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Abstract: Objective To analyze the registration status of Phase I drug clinical trials in China from 2013 to 2023. Methods Data
related to drug clinical trials were retrieved from the Drug Clinical Trial Registration and Information Disclosure Platform from its
inception to December 31,2023. The temporal and geographical distribution, dosage forms, indications, trial design, trial institutions,
A total of 6 144 Phase [ drug

clinical trials were registered in China from 2013 to 2023, showing an overall increasing trend. Among them, 3 872 (63.02%)

and sponsors of Phase I drug clinical trials in China were collected and analyzed. Results

items were chemical drugs,2 151 (35.01%) items were biological products, and 121 (1.97%) items were traditional Chinese
medicine / natural drugs. Most trials were conducted domestically (5 910 trials, 96.19%) , while only 234 (3.81%) were
international multicenter trials. Trials involving pediatric populations were scarce,with only 59 (0.96%) registered. Beijing had the
highest number of registered trials (1 620,26.37%) , followed by Shanghai (1 124,18. 29%) and Jiangsu (537,8. 74%). A total of
31 dosage forms were involved,with injections being the most common (2 995,48.75%),followed by tablets (1 954,31.80%) and
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capsules (801, 13.04%). Trials covered 20 indication fields, with oncology being the most prominent (2 613,42.53%). The main
trial designs were single — arm studies (2 808,45.70%) and parallel — group designs (2 598,42.29%) , followed by crossover
designs (730, 11.88%). A total of 349 drug clinical trial institutions completed Phase 1 drug clinical trial accreditation,and 307
institutions conducted trials. The First Hospital of Jilin University and Cancer Hospital, Chinese Academy of Medical Sciences had
the highest number of conducted trials (both 235). Domestic enterprises were the primary sponsors of these trials (5 624,91.54%).
The top sponsors were Jiangsu Hengrui Pharmaceuticals Co. , Ltd. (336,5.47%) , followed by Chia Tai Tianqing Pharmaceutical
Group Co. ,Ltd. (156,2.54%) and Jiangsu Hansoh Pharmaceutical Group Co. , Ltd. (90, 1.46%). Conclusion With policy support
and collaborative efforts, China has made significant progress in Phase I drug clinical trials. However, challenges such as the
uneven distribution of clinical trial resources,research redundancy,and insufficient pediatric trials have become increasingly evident.

Government authorities, clinical trial institutions, and pharmaceutical enterprises must work together to promote the high — quality

development of Phase I drug clinical trials in China.
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Tab.1 Overall characteristics of the clinical trials (n =6 144)

AR 4% HMR(%) AR HE ARK(%)
B EHH 3872 63.02 | R REA 3261 53.08
24 AhHs 2151 35.01 4 2883 46.92
BHIZKGSH 121 19T | £#E § 657 1069
®E AP 3137 5106 | RAl & 195 317
kE LER 2751 4478 B4k 5290 86.13
G5 L1 | HRE OLE 59 0.9
Ak 183 298 REA 5912 96.22
#E BARR 5910 96.19 LE+REA 13 28
BRSBCHE 234 381

2.2 HESH

2013 4F 2 2017 4F , 3R [ 1 A 25 9y it IR 1k 56 4 4
F10F 4005, F 2018 4R W HE AN, 2 2023 AR5 1
1 000 11 . AR BB AR I (ARSI K % 16. 13%) .
Hod A= Wy ) i A 3K 6 A0 5 4 e I . (A 1
KR 31.64%) , Hk Ik 2= 25 5 (4F ¥4 K R

7



AEEIE-
Pharmaceutical Administration

¥ &35 ¥

China Pharmaceuticals

20254E3 H 20 H 55 34 55 6 1)
Vol. 34,No. 6, March 20,2025

F2 REHES T (n=6144)

Tab.2 Time distribution of the clinical trials(n = 6 144)
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Tab.4 Dosage form distribution of the clinical trials
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Fig.1 Distribution of drug dosage forms
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Fig.2 Indications of drugs in the clinical trials(n = 6 144)
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Tab.5 Study design of the clinical trials (r =6 144)
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Tab.8 Top 10 sponsors by number of registrations (n =6 144)
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Tab. 6 Characteristics of the clinical trial institutions(n = 349)
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