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[ Abstract]) The critical issue in advancing the development of data as a factor of production lies in articulating and oper-
ationalizing viable policy and practice pathways for the value-based governance and management of data. At present, the policy
architecture for the value realization (monetization) of public data and scientific data has been largely established. It mainly con-
sists of two institutional pathways: firstly, the scientific data-intellectual property-technology transfer pathway, promoted pri-
marily by the Ministry of Science and Technology and the National Intellectual Property Administration. Secondly, the public
data-rights confirmation and differentiated rights allocation-authorized operation pathway, promoted primarily by the National
Data Administration. However, in the course of institutional implementation, medical and health organizations still encounter
practical challenges in policy interpretation, policy selection, and policy applicability. It is therefore necessary to develop a con-
sensus-based implementation framework for management practice. This consensus document, taking into account the organiza-
tional attributes of medical and health institutions and the distinctive characteristics of data resources, proposed a consensus-
based framework for the whole-process management of the transformation of data-related scientific and technological achieve-
ments. It also provided guiding reference opinions on issues for which existing policies remain insufficiently specified. This con-
sensus had been developed through the participation of leading domestic institutions with established strengths in the research
and management of data-related scientific and technological achievements. The recommendations set forth herein were intended
to provide a practical reference for medical and health institutions in carrying out the management of transformation activities in-
volving data-related scientific and technological achievements.
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[Abstract] Objective To guide the management of research assistant roles and standardize the professional growth and
development of research assistants. Methods The standard initiated by the Beijing Research Association for Chronic Diseases
Control and Health Education and led by Beijing Hospital, it organized experts from scientific research management and clinical
researchers from many medical and health institutions to draft the document. Results The standard focusesd on clinical re-
search scenarios, specifying competency requirements of clinical research assistants across three dimensions: knowledge, skills,
and professionalism, and set the level of differentiated ability requirements for scientific research assistants in different scenarios
of "project management" and "process implementation". Conclusions The standard closely centered around the national policy
of building a professional scientific and technological support which matches the implementation of national science and technol-
ogy programs, this standard promotes the professionalization and standardization of the research assistant workforce in China,
providing talent support to ensure the quality of clinical research. It is applicable to activities such as the selection, training.,
and evaluation of research assistants involved in investigator-initiated clinical studies in medical and healthcare institutions.
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[Abstract] Objective In October 2025, the Beijing Research Association for Chronic Diseases Control and Health Educa-
tion released the Standard "Competency Standards for Clinical Research Assistants in Healthcare and Medical Institutions"
(Standard No. T/BRACDCHE 013-2025). This article aims to provide an in-depth interpretation of the standard to promote its
dissemination and implementation, thereby guiding the high-quality management and professional development of clinical re-
search assistants. Methods A comprehensive analysis of the core content of the standard, including its scope, key elements,
competency requirements and training and assessment methods, was conducted using literature research, survey analysis, and
inductive summarization methods. Results Guided by the principles of scientificity, foresight, practicality, and precision, the
standard constructs a three-dimensional competency framework encompassing knowledge, skills, and literacy. Furthermore, it
innovatively introduces different applications based on project management and project implementation. Conclusions  This
standard is the first group standard for clinical research assistants in China. It can provide directional guidance for the traininga-
nd career development of clinical research assistants, and offer a clear reference for post management, personnel training and
performance assessmentin medical institutions.
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Modern clinical research management in a rapidly changing world: ( [[ ) Data, digital transformation, and ar-
tificial intelligence in clinical research: opportunities, challenges, and implications for research management
Yang feng Wu, The Institute of Advanced Clinical Medicine, Peking University, Beijing 100191, China
Corresponding author :Wu Yang feng » Email :wuy f@bjmu. edu. cn, Tel ; 0086-10-82805836

