Chin J Clin Pharmacol

Vol. 41 No. 2 January 2025 ( Serial No. 424)

FDA 2545 B 0 lE R £ XU Z 7R A

SHEEN

Analysis and suggestions for the FDA drug labeling rules on cardiac safety risk

warnings

jlj éﬁla,Z, ﬁFH}%i’%laj, 4%\%':7%-13,
;jl: 1’%13,4’ )gj ﬂ la,5 , g{,‘ rijla,é’

- 1b, Ic s 3 1b,lc

REH, THFTT, FiExk

(1 JbmtksE S =EERE o 25%53b. 29K IIRHLL e LA
Bh BRI RS DA 2 O A 20 )7 5 T T R
SR SO R S O L S R L
AT R SRE0E LAt 10019152, JERURY: B2l 2590 hul,
deat 10019153, b N RSBERE 25243, ML 41 %% 050057;4.
V2B 5 R B2 e 25273, B 7Y P22 710004;5. i H
JUFBEIE 25238, b at 10002956, TR PR 25 K2 4 TG R
R 5E IR B 242438, I3 S 450003)

LIU Wei'"? ,XING Xiao — qing'"”,
REN Yu - ging' ,SHEN Qian'"*,
ZHOU Yue'*” ;ZHANG Nan'*®,
LIANG Fu — meng'®,

WANG Fang — fang'™'" |

LI Hai - yan"""*

(I a. Department of Pharmacy;b. Drug Clinical Trial
Center;c. Department of Cardiology and Institute of
Vascular Medicine , National Health Commission Key
Laboratory of Cardiovascular Molecular Biology and
Regulatory Peptides, Key Laboratory of Molecular
Cardiovascular Science , Ministry of Education, Beijing
Key Laboratory of Cardiovascular Receptors Research,
Peking University Third Hospital, Beijing 100191,
China; 2. Institute for Drug Evaluation, Peking
University Health ~Science Center, Beijing 100191,
China; 3. Department of Pharmacy, Hebei General
Hospital , Shijiazhuang 050057 , Hebei Province , China;
4. Department of Pharmacy, The Second Affiliated
Hospital of Xi’ an Jiaotong University ,Xi’ an 710004,
Shaanxi Province , China;5. Department of Pharmacy ,
China — Japan Friendship Hospital , Beijing 100029,
China ;6. Department of Pharmacy,The Fifih Clinical
Medical College of Henan University of Chinese
Medicine / Zhengzhou People’ s Hospital , Zhengzhou
450003 , Henan Province ,China)

EemB: HRX AR E2E &I H
(82104294) ; & #§ LA R EFRHIT &
e 4 %5 By Ol B (2022 - 27 -
40916) 5 3t 5T R 2= 5 = % g A A 53
BE4A®IIH (BYSYFY2021016)

PEEB AN XI4E (1984 - ), 2, Rl ALZN, 2
IR TR W PR 24 7 0 s IR 245 B2 114
HSC LA

BIEIERE £ 705, FATBEIN, W+ A: 50
MP 15611963416
E — mail ; doctorfancy@ 126. com

FE: B SSH AT EZ MU 1B R IR R SR BRI B R . iR
A SR T 36 [ A 5 2 0 B BIR) (FDA) 2005—2022 4F E T /N F 9L

iR 220 1 24 T 8 B S, A AU BH A B QT i) 3R A < XU 1 25147 , 43 A L s PR

WFFETF IR 1 SN QT fIF 5% 25 2R, %of L 158 WY 45 9 A TRUR 2 75 R D) 39 A7 % 3L

R PN IS DAY A 4 A0 QT [ E R XRS5 78 B AHEE & &,

21 MY E SRR IAE A 6 NAMTB AL B R R, 2 4

YAENGR R 25 BT AT T ik . iRIELY5 1R QT MM ™ =R EAER

BATEIRRIG A KRR ARV B AR TE CRAEES ) JEEFI (B SMEE

) LR R RN LA BN . 8518 30 TAE nl [ P 2 S 2 7= 4

AP AR TR U QT KU 2R (5 B 5 R 4622, @ iU i I R BT

th2 i vk B S U RO E IR B S RS T P,

B B v A 43

SRR : JMRT 250 s 2 BEEA 43 5 QT R E I 5 O IE% 2 B R R S

DOI; 10. 13699/]. enki. 1001 —6821. 2025. 02. 017

thE 5K S:RI79. 1 M EFRE: B

LEHS 1001 -6821(2025)02 - 0235 - 05

Abstract; Objective
and guiding principles of warnings on drug instructions and labels in
China. Methods
molecule anti — tumor drugs listed by the U.S. Food and Drug
Administration (FDA) from 2005 to 2022 ,included the drugs mentioned

in the QT interval prolongation risk , analyzed the clinical research and QT

To improve and refine the relevant regulations

This paper sorted out the drug instructions of small

research results,and sorted out the identification and warning rules of the
instructions. Results A total of 35 drugs were included,4 drugs wrote
the risk of QT interval prolongation in the black box warning, 21 drugs
were wrote in the warning and precautions position 6 drugs were wrote in
the adverse reaction section, and 2 drugs were only described under
clinical pharmacology section. According to the severity of the QT
interval prolongation caused by the drug and whether there were serious
clinical consequences, they were displayed in the warnings ( black box
warnings ) , precautions ( warnings and precautions) and adverse reactions
in the instructions. Conclusion The aim of this article is to provide a
reference for the writing of QT risk warning information of the instructions
of domestic drug production enterprises and regulatory departments. It is

recommended to clarify the severity of drug safety and the location of the
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instructions in clinical research, and continue to carry out safety monitoring and update the instructions in time after

listing.
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Table 1 Basic information on small molecule targeted anti — cancer drugs with a black box warning for cardiac safety in the drug label
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Table 2 Basic information on small molecule targeted anti — cancer drugs with cardiac safety precautions in the drug label
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Table 3 Basic information on small molecule targeted anti — cancer drugs that mention QT interval prolongation in the adverse drug reac-

tions section of the drug label
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Table 4 Basic information on small molecule targeted anti — cancer drugs that mention QT interval prolongation in the clinical pharmacology

section of the drug label
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