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Analysis of 233 Cases of Severe Adverse Events in Drug Clinical Trials of Our Hospital
ZHANG Tianxiang, LU Mingying,ZHANG Caixia, YUAN Zuyi(Office of Clinical Pharmacology, the First Affil-
iated Hospital of Xi’an Jiaotong University, Xi’an 710061, China)

ABSTRACT OBIJECTIVE: To provide reference for performing quality control and protecting the subjects’ rights and interests.
METHODS: 233 severe adverse events (SAE) cases reported by our hospital during Jan. 2012-Jun. 2015 were collected and ana-
lyzed statistically in respects of subjects’ gender and age, department, drug/equipment types, SAE types, relationship of SAE with
drug/equipment, comorbidities, etc. RESULTS: The incidence of SAE in male was higher than female (71.2% vs=28.8%) ; SAE
mainly occurred in people over the age of 50 (189 cases, 81.1% ); the incidence of SAE in cardiology depdrtment was the highest
(137 cases, 58.8% ); main SAE type was hospitalization (183 cases, 78.5% ); most of SAE had fiothing tode’ with studied drugs
(164 cases, 70.4% ); more than half of the subjects suffered from other comorbidities. ( 128\casesy 54.9% ). CONCLUSIONS: In
order to ensure the quality of drug clinical trial data and safety of subjects, _thetinvestigator/should strengthen the management of
the elderly subjects and those suffering from comorbidities, to ensure.that cach SAE case is timely processed and accurately record-

ed and reported.

KEYWORDS Severe adverse events; Drug clinical trialss=Subjects; Analysis

JEH AN K Z 1 (Serious Adversé Event, SAE) 215 Il IR i,
Bt R R A, T BRI T R ER [R] L A55% I T AR
e SE R R AR aiARTE S B R AR F Y, SAE 25
15 PR i A R P S O T (W 5 4, & 2E SAE I ISR I K s
SR BSCREUNA ) SRR 15 il S0 UL 1 FSF ) PR 0 45 A oz AR 38 110
ASOFRBE 2012—2015 4 _E A9 SAE 7438, LAAXTH T i
FARTEBE SAE & AENE O, 250 R ML) R4 5 4% i e
KPR BE AR A8 B e A FAIR A
1 #EREFE
1.1 #ERSkiR

PORPRIE TR BE 20124 1 A —20154: 6 A FRA 2591
PRIRES SAE 245 233 1] (75 6 4T R F 1) , Horp 2012 4F 82 4] |
20134 75 41 . 2014 4 A7 ] . 2015 4F L4 29 4],

1.2 FHi&

K FH SPSS 18.0 %4, %} 233 5 & A& SAE 52 & ry 51 4F
1 RN 2GRN 2 A 44 B LSAE 25T SAE
S5 A A IR A IR S LA TS T AT

SAE 553056 245 A oA Se M FI WA ——15 A e
N BT A FH 25 )5 6 B B T U | SN A6 I 58 25 W 2. 50
FA) S oy R s 452 24 S v, B G 45 2 0 T B S N, TE ik A

A S TH < V4 % A8 KA — R B B R R 2k 4 T H
(N0.2014YK38)

s Bt BFSE T 2 IR PR IR IR A B . LG - 029-85324094
E-mail: xayyyljd@163.com

- 3210 - China Pharmacy 2016 Vol. 27 No. 23

BEPIWNE A I 2R MR, ATREA G SOV BT & I 2
S A B A TR | SR A4 JUT S 2440 8 200 A 2 g 80 5 FR 3
BRI AR 5wl H 7 O SNt A W RE = A% v . AT RETC
K N HBUR KA FA 246 5 4 BRI IS TR | S AN R AF 6
ST 5B 244 2 1 T g 2 D 5 BB I AR S s Al A 9T O 2K
WA AT RE PP AN o B E K N AR A 2R &
PRI BN, I AN i 5 25 4 L 0 14 SO W 28 5 ) 1
I AR A5 sl At v 7y XA A 7T BB 7 AR 3% SN, B IR AR L
6 s 1k A A T SR TE B A B AR YT O =
I B JETRIE < K20 H RS 2 S 0% R ) R G B A o
2 B0 B S HAHARL , TR A A 24 4 mT
REs AR A RN o
2 #HE
2.1 EKHESAEZXEWEANFER S

233 1] SAE 4z 45, U5 4 166 #] (71.2% ) , L 4 67 fi
(28.8%), B HIh2.48: 1, ZILEF Y 19~83 %, Ty
IR 61 %, SAE 4341 1) R ELAF R BE A 60~69 2 Fl150~59 %7,
FA G EE 43530 33.9% F1 28.3% % A= SAE Z ik (1M 31 F4E
A L1,
2.2 SAERERZENT

A B SAE R O INBHCE IR 2, 2L 137 1], A4k
Lt} 58.8% , Horf 2y 95 5] #Mi 42 6], SAE K AERF A4 L
2,
2.3 SAEEARE MK/ 28 P57

FPEZG 2016 4E55 27 4555 231



AR Y 233 5] SAE Hr, 254 185 51 (79.4% ) , %% Bl 48 14
(20.6% ), Horp 3L M a4 242 5, 35 165 4](70.8% ) . SAE
TEA R 25 A 2w 8 50 A1 L3 3.

F1 K4 SAEZiLEWERNFER 7 (6))

Tab 1 Distribution of subjects’ gender and age in SAE
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Tab 2 Distribution of SAE cases in clinical departments( case)
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Tab 6 Relationship of SAE with drug/equipment
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Tab 7 Subjects’ comorbidities
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Evaluation of Potentially Inappropriate Medication among Elderly Inpatients in Internal Medicine Depart-
ment of Our Hospital by Beers Criteria and STOPP/START Criteria

ZHOU Haifeng, SHEN lJie,JI Fang,ZHANG Yunxuan,ZHANG Min(Dept. of Pharmacy, Huadong Hospital Affil-
iated to Fudan University, Shanghai 200040, China)

ABSTRACT OBJECTIVE: To improve rational drug use and reduce potentially inappropriate medication (PIM). METHODS:
PIM of 700 elderly inpatients in internal medicine department of our hospital was evaluated by Beers criteria (2012%edition) and
STOPP/START criteria. RESULTS: 700 inpatients whose mean ages were (76.3 + 7.2) years old took (12.1°#4.9) kinds of drugs
per patient. 144 cases involved PIM (20.6% ). The number of PIM was 220 in total, among which there were, 117 cases/times relat-
ed to drugs and 22 cases/times related to disease in according to Beers criteria, 9 cases/times of STOPP and 72 cases/times of
START. Drug with most frequency of PIM in accordance with Beers was benzodidzepines ‘and-most ffequency in STOPP was thia-
zides that used by patients with gout histonry. The most omission frequencyofl START ‘prescription were absence of metformin thera-
py for type 2 diabetes and absence of antiplatelet therapy fop-diabetes complicated with cardiovascular risk. CONCLUSIONS: A
high prevalence of PIM in elderly inpatients in our hospital requires various measures to prevent its occurrence.

KEYWORDS Beers criteria; STOPP/START ¢eriteria; Elderly patients; Potentially inappropriate medication
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