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[ Abstract] The rapid advancement of biomedicine has made the time ripe for clinical research and translation of genomics,
cell therapy, and gene therapy. The State Council issued the Regulation on the Clinical Research and Clinical Translation
Practice of Biomedical New technologies to advance clinical biomedical diagnosis and therapy. In this paper, we discuss the
significance of this regulation, interpret the implication and scope of the "new technologies" they standardize, and clarify the
ethical challenges should be considered for these biomedical new technologies that institutions encounter when implementing this
regulation. Then, we propose the strategy of those achievements, which can be taken as new techniques and new drugs for clini-

cal translation application, such as stem cells.
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Current status, challenges and future perspectives of full-time research personnel in medical institutions in
China
Wang Zheng
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[Abstract] Objective To systematically examine the current status, core challenges, and development pathways of full-
time research personnel in medical institutions in China. Methods An integrative qualitative approach was adopted, combining
policy document analysis, literature review, and in-depth examination of representative cases. This approach was used to assess
the workforce scale and structure, research infrastructure and platform support, scientific output and contributions, and gov-
ernance and management mechanisms of full-time research personnel, and to develop comprehensive policy recommendations.
Results The analysis revealed deep-rooted institutional and structural barriers faced by full-time research personnel in medical
institutions, particularly in relation to role definition, performance evaluation systems. resource allocation, incentive and sup-
port mechanisms, and coordination between research activities and clinical practice. To address these challenges, the study pro-
posed a system-oriented capacity-building framework that integrated strategic planning, institutional innovation, resource sup-
port, and the cultivation of a supportive research culture, thereby establishing a multi-level, closed-loop development model.
Conclusions Systematic reforms and sustained investment are urgently needed to fully unleash the innovative potential of full-
time research personnel in medical institutions. Strengthening this workforce will provide critical support for China’s goal of
building a strong healthcare and pharmaceutical system and for achieving high-level self-reliance in medical science and technolo-
gy.

[Key words] Medical institutions; Full-time research personnel; Workforce development; Clinical demand-oriented re-
search
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Modern clinical research management in a rapidly changing world: ( ] ) Basic concept of clinical research
management
Wu Yang feng
The Institute of Advanced Clinical Medicine, Peking University, Beijing 100191
Corresponding author :Wu Yang feng s Email :wuy f@bjmu. edu. cn. Tel:0086-10-82805836 s China

[Abstract] Clinical practice marks both the starting point and the ultimate destination of medical innovation. Clinical re-
search serves as the bridge connecting this beginning and end. How to ensure that this bridge remains unimpeded and robust is
a critical issue that medical research managers must deeply contemplate and address. This article discusses the pivotal role of
research management in advancing clinical research and fostering medical technological innovation from multiple perspectives:
research systems versus research waste, systemic development versus individual studies, quantity versus quality of outputs,
methodology versus ethical review, technological support and scientific innovation, and leadership and research culture. It pro-
poses the need to reshape the foundations of clinical research management by viewing clinical research as a complex system, in-
creasing investment in technological support infrastructure, and regarding management as a core enabler of science. Excellence
in clinical research relies not only on scientific methods but also on a meticulously designed, effectively managed, and consist-
ently value-driven research system that is geared toward creating societal benefits.

[Key words] Clinical research; Research management; System construction; Technological support; Performance
evaluation
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[ Abstract] Objective To provide guidance and reference for the capacity building and career development of intellectual prop-
erty specialists in health care and medical institutions, and to offer insights for relevant scientific research and service organiza-
tions. Methods Initiated by the Beijing Research Association for Chronic Diseases Control and Health Education, this associa-
tion standard was formulated by assembling experts specializing in intellectual property management, intellectual property serv-
ices,and technology transfer within healthcare institutions. Results This article had been formulated based on relevant docu-
ments and associated standard specifications. Conclusions This association standard specifies the knowledge, skills, competen-
cies, and enhancement requirements for intellectual property specialists in health care and medical institutions, and is applicable