[Abstract] Clinical research has entered a new era characterized by unprecedented growth in health data, rapid advances
in digital technologies, and the rapid development of artificial intelligence. However, more data do not automatically produce
good evidence, and complex algorithms do not necessarily yield reliable, fair, or clinically useful results. This article examines
the evolving roles of data, digital transformation, and artificial intelligence in clinical research, finding that digital transforma-
tion permeates the entire research lifecycle, fundamentally reshapes the paradigm of clinical research, and creates new opportu-
nities. The core challenge of clinical research is no longer data generation, but data governance. In the era of big data and artifi-

cial intelligence, successful clinical research requires not only smarter algorithms, but also smarter governance.
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Classification and clinical applications of medical robots
Zhong Wei' ,Yin Chenghong®
! Department of Medical Genetics, Beijing Obstetrics and Gynecology Hospital , Capital Medical University/Beijing Maternal and
Child Health Care Hospital , Beijing 100026 , China;’ Department of Central Laboratory, Beijing Obstetrics and Gynecology Hos-
pital , Capital Medical University/Beijing Maternal and Child Health Care Hospital. Beijing 100010, China
Corresponding author ; Yin Chenghong , Email . yinchh@ccmu. edu. cn, Tel:0086-10-52276699

[Abstract] As a cutting-edge field at the intersection of medicine and engineering, medical robots are profoundly resha-
ping the landscape of modern medicine. Drawing upon the classification framework of the International Federation of Robotics,
as well as personal clinical practice and management experience, this paper established a systematic cognitive framework for
medical robots, categorizing them into three core types: surgical robots, rehabilitation robots, and diagnostic and assistive
service robots. Additionally, this review further explored the current challenges in the field, such as cost control, standardized
training, and ethical-legal issues, while envisioning future development trends of medical robots. It emphasized that the ulti-
mate goal of technology is to serve humanity.

[Key words] Medical robot; Medicine-engineering interdisciplinary integration;
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[ Abstract] Objective Object To systematically map out the R&.D models and principles of medical robots from a clinical-
needs perspective, clarify the matching logic between different models and clinical scenarios, and provide evidence for research
management, policy-making and industrial practice. Methods From two dimensions-organizational collaboration mode and core
technology driver, we described existing medical-robot R&.D models, analyzed their characteristics in depth, and combined na-
tional practice features with the differing clinical demands of surgical, rehabilitation, diagnostic and assistive robots to dissect
the adaptability and application conditions of each model. Results In terms of R& D models for medical robots, those based on
organizational collaboration can be classified into the "medicine-engineering-industry" collaborative model, the university- or re-
search-institute-led model, and the enterprise-led model. When categorized by the core technology driver, they fall into the tra-
ditional electromechanical-integration model and the Al- and data-driven model. Robots in each category follow distinet R&.D
principles; the matching framework between R&D model and application scenario should therefore be a dynamic closed-loop
system that can be summarized as "needs insight — model selection — resource integration — scenario validation — iterative
optimization". Conclusions In the R & D mode of medical robot, different modes have their own advantages and limitations,
which should be flexibly selected according to the specific scenarios such as robot type., technical stage and resource policy. In
R &. D, we not only need to pay attention to the adaptation of R & D mode and clinical needs, but also pay attention to the R
&. D strategy of the application of a new generation of artificial intelligence-multimodal large language model in medical robots.

[Key words] Medical robots; Development patterns; Medical-engineering-enterprise collaboration; Industry-univer-
sity-research-medical
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Analysis of the U.S. National Institutes of Health's joint funding model with enterprises for medical research
and its implications
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[Abstract] Objective This study aimed to systematically analyze the medical research funding system of the U. S. Na-
tional Institutes of Health (NIH) in collaboration with enterprises. It also aimed to provide policy implications for the Joint
Fund of the National Natural Science Foundation of China. Methods This study used case analysis and comparative analysis. It
reviewed NIH medical research programs under the framework of public-private partnerships. It also compared these programs
with the operating mechanism of the Joint Fund. Results The findings showed that enterprises could fund NIH medical re-
search through multiple channels. To protect enterprise interests, NIH had developed a project formulation process guided by
actual industrial needs. NIH had also explored an effective mechanism for research output allocation. By contrast, the Joint
Fund still needed to further develop a diversified funding structure. It also needed to strengthen enterprises’ substantive author-
ity throughout the whole process of project management. Conclusions The Joint Fund could draw on NIH experience. It could
consider introducing a membership-based funding model. Based on membership status, enterprises could be encouraged to par-
ticipate more deeply in funding guideline deliberation and medical research management. Rules for data sharing and patent licen-
sing allocation could also be improved.
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Al enabled practical exploration and development paths for major medical scientific research outcomes in
Shanghai Medical College of Fudan University
Zhu Yongkai' , Kong Weijia®, Zhu Zhenzhen®, Tao Hongyue', Sun Xuehui', Yu Ling', Wang Tong', Li Wenni', Yu
Chuyao' . Wang Siyi'
'Research Of fice, Shanghai Medical College, Fudan University, Shanghai 200032 , China;® Institute of Radiation Medi-
cines Fudan University, Shanghai 200032, China;®School of Management, Xuzhou Medical University, Xuzhou,
221004 ;' Department of Radiology, Huashan Hospital Af filiated to Fudan University, Shanghai 200040 ,China
Corresponding author : Sun Xuehui , Email: xhsun@ fudan. edu. cn, Tel. 0086-21-54237823

