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Modern clinical research management in a rapidly changing world (V) .
ethics, integrity. transparency and reproducibility: building trustworthy clinical research ecosystem
Wu Yang feng , The Institute of Advanced Clinical Medicine , Peking University, Beijing 100191, China
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[Abstract] Driven by methodological innovation, digital technologies, artificial intelligence, and the growing availability
of real-world health data, clinical research is undergoing profound transformation. These advances had greatly enhanced our ca-
pacity to generate medical evidence, but they had also introduced new ethical, scientific, and governance challenges. The long-
standing "reproducibility crisis" in biomedical research has not diminished with technological progress; rather, research miscon-
duct, selective reporting, irreproducible findings, and algorithmic bias are becoming increasingly frequent, often attracting sig-
nificant public concern. This article reviewed the recent evolution of clinical research ethics, the changing concept of research
integrity, and the emerging challenges posed by artificial intelligence and digital research. It proposed a shift from compliance-
oriented oversight toward building trustworthy clinical research ecosystems, embedding research quality, ethical responsibility,
and societal value throughout the entire research lifecycle to promote responsible research practices. Such a transition is essen-
tial for maintaining public trust and maximizing the contribution of clinical research to human health.
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The past as mirror, strategies for public health: the symbiotic relationship between medical
history and health policy management from the perspectives of three medical experts
Zhen Cheng
School o f Medical Humanities, Peking University ;Center for History of Medicine, Peking University ,Beijing 100191 ,China
Corresponding author ;: Zhencheng, F-mail : zhencheng@bjmu. edu. cn, Tel;0086-10-82801560

[Abstract] As an important interdisciplinary subject of medicine and history, medical history offers historical references
for China’s health policy management. From the perspectives of three senior medical figures, Chen Minzhang, Chen Haifeng
and Cheng Zhifan, this paper explores the symbiotic relationship between medical history and health policy management. Medi-
cal history consolidates the historical foundation for health related decision making and provides experience for health manage-
ment discipline. Conversely, health policy management endows medical history with practical missions and promotes its applied
research for health governance. As the cornerstone of medical humanities education, medical history should be set as a compul-
sory content for health policy management. The integration of the two builds the knowledge system of health governance. In
the digital intelligent era, medical history should exert its value of learning from history and educating people to boost the de-

velopment of health care undertakings.
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[Abstract] Objective To compare international practices in integrating research resource sharing and management in the
data driven era, and to identify implications for medical research governance. Methods A qualitative case study and comparative
analysis were conducted. Representative cases included the National Institutes of Health Data Management and Sharing Policy,
the National Science Foundation Public Access Plan, the European Open Science Cloud, the European Health Data Space, the
Open Access Repository of the National Natural Science Foundation of China, and the national platform for major research in-
frastructure and large scale scientific instruments in China. These cases were compared in terms of governance logic, legal ba-
sis, technical architecture, incentive mechanisms, and applicability to medical research. Results The United States and Europe
emphasized early integration of sharing requirements into funding rules, standard repositories, controlled access, protection of
personal data rights, and open science evaluation. China relied more on centralized coordination, platform aggregation, per-
formance assessment, and resource allocation constraints, showing advantages in resource registration, organizational mobiliza-
tion, and policy implementation. These differences were related to public resource management models, personal data rights
protection, research evaluation culture, and medical data governance ecosystems. Conclusions The integration of medical re-
search resource sharing and management should shift from platform oriented construction to full process governance, establis-
hing a system in which resources are findable, access is controlled, reuse is traceable, and contributions are evaluable.

[Key words] Medical research governance; Research resource sharing; Research management; Data management
and sharing plan; Open science
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Research on the scope and severity of scientific misconduct of researchers in medical and health institutions
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[Abstract] Objective To formulate two lists of the scope and severity of scientific misconduct in the whole process of
scientific research, so as to provide reference for medical and health institutions to identify, investigate and deal with scientific
misconduct. Methods Based on literature and case studies and panel discussions, we initially formed the lists of manifestations
and severity classifications of scientific misconduct. And then we carryied out the expert consultation and calculate the expert
consensus rate. Results There was a total of 50 items of scientific misconduct in 10 categories. The reasons for the top three
categories were: falsify (26.0%), problems of authorship of papers and projects and signature (10.0%), and problems with
the use of research funds (10. 0%). Regarding the different stages of scientific research activities, there were 13 items
(26.0%) of research misconduct in the project application and review stage, 1 item (2. 0%) in the project task form submission
stage, 13 items (26.0%) in the research implementation stage, 18 items (36.0%) in the research results writing stage, and 5
items (10.0%) in the paper submission and publication stages. According to the severity classification, there were 6 items of
mildly severe grades (12.0%), 8 items of moderately severe grades (16.0%), 29 items of severe grades (58.0% ), and 7 items
of particularly severe grades (14.0%). Conclusions Scientific misconduct includes a wide range and various forms, covering
different stages of research activities, mainly severe and particularly severe levels. The research results will be helpful in deter-
mining and dealing with cases of scientific misconduct in medical and health institutions.
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Governance and prevention strategies for research misconduct in scientific papers from large general hospitals:
insights from a typical case analysis at a Shanghai tertiary hospital
Wang Xichen', Zhu Yanhong®, Zhu Wan', Ma Lei', Liu Xueni'
"Scienti fic Research Department , Shanghai General Hos pital . Shanghai 200080 , China; * Personnel Department , Shanghai
General Hospital , Shanghai 200080 , China
Corresponding author ; Liu Xueni , F-mail :lxlysh@163. com,Tel:0086-21-36126252

[Abstract] Objective Hospitals are high-risk area for research misconduct, yet current governance often exhibits reac-
tive characteristics, and comprehensive strategies are needed to prevent and govern research misconduct. Methods This study
employed an embedded case study method to analyze two typical research misconduct cases handled by a tertiary hospital in
Shanghai. In-depth analysis was conducted from multiple dimensions. such as publication information, investigation process.
evidence integrity, and third-party involvement. Results Analysis revealed that medical researchers have insufficient internal-
ized commitment of research integrity norms, specifically manifested in the lack of standardization in experimental records, data
preservation, and third-party services. Furthermore, the communication mechanisms among the institutions, authors, and
journals were lacking, resulting in a disconnection between the journal handling decisions and authors’ appeals, as well as insti-
tution’s investigation conclusions. Conclusions Preventing and governing research misconduct in large general hospitals needs
to shift from focusing on post-event investigation to a combination of pre-event prevention and post-event supervision. This in-
volves strengthening publicity, promoting standardization of archiving and submission of research data, establishing journal
early-warning mechanisms. to coordinate the construction of the research integrity management system with hospital research
administration. Ultimately, this will establish a full-chain governance model for medical research misconduct.
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Full-chain governance
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[Abstract] Objective This study aims to systematically analyze the primary manifestations and underlying causes of ethi-
cal misconduct in Investigator-Initiated Trials (IITs), and to propose governance strategies from the perspective of internal
governance systems within healthcare institutions, thereby providing references for promoting high-quality development of
IITs. Methods
viewed and analyzed the mainifestations of ethical misconduct during key stages of IIT oversight, including formal review, ini-

