RERSE: £aflE
SCIENTIA SINICA Vitae
W iR EZTN\EFERMESFRARY SEFHEIF—REEHLETER

2026 £ £ 56% 7 H: 1686 ~ 1698 OpIER2E ) Jeasit
lifecn.scichina.com Q SCIENCE CHINAPRESS

CrossMark

& click for updates

BAHEZR T B AR L PP R B R S B 5 S8

FHET kA AT st E IR SRAMRD ke’ 24! THED EL
A, HARY

1. WL AR s FRSTs 428 1) o O S B BRI B, BT 310051

2. dbntAEYHR B 2, et 100021

3. B HTHOR TR R e, FIR 400707

iGETAN

* It & A, E-mail: zhpchen@cdc.zj.cn; shinianmin@sina.com

SRR H : 2026-05-10; 4252 H 11: 2026-06-04; 2% Hi K 2% H W: 2026-06-17
B R 5% R 5 B R A YR B % [ X R K L T AE S 2025ZD01902100)A1[E 5% B A & i R HES: 2024 YFC2310600) % Bl

WE ZeUHFNHFRENLLEGAY TREQANABREFMRZTEMN G ONXEAT. Y5, PECEYT
REEHZEETFNERAFRERLTE, EEAKRTERFMAEIEE S K&, wREFANBETEEETRFE ik
F.AREHTERERMAXE TN, BRARLAMTHEZUREERAFFZEBIT;, BH LTERE
IRHENERAEE, FRTREHROARXSHEL, Z2RESTRIESIFN. K- NP4 E KR EH
¥ AXESEREAL LT ENANBZ TN AR, RARET BASMNEA T EIGE, S

T SMENEERTFAENRREFRORE AR LRRE.
Xgtia R, AWM, ERXBITE, EH ENER, AT E 5

RE U AR PN B e A e A, e IR
NBFA @ B 2 A A, 5T 2y A m],
P2 P RS OO SRR O R N, EFE L. 2
SRR R N, X — R PE MR A b ooe T H e 4t
A QAR W22 VBRI . PRI R b B
PSR AR, 201948, (e N R % v
VLY St f5 (http://www.npe.gov.cn/npc/c2/c30834/
201907/t20190702_299288.html), 3 [FI2E 1 15 34 A
YA B IR, 0 A R EAR S . PR AR
SRR T bR E. TR BB R 3 R
B TS RS PAIAE B, R et k2 A

HORGEHAT, HAZ O BT BN =AZ 0 &
WP 2255 WERRHEWTER S OC RAIRL 45 5 XU
.

AR, R v i RIS A LT S 2 A 1R R
R 15T SRR AL 8258 3. 2025484]),
CREFE Ui B B IR A OGS B RS 4R 2 E M GAT)) 1E
AT, HIRRGNEHIE T i A 22 A HE an e
] 24 fh i B P % 4L (https://www.cde.org.cn/main/news/
viewInfoCommon/eb9d0876f81aeca8el6ed3215-
cafdf70e). [F4F, (IR IR 50 B AR H8 5 5 0D
(https://www.cde.org.cn/zdyz/domesticinfopage?zdyzId-

SR ERE, REBA, HIRR, 55 R R ARZ 20PN B S A9 5 2% . T ERLE: MRk, 2026, 56: 1686-1698
Wang S Y, Zhang X Y, Hu X S, et al. Practice and reflections on key points in human safety evaluation of vaccines under the regulatory framework (in
Chinese). Sci Sin Vitae, 2026, 56: 1686—1698, doi: 10.1360/SSV-2026-0119

© 2026 (*PLERE) Akt

www.scichina.com


lifecn.scichina.com
http://crossmark.crossref.org/dialog/?doi=10.1360/SSV-2026-0119&domain=pdf&date_stamp=2026-06-09
https://doi.org/10.1360/SSV-2026-0119
http://www.npc.gov.cn/npc/c2/c30834/201907/t20190702_299288.html
http://www.npc.gov.cn/npc/c2/c30834/201907/t20190702_299288.html
https://www.cde.org.cn/main/news/viewInfoCommon/eb9d0876f81aea8e16ed3215cafdf70e
https://www.cde.org.cn/main/news/viewInfoCommon/eb9d0876f81aea8e16ed3215cafdf70e
https://www.cde.org.cn/main/news/viewInfoCommon/eb9d0876f81aea8e16ed3215cafdf70e
https://www.cde.org.cn/zdyz/domesticinfopage?zdyzIdCODE=557ac806eb1a6fcea806c70581819738
www.scichina.com
https://doi.org/10.1360/SSV-2026-0119

