Chinese Journal of New Drugs 2026,35(15)

- HHRIFESSE -

ET=ZABEMEXRSTENEFERMELAY R RARRE

sHE, HI, ik B
(1 B3 A 5 I8 & i 7 B A4 I Bl R #F 5 4 B2 4L, b3 2004335 2 B 3F K 5 M8 b o 7 i A
= [t % | B, k¥ 200433)

(HE] BR-WEHZORNRIFEER, RAFECZHAFEREELDERFARMNEN X EN
REZ, AR EFEG NG EHREIRKE, FiE AFR XA = AHME K2 % (riangular fuzzy ana-
Iytic hierarchy process, TFAHP) , 4 2 & 35 8 T — 35 #r fn 26 T = & 38 o8 0 K[ iF fE 38 AF 1k &, 8 T & K47
ARELTETENE, AT BB HEFI2N. GRS TT ERARXRFTEEREEHENR
(0.1394) fZ R HFEMNR(0.1302) R 2 MEHEE(0.I53)NERE, EXARNE S HFEEE XX
HFLANEEXREN R, —AHnRT  ERHEAENRTHHEL AN M A AL 2K (H 4 0.0651) &
B2 AL, FEBRRRG TR RIARNRABERERNR(HA0.0593) RMEE, x4 ImneNeER, 68
FHI0 L R A0 E L AR BENEE RELH AU HAXREELAE FREH/TEFREHNIT
FERBHERGBFETESE FEAN XM ERRERAZRE L 2N G EEN, &iR:TFAHP %7 H
BRR BT RR B ERAR TN L EENRE R, AFRAHT & P AR E R R A M
BFEVARAFRRE BRERRB AR METELRES ZERE R,

[RER] A FHERBEHED; I RAR; HERNGIT G =AM E R0 &

[FEHSEE] RO [ XktRER] A [XEHS] 1003 —3734(2026)15 - 1584 - 08

Risk assessment of clinical research quality for innovative anti-tumor

drugs based on triangular fuzzy analytic hierarchy process

ZHANG Bang-yu'"* ,JIANG Yi-dan' ,ZHANG Ling'
(1 Clinical Research Management Office, Shanghai Pulmonary Hospital Affiliated to Tongji University ,
Shanghai 200433, China; 2 Department of Pharmacy, Shanghai Pulmonary Hospital Affiliated to
Tongji University, Shanghai 200433, China)

[ Abstract] Objective: To establish a scientific risk assessment system, identify and quantify key risk factors
affecting the quality of clinical research on innovative anti-tumor drugs, and provide a decision-making basis for
quality management and risk control. Methods: This study adopted the triangular fuzzy analytic hierarchy process
(TFAHP) to construct a risk assessment indicator system consisting of 8 primary indicators and 26 secondary
indicators. Expert scoring was used to determine the weight of each indicator, followed by consistency testing and
comprehensive ranking analysis. Results: Among the primary indicators, the highest weights were assigned to clinical
research ward construction and management risk (0. 1394) , information and data risk (0. 1302) , and safety event

management (0. 125 3) , highlighting research environment, data management, and subject safety as key focus areas.
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At the secondary level, data security risk and system security risk under the category of information and data risk
(both 0.065 1) ranked highest, followed by litigation risk and policy risk under legal and policy risk (both 0.0593) ,
together constituting the high-risk tier. The top ten indicators in overall ranking also included safety data collection,
quality control, biospecimen collection and processing, and adverse events/serious adverse events ( AE/SAE)
documentation, reflecting expert emphasis on data integrity, legal compliance, research quality assurance, and
subject safety. Conclusion: TFAHP effectively identifies and quantifies multidimensional risk factors in clinical
research of innovative anti-tumor drugs. This study defines high, medium, and low-risk levels and proposes

corresponding preventive strategies, providing theoretical and practical guidance for improving research quality and

reducing clinical trial risks.
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