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FDA new requirement of package type terms for labeling injectable medical

products for human use

HUANG Fang-hua, XIAO Hui-lai

Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: FDA issued “Selection of the Appropriate Package Type Terms and Recommendations for Labeling Injectable Medical
Products Packaged in Multiple-Dose, Single-Dose, and Single-Patient-Use Containers for Human Use Guidance for Industry
(Draft)” in October 2015. The guidance provides definitions for single-dose and multiple-dose containers, and introduces the definition of a new

package type term, “single-patient-use” container. Furthermore, the guidance gives recommendation that how the appropriate package type term

appears on the labeling of injectable medical products for human use so the user will be able to easily identify the package type, which can assure
safety use. However, there is no similar guidance in China at present. This article introduces the main content of the guidance, hoping helpful for
appropriately using these package type terms for industry and enhancing the management for agency of China.
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Fig. 1 The schematic diagram of determination appropriate
package type term for an injectable medical product
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