[Abstract] Objective To summarize the practical experience and development paths of Shanghai Medical College of Fu-
dan University (abbreviated as SMC) in the output of significant medical scientific research achievements empowered by Al for
Science (AI4S). Methods Taking SMC as a case study, this paper focused on the core links of Al4S-empowered medical scien-
tific research. By comprehensively adopting methods including literature review, on-site investigation, and analysis of official
website data, it systematically analyzed the construction of the practical support system under AI4S empowerment from the
perspectives of technical platform system support, interdisciplinary talent cultivation, and strategic coordination and interdisci-
plinary transformation support. Furthermore, it identified the key challenges in the process of major achievement output in core
fields and proposes targeted optimization strategies. Results By continuously improving the ecological system for Al4S-em-
powered interdisciplinary integration of medical disciplines, Shanghai Medical College of Fudan University had taken a series of
initiatives, including building a multi-level technology support platform at both university and college levels, cultivating inter-
disciplinary talents at different levels, and strengthening the guarantee capacity for translational research of interdisciplinary a-
chievements, SMC had achieved a series of major achievements in fields such as the discovery of new drug targets, intelligent
screening of rare diseases, and remote precision surgery. However, it also faced challenges such as insufficient in-depth collab-
oration between university and college-level intelligent computing platforms, and the need for further optimization of informa-
tion sharing and resource coordination between on-campus platforms and affiliated hospitals. Conclusions By constructing an
AI4S interdisciplinary integration and innovation system and giving full play to its enabling role in the entire chain of nurturing
significant medical scientific research, SMC can be effectively promoted to continuously produce high-level original achieve-
ments. These practical experiences provide certain reference value for higher medical colleges and universities in China to pro-
mote major medical breakthroughs with the support of AI4S.

[Key words] Al; Significant medical scientific research achievements; Medical schools in universities; Practical ex-
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Practice and effectiveness analysis of the dedicated research team construction in a research hospital
Qian Wencai' s Liu Jingjing®, Wang Bingyu®, Ma Yijie*, Lin Zhi', Song Yuqin'
"Of fice of Academic Development s Peking University Cancer Hospital & Institute s Beijing 100142, China; > Human Re-
sources Department s Peking University Cancer Hospital & Institute s Beijing 100142, China
Corresponding author : Song Yuqin. Email: songyuqin622@163. com. Tel: 0086-10-88121122
[Abstract] Objective To explore how to build a high-level full-time scientific research team, promote the high-quality
development of research-oriented hospitals, and provide references for hospitals of the same type. Methods Taking a certain
specialized cancer hospital in Beijing as an example, this paper explored the problems faced by the hospital in the process of
building a full-time scientific research team and the corresponding reform measures, and descriptively analyzes the basic situa-
tion and scientific research achievements of the construction of a full-time scientific research team. Results Since 2019, the to-
tal number of full-time scientific researchers in the hospital and their proportion of the total number of hospital staff had been on
the rise. Non-staff full-time scientific researchers such as postdoctoral researchers and jointly hired personnel had become new
growth points. By 2024, the number of full-time scientific researchers had increased to 159, accounting for 5. 58% of the total
number of hospital staff, among which 96. 86 % had doctoral degrees. The proportion of national-level projects undertaken by
this team exceeded 40% , and the proportion of SCI papers published reached 33%. They also closely cooperated with clinical
and medical technicians. The full-time scientific research team had achieved personal development and also made significant con-
tributions to the hospital's scientific research development. Conclusions The full-time scientific research team is the core force
of scientific and technological innovation in research-oriented hospitals. A construction path centered on "expansion beyond au-
thorized staffing. diversified incentives, and long-term evaluation” has been explored by a certain specialized cancer hospital in
Beijing. Through reforms in various aspects such as salary and welfare, working conditions, career development, evaluation
and incentives, guarantees have been provided for the construction of the full-time scientific research team.
[Key words] Research-oriented hospital; Dedicated research personnel; Talent team construction;
DOI:10. 3760/cma. j. cn113565-20251107-00306
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Construction research of the capability index system for clinical research assistants in medical institutions
Peng Boya', Miao Miao® . Gao Qiang®, Sun Lin', Zhang Pengjun’®
"Hunan Provincial Center for Disease Control and Prevention, Hunan 410153 ,Chinas *Clinical Trial Center , Beijing Hos-
pital, National Center of Gerontology, Institute of Geriatric Medicine , Chinese Academy of Medical Sciences, Beijing
100730 , China; *Department of Scienti fic Research , Beijing Hospital , National Center of Gerontology » Institute of Geriat-
ric Medicine, Chinese Academy of Medical Sciences, Beijing 100730 ,China; *School o f management , Beijing University of
Chinese Medicine , Beijing 100029 ,China
Corresponding author : Zhang Pengjun s Email . zpj8600603@163. com ., Tel . 0086-10-58115036

