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Expert Consensus on Patient Management and Potential Risk Prevention in Clinical Application
of Nirsevimab Based on Failure Mode and Effect Analysis*
The Women’ s and Children’ s Pharmacists Branch of Chinese Pharmacists Association, The Medical

Risk Prevention and Control Professional Committee of China Maternal and Child Health Association

ABSTRACT With the approval of nirsevimab in China for the prevention of respiratory syncytial virus infection in
infants, its clinical application is becoming increasingly widespread. Yet the related patient management and potential
risk prevention still need to be standardized. In order to improve management level and prevent potential risk of the
clinical application of nirsevimab, the Women’s and Children’s Pharmacists Branch of Chinese Pharmacist
Association and the Medical Risk Prevention and Control Professional Committee of China Maternal and Child Health
Association led experts in relevant fields to organize systematic identification on potential failure modes and risks in the
entire clinical application process of nirsevimab by using failure mode and effect analysis method. Based on the risk
priority assessment results, corresponding management measures were formulated for key risk points such as patient
group selection, dosage and timing of administration, drug interactions, cold chain management and off-label drug
use. This consensus aims to provide reference and guidance of standardized and safe application of nirsevimab for all
levels of medical institutions, so as to maximize the preventive benefits of the drug and ensure the health of children.
KEYWORDS Nirsevimab ; Failure mode and effect analysis; Risk management; Respiratory syncytial virus; Patient

management
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M OE A ARB(HARERESIFN TR d) AU E R T H A 6 RN IARR R ARACE Se AP LA SO R R
AP ER, FiE EBOLESRERESFNREARE)ER RAALKAE FEHR BRIEFRERIIE EILE
AR E R F T Gl REZEIEMIATIR R, BR AL 6 MBI 14 MBIRAF 27 DN ZBIBAFARNILE A 2T 424
MADBEREEMERR, MR ERF NG 6 A ThEHREATENTE, FHEEFLHSAATRIAE
(3.89 ) >R FHZ A (3.80 ) >R FERAEHER(3.56 ) >AFE A EHMA (3. 18 ) >R FRITIKE>(3.16 ) >A Fe
RaHA (3,10 20) . % MEGILE AR FTRH MG RESIFNIAFR R LA TS W ERFEACIT & A IR
BIGREER G Mo LA R R B mIEh Fr @AAEERTHRGER,
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Construction of Comprehensive Clinical Evaluation Index System for Pediatric Loratadine
Preparations*

ZENG Zhen, LUO Chuancui, ZHOU Xunrong, YANG Liang, LI Jian, PENG Wen, LI Jiangping,
JIANG Ling (Dept. of Pharmacy, the Second Affiliated Hospital of Guizhou University of Traditional
Chinese Medicine, Guiyang 550001, China)

ABSTRACT OBJECTIVE: According to the Management Guidelines for Comprehensive Clinical Evaluation of Drugs ,
an evaluation index system for children’ s leitretamycin preparations was constructed to optimize the application of this
drug in the treatment of pediatric allergic diseases. METHODS; In accordance with the requirements of the Guidelines
Jfor Comprehensive Clinical Evaluation of Pediatric Drugs, literature review, expert interviews, Delphi method, and
analytic hierarchy process were employed to construct a comprehensive clinical evaluation index system for pediatric
loratadine preparations. RESULTS; A clinical comprehensive value assessment system for pediatric loratadine
preparations was established, comprising 6 first-level indicators, 14 second-level indicators, and 27 third-level
indicators. Quantitative evaluation of six commonly used loratadine preparations in hospitals in Guizhou Province
yielded the following comprehensive scoring ranking: loratadine granules ( 3.89 points) > loratadine tablets
(3. 80 points) > loratadine syrup (3. 56 points) > loratadine orally disintegrating tablets (3. 18 points) > loratadine
capsules ( 3.16 points) > loratadine dispersible tablets ( 3.10 points ). CONCLUSIONS; The -constructed
comprehensive clinical evaluation index system for pediatric loratadine preparations demonstrates generalizability and
plays an irreplaceable role in ensuring optimized supply of loratadine varieties, promoting rational clinical drug use,
assisting health policy decisions, and controlling drug costs.

KEYWORDS Loratadine preparations; Comprehensive clinical cevaluation; Delphi method; Analytic hierarchy

process; Indicator quantification

il RZE G I 2 2 AR R B RR A R R R T B ORMORRERA RO, MR (R A G
T J 24 b T FH AR A A PG R ) 24 il PR 236 DA 4 2
A JES I < 5P B R LRHE B0 H ¢ I PRZ5 2% (No. [ v P2 PR (2021 4ER) 1 I 2 BRLRE 25 I PR &5 A PR 187 4

SEIRICER( 2024190 55 ; BEM ) T e 2R 25 R IE 0 F (No. e \ Y ‘
ne201-550) SNBSS FCBIEAS T ot AL oo 1) BB B DRRSLE AT LA 2500 0 5

&{#

22 No. QZYYZDXK (JS) -2023-04 ] ARBORTS 5, UL X L3 o otk s o & fth e a3z v
« B AT ZG00, W E, BF5T 7 1 25 3 0 B0 BR 25 2 B gT SRS T TR
E-mail ;29276297@ qq. com L o N o
TS AL FEZG0T, B, BFE 7 JLRIZ5%% SRt A SRR E SOV WL ERR O R R AR TR
5%, E-mail:516964695@ qq. com 22— HERREFET SR, ZEFHRNHESD, &

b E E B2 5500 2025 4E5 25 456 10 ) Eval Anal Drug-Use Hosp China 2025 Vol. 25 No. 10 - 1157 -



