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Current Status and Optimization Strategies for Investigator Initiated Trial on Traditional Chinese Medicine
in the Treatment of Malignant Tumors Conducted by Western Medicine Institutions

GENG Xuechen'*’, LIU Yanmei‘, BU giangian'*’, ZHANG Qinchang'’, ZHANG Dong'’, TAO Yuquan'’,
LI Liu'?, LI Ling*, CHENG Haibo'**

1. The First Clinical Medical College, Nanjing University of Chinese Medicine, Nanjing, 210023; 2. Jiangsu Collaborative Innovation
Center of Traditional Chinese Medicine in Prevention and Treatment of Tumor; 3. Affiliated Hospital of Nanjing University of Chinese
Medicine; 4. Chinese Evidence-based Medicine Center, West China Hospital, Sichuan University

ABSTRACT Investigator initiated trial (IIT) represents a primary format for clinical research in traditional Chinese
medicine (TCM). As key implementation sites for TCM-based IIT targeting malignant tumors, western medicine insti-
tutions often face unique challenges in conducting such studies, which limit their feasibility and standardization. This
paper reviews the registration status of TCM-based IIT for malignancies conducted in western medical institutions and
analyzes key difficulties, including complex project initiation and management processes, limited TCM knowledge
and skills among western medicine physicians, and relatively low patient acceptance of TCM. From a practical per-
spective, the study proposes several optimization strategies. These include improving the review and management
mechanisms of TCM-related IIT within western medical institutions, establishing multidisciplinary clinical research
teams that integrate TCM and western medicine, and enhancing investigators’ training in TCM theory and clinical
skills. Additionally, the study suggests standardizing IIT operational procedures, objectifying the collection of TCM
diagnostic information, refining subject recruitment methods, and increasing TCM involvement in patient follow-up
and management. These investigator-oriented, TCM-featured, and operable strategies aim to promote the high-quality
development of TCM-based IIT in western medicine institutions and enhance the clinical application of TCM.
Keywords investigator initiated trial; malignant tumors; integrate traditional Chinese and western medicine; tradi-

tional Chinese medicine clinical trial
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