to activities such as the training, evaluation, and selection of intellectual property specialists in these institutions.
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care and medical institutions
Zhang Mengxin' ,Yu Lingling' ,Sun Lin®,Zhang Pengjun’
!Department of Scientific Research Administration , Beijing Hospital , National Center of Gerontology , Institute of Geriat-
rics, Chinese Academy of Medical Sciences, Beijing 100730, China;®School of Management , Beijing University of Chinese
Medicine, Beijing 102401, China
Corresponding author : Zhang Pengjun ,Email : 2 pj8600603@163. com, Tel . 0086-10-58115036

[Abstract] Objective This article aimed to assist users in accurately understanding and mastering the relevant contents
of the standard. and to accelerate its implementation and application in healthcare institutions. Methods This article offered an
in-depth guide of the standard’s background, formulation principles, main contents and key considerations, and clarified the
meaning and interrelationships of knowledge requirements, competency requirements, literacy requirements, and improvement
requirements. Results Based on the positioning and characteristics of healthcare institutions, this association standard provided
systematic specifications for the professional competencies of intellectual property specialists. Conclusions The implementation
of this standard will help guide healthcare institutions in building a talent team with unified responsibilities and high-quality
service, drive improvements in the quality of intellectual property management within healthcare institutions, and facilitate the
transfer and commercialization of intellectual property achievements in medical field.
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[Abstract] Objective The law of our country is not clear about the rules of voting system of ethics review conference,
which causes trouble to the operation of the conference decision and the quality of ethics review, and even leads to the uncer-
tainty of the validity of the decision. The purpose of this paper is to discuss the rules of the voting system of the ethical review
conference in China to provide a clear reference for the system. Methods It adopted the comparative legal research method in
the field of law to analyze the regulations regarding the composition of committee membered, the quorum, and the number of
votes in the ethical review voting systems both domestically and internationally based on the relevant laws, regulations, poli-
cies, and foreign provisions as the primary data for its research. Results The regulations on the voting system of ethical review
meetings in our country need to be improved. There should be clear and unified requirements for the operation of meeting deci-
sion formation and the quality and efficiency of ethical review. This had caused problems in the operation of the meeting deci-
sions and affected the quality and effectiveness of ethical reviews. It had even led to uncertainty in the validity of the decisions.
Conclusions The voting system should be adapted to the development needs of the ethics committee in China. The provisions
in the legal norms should be reasonably interpreted, and the number requirements for all committee members and attending
committee members should not be mechanically understood only from the literal meaning, which may affect the organization and
quality and efficiency of the ethics review meeting. The voting system in the ethics review meeting aims to protect the rights
and interests of research participants. Having sufficient and reasonable votes is the necessary condition for protecting the rights
and interests of research participants, rather than the more the better. Regulatory authorities and ethics review committees
should formulate reasonable voting system rules from the perspective of the legislative purpose to promote the full protection of
the rights and interests of research participants.
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[Abstract] Objective Establishing an ethical framework to promote the secure, privacy-preserving and regulation-compliant de-
velopment of non-invasive brain computer interface (BCI) technology. Methods Analyzing neural data security risks in data acquisi-
tion, data processing and the application and exploring the ethical challenges in data privacy protection of non-invasive BCI. Results It
was necessary to establish a framework that integrates technical standards, legal constraints, and ethical governance to protect neural
data privacy in non-invasive BCI. Conclusions Data privacy protection should integrate technical methods, a legal framework that clari-
fies the rights and responsibilities of all parties, and an ethical guidance that balances technology development with human rights to a-

