&%

China Pharmaceuticals

HEEIE-
Pharmaceutical Administration

202541 A S H 23455 1)
Vol. 34,No. 1, January 5,2025

FE 52K S RIS XHEPRERS A
d0i:10.3969 / j.issn.1006 — 4931.2025.01.004

EAARVEEBRNEERERIES TR
Saa,E 9.8 6.8 B

(HEEHAFRE -—WEEREXGHIE K XA, ¥ RHL 418000)
WE: BN RAERGEAFRIMGEENFTERT FiE RS EREFGIE R RAIMIEZ EAE R %, I Lk 470
KB ARG ERGERRERADATEENEE ER ST EI0ERNA PiF MMIR AEFR ARRANEE RARE
2 B S KA AR G R R BT A% , R P EHE RBEE A R AGREE LedE h
2020 FEANAE A AR, TERGETIEST 6 RilsRXBRB,F LMK 1562 5K, & 7 774&/%&$Z&‘%' IR IR B R 3 AR
Gt A RIMIZENET AL T LI R RIS E G AARFW, FE S bk, FHAZTE TR, TIRSEEAFR
R R,
KGR 5 RAT A T I 5 BACE L R G RRER
Construction and Application of Information Management System for the Clinical Trial Institution
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Abstract: Objective

information management system for the clinical trial institution that met the actual situation of the hospital was designed and tested.

XEHS:1006 — 4931(2025)01 — 0017 — 05

To improve the information management level of the clinical trial institution in the hospital. Methods An

The information management system of the clinical trial institution was applied to the information management of clinical trial
projects in the hospital. Results The information management system for the clinical trial institution was established initially, which
included six core functional modules: project application, institution establishment, ethics approval, contract cost management, project
management, and project completion,and it involved user management,project management, ethics management,trial drug management,
and other management. Since its launch in 2020, six clinical trial projects have been run in the system, saving 1 562 pieces of
paper. The travel expenses,communication costs,and time costs of the sponsor representatives have all been reduced. Conclusion The
information management system for the clinical trial institution can achieve standardized clinical trial management,clear process, efficient
and rapid review,reliable and traceable data,and improve the efficiency and quality of clinical trials.
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Fig.1 Architecture design of information management system for

the clinical trial institution
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Fig.2 Core functional modules of information management system for the clinical trial institution
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Fig. 3 Operation interface of the clinical trial initiation in the information management system for the clinical trial institution
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Fig. 4 Operation interface of the ethics management in the information management system for the clinical trial institution
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Fig.5 Operation interface of the investigational drug management in the information management system for the clinical trial institution
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Tab.1 Test function modules and validation test standards of the

information management system for the clinical trial institution
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