Employing a combination of experiential summarization and literature review, this study systematically re-

tial review. and continuing review. Results Ethical misconduct in IITs primarily manifested as: initiating research without ob-
taining ethical review approval as required, obtaining ethical review approval through fraudulent means, and conducting re-
search beyond the scope of the ethical review approval or in violation of ethical norms. Conclusions The aforementioned issues
mainly stem from factors such as an inadequate ethics education and training system, insufficient ethical incentive and constraint
mechanisms, insufficient provision of support services for research principal investigators, and maladaptation of cross-depart-
mental collaborative governance effectiveness. To effectively promote the high-quality development of IITs, it is essential to
construct governance strategies for healthcare institutions that focus on internalizing ethical awareness, strengthening institu-
tional incentives and constraints, empowering research principal investigators, and synergizing cross-departmental efforts.
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Characteristics and implementation recommendations for Administrative Measures for Investigator-Initiated
Traditional Chinese Medicine Trial in Healthcare Institutions
Zheng Jin' . Zhou Jiyin®
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Medical Research Center, Second Af filiated Hospital , Army Medical University, Chongqging 400037 , China
Corresponding author . Zhou Jiyin.Email:. zhoujiyin@outlook.com. Tel: 0086-23-68763468

[Abstract] Objective To study the key features of the Administrative Measures for Investigator-Initiated Traditional
Chinese Medicine Trial in Healthcare Institutions and propose corresponding countermeasures. Methods Compared the Octo-
ber 2024 " Administrative Measures for Investigator-Initiated Trial in Healthcare Institutions" with the " Administrative
Measures for Investigator-Initiated Traditional Chinese Medicine Trial in Healthcare Institutions. " Systematically catego-
rized and summarized the distinctive features and revised content of the latter, proposing specific recommendations for imple-
menting these measures. Results Both documents shared a consistent structure of 8 chapters and 49 articles, with the word
count increasing from 6 520 to 7 347. To better regulate the rapidly developing field of investigator-initiated Traditional Chinese
Medicine (TCM) trial in healthcare institutions, numerous distinctive provisions and detailed requirements were added, tailored
to the characteristics and current status of such research in China. Key additions included: emphasizing the need to integrate
TCM's unique characteristics, adjusting qualifications and requirements for institutions and research teams conducting investi-
gator-initiated TCM clinical research, revising prerequisites for off-label interventional studies, clarifying usage conditions for
toxic and non-toxic TCM decoction pieces, specifying conditions for institutional TCM preparation use, defining requirements
for interventional studies on TCM medical techniques, and introducing management requirements for observational and inter-
ventional studies. Conclusions To ensure the standardized and effective implementation of the Administrative Measures for In-
vestigator-Initiated TCM Trial in Healthcare Institutions, healthcare institutions should establish tiered requirements for insti-
tutions and teams based on the risk level of interventional studies. A single trial management system is sufficient, with rigorous
scientific review of study protocols. Ethics committee composition must meet requirements to ensure review quality. Safety and
efficacy foundations should be established starting from herbal slices as the source material. Trial on institutionally prepared
Chinese herbal formulations should be conducted in a standardized manner. High-quality measures should be implemented to
explore the value and refine the management of investigator-initiated trial on TCM medical techniques.

[Key words] Investigater-Initiated Trail;  Traditional Chinese medicine; = Management measures; Implementation
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Risk and response in the management of international collaboration projects on human genetic resources in
medical institutions: a perspective based on summary reports
Kong Shuanglei' s, Liu Lingzi®, Wei Luopei®, Bai Lingling* . Yan Xuedong'
'Key laboratory of Carcinogenesis and Translational Research (Ministry of Education), Research Department , Peking University
Cancer Hospital & Institute, Beijing 100142, China; °Beijing Municipal Human Genetic Resources Administration Of fice, Bei-
jing 101117, Chinas; *The Second Affiliated Hospital of Zhejiang University School of Medicine, Hangzhou 310009 , China;
! National Drug Clinical Trial Center, Peking University Cancer Hospital & Institute, Beijing 100142, China
Corresponding author : Yan Xuedong » Email: yxdl124@126.com, Tel: 0086-10-88196575

[Abstract] Objective To understand the entire process of international cooperation projects involving human genetic re-
sources and potential issues that may arise after completion, explore how medical institutions can focus on targeted manage-
ment, avoid legal risks, and improve management efficiency. Methods Compilation of the International Cooperation Summary
Report Approved by the National Health Commission’s Human Genetic Resources Service System Government Service Platform
at Peking University Cancer Hospital, analyzed the research type, project completion status, changes in the execution process,
use and remaining human genetic resources. and output of achievements. summarized the risk points of the entire project cycle
and post project management, and propose corresponding suggestions. Results A total of 154 summary reports were analyzed.
with 77. 9% passing the review in one submission. Incomplete ethical documentation was the primary reason for rejection. The
studies primarily involved Phase I to [V drug clinical trials, with 85 achieving their objectives. Among them, 117 experienced
changes in collaborators or human genetic resource management during execution. Applications for extended collaboration peri-
ods were submitted for 53 projects, while 35 projects filed 120 advance notices for the disclosure or open use of information,
mainly involving data submission to foreign regulatory authorities. Sixty-two projects involved the storage of remaining human
genetic resource materials, with third-party laboratories serving as the primary repository for these materials and associated da-
ta. Only 30 projects yielded outcomes, primarily in the form of research papers. Conclusions Timely and accurate change re-
porting is a challenge in project execution, regulatory authorities are imposing stricter timelines for project continuation applica-
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tions, the disposal of remaining human genetic resources poses regulatory challenges, the allocation of intellectual property
rights depends on post-completion tracking, emphasis is placed on ethical review and oversight throughout the project lifecycle.
It is recommended that medical institutions, on one hand, encourage researchers to deepen their understanding of the law, clari-
fy compliance boundaries, and enhance awareness of risks and intellectual property protection; on the other hand, they should
promote the development of corresponding risk prevention measures by management departments, implement dynamic monito-
ring and precise alerts through information technology. and transform legal provisions into clear guidelines for guiding specific

tasks.
[Key words] Human genetic resource;
vention and control

International cooperation;