hERE: AaRlE 2026 E Es6ed HTM

CODE=557ac806eb1a6fcea806c70581819738) K 1ii;
473, R AT AT R Il RIS I AN R
HAFPP R PME TAERE) (T/CAV 017-2025)1
CBE v PR 6 22 A VE BRI B Ve ) (T/CAV
026-2025)% A FR#E (https://www.cav.org.cn/article/
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www.cde.org.cn/zdyz/domesticinfopage?zdyzIldCO-
DE=557ac806eblatfcea806c70581819738, https://www.
ema.europa.eu/en/clinical-evaluation-new-vaccines-
scientific-guideline).
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(https://www.who.int/publications/m/item/clinical-eva-
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ema.europa.eu/en/clinical-evaluation-new-vaccines-
scientific-guideline), NMPA®] 15w AR50 F A 5
WD R 7S R AN A )7 B8, RIAESE A
RS N A SO SRR TS B S . HAR A
REROHT R ARG PRI FUHR R (0 22 AV RS« [RI R v
i AR 6 b T i 0 ) 2 4 ke R 5 8 B
(https://www.cde.org.cn/zdyz/domesticinfopage?zdyzId-
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2 /DA FEEAEEMET ¥ (https://www.who.int/publica-
tions/m/item/clinical-evaluation-of-vaccines-annex-9-trs-
no-1004, https://www.cde.org.cn/zdyz/domesticinfo-
page?zdyzIdCODE=557ac806eblab6f-
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ia/168889/download?attachment, https://www.fda.gov/
media/179005/download?attachment, https://www.ema.
europa.eu/en/documents/product-information/jcovden-
previously-covid-19-vaccine-janssen-epar-product-infor-
mation_en.pdf, https://www.ema.europa.eu/en/docu-
ments/product-information/covid-19-vaccine-astrazene-
ca-product-information-approved-chmp-29-january-
2021-pending-endorsement_en.pdf); (ii) FENEEIT N
FEOCE T WM RS, ER K
AN LR T AT BE 1A o B BE IR (hittps://
www.fda.gov/media/144245/download)*); (iii) L&
SKREITTRE,  EIFE I ARG S 1 ShAE AR TN K AR Y
SAEEE HA R A2 W, 22X P SRR
RER AR B SRONAE SR PEAS R SR, T e _Eod
M R A2 Wl sk A RS, ek iz, 4
A FPRE R AARAE /2560 2 S 5 AL, i 802 W Wk e P DA =
222 W T LU B (https://www.cde.org.cn/ichWeb/guide-
Ich/toGuidelch/3/0, https://cioms.ch/publications/pro-
duct/management-of-safety-information-from-clinical-
trials-report-of-cioms-working-group-vi/?add-to-car-
t=155#respond).
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P, Forb, FDARAG 1) CF0U BT 28 o R a6 11 fidt e
MAFNE DFEERFR T RER) FEEH T
R R AN A R I RS, DR A [ A T i
PRI AN R 4R 7 51RE BE VP A R 32 A% (https://
www.fda.gov/vaccines-blood-biologics/vaccines/vac-
cines-licensed-use-united-states). It 7k, & [E [E 37 J& S
5T it (National Cancer Institute, NCT)fl &[] (A~ R 24
BHAAREVRHEY (Common Terminology Criteria for
Adverse Events, CTCAE)(https://dctd.cancer.gov/re-
search/ctep-trials/for-sites/adverse-events)7E 87 I AR 15t
50 AU CAE 3K 2 R, BHAER RS 5 B
I AR TG Hh R 3 P PR AR — € SR PR 3% [ [ 57
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AR FEBE 5 5B 1] (Division of AIDS, DAIDS)#:
ST TSGR B SR IT 25 e AR R AN R A
43 23R (https://www.academia.edu/96174694/DAID-
S Adverse Event Grading Tables). y£E T #ils K TAE
ZH(French Club Phase I Working Group, CP )5 # T
PRI KB B, SR IR IR I i e 2 5 & 1)
AR R, #E T TR A R FH4: 0%
PrdEl) R GRS AN R E 4 Gobs i d
SR AETT RO =St X 7E A R 0092 v i PRl s
g2 & HE, RSB FUEEsE T8 Lk
Il RIS I 2 50 AR 2R e AT, IR 45630
Jn LA 5E (https://www.cde.org.cn/zdyz/domesticinfo-
page?zdyzIdCODE=e7¢82¢c40e4b5b69f151581e58-
cacc06f).
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I RIS A R 2 5 % 5 2 PR R 8 B 2 TR R A
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Table 1 Comparison of CDE and CTCAE grading criteria
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oy 8 T B8 52 BRAE BE+ R [l 5 TR 1R T7 I AT T P+ H 5 A T 9% 3 52 PR AR
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2 BEEI AR B S 25 W PR IR0 SR 6 = AR b E 22 5

