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Analysis of 414 Cases of Severe Adverse Drug Reaction Reports in a Hospital
ZHAO Yun',YAN Cheng’,YU Jin' ,CHENG Mei'

(1. Yancheng First People's Hospital ,Yancheng ,Jiangsu,China 224001 ; 2. Fanggiang Compulsory Drug Rehabilitation Hospital ,Yancheng , Jiangsu,
China  224165)

Abstract: Objective To analyze the reporting situation and occurrence pattern of severe adverse drug reactions (SADR),and to
provide a reference for clinical prevention and treatment of SADR. Methods A total of 414 SADR cases (involving 414 patients)
reported from a hospital from 2019 to 2023 were collected. The SADR reporting situation, the occupational distribution of the
reporter, the gender, age,route of administration of patients,the onset time of SADR,remission time,types of drugs involved,systems /
organs involved, clinical manifestations, correlation evaluation and outcome were analyzed and evaluated. Results The overall number
and reporting rate of SADR have shown an increasing trend, with a reporting rate of 15.22% in 2023. The pharmacist reporting
rates have significantly increased in 2022 and 2023, accounting for 96.73% and 82.51% respectively. Among 414 SADR patients,
the male — to — female ratio was 1:1,and the average age was (59.81 =+ 14.65) years old. The median time of SADR occurrence
after medication was 8 d,and 95.17% of SADR occurred within 30 d after medication. A total of 231 cases (55.80%) achieved
SADR remission within one week,and 131 cases (31.64%) of SADR had unclear remission time. Among the drugs that caused
SADR, anti — tumor drugs accounted for the highest proportion (85.85%) ,followed by anti — infection drugs (3.58%) , endocrine
system drugs (2.11%),and traditional Chinese medicine preparations (1.63%). The main involved systems / organs were the blood
system (45.06%) , gastrointestinal system (11.27%),systemic reactions (9.88%),skin and its appendages (9.57%) ,etc. The main
outcome was improvement (88.65%). Conclusion Clinical pharmacists should pay attention to the monitoring of SADR, go deep
into clinical practice, perform full pharmaceutical care, and communicate with physicians, nurses, and patients in time, so as to
improve the ability to identify and deal with SADR,and ultimately ensure the patients’ medication safety.

Key words:severe adverse drug reaction;pharmacovigilance;clinical pharmacist;anti — tumor drugs;pharmaceutical care
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Wi L B 2019 4F 2 2023 4F £ 50 FIR B E R 2550
AN B RCNE Wa I 22 58 6 ADR 3 339 443 . 1 ADR &l Pty
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L ATENT I SADR 4141453, 35 K i 414 4]
1.2 A%

K H Excel #0494 A SADR 9 E 4RSI, 55 A

Wb oA, BB I 3 RIS 28 2453 4%, SADR 1 &

IFR] ZE It (8] 0 S 25 ahae (R RS 1 48 B Mm R
IR BECHE A T 10 19 25 0 R8BIl R B L DRk
PEVEAN R A A5 AT G i 5 40 M BRI 238 (%) 35
N, BB AR P R s .
2 #HR
2.1 SADR HiRIER

2019 4F & 2023 4F , SADR (1) R B A Ry
AR EIG R, 2023 4R 1 LR A 15. 22%,SADR
AR R 20 2 0 R A 2, AT R A H 20 R
) SADR L8]t & 38 hin o PR L3 1.

=1 SADR L#R1ER[F1(%)]
Tab.1 SADR reporting status [case (%) ]

SADR R4 A IRk
Fh ADR SADR -
#HF B 7 ¥+
20194 253(7.58) 8(3.16) 1(12.50)  0(0) 7(87.50)
20204 181(5.42) 8(4.42) 4(50.00)  0(0) 4(50.00)
20214 342(10.24)  22(6.43)  11(50.00)  4(18.18)  7(31.82)
20224 1098(32.88)  153(13.93) 148(96.73)  1(0.65)  4(2.61)
20234 1465(43.88)  223(15.22) 184(82.51) 31(13.90)  8(3.59)
A3 3339(100.00) 414(12.40) 348(84.06) 36(8.70)  30(7.25)

2.2 SADR BEMHSER

414 SADR B, B Lo kA T 207191, 55 2 e
F 1A R 3 ~ 89 % (59, 81 + 14. 65) % ,SADR
PR 60 % MV 2EAF AR (58. 94%) T ILER 2,

*2 SADREEMINSFERDMI61(%),n =414]
Tab.2 Gender and age distribution of SADR patients [case (%),

n = 414]
F B 3 At
0~6% 0(0) 3(0.72) 3(0.72)
T~17% 3(0.72) 4(0.97) 7(1.69)
18~45% 20(4. 83) 21(5.07) 41(9.90)
46 ~59 % 52(12.56) 67(16. 18) 119(28.74)
>60 % 132(31. 88) 112(27.05) 244(58.94)
Ait 207(50. 00) 207(50. 00) 414(100. 00)

