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Design Changes for Household Oxygenerator Applicable to GB 9706.1 — 2020 and Its

Series of Standards
ZHOU Meiling', JIANG Xiao®,GUAN Hui' ,LAN Wanling' ,HOU Lihua',LIU Yang’

(1. Sichuan Institute for Drug Control - Sichuan Testing Center of Medical Devices,Chengdu,Sichuan,China 611731; 2. National Institutes for
Food and Drug Control, Beijing,China 102629; 3. Chengdu Administration for Market Regulation ,Chengdu ,Sichuan,China  610061)
Abstract: Objective To provide a reference for the design changes and quality control of the medical molecular sieve oxygenerator
used in home care environments (hereinafter referred to as household oxygenerator) applicable to GB 9706.1 — 2020 and its
series of standards. Methods Based on the test requirements and compliance judgment principles of GB 9706.1 — 2020 and its
related mandatory standards, combined with the usage environment of household oxygenerator, the key points of product design
changes were investigated from the perspectives of general safety requirements and special safety requirements,and the key design
change points were summarized. Results and Conclusion The GB 9706.1 — 2020 and its series of standards applicable to
household oxygenerator have been mandatorily implemented on May 1,2023. The main points of product design changes include
risk management process and basic performance identification, external labeling, mechanical structure design,internal structure design
adjustment, shell design adjustment, requirements for alarm, requirements for usability design, requirements for programmable medical
electrical system, etc. Household oxygenerator manufacturers should carry out effective design changes for the products in accordance
with these the standard requirements, improve their usability and compliance standards, and thus facilitate the product’s rapid and

compliant entry into the market.
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