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Abstract

Objective: To analyze the distribution and main problems of serious adverse event (SAE) reports
of drug clinical trials in a comprehensive tertiary first-class hospital, and explore effective meas-
ures to improve the quality of SAE reports. To provide reference for improving the SAE manage-
ment system of drug clinical trial institutions. Method: We reviewed the SAE reports of drug clini-
cal trials reported from 2017 to 2021, and analyzed the reporting department, gender of subjects,
correlation with clinicaltrial drugs, and main defects in the reports. Results: A total of SAE reports
for 193 subjects (366 times) were reported. There were many reports from hematology depart-
ment, neurosurgery department, cardiovascular medicine department, endocrinology department
and critical care medicine department. In terms of gender, male subjects (156, 80.83%) were
more than female subjects (37, 19.17%). In terms of SAE types, the reports leading to hospitaliza-
tion were the most (99, 51.30%), followed by prolonged hospitalization, life-threatening, death,
and other important medical events. In terms of the correlation with clinical trial drugs, “probably
unrelated” accounted for the largest proportion (100, 51.81%). During the SAE reporting process,
there were problems such as the SAE reporting time exceeded the time limit (delayed reporting),
the report content was not filled in accurately, the supporting data of the original record was in-
complete, the reporter’s qualification was unreasonable, and the submission letter was filled in
incorrectly. Conclusion: Strictly complying with the requirements of clinical trial laws and regula-
tions and relevant guidance documents, strengthening the training of investigators, improving the
relevant management system and SAE report guidance documents, enhancing the strength of eth-
ical reviews, strengthening the publicity and education of subjects, and strengthening communi-
cation among sponsors, investigators and institutions in the process of clinical trials, are condu-
cive to improving the timeliness and standardization of SAE reports, and protecting the safety and
rights of subjects.
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23 RIS 2 B 2B 1T RIS 3o il oA R A2 e SR, VRO — BB YR T B TR
()22 VAN ROE Y “ BhriE” [1]. FrA 2590Im R0 #R 75 2242 iR (25 im PR 5 ot & BEYE) (Good
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TR FHICER I I[4] [5]o AN FCA BT 5 = W B e 25 I PRAREE: SAE Hit 5 73 A1 Ryt S AFAE 1) =8 2 ) it
WZRIEE SAE il M HEFTEE R 1, Rl & MBGE, Ne B4R RGN SAE &
PR 28 I S B FRAR R IR S 1K
2. RS
2.1. —Bx&ER

T = LA YA ERE 2017 4F 6 H & 2021 4 12 A S HE R S 2YIEARIRE SAE
A=
22. IRFB=E

KA SPSS25.0 Ziit 24, X 193 Bl 32ikF KT SAE it i Kl RIS I, 52308 P
RS, DARARGRIE . SAE KB, #IH, W EHIE SAE SRV S TS, B
SAE & AR IR 8o Rl —/> SAE (I IR BEVT . SR BIEIREEN 1 ] SAE, &—H X
BEVG . S gE R o m gt N 1 BIR, Siil SAE RA K SIS 25 M e vER, B ks . BV BgEik
HRE e, PLASSIR IO NEE
3. &%
3.1. SAE R EEXIFR
3.1.1. SAE &9/ R

2017~2021 FEZFF= 4R 5 SAE i F 366 1K, ¥ & SAE193 f], ¥ At Z= 3 AE kIR T H 276
Wi HAPMmmE. AR DI AR WOWE EREEARHRE ™ EAN R FHERER L. MRk
4 SAEL05 Bk, ¥ 48 %l SAE, SR FHASE 24.87%. MHAHIEHRE SAET9 Hlik, Wi 42
%1 SAE, AN RFH S 21.76%. SF=ERAEEAS R FFRBIR TS BB ILE 1.

Table 1. Distribution of serious adverse events and clinical trials in different departments

% 1. FAREFERREHRISFARKENT

Numli):;:rft‘SSAE Nur;:;zggieslAE SAE Percentage Nlljf;jtfcrts()f Project Percentage
SAE il SAE (& SAE H4rE i B %4 WiH B