Medical institution; Summary reports; Risk pre-
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Comprehensive evaluation study on the achievements of in Hangzhou Bio-medicine and Health Industry Devel-
opment Support Science and Technology Special Projects
Xue Liang' \Wang Chenyuan® ,Yang Lijing',Ye Shiyun',Zhou Yahong'
"Hangzhou Health Development Center , Hangzhou 310006 , China;® Hangzhou Municipal Health Commission, Hangzhou
310006 , China
Corresponding author : Zhou Yahong s Email : yanglijing3799566@126. com, Tel. 0086-571-87010585

[Abstract] Objective This study aims to investigate the output achievements of the Hangzhou Bio-medical and Health
Industry Development Support Science and Technology Special Project established under the unique "tripartite collaboration"
mechanism of enterprise-department-hospital in Hangzhou. providing data support for enhancing the innovation level of the pro-
ject. Methods  An online questionnaire was used to investigate 213 projects in Hangzhou's biomedical and health industry devel-
opment support technology special projects that have been or are about to be accepted. The survey covered aspects such as the
responsible personnel, project distribution, patents, achievement transformation, registration certificates for pharmaceutical
and medical device products, sample production and trial use, papers, improvement of clinical indicators, and the popularization
and promotion of achievements. Results A total of 199 items were finally included in the study. The project achievement con-
version rate was 19% , with a median conversion amount of 300 000 yuan. 29% of the projects obtained medical-related registra-
tionss 49% developed new products and produced samples for clinical trials, with an overall satisfaction rate of 59 % during the
trial phase. 81% of the projects involved promotion efforts, among which 14 % were promoted for use in provincial-level medi-
cal institutions. Conclusions The specialized industrial projects exhibit distinct Hangzhou characteristics, yielding abundant ap-
plied scientific and technological achievements. with outstanding results in cultivating interdisciplinary talents integrating medi-
cine and engineering. In the future, the hospital should identify niche areas within disciplinary fields, stay abreast of cutting-
edge market technologies, and track development trends of innovative products. Establishing rolling cultivation and fund incu-
bation support mechanisms targeting achievements or products will enhance the maturity of scientific and technological out-
comes, strengthen the role of transformation intermediaries or platforms, improve promotion capabilities, and facilitate early
market entry and clinical application of new products to elevate diagnostic capabilities and service quality.

[Key words] Biomedical industry; Integration of medical enterprises; Evaluation of scientific research output
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[ Abstract] Objective There is limited in-depth comparative research on the empowerment and other capitalization of sci-
entific and technological achievements methods for establishing companies. This study aims to provide reference options for
medical institutions by exploring the similarities and differences in specific paths. Methods Based on policy document analysis
and typical case studies,this research systematically analyzed the operational paths of establishing companies through different
capitalization modes of scientific and technological achievements by using literature review,case analysis and comparative analy-
sis. Results The paths of establishing companies through capitalization of scientific and technological achievements had simi-
larities and differences in intellectual property rights transfer, shareholder structure and other aspects. State-owned asset man-
agement, corporate financing and operation, and shareholding of researchers were important decision-making factors. On this
basis,a path selection model for medical institutions was proposed. Conclusions Medical institutions can promote the construc-
tion of innovation-driven enterprises by selecting appropriate paths,improving management systems,and enhancing professional
capabilities . thus improving the effectiveness of the transformation of scientific and technological achievements.

[Key words] Empowerment;  Capitalization of scientific and technological achievements;
Transformation of scientific and technological achievements

Fund program: Project for Improving Clinical Achievement Transformation Capacity Based on HI-CLIP Platform, the Sec-
ond Round of the Three-Year Action Science and Technology Program for Promoting Clinical Skills and Clinical Innovation of
Municipal Hospitals, Shanghai Shenkang Hospital Development Center (SHDC2024CRC019B) ; Hospital Management Research
Project of Shanghai Hospital Association (X2024022)

DOI:10. 3760/cma. j. cn113565-20260310-00081

Medical institutions;

TE T [ BHE Q0B 7R & s B T7 LA S I R
SRSk A5 R K BHIEF & 19 W & L 7E AR PR 2y
IR BB A K Bl PR % A 56 T Rl A v e
RARFA GBI OAE o AR AU £
ZERAL  CWF BHIF B3 55 B4 50 BT A3 A a1 20
(AR R S 7 2 DAY 65 SR T AR e R 55 IR
A P 3 3 A R R AR A UK B IE N 51 e AL AR
USERRTE S S NEEE '€ iR & N RPN/

I LA I AR A i 5 9 A BF 98 22 4 b T R R
Ji AN B HAR S ke 14 58 1) 23 0 8 35 BUR B[R] AL
] DE A BOR A0 - 15 25 A B A 130 T 0 A
S5 RHBE R BEA AL 9 A S A B SRR AR S AR
Pl R 119 % B e AT 5 R 1 0 L 473 A7 A R F 5
2H. FET ARSI B ST LA SR 2 AT A
EWEESNE 24 75 0 TRE (B SPRVIR AE S5 907 AR N /N
R AL B AR B PRI L Oy 2T ML A B R sk e



« 404 - Fr A E AR R4 2026 4 8 A4 39 %45 4 ) Chin ] Med Sci Res Manage, Aug. 2026, Vol. 39, No. 4

ENSEVOSEL SoPMEE L
1 ERSMA BRI EENLEZHF

PRIy MU AE R B SCR B2 A i B 224 AT H 4o
2 [E AT BOFARZE 5 BOR T LIRS 5. 78
I 52 1 € e N RS A E fg E BB R B A5 )
SARS ol %5 7 AL B8 BT SR 2 A 8 7 2 Ao 2 A L
WALUE . kARG 7RI RCR B IH R e
J7 B RATT I BEE 55 - O BRI7 LA T 8 R e
AR Tk A R . (AR N RGN & A 35 ) B H
BB BT X L B F AL 1 Ak A PR AR T W
SE » (15 T MILA) 7 ST % AR 1 1 45 58 B SRV T 2
FRACBA I A T TG L AR T IR AR

4 [ WSS B SR A o © AR 2 M AT . 4
PRI 700 KL IR HE R XL R TT
JEAUR IR G A il B, PR3 T BTN B3 B A AL
B S TR Y15 LA 3t 7 S 95 T AR i 2 K L s Ak
B 5 73 e P Bt s 2 B 297 T i - T 5 58 3 R
BUAL TBAS Al » K 4 S8 WA A 24 s SCHRp IBA e
V-8 wia E A 2 R AL PG S 6 40,
3 T AN T 10 A A, SR BRI 51 B
Fetb . 25 Mo Bl SR IAS Lk ) B 25 55 T0 i 22 S AL R
KRR UCEAR M T 20 A
2 EFNARRELEXHIERIR

