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Abstract; Objective

by institutional review boards (IRBs) for clinical drug trials in China,

To investigate the current status of safety review
analyze existing issues and needs for improvement, and provide a basis
for enhancing the quality and efficiency of ethical review. Methods An
online questionnaire survey was conducted from May 2025 to March
2026, targeting 391 IRBs for clinical drug trials across 29 provinces,
municipalities, and autonomous regions nationwide. The questionnaire
covered the basic profile of the ethics committees, requirements for
submitting safety reports and review processes, as well as attitudes toward

the need for improvements in the review process. SPSS AU was used to
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perform descriptive statistics, analysis of variance ( ANOVA ), correlation analysis, and post — hoc analysis. The
results showed that the questionnaire had good reliability and validity ( Cronbach’ s a =0.932, KMO =0.946).
Results 86. 7% of the drug clinical trial ethics committees explicitly stipulated in their SOPs the selection criteria and
decision — makers for the review method of safety reports; however, implementation was inconsistent at critical stages,
with a portion (46.04% ) of the committees not having the chairperson decide on the selection of the lead
reviewer. Regarding serious adverse events ( SAEs), 94.63% of drug clinical trial ethics committees required the
principal investigator to submit reports; however, there were discrepancies in the interpretation of the provisions of the
"Good Clinical Practice for Drug Clinical Trials" (2020) (48.85% believed that only suspected and unexpected
adverse reactions needed to be reviewed). 59.34% of ethics committees updated the types of review conclusions in a
timely manner to be consistent with the " Measures for Ethical Review of Life Sciences and Medical Research Involving
Humans" (2023). The results showed that there was no significant difference in the recognition of all improvement
suggestions among the levels of different health institutions, investigators’ working years, professional backgrounds and
technical titles, proving that the industry has a common and consistent demand for improving ethical standardization
review. Correlation analysis shows that various improvement measures are closely related. Among them, the " Standard
Operating Procedures for the Establishment and Review of Ethics Committees" and the " Application Guidelines for
Institutional Establishment" showed a strong positive correlation (r =0.716, P <0.01), and various measures were
positively correlated with " supervision by superior authorities" (r=0.407 ~0.705, P <0.01), highlighting the need
for systematic optimization. Conclusion Our country’ s ethical review system for drug clinical trial safety reports has
been initially established, but it needs to be strengthened in terms of uniformity of review standards, timely
implementation of regulations and standardization of process operations. This survey results show that in the future,
efforts should be made to build a four — in — one systematic optimization plan of " regulations — standards — capabilities —
supervision" to unify industry standards, improve review efficiency, and effectively protect the rights and interests of
research participants.

Key words: clinical drug trials; ethics committee; safety review; status quo analysis
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Table 1 Survey results on the current status of ethics committees

in drug clinical trials (n =391)
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Table 2 Submission status of SAE and SUSAR in drug clinical
trials (n =391)
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Table 3  Security review process and regulatory investigation re-

sults (n =391)
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Table 4 Investigation results of security review methods
(n=391)