Mg F 105 48 24.87 60 21.74
Py Y S 79 42 21.76 9 3.26
O I A 35 31 16.06 7 2.54
LR 19 12 6.22 10 3.62
Pl 29 11 5.70 13 4.71
HYEERS 14 11 5.70 13 4.71
LR} 13 7 3.63 6 2.17
HE} 12 6 3.11 5 1.81
AR AL 14 6 3.11 17 6.16
@i 9 4 2.07 45 16.30
JHRE AR 3 2 1.04 7 2.54
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Continued

e 2 2 1.04 7 2.54
WhIRANEL 8 2 1.04 5 1.81
FLIRAM R} 4 2 1.04 6 2.17
JRTRE A} 6 2 1.04 2 0.72
i 2 1 0.52 24 8.70
PHZE R 2 1 0.52 5 1.81
B A E 5 1 0.52 19 6.88
=YL 3 1 0.52 11 3.99
HAL R 2 1 0.52 5 1.81
Bt 366 193 — 276 —

3.1.2. SAE R & BBt
193 6] SAE 1, 7EFLERTIEPIRE 184 %1, 5 SAE S 311 95.34%; 9 1§l SAE 7ERF 9T & 3k a1 58T
24 h #ATIR S, RS R AT &5 4.66%. WE R EH 4T GCP R H 3G, & BAKIRIHRE SAE

R

3.1.3. ZFRENMANFER S

193 % SAE v, BYEZAE 156 #, 15 SAE #hed B2 80.83%; M 37 Bl Ll i B
19.17%. ZIRFFERRNE 18 %, KHE 83 % . HF > 50 ZIZIAE KA SAE122 4, 5 SAE ik
M 63.21%.

3.1.4. SAE 28!

SAE 24532 iR 18 AN FIFRFE IR0, SEmaE /NI RT R S EUE R . B K AEREIS A], 52 mBR s
B Dhaekig. SBURREIE ., kAR RS FHIT. 193 #] SAE H1, SAE BRI H L HFHUER 99
B1(51.30%), ZEKAEBERSE] 33 41(17.10%), f& R A Ay 20 61(10.36%), FET- 28 #(14.51%), HAthHE EE %
A 9 151(4.66%), VIRERERG/ ik 4 191(2.07%), TTFBEREILK SAE K4E. DIRERRG/{55% 4 ] SAE
A RUE T S SR LM AR O R TT L A BB S H AR R . TS RZE R I E . AHERRZ
T A B 51 L T RE RS/ -

3.1.5. SAE 5L #HMH X R

193 fl=EA R FfFrr, BEFLE e = EA R F 52 “rraedook” Gibsok, 4L 100 4,
A RS 51.81%; FlE 524 “RelREEK” [ SAESS i, AN RFHAF a1 29.53%;  “f
REER” 26 B, HARFMLDHN 13.47%, “HEAR” 5 “TiEHW” SAE & 546, %5 2.59%.

3.2. SAE R & FHE 0/

SAE fi i S A B RE W] eI I B BB 1) 2 S AN R 2, WP TE 8 AU AEBE, JF 4IRS SAE )
TR PSR TR 2y, AR HER S N KN RG24 7 3G AT 2 6] [7]

TR IR SAE het, KL EAFAELLT RS SAE 7t I (Al I MUE I FRGER),  SAE i
HIHG A, SAE i JFIRICROIERBIA B, E ARG B AR EITHS Ik & SAE),
REIEEHE A M. Horh SAE R AN R 1 ZAG OB RAA LI, SRAVA AR KR, BRIk
TR R KIS BATREVI/ B A5 . IS APNEE AT SAE SWHHS AEF(IIEZ D SAE E 2| H.A
SAE Rt h, DUERR A 27, Al = fapn R M2 iss), k&2 5%, %2k
VAT IS RE IR NG T, SAE AHSCHEREIG DLIRIA AN VRS, SAE AL ARIC SR AR, SAE HEEE, 5
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2R R E G MARTE IS RV, RIA W & RN SR T DL, RS TR (], AR
AR

4. g
4.1. SAE S HER

FEFBEIR T SAE MR, FPZeARE O U8 RS 55l PR U6 1 6 3 AT e 17 LE A ™ B sl Lt
B, MRBEY LB WIERREIE AL, KRR E N 20 E 2 R5GE L SAE
e IR

SAE & B MR =EH, MR AR 2 ARSI H 8 R, 32 2R U0 5 9t
FER R T IE N SR 25 ARG 0 H »  H B 52 10 & LUK, 2k B B R IR, Bk
REEZE, PURSEREIRTS, B2 E KAE SAE 1 ELBIAHXS 5 i o A& SRR H DL 211 ik |
SRR SEADE RN, RIREREARBUS . I RAESE SAE AT REMERL . (0L A RITH 321X
HZOINIME R, S IR, KA SAE B MAR EGE . ot R A SAE
IR 1 R D I H AN 3210 B 2 .