24 iy 1 27 AU IE FE R R 2 AR AL 1 BB R
P s, R UG g g . 2024 4R R E =9 H1 45
B2 Bt % ) AL BORE ) E 3G K 2 3700, b DL 4%
BE07 AT I L A AL B AT 6 AL B R T
B BSR4k 5 308 22 5 L B AR Al az A /K7 ] 4
FRT; B R AL R R L R R T

2020 AERFHCHR ED R CWF BFIF A 53 55 BB
I B 1 B A 44 5 UK T R
BEA AR R 4% B, 2023 4F LT R SR LR TR
T B v TR R A A A i i L 4
LIORY-BENE o Gl S (YN 53 Nl AN R
AR N R B S 1 1 58 8 K 5 R 2 B 2 K Mt s 1
e i A1 44 B T 23 BT HLR T R AR G TR AR R
SR » ¢ [ BT AL AL £ 4E 2E 155 B0 R AU A
7 TR AT DA PR ST o T ) R A < — e B g 0 3 o
BEAL A W) SE I AL 1 B AR AU R L B 2 R AR AR
S0 s IR HA PR AR SF I RN 51 Bk B2 i R g A R
IEM 55 R 7 5 = 4RO BOAR SR A B A Ak A
24 5 B B XU 5 DU AT R A B A B 5]
B0 f G oh 5 F BRI R BN RS 600 . 2 BRI R

A2 U IR R R TR R A N R A/
S5 WA L SR B A, REEANE R
AR T AL R VK 9 I s R 2 TR I e 4R
ROBA I AR A EM B 1l 588 K2 s
SEBE B E S A BE B VKB ST R B VR BE R
A0 — B R s Bt AR T R AR AR L I YT AL B A
AR TR IR R B
3 BWRERHEMAERREARMLEEIT ST

MR T B BIE N D3 B 55 BB R i A A s K
S e FEAS Rt 5, S0 7 22 ) 5 T 45 R ol S Tk A o 4
R A BURA 5 0 - AURAL S R A% OB . 7R
FERIER L A BURBGHE — 25 117 4 358 43 0 A AL
WA (LA R BR300 WA ) 5 42 38 BT A AR AL (LA
T RIAR S R TRAL) PR B R BRIBAL 424 1%
GEAE B0 R AT+ B4 A S R TR B A
AR Z 0] 1 N FE B 50 2 5, R YT
LA 36 426 3“5 Ak A 1) T DR SR AR AR
3.1 FRAMRAL S 4 AT E 43 BT

Jt A ARRA & A R = A H B 1) BHIE A BLAY
JE AR AT R AR AT . ER A TR
10K B AR 3 43 BT A AR Jah 45 BHOE N B TR
FERUIT A NS TR RHIE N B B (B B H B
FROF- 6O A . 320 WAUS 10 B Ee 1F 4 AR ST
A ) D) D R BRI B L O B AR . b U BUK
VRS BE I J T 350 43 A RO AL » 0 1™ AL AR B3y
B e 5 RHIF N RO FE L Rl BS ks B P
730 43 B 0 AR A LB 4 e 1k Oy 3k ok g 3K B
BE H AR A Ak T B R L T R 43 A
AR

R AL EE R b, g 4 BEBE™ VL8
B B B R B RHIE N 5L S I B B A
WOy — IR A RHIE N B HE BURLUE DA H A AR
SRR BRI BYFE R AT R A BT R A
RO G AT B A ] A IRASE 5 e 7 3 3 A
(1 S R B R A 8 oy il — 2B BR Bk 4 R
N B HR A 3% B R T
3.2 JIrA BUBAL S R #8258 10 6 L 4 A

VB M 45 9% I B (004 BB R HEA TR AN 388 10F A
TUH 23\ 5 T BURALS ST 2 w2 AR R 20 BB
ARG E 2 A W) B X R AR R R
WF GUEAT AR B, — i ply SR ) A0 48 9% 19 2 ) gk
ik, BV EEBEAE 2023 456 BE B AR f i %%
A/ RN Y A s R o A Rl | /NI ES I )



FAEE AR RS PR e 2026 45 8 A4 39 £45 4 8] Chin ] Med Sci Res Manage, Aug. 2026, Vol. 39, No. 4 405 -

JR 52 B AT B 23 B3

FE TR g 1 e 1 JRAR - B4 " L LK
A4 B= B (1) NKG2D CAR- 582 21 £ 30 5 2+ i H
SO TEAE M BT USER EY E—B RER T
1 B4 e L E T 2ORs R e B 23 1 BB R BT A AUk
FIH AL IH 2w 1 B eSO 1 5 L 9
e RS 2 WA R AR T H 2 F I A 254 b
A BL B P 5 AN o 1 DX A T 4 AU A
AP BB R BB e Lk 25 BN B3 FA o B 5%
PEATH 2w A 2P ) A ) B B el
3.3 FETVF AL 2 MR Xt o B

FHA T L e B0 R0 PR ™ ARG 1 i 5L R
U LT IR R T 28 T FH B Al AN B 1k 7= ALY B
B, R R BB AL BF S B B2 5 Bl 2
KRBT “VEn] + B AR A mlfbiz & R
WCEh 7 BIURS M ok 5 TS0 SR A o /R T 4 I 5 B I B
AL VF AT % 9 T8 CRAT I e e AR A IS AL i A B B
BRI 5% Be BE 4 B8 5 3 N an A3 2
] B A R B BCR A VR T A3 AT 2 I
FU o mLHEAT 7l A S0 - B2 7 BILAG R 7 T i 4 5 R
BEN BT A0 BE . O DRI I 5% B [ 5% 1 BT AN 02k
I H 2> R S AN B A3 I e B 0 ) A AR I <
R B I 7 6 A A TR H Bsf 18 S Bl A 25 o I 7 o 3
3% 56 PR UE B 1 JBOAGR 5 » 4 3R [ 45 B2 57 Bl
AR D0y HL A MG SR AT A9 AR IR A

b5 b I I e (4 VP S A 2  2EARL O AR R AL
WL T 5TV AT AT BB SR BEAS AL AL 2 F Y
B 0T BT HU ERE AL H R 45 2 T 1 3k
A0 T E P AN e B R B A B = R I 2 %,
SERAE AUt LR 2 AU | iR
AV AT ASE L Sl 1 AT SR A ALY
T S A e A ™ A e s e 1 TR 0 2R DXL
— IR M R AR BT I 2 5 . K
7 AL TS e A B 45 A S A R R ) A
J& B RS S AR T L 2 — B AT AT D BEBIEN B fil A
YRR AT H AWl 2 BRI 5 AU R B4
JHR A B P AR A 25 351 H P BA- AR 4 e P
R (LR AT — 2 ety » 5 HLR 2 55 A A AR SR AE 22
AR Y 3000, 7EAE AU i Sk Al E L 2% R Y
185 R AT BB UE 5 - B H R B R ™ BN 2 Tl
T3 WRASURIBI [AT BA » B2 58 70 5% 1 25 BHUT N B . P i
(R UNZE ST RE RN E AT 3 /R CE M L E
b B R 2 S Y S AU AT AT AR A 5

