BRI TR 2026 4 4 A% 39 &4 2 Chin ] Med Sci Res Manage, Apr. 2026, Vol. 39, No. 2

- TSGRV -

PR EE A B A 8 DA R B AR 7 O i S IR

i

FEARREEHZAMBRLEAAF G, AT 100044 P A EFHAFR LEAWFEFR ZARRER
BRF R, 100730

BAEVE# A4, Email: gujh@nhe. gov. cn, & 4 :010-88387009

« 133 -

5
k>

[EZE]1 B HeHE N IR R0 B (e ok AR A ™ I R I BB ST B8 . ik SR misiis.
WO GE SR X FE A3 AT I3 0 6085 45 5 v R R B2 22 1 4 00 o o B 5 I o5 B0 5 1 400 Ok R 1 A=t BB B A 7™ 7 I ML A
PR, EER B R A BN UG SR 0 H BE 0 A 2 A 7 ) A R D BB S LURIR /SR BT A i L BR YR R R
A5 4R T A 77 R0A O T A PN A A BB s AR BT | TR T A A R S A 7 T A 3 A D T g (1D R ML SR A g
IRV B e AT A T s (20 A5 Al A IE 5 300 12 FHT A 8R4 T 5 (D B R B R R IR R A . g5k B4R
R AR AAE B AR RN 228 E AR L R AR R B R A S i B R R S B DAL B BT A 51 T AR Al BRI AR 7 O R R
FEEE,

[(XgRY TDARBERE™ I PEER; ERAER

[HhES%ES] R19;R-05 [xaktriZaE] A DOI:10. 3760/cma. j. cn113565-20260330-00113

Exploration of the overall thought for developing the new quality productive forces in health system through
technological-element oriented management
Gu Jinhui
Development Center for Medical Science & Technology National Health Commission of the People’s Republic of China
Beijing 100044 , China; School of Health Policy and Management s Chinese Academy of Medical Sciences & Peking Union
Medical College , Beijing 100730, China
Corresponding author : Gu Jinhui s Email : gujh@nhc. gov. cn, Tel : 0086-10-88387009

[Abstract] Objective This study aims to explore the overall thought and management measures to promote the develop-
ment of new quality productivity in health system through the technological-elements oriented management. Methods A com-
prehensive theoretical and policy research approach was employed, utilizing comparative analysis and inductive summarization to
investigate the connotation of technology element management and the overall thought & management measures for leading the
development of new quality productivity in health system through technological innovation. Results The connotation of techno-
logical-elements oriented management is centered on enhancing innovation capabilities and promoting productivity development,
focusing on knowledge technology creation, technology diffusion, and the role of technology elements in fostering productivity
growth. The realization of leading new quality productivity in health system through technological innovation can be approached
from 3 aspects: (1) strengthening capabilities; Enhancing the knowledge creation capacity of high-level hospitals, (2) promo-
ting efficiency: facilitating the improvement of efficiency from research to application; (3) emphasizing elements; Leveraging
the role of health data as essential elements. Conclusions Understanding the connotation and primary objectives of the techno-
logical-elements oriented management, with a focus on the key points of promoting the technological-elements transformation.
is the main pathway for developing the new qualitative productivity driven by the science and technology.
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Modern clinical research management in a rapidly changing world
(I ) Implications of methodological innovation for research management
Wu Yang feng
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[Abstract] Clinical research methodology is evolving rapidly, moving beyond the limitations of traditional randomized
controlled trials. On one front, this evolution involves the development of novel clinical trial designs that transcend conventional
approaches, such as adaptive trials, platform trials, and decentralized trials. On another front, it entails the active utilization of
rapidly expanding real-world data to generate real-world evidence capable of informing clinical practice. These innovations hold
immense potential for accelerating scientific discovery, enhancing clinical relevance, and improving patient outcomes. However,
the advancement of clinical research methodology must progress hand in hand with clinical research management. This article
will delve the necessity, importance, and fundamental principles of establishing a robust clinical research management system,
taking from discussing these two closely interconnected methodological transformations.