193 Bl SAE w1, Btk + ik, Wl g5 3B 25 Wim RS0 H Ssh A AL 3218058 b 55 1 LBl
Ry AUMARIEIUH NS RIS A 8« 51 SAE th 50 2% P32 5 H A i (63.21%), — 771,
MAENE FESE OME AR A WEENE R E R Z R, GRS E 2K 5 R AR
FENEE NG 7, AECANHIRRIRE R E T, FRBORN 2 RE X THERE 2
Gy e HFHAMPIR B LRI B I HE P BRI N SAE (] BEVERTK[8]

4.2. SAE RERERSIENE

XTUSCEE ) SAE BHATIH S MG 04, WS- F0 38 AT Ur R R I SAE 4R AN AN i) 2 R R A
W # SAE FEIARINL, BEFE X IRES )7 Bk T 2 15 75 24k 15 SAE K& SAE 5ikI825%) ¢ 7 0 e 2
REFF RN B EEA LM, FISAE HWA N FAARER; HARE2 R ETEH4A RS, FEZAE K
4 SAE B A BB 25 Jnat 7 A s AF 50 T BA AR I i B 7 52 3 38 RiE A R4 HR 3 R i IS & Bk R B
AR IR EEE R .

SAE & 75 SN YGAR t F E R T A 0 S iR 22 A 1) 50T J SAE e RN, AT 2R
FEESHCE, BAFHRY . W& 5 R 7T B 52 (Clinical Research Coordinator, CRC)ZHiff 78 #H
KNG ST HEEE . DRI, SN AN B2 R IR BRI R TS SAE iy S 1 SR E e I /5, T ST
Il R RIS R R A S48 T SO 2K, st Fo 55, 5838 SAE M OCHE BEHIE, InsriG B e & )L,
hnsExt 2 AT IR RIS B2, WIS R R T B DLRALAE =T VI G . e NaE, A
)T SAE &2 &M Fr & A BRI, A2 E 05 R, U)S R EESZ X 1) &2 e fAE
2491

FERE TR 710, PRI I RIS 32 A LS B L B . GCP 85l W50 H # BRI, s
HEEEE ZHENIE, NEpt % SAE e A3, i3, AR, HE SRS C N A5
I, BEEREFFEE SAE M EIR . IEEE K, Inoms s E S E K [10] [11]. BFFiEfE3R
B RE A AL R 2 SO AN R RS2 e A A DA B, A B AbEER L
K, HFIEN SAE, THARE . KT SAE ZBUM A G, t2 BTEEE R E I BR N R & B AHICHR T .

EZAE T, WHFCERA . W Fid 1+ 2 CRC RX 32l AT 7 S5 A E 2, 38952 AR P
Al RIS 22 s, R4 T3 T AT SRR DT 3, U 323 i IR L8175 o 5 5 o R
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HIBA,  HAE R A B AR AN IE B R AR LI B B I 507 0 A B R B 3R, G S5 R B AR DG I O, W SEEAE
Hid RE R TIES, HE AT R A EE RIS S SAE AHGI2TE Tk .

TENGARRIEH A I A = JACTRZE B 43 J51H, wI 2 SAE b3 K415 5 BRI 7 | ] B 1475 iR SAE
s RIS R RIS T, DIINE SAE LA . SAE i RIBS IR0 7E 5 5 E S A &
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) 22 4 FTRL 3

ERIPETTH, Wit TR, M AEFEAT TR et F AR S S AR,
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50 s A RAE AT EG I H W B R, R B M SAE Mg, BRI 5EFARERDT, AR A
SAE. HUIpHTEWEITT T8 KIEN) SAE i Ja, N AT ITA,, e S NIEIIA R $4F, LER
S5t M ATVE, R EDR KRS A OS] . A R I AR E A MG RS SAE. R
it SAE I, R & I mas i 7o 55 )1l

TEWF L1 & CRC J5iHl, NAERIIARE R 52 E i, WESZRE MG R, KR &I
LR S0 A BATVAIE, B A e RS N A S, BT SREEAT 7T & HHT SAE il AR % .

EAYIERREF, SAE A AT FURHERMA AT A4, SAE 3 L2 iR E BN ERLE, X2k
TR AR T B AR E IS R, AR Y, FTRES A AR ok SR KoL BRERE . A 2F
EZFPRRE, RN SZARFE N A SRS AU S AT, 8T B s i Il AR Rk e [14] [15] [16]. AR
T AOBE, IR PRER M, RN I R B I F 1 5T

ELWMB
S BH R H (B RHG SC4#[2023]— Rk 382).
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