S BLR S Ak 2 SRR AL O U8 B i A AL KT
R B AL o o 22 R AL HE M S 47 € I Al I
R AR MY X WA S5 Bh-E R St % A » 28 35 Uk 4 55 F
AR TR0 B 2w L i B ST 2 % 1 i i Pk
1 CRAE O A B

R R 2 VBRI 51 B4 B A AT L
2 A) AL I H 2 w25 T HORVE R B B
LU ok R AT 75 3 T 28w AT 2 A i s A
VPRI SR B R B o 1 B R 27 OB T A
I 2 B[] A3 AR 3R Z00 2 ) ) A e LR AT B HE o
BT PR B BOSCR 7 ol Al K T AR U A . 3X Rl
B30 I e B X030 D8y » B R ORASE 2 i 22
F e BHEA S A5 2 58 s B BT B
NI E 2w AR 5 i T e e e A S0 e 5 e
PEATIEE S T AU DR B AR A AN o 2w BE
4 BEARTARULBEE TSN RETFIIEERE
®E
4.1 G BB R IR 2

e GEAE AN 35 0800 A5 A1 T B A AT X B i B2 A
TORE R PRI RE S HLAR S A mBARZE HE £ B
BB 5 AR i 1A 31 2 0 524 IRs 22 Dl 358 70 B
0 BB 25 BTN B3 AR A 03 B T BB A . {HLIR A
NEEAS I T SR 2l R A T )
A T B BIAE M 5E AR A i 28 1 ¢ Rl ¢ 5
PR PRl B B 2% 1 [ B B Y AL PR A
TR 75 5 A Aol il 5% B 8 AT 7 etk SR
AR Aol 288 A B AR5 A I AGE R fE W
B A B A IR RS AT 3 23 2 R, 7E i A
it bR+ Bl AR BN R A B IR
T B RO B B g {EL A 0k R AR T 5
PEAT A BRBCT » 2 I DR Bt A7 5 Sl i
4.2 R B AT AR 2K Tn] o A

b BT A BUBAURE R S AU BLRAPE A AR
AL ) BHIEN B L B (RO I 6 1258 2 7
A By B AR AT A S O 45 L BHOT N 51 fiE
M 5 B A S  BOR A R 20 T - 1 5 BT I
BB AL » B ATS O B 1 20 R AR AU i w0 H 2% ] e
B AT AE R AL S R R 7 W gs . (EAGRR 2y
WAL AR A 45 5 J0) 5 10 A0 43 A R A0 9 IBEAR 23 IE —
P o A BEASL o B S ot e PP A 2 S 2 O R .
B 2R W 1 B 7 ol v B A DU o 9 0 IR AR + B
< R A A B R IS A e o B
XU o fELG 25 RS O B BT S 2 i 77 5



+ 406 - Hh e P 22 BL AT A B AR A 2026 4F 8 5 39 A 4 I

Chin ] Med Sci Res Manage, Aug.

2026,Vol. 39,No. 4

R 1 PHEBCRBEAAL L 7 2 R H R

[ 7 ¢ 7 AL AL RS AL IR I RO N
BT fil FH 75 2% NS ey Wy 5 s PR 5
AT IRAL B ORTREFAREA A RUEREE  RG-BBEA RS REUEA B R R A
s e A B e FAVRERVE 1 & JETT S 229
£ H 43 7
SRR B ORTFRBFAREAFA 5 RUE R R RBFA R > RHIEA R SR B 4 5
BRI AR BE NS i
B AR R
WAWA R RTRBFASGEAFA BB ARE  REBBARE BARCAREAD Mk
B A I FEAE BT b ALAE Y - A LRI
%
fEt it B fEtrien AR A - A i R R A R
% CIS R 7 A 5 A
IE T IS
e -+ B0 4 B fEMEE e BEUE A BUH - H A BHFA R AR kBl a i
A e LRI
1o A A & UTAREIAR. R MR ES BHIFA 5% SR B 4
e v it
ERREET & FTABHA — — REBRGHIFA R G T ikA
Bt 2 o5 180
EW R B YA L — — R BB ¥ T kA L
KB GV B i 5 44 1 M
DUETIES!

4.3 AR T A AU X TR A

Sl BT A BORAUCEE AT - B 5 A 5 gy 7R
[LIPNZS = SN IR QN R LGN '8 S A DE AN
GIES W R IS 7S N SV Ay S il - Y]
R VR R R NI Sy S X PN R ER (i e W
200 H 2N W] W O RS B A . AT Al (E A
AR 2 5 5 K A B R A (R DT AT 587
B A R [ BT A A A ML A5 T Y € ) L T i
A (E 3 R O () BE Bl 10 2 2 1 SE A B ). P
SE 4 AR B B BCR BT A A RLBAUE 20 16 i » 1
b 2 W5 |k 1Y [ B 0T 2 AURS: o PR b e AR AR 5K
XFF g I 4R 77 e it R B BT A S M E e A
AcA A FTASURRASL R A

TE VLS 28 Fl s B R BCR 19 H AR AL
WAL 9 B R ™ A8 A 2 1 T A A B 8
T AN S A B 1 5 7% DN e 2 = ST 9

J1 gk A [ AT S 7 B AL T R B M (L PR AG S OT R
(1 R SREFR Y AR A W] R ] RS S 4% R 22 i
WA EHEAT R B LE AR A A 0l ] 77 m] A
ETC T G 7 I U0 2 XU o RUAE s 7 A 12 L A 9
SCAFSIN L SRVF AR B R 25 T8 587 19 1 - AL
it 2HL S BRI 1 (RS 52 8 45 A )T
BUAE A ABE R A (BN T [ L0 82
4.5 LBl e S bR RV AT AR R A

BT VR AT A B AR B iy TR
i T 3R G [ B o A B, ELO R AR A T AR
B o AN S AR AR BT A I BOR TR o U, B
FI 2 R0 R0 TR A 4 ) 58 B2 55 T 52 4 BT A AL
5 T BE R WAL B AT Aol B8 77 A 7 1 A 0 T A X
Wi 4 73 BEHIL ) Az 8 B BT TR .
SR I AR 2 VT A 2 BRI BT I BE g
LR U Rl T A BE BT S S VF AT 2 A WOy
s 7 SR B A Wi 7 e A6 5 Wi i 20 S RO - 15