[Key words] Clinical research; Research management; Innovative designs; Methodology
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Technical guidelines for translating healthcare group standard into industry standard (T/BRACDCHE 012-
2025)
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[Abstract] Objective To provide standardized support for the evaluation and recommendation of converting healthcare
group standard into industry standard. Methods Initiated by the Beijing Chronic Disease Prevention and Health Education Re-
search Association, with the Beijing Hospital leading the effort, relevant experts in the field of health standards were organized
to draft the document. Results Based on relevant policies, standards, regulations, and research findings, this group standard
was developed. Conclusions This standard clarifies the technical pathway for converting healthcare group standard into indus-
try standard, focusing on core operational procedures such as conversion conditions, processes, and management. It is applica-
ble for the evaluation and recommendation of converting healthcare group standard into industry standard and can also serve as
a reference for the conversion of group standard in other fields.

[Key words] Industry standard; Group standard; Standard translate
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[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 The document provid-

ed an in-depth interpretation of the background, compilation principles, main content, and precautions of the standard. Focu-

sing on the standard conversion process, it explaind the connotation, significance, and interrelationships of the core points of

this standard. Results The standard established a technical pathway for converting healthcare group standards into industry

standards, clarifying key operational procedures such as conversion conditions, processes, and management. Conclusions This

standard offers a conversion guide for transforming healthcare group standards into industry standards, providing assessment

criteria for regulatory authorities and facilitating the standardized and normalized development of healthcare services.
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[Abstract] Objective The study aims to summarize the restructuring practices of a state key laboratory of cardiovascular
health promotion, providing insights for the development of a high-quality technology innovation system in life science. Methods

This study systematically analyzed the restructuring practices of a state key laboratory, including operation mechanism,

young talent cultivation, resource sharing, and platform construction. Results This state key laboratory platform had effective-
ly implemented restructuring practices to enhance its support for national strategic priorities in the prevention and treatment of
cardiovascular disease. We had successfully established a platform model by implementing innovative institutional mechanisms,
cultivating young talent, facilitating open resource sharing, and achieving substantial development. Conclusions The restructu-
ring practices of this state key laboratory shed lights on the development of a high-level technology innovation system in life sci-
ence, particularly in addressing major health challenges such as cardiovascular diseases.
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Research on the current situation and countermeasures of the digitalization development of medical research ethics review
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[Abstract] Objective To outline the current status of digital-intelligent development in ethical review within the field of
medical research both domestically and internationally, propose strategies for Al-assisted ethical review, and provide a theoreti-
cal basis and practical pathways for the digital-intelligent transformation of ethical review. Methods Through a literature re-
view, the current state of digital-intelligent development in ethical review was systematically analyzed. Combined with practical
experience in ethical review work, core challenges and issues in the digital-intelligent advancement of ethical review within
healthcare institutions were examined. Results The challenges in the digital-intelligent development of ethical review in health-
care institutions included: institutional and accountability dilemmas arising from lagging regulations, major obstacles in digital-
intelligent technologies, and insufficient intelligent support in ethical review information systems. Countermeasures for the dig-
ital and intelligent practice of ethics review included: improving regulatory standards and responsibility systems, consolidating
the technological foundation, accelerating the development of digital and intelligent review capabilities, enhancing review effi-
ciency and quality, strengthening digital and intelligent ethics training and public outreach, and elevating review capacity and
ethical awareness. Conclusions By constructing a digital-intelligently empowered ethical review framework, this study provides
a reference for establishing a trustworthy, controllable, and governable Al-assisted ethical review system.