chieve comprehensive risk prevention covering all stages from data collection to application.
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Reflections on ethical review practices for clinical trials of invasive Brain-Computer Interface medical devices:
a case study of Responsive Neurostimulation technology
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[Abstract] Objective To explore the issues and challenges in the design of clinical trial and its ethical review for invasive
Brain-Computer Interface (BCID), and to provide a reference basis for improving the ethical review norms and management of
such research. Methods Based on the "Ethical Guidelines for Brain-Computer Interface Research", a retrospective analysis was
conducted on three registered medical device clinical trials led by our hospital since 2021, focusing on Responsive Neurostimula-
tion (RNS) for the treatment of intractable epilepsy. The analysis covered seven core dimensions: compliance, social and scien-
tific value, informed consent, privacy protection and personal information security. risk prevention and control, qualification
requirements, and accountability mechanisms. Results All three trial schemes met the requirements of domestic policies and
regulations regarding general medical device clinical trials in terms of core ethical review elements. Risk management strategies
were established for surgery-related risks, device-related risks, and stimulation-related risks. However, the design of the
schemes were still insufficient in addressing unique ethical issues arising from the characteristics of BCI technology, mainly in
six aspects: long-term safety risk monitoring, potential impacts of long-term brain nerve intervention, software and algorithm
security, neural data management, informs of ethical risks specific to BCI technology in informed consent forms, and accounta-
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bility mechanisms. Conclusions

Invasive BCI technology poses new challenges to traditional clinical trial design models and

ethical review frameworks. Researchers and sponsors should bear the burden of proof during the ethical review process and pro-

actively strengthen the prospective ethical design of research schemes; ethical committees need to continuously enhance their

professional review capabilities and establish an ethical management mechanism covering the entire process.

[Key words] Brain-Computer Interface (BCD ;
of medical devices

Responsive Neurostimulation (RNS) ;

Ethical review; Clinical trials
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Analysis of project management for province’s science and technology innovation plan for medical development
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[ Abstract] Objective To analyze the project management experience and effectiveness of the Shanxi Province Science and Tech-
nology Innovation Plan project, and to provide reference for optimizing the management of provincial medical scientific and technological
innovation projects. Methods Based on policy analysis and empirical data, the effectiveness and management issues of project funding
were analyze from dimensions such as institutional design, fund management, and performance evaluation, and propose optimization
suggestions. Results Since project implementation, there had been a significant improvement in scientific research output. A total of
794 articles had been published and 108 patents had been obtained, including 21 invention patents, 87 utility model patents, and 22 sci-
ence and technology awards. The total number of provincial clinical research centers (including cultivation) had increased by 172 %
compared to before 2020, and the total number of provincial key laboratories (including establishment) had increased by 60 % compared
to the period before 2020. With the help of a good management model, the project had achieved good funding results in various scientif-
ic research projects, platform construction, and other aspects. Conclusions Standardizing management mechanisms. enhancing the ef-
fectiveness of funding, and refining evaluation systems are crucial to boosting the impact of provincial science and technology programs.
Moving forward, there is a need to further strengthen the formulation of regulations and systems, improve the institutional framework
for medical research management, deepen reforms in evaluation and fund management, incorporate third-party evaluations, vigorously
facilitate the commercialization of research outcomes, and constantly innovate the organizational management models for scientific re-
search projects.

[Key words] Technology driven medical innovation plan project;
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[Abstract] Objective To identify the key characteristics of medical science and technology awards and explore organiza-
tional management strategies forthem. Methods Based on literature review and in-depth expert interviews, a three dimensions
of key characteristics for medical science and technology awards were constructed; academic strength, academic reputation and
influence, and achievement demonstration. Using fuzzy-set qualitative comparative analysis, a single-factor comparative analy-
sis and configurational sufficiency analysis of the key characteristics of medical science and technology awards were conducted to
identify the key characteristics and their pathways, exploring corresponding organizational management strategies. Results
Core and peripheral conditions influencing medical science and technology awards were identified. Two pathways were ex-
plored: the "Meeting National Major Needs" pathway and the "Transformation and Application" pathway. Based on key char-
acteristics and action paths, the "5E" countermeasures for organizational management of medical science and technology awards
are proposed: Excavating potential projects deeply, Exploring to lead industry norms, Engaged in and enhance the strength of
disciplinary teams, Ensuring the quality of application materials, and Encourage technological innovation, which were applied
in practice. Conclusions Based on the key features and pathways identified through qualitative comparative analysis research,
this study explores and implements the "5E" strategies for organizational management. Preliminary results indicate effective-
ness in improving the quality of hospital science and technology awards. offering valuable insights for other medical institutions
in organizing and managing medical science and technology awards.
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The connotation and pathway of scientific and technological innovation driving high-quality development of
Research Hospitals: based on a survey of 18 domestic hospitals and international comparison
He Peixin., Liu Yiyi, Zhang Fan, Jiang Xue
"Peking University Third Hospital , Beijing 100191, China
Corresponding author ; Jiang Xue, Email . jiang_zue@ pku. edu. cn, Tel: 0086-10-87132358