FAEE AR RS PR e 2026 45 8 A4 39 £45 4 8] Chin ] Med Sci Res Manage, Aug. 2026, Vol. 39, No. 4

« 407 -

HRLL R TR P4 i 1 it A1 2 B 2R S I R
5 MEMRAAUBFEFEIN

MG RGERIRT LA LU= B % Ry
PR i AR fE AT 2R 5803 28 45 1 BRI B A B0
REAMBL A R AR e AR (18 D BRIr LA
T ZX B ORI T 73 2P Al L B0 75 RO A RS E Y

AR SR AR R A TR 4 AN B RS i AR B R
7545 T T8 L 58 PR A R R SR S L s i
Lol Rl B B3 45 8 i 56 36 L 7 Bl A B A
it s A AR I 7 i e e % BAT i B RE I A B ff
JBe - B I 58 3 0 JRORH O B AR 2 B A 1 T A
K2 =05 P G T2 8 BB R B g AL

RHIRA SRR | 0 8 GE (B SR 5):
1 B s OGS BOT & 102 RIS TR F A B

L AR

BT BT R

B ER S BRI AL

AT BB S IAL:

RUIINGESTS

AL
n IR TR B

B A RO AR RHUE AR, SRR A R ORI BUE R 858
YERBEGERACR BRI 51):

W BT AUETE

LA (AP B A TR AU A A5 5E , SaATBA A 3 FEEAL -

A B A

T [

BRI PALRFASY ) sipt e 4 i RIS B S PRI B A AR A B
2 BHILA BT B B R 30 H 2

3RS GATIEE, HAT DS L

LA

YRSy | TS B
BT RHIEA B

1 LR 12l s o3 AU A B, BHIEA B 505

Hpr AR ik E]

SRR E RN

LRI .
RRTRIAR | LS

2 B RS R AN R S AR B
3RS S ARLEE .

1 SR Rl 3 R B B SO R 45 RHIE A B

2 B RO R AL T 23 R S ARA B
3RS SN E.

> Hﬁ‘vﬁ-‘%ﬂ?%ﬁ%ﬁﬁl

LA A s B

Wit SR G T4 B -

e | T BETEOUERE R R g b VAT B W B B RSB b B R 5031 A L 57 A S
VPRI =IS E A | 2 ke o v SRR I A 1, B A
3 B BRI P B AR TR U o BB TB AR Hh 2K, AR 55 (35T e TR B 203 [l B LG , BT LK

& prerpan | (AU
IR R A4S
R VT

LVFATRHIEA G, F 28 vl
2 BHIEA SORHE AU BEBE , o5 2 F 6 (A, AT BAAL AT 575 SR A JKG):
3 LR RE S R R T — 8 /KI5 TR AR AL A AR (A 24 FHTE A R R B3

wariEaE | BERHIOCE

Sh5E G HE -

LRHIEA B3 LB B 7 s Il 2 &
2 AL S A R TVR A NI RSSO BGE Al 2 2w R, RO e T 9 R, LR Ay

B 1 BRI HUR R CR B AR (R B ST 2 ) B AR 2 R A Y

6 it

By LA 7 T [ R B R S AR 2R P I A
TR SR e T P A ) R T A ) R 2 S T A B
A U, AU AR A Dy — B 2% 1 R A
RBEAAL A D4R R B AE BT ML A [ 7
AT A B A BRI A A B 4 A5 AR S AT B ST L
TP IR . SEERAE W i i BB R B8 A K A7
O3 L HEAT AR M RE 05 B K BB OR e AR 1S T L e
PERHIF R B DR Mk 15 T S A B . R BR T
B 72 R 5% Al 2 R b AT T 1 3 22 R AR S k. R
JENURG T 3 I B 52 3 i B L3R Tl AL BE T, A
171326 4% 5 P BB SCR AL oL A Rl AR . B
R 2R SR 1A 5 22 58 3 A A AR A 50 A i 0 BT
BURAE B R 7 b Ak mb A7 B2 % 4% 5 R A A T i
A B 22 ARHIF R O 32 5 19 BB B Al i — 2P 4

2l B [ B 1 [ S R 22 B s R A R
TR A VR XA WA AR £ o 2%
EETTERA I o fe iR SO ST s T B Rk
P& o Hr s 45 8 SCHE S K B

2 £ X W

(17 REo5 . W45 B H R A B S BRI AR T e 5 B 5 [T, B4
i L 2025(12) 1 44-50.

(2] o el I 2 0 166 S Vi 1o T2 % 2 ) F 7 B » AR B . o [l R
Be G HT 5% f g i (2025 [R]. Jb w0 flEFES . 2025

(3] 2= b 5. MR AJBCIE R I e B £ MOCR Fe AL i R L) . b I 1A
P L 2023, 26 (1) 76-79. DOI: 10. 13688/j. cnki. chr. 2023.
220657.

(4] RAEH7. FeAe P L MM, B . B SCH ARtE , 2026.

(5] 3kHs . ER = MDA 55 BT TR HLAS RL B R AE 1 B 8 Y
BEA IR —— LUAL AU o B2 g L0 ], v e 2 2 B A
H A 2024, 37 (1) 34-38. DOI: 10. 3760/cma. j. cnl113565-



« 408 -

(6]

[7]

(8]

9]

Hh e P 22 BB A B R A 2026 4R

8 A 39 B A

Chin J Med Sci Res Manage, Aug. 2026, Vol. 39,No. 4

20230721-00017.

BT G BT O R B R A BB R R
RK— LI ERS T 813259 1R BUEN £ 58 50 H S 4
D). A s 2 BERF A 3 24 76, 2024, 37 (5) £ 396-401. DOL: 10,
3760/cma. j. cn113565-20240115-00015.

o B 2 B R R A B U B — 2 g CRR B L R ) . P R
AR B R 55— I Bt (22 0 3 B8 ) ARG R 0T H 2k TR G
32 W AR R %5 4k A R [EB/OL]. (2025-10-12) [ 2026-03-
03]. https://www. ahslyy. com. ecn/col274/881877.
TR — MR B B 56 TR T RHUF A 53055 B R
FF AT B K 914 AL 28 7R [EB/OL]. (2024-11-25)[2026-03-
10]. https://www. ayfy. com/info/1196/25826. htm.

T BT RS 5 BT BLH IR BB R A9 5 B
5000 0. vh e B 2 B BF A B 2% 5K 2022, 35 (4) £ 293-296.
DOI:10. 3760/cma. j. cn. 113565-20211105-00169.