[Abstract] Objective Scientific research assistants serve as a crucial supporting element within clinical research teams.
However, the specific requirements for their competencies remain ambiguous, which hinders their ability enhancement and the
delivery of efficient comprehensive support for innovative clinical research endeavors. This study initiates by establishing a com-
petency indicator system tailored for scientific research assistants in clinical research within medical institutions, offering a valu-
able reference for evaluating their competencies and conducting management or training. Methods Through literature review
and textual analysis, an initial indicator framework was established. Following two rounds of expert consultations, the final in-
dicator system was developed. Then using this indicator system, the competency assessment data was collected for reliability
and validity test of the indicators, and preliminary evaluation of research assistants’ competencies. Results The constructed in-
dicator system comprises 3 primary indicators, 6 secondary indicators, and 26 tertiary indicators. The Cronbach’s « coefficient
was 0. 913 (>0. 8) and the cumulative variance contribute rate was 73. 275% , demonstrating robust reliability and validity.
The K-W test statistic H was 409. 114 (P<C0.001), confirming the indicator system’s ability to discern differences in competen-
cy levels. Research assistants exhibit high quality levels, moderate skill levels, and relatively low knowledge levels. Conclusions

This study has developed a reliable and comprehensive competency indicator system for clinical research assistants, offering

preliminary insights into their current competency status. It provides a scientific foundation for enhancing the training and man-
agement system for research assistants in medical institutions, fostering the improvement of their competency, and maximizing
their support for scientific research endeavors.

[Key words] Scientific research management; Research assistant; Hospital management

Fund program; Capital’s Funds for Health Improvement and Research (2024-2-40512) ; Beijing Hospital“Science and Tech-
nology Star” Project (BJ-2020-088)
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Construction of development pathways and practical experiences for medical-engineering integration in univer-
sities: a case study of the Med-X Center for informatics at Sichuan University
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[Abstract] Objective To summarize the practical experience of the Med-X Center for Informatics at Sichuan University
in exploring the integrated development path of medical-engineering interdisciplinary research, and, by analyzing the approaches
of high-level universities both domestically and internationally, to distill a theoretical foundation that can serve as a reference for
similar institutions. Methods A case study approach was adopted, taking the Med-X Center for Informatics at Sichuan Univer-
sity as an example. The study was carried out through four aspects: building the hardware and software infrastructure for med-
ical-engineering integration, implementing a comprehensive system encompassing full-process project management, data gov-
ernance, and financial support, activating a dual-primary investigator research system led by experts from both medicine and
engineering, and improving the systems for interdisciplinary academic exchange and talent cultivation. Results The prominent
feature of this path was the balanced emphasis on deep scientific collaboration and fundamental research services, focusing on
service provision and standardized institutional guarantees, thereby fostering a diverse academic ecosystem. Conclusions This
study provides a practical summary that offers a replicable reference path for the integrated development of medical-engineering
interdisciplinary research in universities.