[ Abstract] Objective To explore the connotation, key tasks and feasible paths of scientific and technological innovation in Research
Hospitals in China during the period of high-quality development. Methods A combination of qualitative and quantitative research methods
was employed. Semi-structured interviews and data analysis were conducted for the concepts, practical experiences, and current situations
of 18 large public hospitals in China. Public data retrieval was used to analyze the development characteristics of top-tier research hospitals
in the United States. Multi-dimensional comparative analyses were carried out. Results The construction of Research Hospitals in China
was shifting from "research-oriented" to "transfer-oriented", and increasingly emphasizing innovation driven by technology transfer. Inter-
national research hospitals have sufficient funding and personnel investment for innovation, and achieved good results in commercialization
through the construction of technology transfer office and the industry-academia-research ecology. Conclusions To promote the sustainable
development, Chinese public hospitals should prioritize the orientation of "research for application”" and technology transfer, strengthen in-
terdisciplinary cooperation and practical paths for innovation and transfer.
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[Abstract] Objective
transformation system and resource mismatch, this study explores the construction of a four-quadrant transformation system based on

Aiming at core challenges inresearch-oriented hospitals such as an inadequate innovation achievement

dual axes of achievement attributes and transformation mechanisms. It aims to improve the efficiency of innovation achievement trans-
formation and support the high-quality development of hospitals. Methods Firstly, this study systematically analyzes the current status
and main problems of innovation achievement transformation in research-oriented hospitals. Then, it proposes a four-quadrant transfor-
mation model based on achievement attributes and transformation mechanisms. Finally, the model is put into practice in a Grade A ter-
tiary hospital. Results Practical results show that the number of innovation achievement transformations in the hospital increased by
42.9%. The satisfaction of researchers with the transformation system rose from 45% to 65% , and the average cycle of achievement
transformation was shortened by 29. 3%. Conclusions The four-quadrant transformation system can effectively improve the achieve-
ment transformation efficiency of research-oriented hospitals, boasts good promotion value, and provides strong support for the high-
quality development of public hospitals and the construction of "Healthy China".

[Key words] Transformation of achievements; Four-quadrant model; Scientific research management; Research-ori-
ented hospital
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Innovation path for building the professional research personnel team in medical institutions: a case study
based on the postdoctoral training Model of West China Hospital
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[ Abstract] Objective To explore effective pathways for building dedicated research teams in research-oriented hospitals.

Methods This article uses a case study approach, focusing on West China Hospital of Sichuan University. A systematic analy-

sis was conducted on its management innovations and outcomes in key stages of postdoctoral development, including recruit-

ment, cultivation, support, incentive, and evaluation. Results

West China Hospital has established a large-scale, high-quality

postdoctoral talent team. Conclusions The hospital’s postdoctoral cultivation model facilitates scientific research output and

talent incubation, providing a practical and referential pathway for building dedicated research teams in research-oriented hospi-

tals in China.

