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Requirements of FDA for enterprises in drug supply chain to establish
illegitimate prescription drug verification system

XIAO Huilai
Center for Drug Evaluation, National Medical Prodcts Administration, Beijing 100022, China

Abstract: FDA issued Verification Systems Under the Drug Supply Chain Security Act for Certain Prescription Drugs Guidance for
Industry (draft)in October, 2018.The guidance introduces the specific requirements of FDA for enterprises in the drug supply chain
to establish illegitimate prescription drug verification system, including quarantine and investigation of suspect products as well as
quarantine, disposition, and notification of illegal products, etc. There is no similar guidance at present in our country. The guidance
of FDA is introduced in detail, which is of great reference value to the enterprises in the drug supply chain of our country to discover

and eliminate the illegitimate drugs, and it is beneficial to the management of the drug administration department in this respect.
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