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Current Status of Registered Clinical Trials of Children’s Drugs in China

Ma Yanjiaol , Wang Yueqi2 , Zheng Shixiangl , He Shuail( 1. Zhwjiang Hospital of Southern Medical University, Guangzhou
510280, China; 2. College of Pharmacy, Jinan University, Guangzhou 510632, China)

[ Abstract | Objective: To retrieve and analyze the registration and development of clinical trials of children’s drugs in China, so as to
provide reference for the research and development of children’ s drugs. Methods: By retrieving publicly available information of clinical
trials of children’ s drugs on the platform of registry and publicity of drug clinical trials from Sept. 6", 2013 to Apr. 19", 2022,
statistical analysis was conducted on trial status, indications, initial disclosure dates, types of investigational drugs and sponsor
information. Results; A total of 207 clinical trial registration projects of children’ s drugs were retrieved. The number of registered
clinical trials of children’ s drugs showed an overall increasing trend over time. Clinical trials of children’ s drugs were mostly conducted
domestically, with international multi-center projects accounting for a relatively low proportion over the past decade (16.9%). In
China, Jiangsu had the highest number of registered clinical trial projects by sponsors, and Beijing Children’ s Hospital, Capital Medical
University led the most clinical trials of children’ s drugs. The majority of clinical trials of children’ s drugs had sample sizes ranging
from 200 to 1,000 participants (43.5% ). The field of clinical trials of children’s drugs had the highest number of projects in the area
of pre-treatment for children’ s respiratory system diseases. Conclusion: The number of clinical trials of children’s drugs in China has
been increasing year by year, yet the proportion of international multi-center trials remains relatively low. The field of research in
children’ s drug clinical trials is relatively limited, which primarily focus on traditional treatments for respiratory system diseases in
children.

[ Keywords ] children’ s drugs; clinical trials; registration
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Meta-Analysis of Influencing Factors of Treatment Compliance in Children with Asthma in China

Luo Nan, Wang Ling, Yuan Xiaoping, Guo Rong ( Children’ s Hospital of Chongqing Medical University, National Clinical
Research Center for Child Health and Disorders, Ministry of Education Key Laboratory of Child Development and Disorders, Chongging Key
Laboratory of Pediatrics, Chongging 400014, China)

[ Abstract ] Objective: To systematically evaluate influencing factors of treatment compliance in children with asthma in China.
Methods: The Cochrane Library, EMBase, PubMed, Web of Science, CNKI, CBM, Wanfang and VIP databases were retrieved for
collecting observational studies on influencing factors of treatment compliance in children with asthma in China. The retrieval time was
from the establishment of the database to Mar. 31*, 2023. Two researchers independently screened literature, extracted data, and
assessed bias risks based on the quality assessment tool recommended by the Joanna Briggs Institute (JBI) Center for Evidence-Based
Healthcare. Meta-analysis was performed by using Stata 17. 0 and RevMan 5. 3 software. Results: A total of 30 studies were enrolled,
including 5,285 cases of children, with 15 cross-sectional studies and 15 case-control studies. Meta-analysis showed that the treatment
compliance rate in children with asthma in China was 41. 1%. Factors such as low caregiver cognitive level, adverse drug reactions,
adverse psychological reactions and poor inhalation technique were identified as risk factors for treatment compliance. The severity of
asthma symptoms was identified as a protective factor for treatment compliance. Caregiver education level, children’s age, economic
status, medical supervision, duration of illness, and caregiver trust in clinicians and nurses were found to be unrelated to treatment

compliance. Conclusion: Treatment compliance is poor in children with asthma in China, it is suggested that clinicians and nurses
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