2.3 3|% SADR WA Z4EE

414 0 SADR & & g5 2 i Ae b, I 1] SADR ] fiE
W R ZFh o 25 IR 25 ), SO 25 iR R BB IRBC
615 ¥k , KT SADR 191 %k o o, # ok i 14 491 511 1K
(79.84%) , Bz F G 61 1% (9.92%) , 11 il 52 i ik
(8. 46%) , HAh 45 253542 11 B (1. 79%) o AT W, &R 4>
SADR J2 3 52w ik i v s A% e A= 1
2.4 SADR % 4 /t[H]

4145 SADR & AE My i B S 25 )5 8 d, 280k
eI 5 30 AN (95. 17%) L 3.

#=3 SADRX%4BTEIS 7 (n = 414)
Tab.3 Occurrence time distribution of SADR (n = 414)

ZAERE Bl M (%) | A ARTE] BlE MR (%)

<1d 69 16. 67 16~30d 81 19. 57
2~7d 136 32.85 31~90d 19 4.59
8§~15d 108 26.09 90~180d 1 0.24

2.5 SADR 2EfZRT8]
414 15 SADR 17, 55. 80% ) SADR fE K A= )5 1 AN
L2, 31. 64% [ SADR ZZ it i 0] AN B A o 1 L3R 4

%4 SADREMERES T (n = 414)
Tab.4 Remission time distribution of SADR (r = 414)

GREETE BIEC MAUt(%) 4 Rt IR Bla #mt(%)
<ld 77 1860 | >16d 8 1.93
2~7d 154 37.20 | RMBMGLRAZEIER) 120 29.23
8~15d 44 10.63 | RHA(AHLER) 10 2.4

2.6 SADR FRZGHFHE

414 15 SADR ¥ S 25 Fh e vh  Bo g 254 5 Lh A
11 (85. 85%) , Hok 41 o AT Is gL 2459 (3. 58% ) N 3 b
RG24 (2. 11%) %utlﬂiﬁ%'J*J(l 63%) o o, B2 LA
HH AR (AEAS AR R W PR S,
2.7 SADR EEZE% /I BESFEIRKEKH

M4 SADR W M 2N ARG 1 #5F H R ARG/
PEEAR N N F Gt (45.06%) B A5 (11.27%) |
2 BRI (9. 88% ) Kz Jk S LR (9. 57%) JHIH %
5:(5. 86%) % TE WK 6.
2.8 SADR & 4fI#HEZ 8T 10 WA SIEKRRI

SADR % A= 5150 HE 4 i 10 19 2590 X5 R b i ed 259 5
H:SADR I R FEFLZHE, LLE BEMH e h W PR 7,
2.9 SADR XBEMEMNEHA

414 5] SADR |, G HEPE VAN o 4 2 1Y 18 fi
(4.35%) , ] fig 49 i (11.84%) , 1R 7] fig 347 fi
(83.82%) ; % VAN 50 SRy A 11 2 141] (0. 48 %) , U % 1)
367 1] (88. 65 %) , AU 55 1y 23 4] (5. 56%) , AN 22 ]
(5.31%) .,
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*5 SADRERAWIHAESL T (n = 615)

Tab.5 Involved drug distribution of SADR (n = 615)
Y EY) ks BAR(%) BH LK)

WA SH 528 85.85  RAMENE(GFOLAR)80),25RMERIT(49) RAESR (), RA AEREEAR(5), EHR A4, EHRERE B
&mn,a%mmﬂk%zé,@%mwﬁﬁkzz,&%m%%(m%&%m%%ﬁ%ﬁ%&mxﬁ%ﬂéiﬁujxﬁ%M§&ﬁimé
(15), 3 B4R (13), fRdein Atk (12), 24 A B 2 R A g1

HEESH n 358 BEAKEEEMRQ), ERAERMEG), EHAREAFRQ) @%M%ﬁm% ) ERRTEEEQ), MEHREE(), TEHH#
iﬁ%&@ﬁﬁ( DD ARFRE), ERBRAB) ZANAEMR() AL E TR (1), ERREFEAH(), 2HA LR

(1), B8R R RER(L), B R K anA(1), B4R ARk REE()

