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Cold chain management for investigational drugs

PEI Tong, HU Chao-ying, ZHANG Lan
Phase I Clinical Trial Center, Department of Pharmacy, Xuanwu Hospital, Capital Medical University, Beijing 100053, China

Abstract: The transportation and storage of investigational drugs under specified temperature conditions is the premise of ensuring
the quality of investigational drugs, and is the basis for the authenticity and reliability of drug clinical trial data and results. By
consulting “Good Clinical Practice for Drugs”, “Key Points for On-site Inspection of Drug Clinical Trial Data”, “Chinese
Pharmacopoeia”, “US Pharmacopoeia”, and related domestic and foreign documents, combined with the characteristics of
investigational drug management model, we explore the key links of cold chain management of investigational drugs, realize closed-
loop management of cold chain of investigational drugs, and reduce the occurrence of over-temperature events. This article introduces
the cold chain management experience of investigational drugs, and provides reference for the cold chain management of
investigational drugs in drug clinical trial institutions.
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Table1 Comparison of drug storage temperature
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Fig. 1 Temperature curves of heat preservation box and
mobile refrigerator
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