[Key words] Research-oriented hospital; Scientific research talent; Postdoctoral fellow;
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Practical exploration of the joint appointment system for research personnel in medical colleges and universi-
ties in promoting interdisciplinary integration
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[Abstract] Objective This study explores the innovative mechanisms and practical pathways of the joint appointment
system in fostering interdisciplinary integration, analyzing its theoretical logic, operational models, and real-world challenges to
propose institutional optimization strategies for higher education reform. Methods Through literature analysis and case studies,
this paper systematically examines the theoretical framework and practical implementations of the joint appointment system. By
integrating exemplary practices from institutions like the University of Michigan, it dissects the system’s interdisciplinary mech-
anisms across three dimensions: multi-agent collaboration, resource integration, and evaluation innovation, while identifying
structural contradictions and institutional bottlenecks. Results The research reveals that the joint appointment system signifi-
cantly enhances knowledge innovation convergence (e. g. , in Al-life science intersections), cultivates interdisciplinary talent,
and strengthens universities' capacity to address complex societal challenges through cross-disciplinary resource reorganization
and flexible evaluation mechanisms. However, it faces issues such as high management coordination costs. inadequate align-
ment of academic evaluation criteria, and ambiguities in faculty identity and affiliation. Conclusions Future efforts should focus
on institutional innovation to optimize interdisciplinary governance frameworks, establish dynamic evaluation systems, and
strengthen organizational cultural cohesion. These measures will help unlock the catalytic potential of the joint appointment
system in advancing interdisciplinary collaboration, thereby providing systematic solutions for higher education to navigate tech-
nological revolutions and complex societal demands.
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Innovation and practice of management mechanisms in university-affiliated national key laboratories under the
restructuring background: a case study of the State Key Laboratory of Natural and Biomimetic Drugs
Xu Yingli, Song Shuxiang
State Key Laboratory of Natural and Biomimetic Drugs, School of Pharmaceutical Sciences, Peking University Health Sci-
ence Center , Beijing 100191, China
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[Abstract] Objective To explore how university-affiliated laboratories can overcome challenges such as scattered disci-
plines and weak engineering capabilities under the background of the restructuring of the State Key Laboratory, and to con-
struct new scientific research management mechanisms adapted to national strategic needs. Methods Taking the State Key La-
boratory of Natural and Biomimetic Drugs at Peking University as a case study, this paper summarizes its management reform
practices from four dimensions: mission-oriented strategic planning, intensified resource configuration, a "Dual-Track" execu-
tion mechanism combining the "PI Responsibility System" with "Large-Scale Team Attacks" and a "Clinical-Basic" fusion eco-
system. A horizontal comparative analysis was also conducted with CAS institute-affiliated laboratories and similar international
institutions. Results By implementing the "Dual-Track" operating mechanism, the laboratory has effectively balanced the con-
tradiction between free exploration and mission-oriented research. Relying on the advantages of university-affiliated hospitals, a
closed-loop system of " Clinical Questioning-Basic Solving-Hospital Validation" has been established. Comparative analysis
shows that university-affiliated laboratories have significant comparative advantages in interdisciplinary intersection and clinical
resource integration, but face structural shortcomings in the construction of full-time research teams and engineering validation
platforms. Conclusions University-affiliated National Key Laboratories should avoid simply copy the "vertical management"
model of research institutes. Instead, they should base their development on their own characteristics, strengthen the "Medi-
cine-Pharmaceutical-Research" synergy, and fulfill their role as a national strategic scientific and technological strength by es-
tablishing differentiated classification evaluation systems and proof-of-concept mechanisms.