Oy Yy EL 13 211 ﬂ%%%%M&%& ) BB E AR (D), BT (1), B4 S E SR (1), 0K (1), 5 254 (1), hEaARSE £
RAESRO0R) (1), 5E G TAARSERAZHR(30/70) (1), MR §E 2R (1), TARE £ R4R (1)

#44 10 1,63 AREAR), CEAR (), sERA AR (), HREE K o Rik(1), 5% 5 Bk (1), 2R A% 581, 2R T (1)

WEEGRED 8 130 FHBER),EHEREEQ), BB (1), 250 Db i m S 25 (1

HES L) 7 L4 ERRRERAN), EHAE N (2), AR B EAEAR(1), AR AR B ZA(1), EHALA R E 451

Ev Yl 5 0.81  CEFRAREMR(Q) ERDTRER (1), AR CRERARER(1) ﬁ%ﬂ%?$ﬁﬂ)

g AR5 4 0.65  EARTAAADRAE - 1101), ik (1) b FhiEAri (1) wwﬁ%ﬁ

WERBARAATESY 4 065 AAERBFORER) T/k%%%%&%ﬁC&dﬂ()&%ﬂ&ﬁ;%B 1), B4R A48 (1)

SagFRHH 3 0.49  FRERTHR (), BERRTER (1), BT RATERA (1

BELGH 3 0.49  MEXNHERAEL( Lﬂ%&&%ﬁ%& La%ﬂikw%u)

EG AL 2 0.3 EBERR) MESBRMESREQ)

RFRAHH 2 0.3 F#EXERA), kRS A AR R 0E()

#HA 2 033 BEEEAR(), BLYBEAR(1)

YA 1 0.16  whgFEia)

LEAT G | 0.16  ABAIER)

7E:14] SADR TTH ¥ & %

N5 O ) R B K T SADR ) £,

Note:One case of SADR may involve multiple drugs,so the number of drugs is more than the number of SADR cases.

X6 SADRERZRG/FZESETEIGKEKI (n = 648)

Tab.6 SADR involved systems / organs and their main clinical manifestations (n = 648)

BRAGIZE  Blkd M%)

W RAA(HIR)

Y EY 292
B A% 7
AHRRE 04
BKA L 62
e 4% 38
R AL 31

R R HER %
PHRASMAME G 21

NS 16
S Y 13
LN 7
¥ 5
PV EY 1
BB R 1

4
1

5.06
1.27

9.88
9.57
5.86
4.78
3.70
3.4
2.47
2.01
1.08
0.77
0.15
0.15

T Jum DAY (40), afmiLA Y (14), B ) (12), R (4), @ mBE 4 (1), ki 5 (1)

H5(19), B (15), ek (9 &% ) RBTHE(4), 0B K (4), B (3), 42 40(2), B g n (2) B 74 (2), 2AR(1) B (1), m A (1), 3
@iﬁu &A R R
ZA4(28), AL ,Lﬁ#&ﬂ%%iﬁ@%%&ﬂ%% 2),%702 1), ki)

720,55 (20), 32(7), B7R(5), AT 2) B R (1) AR A1 La&&ik(,ﬂhﬁii“%%éﬂ%%ﬁ%%ﬁﬂ%%ﬁ

H%ﬁ%ﬁi%%ﬁﬁ%%wkiLﬁﬁﬁ%a()ﬁw LR (1), FapiE(l)
SR WAL, %ok (8), 3 5 (4), Aok (2), MR AR (2), B RR (), 3R E A1), R AR (1), LR B Ak (1)
%ﬁ%()%ﬁ# JORRRF (D), B, PRI ERE()

BA(6) HEHE(), G2 (3), %k 20), ZRERQ), ABRLAL(), TEBR) AHRER(1), XK(1)
MR 4),ARE3),0%3) Kk (D), sait (1), 5 (1), s BFF (1), k(1)
%WULﬁﬁ B(2) ok Bp (1), sh AR (1), @3RI (1), S0a 3% (1), £ a7k (1), mEHA(1)
AR (5) AR, MEA )
Mﬁw%uhm%&% 2), $RE()
(1)
BEai(l)

(1,280

.16 SADRTHFHK %

AN R AL, ¥R AR | BB HRBK T SADR#I 4.