[Key words] Human life sciences and medical research; Ethics committee; Ethical review; Artificial intelligence as-
sistance; Digitalization and intelligence; Countermeasures
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Practice and enlightenment of technological innovation in Shanghai CDC institutions from the perspective of policy tools
Wu Yue, Zu Ping ., Li Zhuyun, Shao Cenyi, Hu Yihuan, Liu Lan
Shanghai Munici pal Center For Disease Control & Prevention (Shanghai Academy of Preventive Medicine), Shanghai
201107, China
Corresponding author : Zu Ping .+ Email: zuping@scdc. sh. cn, Tel:0086-21-62758710

[Abstract] Objective This study aimed to provide evidence to inform the development of science and technology innova-
tion systems and practices in Centers for Disease Control and Prevention (CDC) institutions across China. Methods Guided by
the principle of alignment with macro-level policy orientations, national and Shanghai municipal policy documents on science and
technology innovation were retrieved and screened from Pkulaw. Descriptive analysis was conducted to categorize policy instru-
ment types and identify key policy dimensions, and the science and technology innovation and research practices of Shanghai
CDC institutions were further summarized and examined. Results A total of 32 policy documents were included. Based on the
dimensions of innovation factors and resources, collaboration among innovation actors, innovation management, the transfer
and commercialization of scientific and technological achievements, openness, cooperation and integration in innovation, and in-
novation ecosystem development, the analysis showed that Shanghai CDC institutions have been incorporated into the vertical
governance framework for science and technology innovation, with an emphasis on full-chain and whole-process development.
These institutions also demonstrated strengthened organizational and systematic approaches to innovation, enhanced multi-actor
collaboration. improved allocation of scientific and technological resources and innovation management, greater efforts to trans-
late public health research outputs into practice, expanded interregional and international cooperation and exchange, and the
fostering of an innovation ecosystem that values science and technology. Conclusions CDC institutions should strengthen align-
ment with macro-level policy orientations., promote the cultivation of innovation across the full chain and entire process, im-
prove resource allocation and innovation management through organized research and multi-actor collaboration. facilitate the
translation of scientific and technological achievements through exploratory initiatives and value co-creation, and advance scien-
tific cooperation and ecosystem development through a governance approach based on co-development and shared benefits.

[Key words] Disease prevention and control; Public Health; Science and technology policy; Policy tools;  Organ-
ized scientific research
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Development of a standard framework for electronic informed consent in clinical research based on modified

Delphi expert consultation
Fang Wenjing"', Yao Chen*, Wang Zongbin' , Zhou Shuduo'
"Department of Clinical Epidemiology s Peking University First Hospital , Beijing 100034 , China;® Institute for Advanced
Clinical Studies, Peking University, Beijing 100191, China
Corresponding author : Zhou Shuduo s Email : zhoushuduo@ pku. edu. cn, Tel: 0086-13051891788

[ Abstract] Objective To establish an implementation pathway for the normative framework of electronic informed consent using
modified Delphi expert consultation method, thereby promoting further digital transformation in clinical research. Methods The imple-
mentation pathway for the normative framework of electronic informed consent was initially developed based on regulatory require-
ments, literature reviews, and other methods. The modified Delphi method was employed to conduct two rounds of expert consultations
with 23 stakeholders from seven categories, including principal investigators or research physicians, ethics review committee members,
research participants. Scoring was performed across three dimensions: importance, sensitivity, and operability. The consultation results
were statistically analyzed, and opinions were consolidated. When expert opinions converged, the final normative framework was
formed. Results The effective response rates for both rounds of expert consultations were 100% , with expert authority coefficient of
0. 87. Kendall's coefficients of concordance for the two rounds were 0. 152, 0.077, and 0. 090; 0. 321, 0. 302, and 0. 312, respective-
ly. The final normative framework for electronic informed consent included four core dimensions: preparation phase, informed consent
phase, enrollment and implementation completion phase, and privacy protection and compliance. It also encompassed 10 conceptual
pathways, such as the conception of informed consent forms, information delivery methods, and dynamic informed consent, as well as
27 specific implementation pathways, including comprehension surveys, electronic signatures, and biometric recognition. Conclusions
The electronic informed consent framework constructed using the modified Delphi method demonstrates good reliability and can serve as
a reference for the development of electronic informed consent systems in the digital transformation of clinical research, further advan-
cing this transformation.