[Key words] State Key Laboratories; Restructuring; Management mechanism innovation;  Strategic scientific and
technological strength
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[Abstract] Objective To draw lessons from the development of Proof of Concept Centers (PoCCs) in the United States
to provide references for constructing China’s medical achievements transformation system. Methods This study adopts case
study, comparative analysis, and literature analysis methods to dissect the development history, functions, and operational
mechanisms of medical PoCCs in the United States, compare and summarize the challenges faced in the development of concept
verification in China, and propose corresponding recommendations. Results Based on an organizational model of "small core+
large network, " medical PoCCs in the United States screen, verify, and commercially transform technologies at the laboratory
stage, significantly enhancing the success rate of medical research achievements transformation. However, the construction of
medical PoCCs in China still faces issues such as a lack of top-level design, insufficient demand orientation, single funding
sources, scarcity of professional talent, and poor achievements transformation. Conclusions China should strategically deploy
medical PoCCs at the national level, integrate technology. talent, and capital from academia and industry, and build a collabo-
rative innovation ecosystem featuring deep integration among "medicine-research-enterprise-capital-government".
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[ Abstract] Objective Based on the development requirements and current situation analysis of the construction of China’
s national innovation system, this study proposed ideas for the construction of concept verification platforms in public hospitals
in China. Methods By sorting out the strategic layouts, policy support, and construction progress of concept verification plat-
forms in medical and health-related fields at home and abroad, this study analyzed the current situation of concept verification
platform construction in China's public hospitals and put forward development approaches. Results As the construction of con-
cept verification platforms in China has entered the fast lane, high-level public hospitals in Beijing, Shanghai, Chengdu and oth-
er cities have explored the establishment of concept verification platforms under hospitals’ leadership or participation. Howev-
er, the construction was still in its initial stage, with problems such as insufficient funding sources, immature platform opera-
tion mechanisms, imperfect cooperation systems and mechanisms, and a shortage of professional talents. Conclusions Acceler-
ating the layout and construction of concept verification platforms has been included in the national innovation system layout. It
was necessary to further clarify the functional positioning, establish an early achievement screening mechanism, standardize the
platform operation and management system, strengthen the construction of professional talent teams, and gradually improve
the platform construction guarantee mechanism to construct concept verification platforms in public hospitals.
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Research on the obstacles and countermeasures for intellectual property registration of health and medical data
in public hospitals
Wang Chao', Zhang Ruoxuan®, Yang Xiaoqiu'
"Department of Scientific Research, Renji Hospital, School of Medicine, Shanghai Jiaotong University, Shanghai
200127, China; °Biomedicine & Medical Devices, Shanghai Technology Exchange Co. Ltd. , Shanghai 200438, China
Corresponding author : Yang Xiaoqiu, Email:2459748619@qq. com, Tel: 0086-21-68385504

[ Abstract] Objective In the context of national strategies to promote data element marketization and innovate intellectual prop-
erty (IP) regime, this study focuses on the unique attributes and potential value of health and medical data in public hospitals. It aims
to identify practical obstacles to IP registration for such data, propose targeted countermeasures, and ultimately facilitate the compliant
utilization and value realization of health and medical data resources. Methods This study conducted a comprehensive review of policy
documents on data IP registration issued at the national and local levels, summarizing the common requirements for registration objects
across different policies and identifying the primary functions of such registration. Building on this foundation, and taking into account
the sensitivity and complexity of health and medical data, the analysis then focused on the main obstacles to the IP registration of such
data from three perspectives: the design of the data property rights system, compliance reviews of data sources, and internal hospital
governance. Results By the end of 2024, China had launched pilot programs for data intellectual property registration in 17 localities.
In practice. this registration mechanism primarily serves four key functions: certifying the data ownership, mitigating compliance risks
in data circulation through pre-registration reviews, facilitating data transactions as a factor of production, and serving as a judicial ref-
erence or supporting evidence in case of disputes. However, significant challenges emerge when applying the current mechanism to
health and medical data in public hospitals. First, the data property rights system was not yet fully established, leading to ambiguous
boundaries between the rights of hospitals and patients. Second, as health and medical data was classified as "sensitive personal infor-
mation" , it demanded extremely high standards for source legality verification, resulting in higher compliance review costs and a height-
ened risk of privacy breaches if mishandled. Furthermore, the internal data governance frameworked in most hospitals predominantly
rely on broad principles, lacking detailed operational rules, which hindered the effective integration of compliance management into daily
workflows. Conclusions Based on the institutional foundation of the "Data Twenty Articles" (a key policy document on data), it is
recommended to promote the establishment of a separated property rights management mechanism for health and medical data involving
"holding rights, usage rights, and operation rights", and to implement risk-based, categorized, and graded data management. Simulta-
neously, compliance reviews should be embedded throughout the entire data lifecycle, including collection, processing, and application.
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Through practical case studies and continuous iterative optimization, the IP registration system for health and medical data in public