- Btk \al
E20) LT () (%)
TR AE SR AR BE & A2 19 SAE (BT & 144 38.71
HHTHE, (n=372) & 219 58.87

NG 9 2.42
TR TE SR AR e & A2 19 SAE [ a5 2 141 37.90
HHTHRE (n=372) & 223 59.95
N 8 2.15
TRAE ST A BE & A 1) SAE WUR B 2 121 32.53
% SUSAR Ji5 , 2y T st 6o T 42 7 85 B U i
LIRS 2 )5 SAE [R5 g
R ARFTHEA A (n =372) 75 225 60.48
Rig#s 26 6.9
ST AE ST BB A BE SAE SR T 8 5 &= 178 45.52
A & 199 50.90
Rigss 14 3.58
BRI B S BE SAE R AT/ % 2 193 49.36
Ab B & 185  47.31
RE#HE 13 3.32
TRPTHE SN X A e R A (1 SUSAR 9Bk & 236 60.36
st R L A & 143 36.57
% 12 3.07
ST B XA e 2R 19 SUSAR BT & 112 28.64
A R A SR R I S W & 262 67.01
Ki#E 17 4.35
TR XA BE & 42 (1) SUSAR [ BT 2 234 59.85
ARG R R TR S A, & 140  35.81
Kig#E 17 4.35
TP AE S X AR B & A= 119 SUSAR 1 B 175 &= 119 30.43
TR & 260 66.50
Mg 12 3.07
TRITAE BN X A e R AR (19 SUSAR fi9 |4 2 123 31.46
TR R & 255 65.22
Rig#s 13 3.32
TRPTHE B X A0 e R AR (9 SUSAR SRIELTR & 239 61.13
Gy B T R 143 36.57
Rig#s 9 2.30
TRTHE B X S e KR (9 SUSAR SRAI# 2 185 47.31
ESiiZapiril 7% 198 50.64
Ny 8 2.05
TR B USSR TR 22 4 & 246 62.92
PR (DSUR) SR H 7 5 o 48 & 131 33.50
K 14 3.58
RIS A B R AR R DGR R 2 215 54.99
F0 (AESL) R A7 7)1 & 144 36.83




Chin J Clin Pharmacol

1449
S

Vol. 42 No. 10 May 2026 ( Serial No. 456)

HiHEEZ BEERENMRESE  “EFZE R
SRS PREBRAE LR 5 BT AR AL E ST A H
U4 M Z B AF AR R IE A 6 (ro= 0,819,
P <0.01), il 5 TAEREMHEFFAs” 5 & 50 il
B U 2 B A A A O (r = 0.659 ~ 0.738,
P <0.01) , $&/R 2B P [FHEdE o A T H A & 5K
TR . A ATl 22 R) S22 B0 1 v B &8 g B A G
PE(r>0.5) R, HA RGN BRI T &4
REPETF & ARG o A T i, B — BR 1 A9 ek AR M il
SERIEVER

WEBEAZOIRBN ST 45T PN ek 4 it (3] n
N AR D A T sERyAE A ) B S
C AT B R A R B R 0 OE A G
(r=0.407 ~0.705 Z i, i P <0.01),

ARG QBEY 450 UoR A LY
RE R EAKF-(P <0.05) ,50A JJHIGEW] T b R 48
M AL VRS A B A IR R AR ] R — 2R 1Y
GRS 23 XoF A B 57 77 R B 1 S
3 g

ARWFFER L LIRS TR 19 73k, % 391 RESY
BAENUG 25 9 PRI 48 31 25 02 25 AR AR 15 5%
RHRINA T T 5 T A o 28 A PR W 2 R DG Ol
AT TR 38R T 250045 BT AR LR 25 1 PR X
IAE P B3 45 28 A PR A A A BRI B R o
e P R e T R o WFIE A5 SRR, TR SV
SRR ) L, 2 PRI 4 A PR R A R e B
WA R R O U 2 R (B A AT I [ Bk
AT LR ARG 204k L B 2R 8 i [ AT ) 45 g v 47 1
Ik
3.1 REFERESEES

R ST N ] CIE S DELTE 71 )7 SER nd (WL S
R =g ST AN 91.30% |, e i 3%
] 245 s AR 3 40 PHL o 2 0 0 R O s v o
AR, 31X 5 OC T 25 i PR 30 AL Jo o A B AR
PR AE 2 R — 3 o OB B IR 43 A S X AT RS
HRAS B A HE 1 R AL

WL R B SR BE 2R 52 2% GCP L AH I vA R
P ER A7 AE B S (4 4B . 76 SAE ISCEE ke B AR 28
SR R A B AR R
B5LPREEAEAAFE B A 14N, 51. 61% ({8 BEZ 54
SSBOR B IE T AR N & S AR SAE, X AR T
— Iy B R A, R e Tl A X T 2020 iR
GCP 1 3¢ 4 4 P 550 4% i 4 90 [l 9 3L oo AN —
H L BRREE R, R e Bk it

P HEZRZ Al i 8 E s L R I =,
SESEIIZE AT BRI BT FRE R — 3, &
TE RS R A G — W RS SR,
Bl 2026 Jix GCP SCjiti J& , B SAE | SUSAR & HiAth
TR S W T K b R B LT R D
TR A — 1 AT 22 57
3.2 HEARER“RNBSR HWER, E5—irk
52K

