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Shandong Provincial expert consensus on investigational

product management in drug clinical trials

Shandong Pharmaceutical Association

Abstract: “Investigational medicinal products” refer to drugs used in clinical trials, including experimental drugs and
control drugs, the safety and effectiveness of which have not been fully verified. Improper management of these drugs
may not only directly endanger the safety of subjects, but also affect the authenticity and reliability of test data. At present,
there are differences in the management process, temperature control compliance and responsibility determination of the
test drugs among the clinical trial institutions in Shandong Province, and there is an urgent need to establish unified and
standardized management standards. In this regard, the Shandong Pharmaceutical Association has organized experts in
related fields and formulated this consensus based on the requirements of the national “Good Clinical Practice for Drug
Clinical Trials” and the practice of the province. After two rounds of expert discussion and demonstration, the consensus
was passed with a 97% approval rate. The content covers the division of responsibilities and the whole process operation
specification of the management of the test drugs, aiming to provide scientific and feasible standardization guidance for
the clinical trial institutions in the province, and further improve the quality and safety management level of the drug
clinical trials in the whole province.
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