hospitals can be gradually refined. This approach aims to enhance resource utilization efficiency, foster the orderly circulation of data as

a factor of production, and fully unleash its potential value.
[Key words] Public hospital;

Health and medical data;

Data intellectual property registration
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Practice innovation and development paths of the ethical governance systems in Shanghai Medical College of

Fudan University
Zhu Yongkai', Ding Fan®, Sun Xuehui', Yu Ling', Wang Tong', Wang Siyi', Li Wenni'
'Research Of fice, Shanghai Medical College , Fudan University , Shanghai 200032, China;* Institute of Science and Tech-
nology . Fudan University ., Shanghai 200433 , China
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[Abstract] Objective To summarize and generalize the holistic pathway for the upgrading of the ethical governance system in
Shanghai Medical College of Fudan University. Methods Based on the ethical practices of Shanghai Medical College of Fudan University
from 2021 to 2024, this study systematically sorted out its practical initiatives in institutional construction, supervision and guarantee, edu-
cation and training, and application of technological innovation by comprehensively applying institutional text analysis, quantitative statistics
of review data, and typical case tracking methods. Results Shanghai Medical College (SMC) had built up a unified ethical governance
framework covering all institutions at the school level. A hierarchical policy framework was developed with tailor-made guidelines designed
according to different secondary colleges’ needs. At the same time, we had gradually established an integrated monitoring mechanism from
application submission through approval to post-approval follow-up throughout the whole ethical review procedure. To solidify our ethical
governance framework, SMC had also instituted a differentiation-based ethics education and training program at both central and secondary
levels so that every college can receive customized programs based on their own unique ethical contexts. With the rapid growth in the num-
ber of animal ethics review projects (e. g. » the number of animal ethics approvals surged by 98% between 2021 and 2024), SMC continu-
ously optimized supporting mechanisms and resources allocation. However, like numerous comparable medical colleges in universities, there
were still some key problems remaining unsolved, namely: (a) interdisciplinary researches may suffer from a lack of coordinated manage-
ment across various ethics committees due to the fact that they adopt varying standards when reviewing proposals; (b) there may exist no
systematic training about emerging technology including Al and gene-editing. The existing course may lack sufficient discussion on impor-
tant issues such as data privacy protection and algorithm fairness, while it may not provide enough real-life cases or scenarios to facilitate
students’ practice learning effectively. Conclusions By establishing a full-cycle governance institutional system, developing an all-chain
medical ethics literacy cultivation model, and building an interdisciplinary ethical assessment mechanism for emerging {rontier technologies,
Shanghai Medical College can effectively advance the in-depth development of its ethics initiatives. The experience gained therefrom holds
certain reference value for improving the ethics governance system in medical colleges of higher education.