Note:One case of SADR may lead to multiple clinical manifestations,so the number of involved the systems / organs is more than the number

of SADR cases.
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R7 SADRXKAEGIEHERE 10 9254

REImRRIR

Tab.7 Top 10 drugs in terms of SADR incidence and their clinical manifestations

% 4k %

BARRILHR)

EHREHE 80
(BFa4A%)

BRI (62), AR5 (6), GmBK Y (4), b il (4)

KAG), By (1),2A4(1)

JURFA (D), R (1), @K (1), 2405 (1

EA AR BB 49 FEAH (), ZH09) mdﬁﬁ/ ), amiiy (3), kmina v (3 3) R F (3), 0 (3), o (3), RA B A B 5 (2), 15(2), RE(), KK
(2), ABRHE(2),24(2), 5285 (2) BK(1), KA )%#1) U)Ut%% 1), A3 ( )@%%%() ()z&() A1), 55 (1)

litRE v 38 FHAr(32), ém%&/( ,amri5(1), ﬁ&/( MEFF () AR E (), AR (1) ( mm%( (1), 7Rek (1)

LR 35 BEAH0), MUA Y (7), EHREKE(2) {d( Q) A, B4 (1) %E$ D, BB (1), 5%, B (D, £ 4 (0 Rk (1)

B é%%&/ ) Ay (1), K54 %51)

EHA T4 3 BRAHQD) MU (5), B amE ) (1), B0 (1) Rk (1) 5 (D), AR (D), ERARD), Fa(1)

ERAAREBRE 31 FRIH(Q4), A (4), G mBE ) (1), K55 (1), TR

ERRILRE 26 FEWH(22),A40), % u) HB(3),7Rek(2), A 4aR ) (1), B dminid, (1), 8461 M dp (1), %R0, A (D B (1), R A (1), RAHBEAZ (1

(1), mx% ) (1)

R AR 0 abREY(9),H mmww ﬁ*uxiﬁs) (3), 2 (3), A RAS (), EH(2), B (2), R (2), HERE (), BEH), RBURE(1), ek
(1), 4246(1), 7J<H=}f VBT éém)%@«ﬁk/'(l),‘# EEMBE Y (1), 8L, AR A (D), kG E(1), s (1), %41 ),fxzi‘a? (1)

EA R4 18 FHEHH(11), R (3 éém)fﬂ/ﬁk/ TR (1), Lot A (1), 8 R (1), B3R (1), m K (1)

EHAEMERRA 16 FEME3), 88K (1 )Wﬂlﬂ@ibﬂi(l):iéi KA (D), DR (1)

1A 254 T A5 2 % A SADR !]Slﬁiﬂuc

Note:One drug may cause multiple clinical manifestations of SADR.

3 itig
3.1 SADR LHiRiER

AHFFE H ) SADR b i Bt A1 iz e 35 2 A 2 4
A, 5 [m) 4 24 AN R R Wi X £ ) SADR
R AR A R AR AR — B T PR AR R 25 0 R A
LG 5] 35 ) i 14 0, 4R 25 VR AE B B SADR W I T AR
125 B8 , AR AR o I PR 24 iR Al R, A7
W2 5K 25 07 5 Bl 2 0 S ik 45 53] ADR, W] B
R 254 4 o B BE PF A7 AR i (2020 B ) 4
B e 7 37 245 0 A R 2 e o R
2 BN GE SR HEAT WO, 5 e B ADR N 4% B E #4 IF
S I AR, DT 4 T 24 2 Bl 55 o i o) o AT ik T I
PRZ5 U SADR W T AR A58 2, 48 5 i R 24 Ui 1 ADR W
DR, I 38 s %k 5 25 S AR 25
% B B 2% it A7 e R i)
3.2 BEMER

414 5] SADR £ # th, 60 % K DL I &4 A BE
58.94% , ; SADR &A= (1) £ BB S ACHIF 5% 2 48 A
() SADR 1z 15 Fb i s 5 F SCHR B S -0, b i A, %
BN BB EHINE B NG I 2R
MR 25 R B 2 | kA 205 R iR s 2 ) AR BLAE Y
AR BE TN o B= 55 N B3 AR 45 40 R T B2, gy o2l
SR TR E Y 2 5 R ‘””Uf**fﬁ’]*ﬁ%ﬁ
HAEFIR ADR ; Hok 2 B AT TR 53R
2548, 3w B 1 FH 2GR DA | 3 HE 1 A 7 3G 5 J
a2, IREAIR ADR 9 & A XUB: o

3.3 SADR % 4 Rt[E

ARWFFEEE R WoR 16, 67% 1) SADR & AL 16 24 )5
Ld W, FERI Nt IR T, 95 K 25 ) A0 4 v 24 34 I
R S Sk A 3R BT TA 25 ) B T A B SR 5
6 2 Wy A8 FH A R P i 2 D) LS FH 24 B R = T
7 245 11 30 min . 45. 65% [ SADR & A= 78 25 J5 1 J4]
21 IR A C M BE, ADR 5 AN RE B K ik LA
Biiif, AT R BUSADR Wy kA B BT ABEIRYT , 3 gy
1E ADR FXERE FINGYT 9% 1 .