[Key words] Electronic informed consent; Clinical research; Delphi technique
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[Abstract] Objective To explore the challenges faced by investigator-initiated clinical trials on radionuclides in manage-
ment and propose countermeasures, providing references for the standardized management of such trials. Methods Based on a
review of policies, regulations and literature, combined with practical work experience, this study reconstructed the manage-
ment framework starting from the risk points of these trials and proposed a comprehensive management strategy covering the
review of access qualification and dynamic process control. Results There were issues including insufficient regulatory adapta-
tion and ambiguous ethical review standards in the management of investigator-initiated clinical trials for radionuclide diagnosis
and treatment. This study focused on the risk points throughout the entire process of radionuclide research, and preliminarily
constructed a three-level review and management mechanism covering the department, hospital, and health administrative de-
partment, including access qualification review and full-cycle dynamic supervision, aiming to achieve coordinated risk control
and efficient supervision and management. Conclusions To better promote the standardized and high-quality development of in-
vestigator-initiated radionuclide diagnostic and treatment trials, it is necessary to establish appropriate standards and regula-
tions, optimize the ethical review model. strengthen the institutional supervision and management, and promote cross-depart-
mental and multi-field collaboration.

[Key words] Investigator-Initiated Trials; Clinical research on radionuclide diagnosis and treatment; Clinical research
management
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[Abstract] Objective The construction of an artificial intelligence medical device scientific and technological achievement
transformation center is an important measure to promote the deep integration of medicine and industry and accelerate the trans-
formation of medical device scientific and technological achievements. Relying on the hospital to build this center, it aims to use
clinical needs and compliance data as the core engine to comprehensively improve the transformation efficiency and practical ap-
plication value of medical device scientific and technological achievements. Methods Based on field research, expert interviews
and case analysis, we had constructed a full-chain service system for translating scientific and technological achievements in Al
medical devices. This system integrated data compliance governance, proof-of-concept validation, clinical trials, and registra-
tion and market approval, thereby streamlining the translation and implementation of Al medical devices. Results The imple-
mentation of this integrated model significantly enhanced the efficiency and output of technology transformation. The hospital’s
annual intellectual property conversion rate increased dramatically from 1% to 16%. Cumulative technology transfer revenue
reached 360 million Chinese yuan. Furthermore, three Al-powered medical device products were successfully developed, valida-
ted, and transferred into industrial production and clinical application, demonstrating tangible social and economic benefits.
Conclusions The establishment of a structured transformation mechanism for Al medical device scientific achievements effec-
tively promotes the deep integration of Al technologies with medical device development. This approach not only accelerates the
formation of new quality productive forces but also contributes significantly to public health by enabling more efficient, innova-
tive, and secure medical solutions. It offers a replicable model for institutional innovation in healthcare technology transfer and
aligns with national strategic goals in technological self-reliance and health system modernization.
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[Abstract] Objective To explore the practical effectiveness of full-time research position management in promoting the
development of clinical disciplines in large public research hospitals, and to facilitate the implementation of high-quality scientif-
ic research and innovation in hospitals. Methods Taking Union Hospital affiliated to Tongji Medical College, Huazhong Uni-
versity of Science and Technology as an example, this study summarized the relevant practical experience after the hospital in-
troduced the "Full-time Research Position Management Measures”, including measures such as systematically constructing a
full-cycle management system for full-time researchers that covers selection, cultivation, employment, and retention. Results
Relevant clinical disciplines had achieved remarkable results in talent cultivation, platform construction, and industry influence.
Conclusions Scientific full-time research position management promotes the deep integration of clinical and basic research,
drives the high-quality development of disciplines, and can provide reference for the management of scientific research talents in
research hospitals and related departments.
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Optimization and practical research on postdoctoral management mechanism in research-oriented hospital
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China
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[Abstract] Objective Aiming at issues related to policy response, resource allocation, and achievement evaluation in the post-
doctoral management of research-oriented hospitals, this study explores the optimal path of management mechanism that meets the de-