[1L1] ik

[12]

[13]

[14]

ARG PR BE. DU R4 T I B 56 T BHBERURAE e 4 ¢

AR 2 7 LEB/OL]. (2025-12-31) [ 2026-05-10 . http://
www. wchscu. edu. en/staff/publicity/90039. html.

A Eh. FE 0 4 R R W ALGE B IR AR 55 15 4R
[EB/OL]. (2025-07-03) [ 2026-03-03 ]. https://jrj. sh. gov. en/
ZXYW178/20250703/833b167295c94320ba075afd52687¢18. html?
Jink_type=1_linkinlinenote®-flow_extra= ey]pbmxpbmVIZGlzcGx-
heV9wb3NpdGlvbil6 MCwiZG9jX3Bvc2l0aW9uljow LCJkb2NfaW QIO
ilyYTNIMDdhMTdiN2Q2Zi M4 L TE3OTJIOWM20DE4AMzA4MzQif

QY%3D%3D.

o 3 4 AR A9 3 & [EB/OL]. (2026-02-13) [ 2026-04-
15]. http://cutech. edu. cn/images/20260213/9326474585d85
b89eb177be2. pdf.

WRATI SR o 6 4, 0 45 “ SR AU 47 407 ) g i R Al 18 =X
SRR R S e R % )], Jbat#H ,2025(5) :68-71.

L1070 YR A=A VG 2 B U 1 R 2 A6 7Y 2 g S 1 Rk 0 iR AR 1 8 % [15] EWgmislfRARZ R 4. 2023 EilgRH R R B A BLZ].
AL T B A ARSI A 7~ [EB/OL . (2023-09-28) [ 2026~ g BT R ROR 01 45,2024,
05-107]. http://www. wchscu. edu. cn/staff/publicity/75937. S H 1 :2026-03-10)
html.
(FHEEZFRAEEEENVFE—EEERERE
= W #ESCE #pisk R MEHR W & £ F FHH FER
i ox Mmoo oX A& % oW s W or BB O£ R OEH—- E OB
EHER FEE M OB " R BEMS BEE B & %k F T R &b
s W kAR kaede sk T akETR K R REEC



FAEE AR RS PR e 2026 45 8 A4 39 £45 4 8] Chin ] Med Sci Res Manage, Aug. 2026, Vol. 39, No. 4 e 409 -

- A AT -

B= B¢ % RHRHUT B BR BA AR e i A SR 8 5 S BRIR R

EAFE RmE xEF ai B
'PEHEFHFRE LR AESFKE. LT 100730, PEEFHF RIS E R, LT 100730
A@IEHE 4.8 3 &, Email: baihuijun@cams. cn, %35 :010-65105581

(HE1 B8 RiTaa ERe S BRI B B AL B i 45 M B R 1T HLH . 73k 28 h S8 B WF 52 i Jul i 2021—
2025 43 = WY B B B RHUT ) B BA TR e TAR A TARDLE . A AT S R s AT R . BR L RHE L BRI R 5 A A 45
T H) 2 AE SR DI o TR I U Sy 5 A AR R B R v 1 L A0 S B R R R A B L A T SR L U R 2 AT X 6
A — A (4 12 AT HL 00 RO ) 20 BA L g Ve 2 0 20 i B — AR M R A E R B AL . S X AR IR E R
1) Sfe A T 13 R A 9 A5 X RE 5 4 £ 45 4 _E A 3 T AN AL =2 8] 89 BI04 05 0t B AT S 1A R A DG A BT LA D[] 26 B R g
BRI S BMILR it 2%

[REA1 25 RIEEE

[(FES%ES] RI9;R-05

BHUFBI M LRI
[EtdRiInmEY A

A7 B
DOI.: 10. 3760/cma. j. cn113565-20260319-00106

Model construction and practical exploration of specialized research assistant team development in hospitals
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[Abstract] Objective To explore the structural model and operational mechanism of the research assistant team construction in
specialized departments of general hospitals. Methods A case study was adopted to review the working mechanism, implementation
process and operational outcomes of the research assistant team construction in the Department of Orthopedics of a tertiary Grade A
hospital from 2021 to 2025. Results Taking the differentiated research demands of the specialized department and the varied character-
istics of talents as the breakthrough point, the department established a research assistant team construction model based on a dual-track
system. This integrated operational mechanism covered six dimensions: targeted recruitment, categorized training, matrix management,
comprehensive support, diversified incentives and differentiated assessment, which had facilitated the preliminary formation of a well-
structured and professionally stable research assistant team. Conclusions The specialty-oriented construction model for research assis-
tants optimizes the research support system through structural division of labor and coordinated mechanisms, and can serve as a refer-
ence for the development of research support teams in similar hospitals.
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Global comparative analysis of Chronic Kidney Disease data platforms and management pathways in China
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[ Abstract] Objective To systematically review and compare the architectural frameworks of representative global Chron-
ic Kidney Disease (CKD) data platforms, identify deficiencies in existing Chinese cohorts, and provide evidence-based guidance
for exploring a locally applicable, full-lifecycle integrated management pathway for CKD in China. Methods A literature re-
view and comparative research approach were employed to analyze and contrast the data frameworks of representative domestic
and international platforms, including UK Biobank and CK-NET. Results International platforms demonstrated marked ad-
vantages in multi-omics integration and open data sharing. Although China possesseed large-scale cohorts such as CKB and CK-
NET, these platforms were characterized by limited multi-omics data depth, insufficient cross-platform standardization, pro-
nounced data-silo effects, and restricted data accessibility, collectively impeding the translational application of precision medi-
cine research. Conclusions Benchmarking against UK Biobank's paradigm of deep phenotyping. multi-omics . long-term fol-
low-up and open sharing and leveraging CK-NET's experience in policy translation, China should prioritize the consolidation of
standardized data infrastructure and progressively transition toward a full-lifecycle integrated management model centered on "
prediction, prevention, and personalized treatment", thereby driving a shift from reactive disease management to proactive and
precision-oriented healthcare.