“ JXURR: 2 G A5 BRI 5% W TE 24 4 Pk 4 4 1) AT
Jra EE WY, BTG — i B bR . BF XA
Hly SUSAR W IR, K2 R & WU 2, [l 5
MR BLERE RZ WA, Fa X2
SR SE AN RRAE o XRR RS R Y OR B
52020 it GCP T B il Ak o A i A S A A5
WU T B2 0 TAEFE J1o B A b
SAE , f¥ SAE % ¥ & SUSAR J5,32.53% W16 %
GL 4] J5 25 SAE B V7 AR A5 R 45 4R 5 o5 R T
5, R Al ke 4R T A2 W A {EL 40 R SAE AN
SUSAR ¥R 3k 47 # A I 7] A 5 85k 2 7 A5 (Y X
SR i 1 W O B o e S A RS O T o SR L RO e
WIS FIATIE M, BRI A AL R B, X
—hiJa R R, AR P B S bR e R AR AR )
A B B B B R T A AR S B R B R
R 20 W 1) IR ML A R W
AR J5 340 b B ™ T B R JE A H ol SAE A
SUSAR, i & i #5 15 % 22 10 Lo i) e 53200, (1 4 8
ARFET X RAASERMAH T (FE),
To ik KA SRR K S 5 & 2 RS o
3.3 FEEREEVERER

(PHL B 20k GRAT) Y4 =+ = 45 5 o
HHEMENSEEENIE 2 AR 2 AU EE
GURFR™ | EAR A %, T RE A A (1 3
SCIFR AN AL S8, 28 28 B2 i A 2% R e i 1
T AUA 48.08% , HiAy % iR B H sl I A % &2
fEdesE . AT, R 56 3217 28 A I S B R BT A
o BTLL, B M PR B 2T AR AR VR Ve LR T
2 2 B AR R B, JF NG AR SR R, R A
TR A W4 2o 2 5 A, 5 R e T AL
TG 2 R AR — 2 BT R 2
PEFRBRRER PR | 46 A& S RRAHERE
5 AR, DU A I B R B 5 5 — 4 U
FEA T A HIE R AT A8 S A R R 16
£ B A (5] 2 B B s 36 2 5 3 A 25 22 42
BRI AT A I BTG SR v, DR 25 S



1450

v T R 25 PR gk R

a2 10 2026 45 H (KA 456 1)

By 7 TAEHUM A SF 2 AR B 5 A A % FARRY MOl
AR FRAS T2 B3 0 B R A B SR ML b A7 3 A 22
5o BERPER =P SF ST T Y % e AR
A HLHITE %k 2 e B B B E B 2 TAIRAE
Ry THEHLR o [ IEXE T2 2k o A3 1) 8 AT A
BATTERUA SEARRUS R A LR (9 T f i 5, T 9 I
NG FTAERLAL T 8 B 22 M5 T AR 42 30 s AR Il SR T
VR BIRE T A, X2k e, W & Ay e A
A —EFRANE 8 N TR PR 2 Lk S &
RO MR T2 Pk A ) £ Z& 51 500 H Al ih
AR ) R AN 58 42— B0, 5 B RE RS TP 22 4tk
PN IR IR S S5 E G, Tl sA
B T2 GLBE X 2 Mt A PR2R 5 2R L XU 2R 45 L
G5 S RS HER L AT . XL S TR A Y
SERM—E(A 92.70% BIN ZOR FHZ A 1 L
AR AHR) .
3.4 MEUEM -ARE-BEN - EE LB RS
B SR