Taking the Structure-
Process-Outcome (SPO) model as the theoretical framework, this study analyzes the pain points in the postdoctoral management of re-

velopment needs of hospitals, so as to promote medical innovation and high-quality development. Methods

search-oriented hospitals, constructs an optimization path featuring standardization at the structure level, dynamic empowerment at the
process level, and closed-loop feedback at the result level, and verifies the path with the practice of a Grade A Tertiary Hospital in Zhe-
jiang Province. Results The structure level has eliminated the phenomenon of vague rights and responsibilities, the process level has
improved the management and innovation capabilities, and the result level has optimized value output. Practice has proved that this path
plays an effective role in improving the training quality of postdoctoral researchers, enhancing resource efficiency, and retaining talents.
Conclusions The SPO model provides a scientific optimization method for postdoctoral management, effectively addresses pain points,
enhances the innovation capacity of hospitals, and has both theoretical and practical reference value.

[Key words] Structure-Process-Outcome model; Research-oriented hospital; Postdoctoral management; High-quali-
ty development
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[cattRiRiBl A DOI:10. 3760/cma. j. cnl113565-20250224-00044
A survey on the awareness of research integrity among medical staff in a tertiary hospital in Chengdu
Xu Lin', Zhou Xiaogang', Tang Li*
" The First People’s Hospital of Shuangliu District (West China Airport Hospital , Sichuan University) , Chengdu 610200 ,
China;*Chengdu Women's and Children’s Central Hospital , School o f Medicine , University of Electronic Science and Tech-
nology of China, Chengdu 610091 , China
Corresponding author ; Tangli, Email :tangli207(@hotmail. com, Tel:0086-028-61866112

[ Abstract] Objective To investigate and understand the awareness of research integrity among medical staff in a tertiary
hospital, providing a basis for implementing related initiatives to promote research integrity. Methods A cross-sectional survey
was conducted in December 2024 at a tertiary hospital in Chengdu, Sichuan. Univariate analysis and multiple linear regression
models were used to analyze the factors influencing medical staff's awareness of research integrity. Results A total of 1 018
valid questionnaires were collected. The awareness rate of research integrity among medical staff was less than 60%. The re-
sults of the univariate analysis showed that gender, educational level, professional title, years of work experience, position, publi-
cation status, participation in research,and attendance at research integrity training were statistically significant associated with
research integrity awareness scores (P<C0.05). The multiple linear regression analysis further revealed that higher educational
level (master’s degree: 8=3.10, 95%CI:1.29, 4.90; doctoral degree: B=8.56, 95%CI:3. 84, 13.27) ,having published pa-
pers as the first/corresponding author (=2.16; 95%CI.1. 25, 3. 07), participation in research projects (=1.15; 95% CI.
0.18, 2.12),and attendance at research integrity training (=6.03; 95%CI.5. 24, 6.83) were independent factors associated
with higher research integrity awareness scores among medical staff. Conclusions The level of research integrity awareness a-
mong medical staff is low. Strengthening research integrity education can effectively improve their awareness. In addition,it is
essential to establish a constructive evaluation framework and adopt a more scientific approach to professional title promotion
assessments.