Table 2 Differences in laboratory indicator assessment in vaccine and drug clinical trials

PEFE I R 56 2 R iR
ez 5% ez 5% RPN
LIRS TEEEREAI, S0 2 F b 3 7 1 NG A FALEJFRII, FELRAR bR VT RE 2
S (] RIS TS i AR AR T ﬂJ‘ﬁéﬁEﬁ?%ﬂ%?’ﬂﬁﬁ, WHEAEPRILRE EIFHLHEE AW, WER—E
HARKEX R {1 A 35 3
wEVEREBE R A B A LT3R ot KRS T4, o e ] T ) e B 2 BE L

(A B S A AR DG VA A7 iR RIbR 1, SR AE G VE A
HE 52 FAKER, T2 T FEEHESE T U ] HEERE
A S it ) 22 4 PR DAY O B AR S (11 ).

AT, IR RIRE A R FAAH RN 1 EHS
F VM RAEPEN TENRRAE. (259l PR 56 i
EEANE) R, WM RS ARSEAZE K
RRABDA DI RENE, RIABEHRRRAH M
(https://view.officeapps.live.com/op/view.aspx?src=https
%3 A%2F%2Fwww.gov.cn%2Fzhengce%2Fzhengceku%
2F2020-04%2F28%2F5507145%2Ffiles%2F2abe47-
c8alc64bc4b21a3a78389c25¢e7.doc&wdOrigin=BROW-
SELINK). 7E5 e RIS, X TR e et 22 b &
LB AN RS, 35 RS ERLER DI i S 00, X7
N5 P A S AN RS . 5 88 i A A S Y
AN R RIS G & 40 W () J5 U 4% % 2% Brad-
ford-Hill/EN], & RBCAIRIE . — Bk, KRk,
W PR AEVIBRRE . SR BT, WGIEE. K
bLo 2% 4t ),

[E AR K R P TIVE KRBT A=K X
FUIWTE L PR MR, Hh B MR N
FAUSBL L g WA AR AR, L AR 2 40 e
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Figure 2 The effect of sample size on the precision of adverse event incidence estimates. A: Upper limit of the one-sided 95% confidence interval
(CI) of the true incidence of an event according to the number of participants in the absence of reported cases. B: Width of the two-sided 95%

confidence interval of the true incidence of an event according to the number of participants and for different observed incidences
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Vaccines are among the most cost-effective measures for the prevention and control of infectious diseases. Safety evaluation spans the
entire vaccine life cycle and is essential for protecting public health and maintaining confidence in immunization programs. China has
established a vaccine safety evaluation system that is being continuously refined; however, several practical challenges remain.
During vaccine development, these challenges include selecting solicited adverse events, assessing the severity and causality of
adverse events, defining safety subgroups in clinical trials, and drafting and revising vaccine package inserts. In the post-marketing
phase, key challenges include establishing integrated active and passive surveillance systems, developing and standardizing case
definitions for rare adverse events, validating and evaluating safety signals, conducting benefit-risk assessments, and implementing
risk-control measures. This article systematically reviews key considerations in vaccine safety evaluation during the development and
post-marketing phases, summarizes relevant domestic and international regulations and methodological guidelines, analyzes current
limitations in vaccine safety evaluation practices, and proposes directions for future improvement.
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