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Analysis of Drug Third — Party Logistics Regulatory Policies of the FDA
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(1. Henan Provincial Drug Evaluation and Inspection Center,Zhengzhou ,Henan ,China 4500005 2. School of Pharmaceutical Sciences,Zhengzhou
University . Zhengzhou , Henan, China 450001 )
Abstract: Objective To provide a reference for strengthening the regulatory of drug third — party logistics (3PL) in China,and to
promote its high — quality development. Methods The 3PL regulatory policies and related literature on the official website of the
U. S. Food and Drug Administration (FDA) were reviewed to compare them with the regulatory policies for drug wholesale
distributors. Results FDA strengthensed the supervision of 3PL mainly by clarifying the responsibilities and obligations of 3PL and
other participants in the supply chain,as well as national licensing standards,and promoted cooperation and collaboration of supply
chain participants to ensure the quality of drugs. Conclusion China should improve the laws and regulations related to drug 3PL
as soon as possible,clearly divide the responsibilities of supply chain participants, stipulate the annual reporting obligations of drug
3PL enterprises, and ensure efficient and orderly recall traceability,so as to promote healthy and orderly development of the drug
3PL industry.
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