[Key words] Research Integrity; Cognition;
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[Abstract] Objective To explore the role of medical-engineering integration in driving the high-quality development of
research-oriented hospitals, using Qilu Hospital as a case study to summarize its innovative pathways and achievements in the
development of such hospitals. Methods The study reviewed Qilu Hospital's initiatives in platform development, research par-
adigms, and clinical translation mechanisms within the field of medical-engineering integration. With a focus on magnetic field-
free medicine & functional imaging, it analyzed the hospital's strategy for constructing an innovation ecosystem characterized
by a model of "cross-disciplinary platform leadership-empowerment through specialized mechanisms in universities and hospi-
tals-deep integration of interdisciplinary teams-demand-driven targeted research-translation driven by dual government and mar-
ket forces". Results Guided by national-level leading talent teams, the deep integration of medicine and engineering consolidat-
ed superior resources inside and outside the province and facilitated organized collaborative innovation in medicine and engineer-
ing, significantly enhancing the hospitals capacity for scientific and technological innovation. Conclusions Medical-engineering
integration plays a critical role in promoting scientific and technological innovation and development in research-oriented hospi-
tals. By establishing an interdisciplinary innovation system with clear goals, flexible mechanisms, abundant talent, and a thri-
ving ecosystem, it can help foster a source of innovation in medical science and technology as well as a hub for clinical research
and translation.
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[Abstract] Objective Exploring Common Issues and Resolution Strategies in the Scientific Review Process of Experi-
mental Investigator-Initiated Trials (EIITs) at a Tertiary Hospital. Methods A retrospective review was conducted on 63 EIIT
projects that underwent scientific review at the institution from January 2024 to June 2025. The 276 issues identified during the
review were categorized and analyzed for their causes, and countermeasures were proposed based on the management practices
of domestic institutions. Results Among the 63 EIIT projects, there was an average of 4. 4 scientific issues per project, cover-
ing five major categories: research foundation and theoretical basis, research design and methodology, research implementation
and quality control, research safety and risk prevention, and research norms and patient benefits. Among these, issues related
to research design and methodology account for the highest proportion. The causes of these issues involved four dimensions: re-
searchers’ insufficient core competencies, inadequate adaptability of the resource support system, an imperfect risk-based re-
view system, and poor coordination between scientific and ethical reviews. Conclusions By establishing a diversified scientific
research support system, improving the risk-based review mechanism, and creating a collaborative model between scientific and
ethical review, it is possible to promote the resolution of core issues in the scientific review of EIIT, providing certain refer-
ences for the standardized management of medical institutions and the improvement of research quality.
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Clinical research informed consent knowledge and practice among healthcare professionals in county-level med-
ical institutions of Sichuan province: an empirical analysis of 836 questionnaires
Zheng Dongmei s He Ying
West China Longquan Hospital Sichuan University/The First People’s Hospital of Longquanyi District, Chengdu 610100 ,
China
Corresponding author : Zheng Dongmei , Email : 821415795@ qq. com, Tel : 0086-28-68238127

[Abstract] Objective To investigate the current status of healthcare professionals’ understanding and practice of in-
formed consent in clinical research at county-level medical institutions in Sichuan Province, analyze the challenges they face,
and provide a reference for standardizing the informed consent process in grassroots clinical research. Methods This cross-sec-
tional analysis, based on 836 valid questionnaire responses, utilized SPSSPRO for descriptive statistics. Results The majority
of respondents were medical, nursing, or technical staff (84.57%), aged 20~50 years (92. 70%), female (70. 33%), and
held bachelor's degrees (64.00%). Regarding awareness, most participants (96.41%) understood the concept and importance
of informed consent, 93.06% considered obtaining signed informed consent very important, and 92. 58% perceived the signing
process as standardized. Furthermore, 92. 94 % identified the educational level of research participants as the greatest challenge
in the informed consent process, and 95. 33% expressed the need for training in informed consent communication skills. In
terms of practice, the vast majority (96.29%) proactively engaged in detailed communication with participants before consent
signing, and 99. 28 % preferred face-to-face communication. However, only 73. 09% reported having sufficient time to read and
explain the content of the informed consent form. Only 50. 24% of medical personnel reported never encountering situations
where informed consent was not obtained. Furthermore, a significant 89. 00% of medical personnel indicated a lack of dedicated
personnel support for conducting clinical research. Conclusions Medical personnel in county-level medical institutions in Si-
chuan Province demonstrated a high level of theoretical understanding regarding informed consent in clinical research, yet their
practice exhibited a "high awareness but poor compliance" pattern. Recommendations included optimizing process design. es-
tablishing dedicated positions, conducting targeted training, and strengthening process oversight to effectively transition in-
formed consent from "procedural formality" to "substantive understanding".

