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Abstract; Objective

trends of registered clinical trials of inhalation preparations in China, and

To analyze the current status and development

to provide references for drug development and clinical evaluation.
Methods
NMPA Platform for Drug Clinical Trial Registration and Information

Clinical trials of inhalation preparations registered on the

Publicity from its inception to December 31, 2025 were retrieved.
Descriptive statistical analysis was conducted on the basic information,
design types, drug characteristics, and indications of the trials. Results

A total of 445 registered clinical trials of inhalation preparations were
included, which had entered a rapid development phase in the past five
(94.61% ) and

The most common dosage

years. The trials were predominantly domestic

bioequivalence ( BE) studies (48.31% ).
forms were liquid inhalation formulations (44.04% ) and dry powder
inhalations ( 35.51% ) .

concentrated on asthma and chronic obstructive pulmonary disease, with

Research and development were highly

inhaled corticosteroids and their combinations being the main directions.
In contrast, trials involving childer and adolescents accounted for only
4.94% , and explorations in areas such as pulmonary fibrosis and

pulmonary infections remained relatively limited. Sponsors and research
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resources were primarily concentrated in the more developed pharmaceutical regions such as Beijing, Shanghai, and

Jiangsu. Conclusion

The development of inhalation preparations in China has entered a phase of rapid growth,

characterized by a dominance of generic drugs, a high concentration of therapeutic areas, and differentiated

development of dosage forms.

Future efforts should focus on unmet clinical needs and innovative research and

development of high — technical — barrier dosage forms to promote high — quality development in this field.

Key words : inhalation preparations; clinical trials; asthma; chronic obstructive pulmonary disease
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Figure 1

Number of publicly announced clinical trial projects of

inhaled preparations from 2013 to 2025

2 ANFIFIERIREERERER

ABFFEILN 445 IG5 s PR
W kg2, WIKERTEERAE (£ 1), ENIKLE 5
P xf 3 AL, 421 3 (94. 61% ) , [ PR Z PO s
RIR 5 ( Multi — regional Clinical Trial, MRCT){Y 24 5
(5.39% ) , 2 41T WA 700 B AIF & 3 B vh e [ N
Wi, Eb AT RAE R R



Chin J Clin Pharmacol

1481
I

Vol. 42 No. 10 May 2026 ( Serial No. 456)

RIS T, A3 50H (bioequivalency , BE )
RIS I &, 3 215 T, 4 S5 48.31% , )l T
5 245 2 0 — SCHE A 76 2 FT WA ] 751 S8 1)
B o VAT PERR R FNAA M I R 0t g A i R
oA TG AR B 38 98 391(22. 02% ) , T I AR 56
34101 (7.64% ) , A 45 1 1] 84 T (18. 88% ) F1 IV
10 551(2.25% ) o BLAF, A5 4 T 56 oR FH 38 I 1 3 1
(an T/ sk T/ M TCAE T R 7303 24
TF 2 0 R o

FER I BETT 2SR5 16, BT BE 356 & Fo i, 58
ST ER T, 2 249 T (55.96% ), H
U TATAr e, 4 181 T (40. 67% ) , B R I Y
A5 I(3.37% ) . 168 ia L, 88 80 il 5
K FTF bR 21 11 (262 T, 58. 88% ) , 3% 5 W A il 5]
2L o5 I BE RI8 1T E A 56 WE BT

R TEMHRAGR G A5 HEAE S

Table 1 Basic information of clinical trials for registered inhaled

preparations
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Table 2 Status of clinical trials for registered inhaled preparations
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