[Key words] Population cohorts; Chronic Kidney Disease; Big data platform; Full-lifecycle integrated management
strategy; Multidisciplinary team
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XN I Ji e BIF 5 SCHR L R BT SANRA & &
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BRI E TR A5 eGFR R (R A & 1 i 57 38
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Sh . CHARLS H4 K T R EEWCA BT AR L BRIT 32
R IR SR TS B AT TR a5 1
AR X S B T RS B T G
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Operation mechanism and optimal layout of Traditional Chinese Medicine science and technology achievement
transformation platform. based on the innovation ecosystem theory
Wang Zehao' s Shui Jiacheng' ., You Liangzhen®, Wang Jieqiong®, Liu Xianwu', Zhuang Pengwei® , Wen Yueqiang' . Qiao
Tie®, Cai Yanran', Dou Jinfang', Gu Zhengwei® , Gao Wen' , Liu Luyang'
'China National Center for Traditional Chinese Medicine Science and Technology Development, Beijing 100027 , Chi-
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ditional Chinese Medicine . Jinan 250355, China;'Chengdu University of Traditional Chinese Medicine . Chengdu 611137,
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[Abstract] ObjectiveTo explore the ecological operation mechanism and optimization layout strategy of the Traditional
Chinese Medicine (TCM) science and technology achievement transformation platform, so as to provide theoretical support for
improving the platform's transformation efficiency. Methods Drawing on the innovation ecosystem theory, this study conduc-
ted an in-depth analysis of the ecological components of the TCM science and technology achievement transformation platform
and their intrinsic alignment with the theory, identified the major challenges in the current platform construction, and—based
on the full-chain characteristics of TCM achievement transformation involving "government, industry, universities, research in-
stitutes, healthcare, finance, service, and users":constructed the platform’s ecological operation mechanism and proposed an
optimization layout plan. Results The study found that the current platform faced problems including imbalanced systemic po-
sitioning and resource allocation, fragmentation between platform hardware facilities and service chains, and a severe shortage
of professional personnel. Five ecological operation mechanisms were constructed: multi-agent ecological collaboration, full-
chain achievement resource circulation, digitized and intelligent information transmission, two— way capital and talent energy
supply, and dynamic feedback and optimization regulation. A tripartite optimization layout plan was proposed, encompassing
consolidating the platform’'s development foundation, upgrading to a hierarchically coordinated platform system, and building
full-chain support modules. Conclusions The innovation ecosystem theory demonstrated strong applicability in guiding the con-
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struction of the TCM science and technology achievement transformation platform. The operation mechanism and layout strate-

gy proposed in this study can provide systematic support for improving achievement transformation efficiency and stimulating

industrial innovation vitality.
[Key words] Ecosystem theory;

Operation mechanism;  Optimal layout

Traditional Chinese Medicine;

Achievement transformation; Service platform;
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[ Abstract] Objective Based on the background of the standard’s formulation and the principles on which it is compiled,
by interpreting the core content of the standard, it aims to assist users in better understanding and mastering the usage methods
of the standard, thereby promoting the standardized application of the standard in the ethical review process of medical institu-
tions. Methods This paper explained the background, situation and principles of the formulation of standards. mainly around
the core content of standards, through in-depth interpretation and analysis of the assessment process, risk-benefit matrix and
review path, and explained the core connotation and significance of the formulation of standards. Results This standard estab-
lished a complete and structured ethical risk-benefit assessment tool and process for Investigator-Initiated Trials (IIT) for the
first time. It not only distinguished the different evaluation dimensions of intervention research and observational research, but
also sets up three levels of benefit, four levels of risk and three types of review paths. At the same time, it also made clear the
four-step process of evaluation, that is, benefit assessment, risk assessment, matrix judgment and review path. Conclusions
This standard systematically constructs a risk-benefit assessment tool and the whole assessment process for the ethical review of
investigator-initiated clinical studies, and provides a set of operational technical guidelines for the ethical review committees of
medical institutions. The aim is to reduce the subjective initiative and randomness in the ethical review process, which will help
to improve the consistency and scientific nature of the assessment.
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Management strategy discussion on investigator initiated off-label drug use in pediatrics trial
Liang Yuguang , Ding Qian, Wang Qian, Guo Chunyan , Zhang Yi, Zhang Meng , Guo Peng
National Center for Children's Health/Clinical Research Center Beijing Children’s Hospital , Capital Medical University ,
Beijing 100045 ,China
Corresponding author : Guo Peng , Email : guopeng(@bch. com. cn, Tel : 0086-10-58531212

[Abstract] Objective In view of the high safety risks of clinical studies initiated by researchers related to off-label drug
use in pediatrics in China and the insufficient internal supervision in medical institutions, taking our hospital as a pilot, we have
formulated internal institutional systems and procedures suitable for the IIT management of off-label drug use in pediatric medi-
cal institutions in China, providing a reference for the management department to establish a scientific, effective and feasible su-
pervision model. Methods Through literature research, questionnaire surveys and expert interviews, the legal and regulatory
requirements, management status quo and related cases in this field at home and abroad were investigated and analyzed. Draw-
ing on domestic and international experience, taking our institute as a pilot, we formulated internal systems and procedures for
the institution and promote them within the industry. Results By formulating the II'T management system for off-label drug
use, revising and improving the relevant project application and approval procedures, innovating multi-center quality control
methods, and practicing the process management of the IIT for off-label drug use proposed to be modified, the risk control and
quality supervision of such projects had been strengthened, the quality of clinical research had been enhanced, and the health
and rights of research participants had been protected. Conclusions Based on literature analysis and peer research, the newly
established and revised clinical research management system and process for "off-label drug use in pediatrics" was trial-run in
pilot units, achieving full-process management of such projects. This is expected to provide reference and inspiration for peers
in formulating management rules. It also provides high-quality clinical data support and guarantee for the National Medical
Products Administration to promote the addition of pediatric medication information in the instructions of marketed drugs.

[Key words] Investigator initiated trial; Off-label drug use in pediatrics; Management strategy
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[ Abstract] Objective To establish ethical review standards for clinical research on Artificial Intelligence-Assisted Clinical
Decision Support Devices (AI-FACDSD/AI-CDSS/SaMD), clarifying the required review materials, review principles, and key
elements of ethical review, so as to better guide the ethical review of such research and effectively protect the legitimate rights
and interests of research participants. Methods Through policy interpretation, literature review, and expert consultation, this
study deeply analyzed the ethical risks and their causes in AI-ACDSD clinical research, and proposes ethical review standards
for such research from the perspectives of data collection and sharing, algorithm risk control, privacy protection, informed con-
sent, and research protocol design. Results AI-ACDSD clinical research involved ethical risks such as informed consent issues,
privacy breaches, algorithm discrimination, and algorithm black boxes. Ethics committees should focused on reviewing the
compliance, diversity, and adequacy of data sources, the reliability of data quality control, the effectiveness of algorithm risk
prevention and control, the sufficiency of privacy protection, and the rationality of protocol design. Conclusions To improve
the quality of ethical review for AIFACDSD clinical research, guidelines for ethical review of AI-ACDSD clinical research should
be issued as soon as possible, the composition of institutional ethics committees should be improved or regional ethics commit-
tees should be established, and systematic training for ethics committee members should be strengthened.
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