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Introduction to FDA Oral Drug Products Administered Via Enteral Feeding
Tube: In Vitro Testing and Labeling Recommendations Guidance for Industry

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

Abstract: The demand for oral administration of drugs via enteral feeding tube is increasing, but the previous research on this is not
deep and detailed, and the supervision is not strong. In order to ensure the safety and effectiveness of this administration method,
FDA issued the Oral Drug Products Administered Via Enteral Feeding Tube: In Vitro Testing and Labeling Recommendations
Guidance for Industry in June 2021. Specific and detailed recommendations for preclinical in vitro testing are put forward. The
recommended testing types include recovery testing, sedimentation volume and redispersibility testing, in-use stability in designated
dispersion media, particle size distribution study, acid resistance testing for dug products with an enteric coating and dissolution
testing for extended-release drug products. It also puts forward recommendations on the writing of drug product labelings for this
kind of administration, especially the detailed recommendations for administration instructions, and lists examples. At present, there
is no similar guidance in China. This guidance of FDA is introduced in detail for the reference of researchers and regulators in this
field. It is expected that the in vitro testing of oral drug products administered via enteral feeding tube and the writing of the drug
product labeling will be implemented.
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