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Exploration and Practice of the Express Route Inspecton System for High — Risk Information

on Cosmetic Safety in China
CHEN Xi,LYU Xiaomei,TIAN Shaolei
(Center for Food and Drug Inspection of NMPA ,Beijing.,China  100044)

Abstract: Objective To provide a reference for improving the Express Route Inspection System for High — Risk Information on
Cosmetic Safety (trial, hereinafter referred to as the Express Route System). Methods The monitoring and management of cosmetic
safety risk information in various regulatory processes such as on - site inspection, supervision and sampling inspection, risk
monitoring, adverse reaction monitoring, complaint and tip — off [belonging to different technical support agencies of the National
Medical Products Administration (NMPA) | and the problems in the previous monitoring and management system were analyzed.
Based on the concept of risk management (including risk identification,analysis,evaluation and response),the NMPA Express Route System
was established and applied to the cosmetic unannounced inspection. Results The reasons for the unannounced inspection were
mainly high - risk events such as the detection of over — standard prohibited materials. The proportion of serious defective items
in total found in the unannounced inspection increased from < 30% to 50%. The process with the most defective items changed
from factory facility and equipment management (27.68%) to material and product management (27.14%). Conclusion The
establishment and implementation of the NMPA Express Route System has obtained initial success. It is suggested that we should
expand the collection channels of high - risk safety information, promote the joint risk analysis and evaluation among multiple
departments, expand the application scope of systems and strengthen the top — level design to perfect the Express Route System.

Key words: cosmetic;safety ;risk ;regulation; express route;system;on — site inspection
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