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Construction of A Management Model for High — Alert Medications
DING Hong',LYU Xunguo®,ZHANG Xiaoqing’ ,WANG Xianli'*,NING Junhong®
(1. Obstetrics and Gynecology Hospital of Fudan University ,Shanghai,China  200090; 2. Shanghai Quyang Hospital ,Shanghai,China 200092
3. International Peace Maternity & Child Health Hospital of China Welfare Institute ,Shanghai.China 200030; 4. Yangize River Delta Integration
Demonstration Zone < Qingpu > ,Obstetrics and Gynecology Hospital of Fudan University ,Shanghai,China 201713)
Abstract: Objective To investigate a new model for pharmaceutical management of high — alert medications in medical institution
pharmacies, direct — to — patient (DTP) pharmacies, and " dual - channel” With reference to the

Recommended List of High - Alert Medications in China

pharmacies. Methods
(2019 Edition) , and incorporating standards from the Joint
(HIMSS) , as well as

international and domestic practical experiences and literatures on pharmaceutical management , potential error points in the

Commission International (JCI) and the Healthcare Information and Management Systems Society
clinical use of high — alert medications were systematically analyzed. Subsequenty,a comprehensive management framework was constructed.
Results and Conclusion The error points involved issues such as weak management awareness,inadequate education and training,
links including physician prescribing and pharmacist dispensing processes, as well as aspects related to patients, electronic
prescription circulation, DTP pharmacies, and "Dual — channel” pharmacies. The established framework encompasses key management
steps including organizational structure, system setting, compilation of the high - alert medication list, unified labeling system,
specialized storage area management, prescription prescribing and review, dispensing and use, monitoring and feedback mechanisms,
and the reporting and handling of adverse events. By strengthening and standardizing the management of potential error points
throughout the medication use process,the proposed measures are closely aligned with the practical needs of high — alert medication
management and clinical frontline work, effectively reducing medication - related risks, mitigating harm caused by improper
medication use,significantly enhancing medication safety,and providing a strong safeguard for protecting patients’ health and safety.

Key words:high — alert medication;pharmacy management;medication safety;pharmaceutical management
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Fig. 1 High - alert medications labeling
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Discussion on Technical Reviews Departments and Quality Risk Mitigation for Post —

Marketing Drug Change Filings in Henan Province
QIAO Xiaofang ,WANG Yingju,LUN Qixing ,MA Xin,CAO Fang,CAO Linlin
(Henan Center for Drug Evaluation and Inspection+Henan Center for Vaccine Inspection ,Zhengzhou,Henan,China 450018)
Abstract: Objective To provide references for domestic pharmaceutical enterprises to conduct research and quality management work
in key areas such as process changes. Methods The technical reviews of post — marketing drug change fillings conducted by Henan
provincial medical products administration departments from 2022 to 2024 were collected and statistically analyzed. Common issues
found in the technical reviews were identified and categorized, quality risk assessments were conducted, and targeted optimization
strategies were formulated. Results Over the past three years,a total of 2 247 product specification times were reviewed,including 1 562
product specification times for chemical drugs, 604 product specification times for traditional Chinese medicines, 57 product
specification times for therapeutic biological products,and 24 product specification times for preventive biological products in Henan
province. Common issues were concentrated in changes of active pharmaceutical ingredient (API) suppliers, packaging materials and
containers in direct contact with drugs, production sites and production processes, as well as labels and instructions. The impact of
change risks on the inherent quality of drugs was categorized into four types:direct impact,indirect impact,no impact (but affecting
use safety / compliance) , and systemic impact, and risk control strategies were proposed accordingly. Finally, review optimization
strategies were proposed. Conclusion Attention should be paid to the technical review issues and quality risks of post — marketing
drug change fillings. In this regard,enterprises should earnestly fulfill their primary responsibilities,improve research quality and filing
compliance; meanwhile, it is suggested that provincial review departments should strengthen institutional construction,enhance guidance
and training,improve communication mechanisms to further enhance the scientificity and effectiveness of technical reviews.

Key words:post — marketing drug;change filing;technical review;quality risk;optimization strategy
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