[Key words] County-level medical institutions; Medical personnel; Clinical research; Ethical practice; Informed
consent
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[Abstract] Objective A systematic review of the current status of investigator-initiated vaccine clinical trials in China
should be conducted. Based on the current key challenges and available opportunities, feasible improvement paths should be
proposed to promote high-quality development. Methods Investigator-initiated vaccine clinical trials registered in the National
Medical Research Registration and Filing Information System between October 2020 and September 2024 were identified. Policy
documents and relevant research literature were reviewed. A structured approach was used to summarize the research land-
scape, major thematic areas, challenges, and opportunities. Results Investigator-initiated vaccine clinical trials in China grew
rapidly during the review period under policy and institutional impetus and in response to clinical needs. However, they still
faced vaccine-specific hurdles and cross-cutting challenges, including inconsistent registration and reporting, underdeveloped
regulatory oversight, insufficiently standardized ethics review, difficulties in participant recruitment and follow-up, constraints
in funding and research capacity, and persistent weaknesses in data quality and governance. Conclusions High-quality develop-
ment will require improvements to institutional and regulatory arrangements, increased public investment, strengthening of
technical platforms and workforce training, and establishment of end-to-end, life-cycle data governance.
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Analysis of survey data on clinical trial initiation efficiency in Beijing medical institutions from the corporate

perspective
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Ethics of fice of Xuanwu Hospital Capital Medical University,Beijing 100053 ,China
Corresponding author : Li Xiaoling s Email : xiaolingzw(@126. com, Tel: 0086-15699959843

[ Abstract] Objective Through the analysis of survey data from the corporate perspective on the efficiency of clinical trial
initiation in Beijing medical institutions, this study aims to fill the previous research gap of single-institution perspectives, pro-
vide insights for optimizing the entire process efficiency in the industry, and ultimately contribute to enhancing the overall effi-
ciency of clinical trials in Beijing. Methods This study employed a cross-sectional survey with a predetermined sample size of 54
questionnaires. The survey was conducted online using the Wenjuanxing platform, targeting sponsors/CROs that have collabo-
rated with medical institutions in Beijing. The scope of the investigation included multi-center clinical trials for registration pur-
poses (encompassing drug clinical trials, medical device clinical trials, and in vitro diagnostic reagent clinical trials). The pro-
ject timeframe was defined as trials where the first ethical approval among all participating centers occurred between January 1,
2020, and November 21, 2022. The main survey content focused on metrics related to initiation efficiency, the workflow
processes of institutional management departments, the application of informatization, and corporate satisfaction with the medi-
cal institutions. Results The survey ultimately collected 58 valid questionnaires, corresponding to 58 multi-center clinical trials
and covering 33 medical institutions in Beijing. Among the 33 medical institutions, 27 were Class A Tertiary hospitals, 5 were
Tertiary hospitals, and 1 was a Secondary hospital; 25 were general hospitals and 8 were specialized hospitals; 32 were mem-
bers of a mutual recognition alliance, while 1 was not. Key metrics related to initiation efficiency (median values) : time for ap-
proval review was 10 days, ethics review turnaround time 25 days, contract review and signing required 34 days, clinical trial
initiation took 16 days, and participant recruitment consumed 15 days. Most respondents indicated that the operational proce-
dures across the medical institutions were clear and easy to understand, and expressed satisfaction with the management of the
clinical trial departments and ethical review processes. Conclusions There remains room for improvement in the internal man-
agement processes of medical institutions. It is recommended to implement parallel scientific, ethical, and contract reviews
within institutions, adopt pre-review ethical assessments, enforce mutual recognition of ethical reviews, and optimize contract
review and signing procedures to shorten clinical trial initiation timelines. Sponsors should actively cooperate with medical insti-
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tutions, strengthen internal staff training, and assign dedicated CRAs to improve the quality of application materials, thereby
further enhancing the efficiency of trial initiation. With continued efforts from both the government and medical institutions,
the initiation efficiency of multi-center clinical trials in China is expected to significantly improve, providing more efficient sup-
port for pharmaceutical innovation and clinical research.

Approval review; Ethical re-

[Key words] Clinical trial initiation efficiency; Mutual recognition of ethical reviews;

views; Contract review
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