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Safety risk analysis and application supervision of orthokeratology*
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Abstract: [Objective] To promote the safe use of orthokeratology lenses and enhance regulatory guidance for their
application. [Methods] Through a review of domestic and foreign literature, understanding the current status of orthokeratology
lenses application, and combining daily monitoring experience, we analyzed the influencing factors affecting the safe use of
orthokeratology lenses and proposed application management recommendations. [Results] Starting from the design risks, quality
risks, and clinical usage risks of orthokeratology lenses, factors such as the design structure, material and quality, manufacturing
processes, fitting conditions, daily usage, and the material of care solutions may lead to adverse events. A series of recommendations
are put forward for regulatory agencies, registrants, fitting institutions, and user groups. [Conclusion] Regulatory oversight for the
safe use of orthokeratology lenses should span the entire process from product fitting to usage.
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