
1) 5 — T ADRAG 52 B &« HRTOCT 53/l 4T
7B & 1 ADR ARG 28 31| — 2L {51 4, 451 G 1
R CERATCYA YT D[] L B 2 A AR R A A
T8 AR A — St 58 DA A ol FH 2 ) R ] DATR YT 5
FE Bl A — At P AR i 3R CRE S IR R SE TR T
FEPORD BRI, P, x5z 8 e e AR T
PR SR S i i AR U R KPR
F AT R e % 7D A R PR R A R A D
3.24 WIRRGHR  EARKIEH Y ADRF 5 —
SOC fiFHE 5 (a=1 302, PRR=6.92, ROR=7.04) FI I
fifift. (=305, PRR=5.46, ROR=5.48) , {H #fz & 4} i) —
T (| B 3 BT G, 252 5 W) URBTIR YT 52 R (n=
44){NTE 6 24 [ oW g8 B W, HLCA ¢ 3™
1Y) R A I R P — L S SR O
W HRIE T P 2 R B ARV S R (n=T2) TR 452
B B URGTIR YT 24 A AL 4.2% B B E ZE A R A rp
IR EE T O R R R AT R, BRI E  BATIAH
Ly F) AR5 | B AH DS A BN 0, (AT s AR I
PRA FH Ao R i

3.25 OESSESN  INIRAFSE R, S wl URG TR
Jon v B R AR e AR AR ™ EE O I SR Y & A KU
AW B R AT LR R 8 (0T
i BN SOC Hr 3 A6 I 3]0 42 48 (a=831, PRR=
27.35,ROR=27.70)1 > ADRI5 5. WA CHkiEIGIT
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2.29)5 (55 #E HAT, 5\ BUAPTH IR S AR AR e o Al
s B B IIA T YT AL S L a8 T AR R |
WSS AN B RO T IR SR A R MR T RN
B JE o R DL BN R IR BT R o A5 B AS A2 B
P NLE v B R A o LS FFIIESE , 5 w0
B2 B8 A2 5 T MR SR BE R o 54050 R IL-17 41
N AR A /DR oy BB T 5 R QURT AT BB IR YT
N B BT R RN o RS A B HTA IR
HH 3 o 14 TN 25 245 790 a5k LA S 406 S 2 25 0B, v LA IR YT
B,

BEAh A6 I 2 28 KB SC T R IR %5 ADR {5
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3.3 AMARMBFRMYE

ABFGEAFAE — 2 19 )= B - (1) FAERS $504J5 % ok
KB, FIMARR TS 255 R BARE,
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