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Current Status and Regulatory Considerations of Drug-led Combination Products

GE Yuanyuan'?, LIAO Ping?, JIA Guoshu®, LIANG Yan?, ZHANG lJingchen?, CHEN Guiliang?,
YUAN Hongmei'“[1.Shenyang Pharmaceutical University, Shenyang 110016, China; 2.Shanghai Center for Drug
Evaluation and Inspection, Shanghai 201203, China; 3.China Pharmaceutical University, Nanjing 211198, China; 4.Center for
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ABSTRACT: This paper focuses on the regulatory strategy of drug-led drug device combination products, comparing and
analyzing the definition, scope and management mode of drug device combination products in the United States, the European
Union, Japan, Canada and China; summarizing and analyzing the types of combination products in the Product-specific
Guidances for Generic Drug Development(PSGs) of the US FDA’s scientific and technical reports in the past five years, the
results show that the top three PSGs newly added to the FDA were transdermal system, nasal sprays, and single-dose prefilled
syringes/pens(including auto-injectors).

As of March 1, 2023, the National Medical Products Administration(NMPA) had cumulatively announced the results of 339
combination products applied for attribute definition by enterprises, of which 88 were “drug-led drug device combination
products”, accounting for 26%; and 78 were “device-led drug device combination products”, accounting for 23%; the results of
“not belonging to drug device combination products” accounted for more than half (51.0%), which indicated that there was a big
difference between the industry and the regulatory understanding of the definition of drug-device combination products, and that
the existing guideline and documents were unable to provide clear and predictable positioning of the combination products under
research and development for the time being.

This paper also puts forward suggestions for solving the problems in the development of drug-device combination products
in China, in order to improve the consistency, predictability and transparency of the classification and definition of drug-device
combination products in China, and to provide references for the development and scientific supervision of this kind of products.
KEYWORDS: combination products; drug-led; attribute definition; regulatory science
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Blue box represented the primary mode of action in product.
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