[Key words] Ethics governance; Ethical education and training; Medical colleges of higher education; Ethics of e-
merging {rontier technologies
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Thinking and investigation of the anesthesiologists clinical research status at the general hospitals in Guizhou
Province
He Hongying' . Xu Xinpeng', Wang Zhao' , Yu Tian®, Zhang Yi'
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of Anesthesia and Organ Protection o f the Ministry of Education (In Cultivation), Zunyi 563000, Guizhou Province , China
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[ Abstract] Objective To systematically evaluate the clinical research status, main bottlenecks, and training needs of an-
esthesiologists at general hospitals in Guizhou. and to provide an evidence-based basis for developing regional research capacity
enhancement strategies. Methods In February 2025, a cross-sectional survey was conducted among practicing anesthesiologists
in 162 comprehensive hospitals in 6 prefecture-level cities and 3 autonomous prefectures in Guizhou Province, using convenience
sampling combined with electronic questionnaires. A total of 406 questionnaires were distributed, and after excluding invalid
questionnaires based on the quality control, 400 questionnaires were ultimately included. The survey collected data on the de-
mographic and sociological characteristics, research knowledge, support conditions, research output, and training needs of the
interviewed anesthesiologists. Results Among the interviewed anesthesiologists, 89.25% (357/400) believed that clinical re-
search was very important; 80. 00% (320/400) indicated that department leaders were very supportive of scientific research
work, but 53.00% (212/400) believed that the hospital lacked necessary research platforms. In the past five years, 38.25%
(153/400) had not published any papers, 59.75% (239/400) had not participated in scientific research projects, and 68. 50 %
(274/400) had not been granted patents. The main obstacles were the lack of a research environment, organizational mecha-
nisms, and training in research methodology. 81.75% (327/400) urgently needed training on project application, and 78. 00 %
(312/400) prefered training in the form of research technical methods. Conclusions The anesthesiologists at Guizhou Provincial
General Hospital have a good understanding of scientific research, but their research output is significantly insufficient, mainly
due to limited medical resources, lack of scientific research platforms, shortage of scientific research talents, and absence of sci-
entific research systems. It is suggested that the clinical micro-research model be promoted in grassroots hospitals, supplemen-
ted by the development of hierarchical talent incentives and sharing platforms, in order to systematically enhance the level of re-
gional anesthesia research.

[Key words] Guizhou Province; General hospital;  Anesthesiologist; Clinical research status; Investigation
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Analysis of the current situation and strategic discussion of medical and health institutions setting the perma-

nent DMC to monitor IIT projects
Yu Qian', Jiang Meng', Wang Mao*
!'Jiangsu Province Hospital of Chinese Medicine, Department of Science and Technology, Nanjing 210029, China;
? Jiangsu Province Hospital of Chinese Medicine, Office of Institutional Review Board , Nanjing 210029 , China
Corresponding author : Wang Mao, Email:llwyhbgs@qq. com, Tel: 0086-25-86610925

[Abstract] Objective To explore the methods and significance of establishing and operating DMC in medical and health
institutions of China by drawing on the experience of domestic and foreign academic research institutions in setting up DMCs to
monitor IIT projects. Methods The clinicaltrials. gov website was searched with the keywords "DMC, DSMB" to collect the
registration project information using DMC. The search time was up to July 25, 2024. Descriptive analysis was used for classi-
fication and summarization, and multiple models were used for regression analysis of application trends. Domestic and foreign
literature was adopted to understand the construction of DMC in academic research institutions. Results The current situation
analysis showed that the application of DMC was showing a non-linear increasing trend, with 2020 being the turning point of
growth. Meanwhile, DMC was mainly established by sponsors and was suitable for critical clinical trials aimed at supporting
drug registration and marketing in China. With the increasing demand for research quality and the strengthening of subject pro-
tection awareness in IIT, research medical institution in China had established DMCs to effectively monitor high-risk IIT pro-
jects at the institutional level. Conclusions The role of DMC in the implementation and management of high-risk IIT projects is
increasingly prominent. Medical and health institutions can draw on the excellent experience of domestic and foreign academic
institutions to establish DMC to ensure the continuous safety of subjects and the scientific rationality of research, which can im-
prove the quality. safety, and trust of clinical research and promote the effective improvement of scientific research management
level.

[Key words] Investigator Initiated Trial; Data monitoring committee; Subjects; Research management

Fund program: The General Project of Jiangsu Provincial Administration of Chinese Medicine (MS2021017) ; The Research
Hospital Project of Jiangsu Commission of Health (YJXYY202202); The Eagle Soaring Project of Jiangsu Association of Chi-
nese Medicine (CYTF2024005)
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