[Key words] Research management; Medical-engineering integration; Interdisciplinary; Dual- primary investigator
responsibility system; Modular service
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Research analysis on the current status of research integrity awareness regarding third-party services among re-
searchers at a higher medical college
Chen Ran' ,Chen Zhuo® , Shao Xuemei'
"'Department of Scientific Research ., Capital Medical University, Beijing 100069 , China;’ Department of Scientific Re-
search , Beijing Obstetrics and Gynecology Hospital ,Capital Medical University. Beijing Maternal and Child Health Care
Hospital , Beijing 100026 ,China
Chen Zhuo Current A f filiation . Beijing Chaoyang Hospital, Capital Medical University ,Beijing 100020 ,China
Corresponding author : Chen Zhuo , Email: chenzhuo@ccmu. edu. cn, Tel;0086-10-85231720

[ Abstract] Objective To understand the perceptions of researchers at a certain higher medical institution regarding third-
party services, as well as the next steps in research integrity development and related needs surrounding such services, provi-
ding a reference basis for improving the research integrity systems of the institution and its affiliated hospitals. Methods A
questionnaire survey was conducted among 263 researchers engaged in National Natural Science Foundation projects at a higher
medical college in 2025, using generalized linear models to analyze the impact of third-party services, current research integrity
practices, awareness of handling academic misconduct, and factors influencing research integrity development. Results The o-
verall awareness rate of researchers regarding the scope of third-party services was below 70% , while the awareness of current
research integrity initiatives and the handling of academic misconduct exceeded 80%. Age < 30 years was negatively correlated
with research integrity awareness (P<C0. 05), whereas middle-level and higher administrative positions show a positive correla-
tion with research integrity awareness compared to those without administrative roles (P<C0. 05). Among the permitted actions
in third-party services, researchers awareness was below 60% for data storage services, recommending suitable journals within
a manuscripts field, providing professional guidance for peer review responses, and promoting research findings, with the low-
est awareness rate being 53. 6% for promoting research findings. The overall perceived necessity of additional regulatory meas-
ures required by third parties was 77. 8%. Conclusions The universities will carry out various forms of scientific research in-
tegrity publicity and education activities around the legitimate scope of third-party services, establish an academic misconduct
prevention and governance system, strictly screen cooperating institutions, prevent improper academic third-party services, and
thus create a clean and upright scientific research ecological environment.

[Key words] Colleges and universities; Paper; Research integrity; Third-party services; Cognition; Generalized
linear model
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Exploration on the construction path and practical strategies of research wards in specialized obstetrics and gy-
necology hospitals:a case study of Beijing Obstetrics and Gynecology Hospital
Hu Junyu, Zhang Yue, Liu Zhen, Ju Rui, Wang Jingjing , Dai Yinmei, Wu Qingqing » Miao Jinwei, Yin Chenghong
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[ Abstract] Objective To investigate the development approaches and implementation strategies for research wards in specialized
obstetric and gynecological hospitals. Methods The practice and achievements in developing research wards in Beijing Obstetrics and
Gynecology Hospital, Capital Medical University were summarized, covering the establishment of management systems, exploration of
ward operation models, construction of information systems, personnel training, and management of Clinical Research Coordinator
(CRO). Results Following the implementation of research ward construction, the initiation time of clinical trials was reduced by
25.6%. The volume of research projects and total research funding grew by about twofold and threefold relative to the pre-construction
period. A four-tier talent mechanism was formed, and the stability of the CRC team was notably enhanced. Conclusions The research
ward construction model in Beijing Obstetrics and Gynecology Hospital, Capital Medical University can effectively break through bottle-
necks in specialized clinical research, improve the quality and efficiency of clinical research, and provides a valuable reference for the de-
velopment of research wards in similar domestic hospitals.
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Study on the dilemma and governance pathways of informed consent in clinical drug trials based on multi-
source data
Fang Jianwei',Ji Chao® ,Yu Pingping® ,Wang Ping'
'School of Humanities and Social Sciences, Harbin Medical University, Harbin 150081, China;’Department of Clinical
Epidemiology ,Shengjing Hospital of China Medical University ., Shenyang 110022, China;®School of Health Administra-
tion , Harbin Medical University , Harbin 150081, China
Corresponding author :Wang Ping ,Email ;wang ping-hyd@163. com, Tel:0086-45-86669591