3.4 SADR Zf#mE]

ABFFEGE R TR, 12. 56% (1) SADR 2% fif i 8] 8 i
U8, B S S T AR B A B s TR, 39 T AR A B
WL A, 31. 64% (1 SADR 45 =i iH R R B B, S5 4R 45
TESE R IAANTE(S. 31%) LA —2, To ik R i R AL
AAE R B 2 e TRk, A IR I, R 2 2 A2 i
i RIS 18 55 M 245 ik o i A5 BRI 91 ) Hh 25K SADR 20
FEARFE BJE B 15 d 9 B4R, R 7 45 G i R R
K AFAE ADR 45 J5 A WEE 2 B _E R A1 00 o #1804 ADR
Hjm“%EF RIS R B s o Rk 1 MR B ANE

SR, B v A R A T i, A i S A I B AL T A
R o
3.5 SADR S ERAMEIEKRRKH

AT LR BN, SADR ¥ K 254 b s 254 1)
7 LR, R BB 2 RN S I R B2, 4
] 24 it AN BRSO W i 15 ) 25 R AR — B8

51 % SADR B ECHE 44 1T 10 19 2459 22 Ry 240 i 75 2%

127



252 i
Pharmaceutical Care

¥ &35 ¥

China Pharmaceuticals

202543 A 5 H 234 55 5
Vol. 34,No. 5,March 5,2025

B MhIRE 254, %2 25 Eack DG 7 e B R A I
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FEAL AR5 & SADR GIBURZ |, I R B0 B 3571
il FIIRE SR A A MR > R = T LA
S P E S TS L (ROR) Y (B 1 45
B RV BRI 2 A2 ADR {35 S K45 5 R 0, s
MR AR OLA RS2 RN 1) ADR, 1M 5425
By e A R Y B A TR A oK B AR Y
SADR I PRI Z /N > RS AR FRASE,
SRR S AR — 3 RS s kA 2 41 R
VRG] K SR T, 33k 2 ) e R 22 v fd R YD
FIEART B & A s U N, 2 I BV RV B Z2 vk 4 254
st B R ) e A AR - 1l BV R 2R T
Sl S AR PR s A e e R A

22 BTS2 5 | & 19 SADR Hf , B 5t S 1)
Y R S R R . LR Y S SR
) B 220 3o B TR 22 B A TR PRI ez K i
IR R RN 2925 7 RIS 24, ISR UM 1
T IR i o AR A 24 156 BH A5 AN (B N Tk e B B 2 4 B
JRIR IS AR T I (2021 4F i) ) A5 L, A HLAG L L O
BRI S 76 TR 2R 28 0 B R A B (R AR K 3L o AR
BRI AR R 58 4 AL 5S4 R 1 - 16) R
HILRE) IO o ik £8 25 FH 245 07 10 2o A st st [, i B B 2459
A B P 82 e BB R R I 55 N BN e 8 2 I 1R IR
PR, R R 2 4

PN 4 U 2R 8 24 ) (A 95 i 82 2R o 50 0 0 % of A
25)5| % SADR W55 F 4, SADR I R 22 30 R A% 1B | B
PRATE 7 A IR 2 B PR e R R IR G T oo AR
HH T 1 S 1Y ADR o — 7 TR I AR B 2R 0 SRR B it
SfE XA A T — I, R R R AR E
AR LR 2 185 o G 1AL 0 1 i A XU 2 W) A8 Y
A R DT AR HIF S R Y 13 45 el R LB 25 4 5 LR e
EACME N B R Z T & AR, Foh 47 2 BURE RS R
9 Ml A WF 5T N, S ZE AT R > 1048 B TREAZ
5 B 1 IR 686 LB 245 5K P 22 2 386 I 4% 2 OWH s R A
A 7 AT AR 17 RS LS e AR DR B T R 11
G224 M 55 e B I 4 v AB Y FH 25 AR A R AIK ADR
R DX R F A BE 31 S Al I DR 247 U R Wi B
AL 42 SADR B, 25k 25 24 R 55, AU Sk B R AR
ADR [ & H AU o
3.6 /NG

25 LAk i PR 25 Ve T R I R 224 TAE L R v
RS — Ao ] AR BB & 1 25 W06 97 IOV A 8, WG IR 24
IR 2% 2B ADR, JUHJE SADR, i 5 BRI 4+
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