FT ZIeGi o, AR TEUESE 1% AR Y
TR BT £ B 1P TH AR 2 B — BRI AL, T o 22
ZJ7 MR PEAE A RESE R R 8 TRE . 2R —, U RY
SRt AT G Ty R R, JGig Ry TR
ARS8 31 A0S BB 15 F0 9 2 %8 AT 1 ST, 48
PRAL PRI 3 F2 A X SR e A D[] J3E 2 v R )
— B X WU THEA TS — bR AL T R B T2 AT
W HER o 55—, AT AR AL U R AL A A
IS, TR A B, #5320 22 Vo A L LRI i 42
AL BRI FARR B LR & CIRZ R
I SEEE R UK BA R E T R X i
TV H AL I RER 32T+ L k- TR fE
TEABTRAL 5 AN 2 AT X BUAT 1 AL R 500
S AS TR 51 A 3 A b B BA 2GR
= O BRSNS e U R L] S AR o A
OIMT R, ST ARMERRAE RS U HOE TR T S
il A AR Z A AR SR ARG, I H 5 |
AT N s M A A 5 v R R R Y IE A G
XA, AR B 22 5Y 2 AR A X LA S 4x i
AL, AU Sy BT 1A LA 9 A8 P S 4 — (R B 2
SR BIHLTE AT - AR 5 1 B A B sh L
il BRI ELT T4 B A A N AR 2 O SRR AR B
{RIE S B2 DA 22 S8 HARMERRAE ML G — L 2k
P A 22 B AR, JF a7 22 A VA0 3 1) R Bt
LA, AT — 755 GCP AR B A 0 ik 27 1 L
TORMEFEHF AR R

3.5 MROBREERE

AT Jry R A T A 5 BT A Ay (AN 76
THE B IR T A 2 AR A,
SRR I PR A T BRI G T e A AE RS
B i 25 B A2 AW 1y o AR SRR 5 0T LA 25 6 B 37 R A 40
P PR BE A PRR () SL PR AT ROCR M — 2 Bk, b
Ai,BfiZ ICH E6(R3) 2026 hit GCP {ASKT 5 3, 4nfaf
U AR AR W i S, B I B A AT, e B B e
PR AR R SR B AL e B o A, A 46 Ve A
&N A

g5 bk, FE Y K e Z R S TE LA
PR A 7 TR CfE 7 FEASHE Z2, H 7 3 A0 2 A 1 ORG oE
B CH A AR AR EAL S 2R T TUMETR B B A R K
MIFETEAS ] o 38 AT 5 Al 2 Ak W A B TR I 5 — A
HEERAERURE | WA IXUIS: 23 9 3R g LA e m s A/ 3 A
A AR S H LR 2 5 5L ah
B EH & RS

S

[1] &R, A7. REELSNRESTaERE [J]. PEES
1EF24:,2023,36(4) :456—460.

[2] HERLHEEEHRR. P06 R 5% E N [Z2].
2020.

[3] WIS . YRR Z 2 - T RIR(2018) [T].
4 H #452#,2018 ,28 (6) :6—13.

[ 4] F/hik, Shee, B9 . 225 R0 0 5] 22 4 PR ek
et hEE B s I PR e R W B [0]. b R 2 2%k
2019, (17) :1305—1308.

[5] E90, BB, T, 5. B 2wl R Bt 8 HAE) T
TR A AR [T]. T2y iR 28,2021 ,32
(1) :61—66.

[ 6] WRERW], SK¥AE, B0, 55 . IRIRAFTE I LRI & 54047 [T].
o [ PR 24 B2 55 VRY T 4, 2024 (004) :029.

[ 7] EZ S, 20517, 5% . 299 PRI LAY BT ik 4 B IR 3
o ()], BEZG54R,2023(12) :1884—1889

[ 8] The SPSSAU project (2026). SPSSAU. ( Version 26.0) [ Online
Application Software ]. Retrieved from https://www. spssau. com.

[9] JfR, Stz . SPSSAU RLOFELH: /A7 ik SR . 45 1 I
(M. HLF Tl s it , 2024

[10] EISINGA R,TE GROTENHUIS M,PELZER B. The reliability of a
two — item scale: Pearson, Cronbach, or Spearman — Brown? [J].
Int ] Public Health ,2013,58(4) :637—642.

(11]) JAf%. S EARAT - B SPSS IARZIMHTEEE (M), BT
ol s it ,2017.

[12] HERDPAE@EHREZEN .
A [Z2]. 2023.

[13] EETAEERERG S . BERME A7) [2]. 2023.

(AxHmiE-EASE WiRRTE 2026 -04 -30)

W RN LR R B 2 B 548 S