[Abstract] Objective Informed consent serves as the cornerstone for safeguarding the rights of clinical trial participants
and maintaining ethical order in clinical research; however, a significant gap persists between its ideal principles and real-world
implementation. This study aims to systematically identify key issues in current informed consent practices using multi-source
empirical data and propose targeted improvement strategies. Methods Three sets of empirical data were analyzed: (1) a ques-
tionnaire survey assessing participation willingness among 232 outpatient patients; (2) a retrospective analysis of deficiencies i-
dentified in quality control reports of 467 clinical trial projects; (3) an in-depth examination of 88 publicly disclosed litigation ca-
ses related to informed consent over the past five years. Results The study revealed a paradoxical patient attitude toward clini-
cal trials characterized by "high willingness, superficial understanding, and multiple concerns", with a notable prevalence of
therapeutic misconception. Implementation-level issues included oversimplified consent procedures, inadequate communication
of content, documentation errors, and lack of understanding assessment. These practical shortcomings directly contributed to
legal disputes. primarily involving claims of informed consent violation and therapeutic misconception. Conclusions The cur-
rent informed consent system exhibits discontinuities in the "willingness-implementation-safeguard" chain. We propose establis-
hing a patient-centered. stepwise, dynamic, and continuous informed consent model to shift the paradigm from "obtaining a
static signature" to "ensuring dynamic comprehension". Additionally, we recommend developing a risk-oriented checklist for
quality control key points and call for improving compensation and remedy mechanisms for trial subjects. This study provides
empirical evidence and pathway recommendations for enhancing the ethical governance of drug clinical trials in China.

[Key words] Clinical trial; Informed consent dilemma; Governance path
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[Abstract] Objective To systematically analyze the common quality issues in the whole process management of Investi-
gator-Initiated Trials (IIT) and propose practical, systematic quality control strategies to improve the overall quality of IIT.
Methods Based on the policy of Measures for the Administration of Investigator-Initiated Clinical Trials Conducted By
Medical and Health Institutions . combined with relevant domestic and international literature and the management experience
of multiple medical institutions, this study analyzed the quality control inspection data of 95 interventional IIT projects carried
out in Beijing Chao-Yang Hospital during 2024-2025, comprehensively sorted out and conducts root cause analysis on the man-
agement problems in each link from the three stages of study design, implementation and conclusion. Results During the study
design phase, primary problems included insufficient scientific rigor in protocols, such as inadequate randomization procedures,
unreasonable sample size calculation, poorly defined or clinically irrelevant endpoint indicators, and insufficient feasibility as-
sessment. In the implementation phase, common issues encompassed subject protection, procedural compliance and data and
risk management. During the conclusion phase, problems mainly involved disorganized documentation management and inade-
quate adherence to the statistical analysis plan. Conclusions Improving IIT quality requires establishing a risk-based quality
control system that permeates the entire research process. Medical institutions should implement measures including a collabo-
rative scientific and ethical review mechanism, promote standardized and information-driven dynamic risk monitoring. strength-
en standardized documentation and statistical analysis assurance, and provide systematic research competency training for inves-
tigators. These efforts aim to shift the management model from "posthoc correction" to "comprehensive, refined, and proac-
tive" governance. Future work should focus on deeper integration of quality control with intelligent information tools to build a
sustainable ecosystem for clinical research quality governance, thereby safeguarding subject rights and ensuring the generation
of high-quality evidence.
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Current status and implementation recommendations for safety review of Investigator-Initiated Trials
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[ Abstract] Objective To analyze the challenges faced in safety review, the weakest aspect of ethical follow-up review for
Investigator-Initiated Trials(IIT) in China, and to propose solutions. Methods We reviewed relevant Chinese regulations and
literature and combined this with practical work experience to summarize the problems existing in investigator-initiated trials
safety review and to propose countermeasures. Results Several problems existed in investigator-initiated trials safety review.
These included a lack of standardized mechanisms for safety review at the national level, insufficient management by healthcare
institutions, weak awareness of safety reporting among researchers, absence of relevant systems in ethics committees, unclear
compensation mechanisms for harm, and lack of independent monitoring mechanisms. To address these issues, multi-dimen-
sional advancements were needed. These included improving top-level institutional design for investigator-initiated trials safety
review, strengthening full-process management of safety review in healthcare institutions, optimizing safety review mechanisms
of ethics committees, enhancing training for researchers on safety events, and clarifying compensation and indemnification re-
sponsibilities for participant’s harm. Conclusions By systematically improving the policy framework, strengthening supervi-
sion, and enhancing safety review capabilities to address existing problems, we can effectively ensure the safety of research par-
ticipants, improve research quality. and promote the healthy and orderly development of investigator-initiated trials in China.
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