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Analysis of critical factors in evaluation system for multicenter clinical trials sites
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Abstract; Objective To explore the key elements in the evaluation and
selection of sites for multicenter clinical trials, providing references for
standardizing clinical trial site selection practices. Methods By
integrating the practical experience of multiple sponsors, contract
research organizations ( CROs ), and research sites, a standardized
framework for site evaluation and selection was constructed. Results A
three — phase standardized process was proposed, encompassing pre —
assessment preparation, formal evaluation, and outcome assessment. This
study systematically categorized common and specific evaluation criteria,
including 5 core dimensions and 17 key indicators covering site and
personnel qualifications, hardware conditions, patient resources and
quality systems, management processes, and special considerations.
Conclusion  This study constructed a comprehensive site evaluation
system encompassing standardized procedures, structured dimensions,
and core indicators. It achieves a transformation in evaluation practices
from an experience — driven approach to a framework — guided
methodology, providing an operable tool for the scientific selection of
sites in multicenter clinical trials.
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Figure 1  General process of research of clinical research center
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Table 1 Research center and personnel qualifications
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Table 2 Hardware conditions of the research center
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Table 3 Patient resources and quality system
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Table 4 Process of research center management

PRI Belsh

FAIPAGE S R A

EHIRE

(RS EiIE=SIN

5L Ab A B ZR

- HURISZI  HARER Sk i B s AT L]
- (B A OB BRSO R S B

BRI T AL AR EOR BN AL

- WSS BOR AT AR BB AR A SR £ R BR

IR A AR AR B R T

- ORISR LRCIE R BB AU AR L] AR R
AR IRBY R T/IR G DR IR YERHA E Y

o P RS A B SR 8.
- A R - e R T M A B T 5

BRI B - FlL 7 5 5 2SR A B S PRA B R

2.2.2 THEESHERAE
B P W3 N LIS, T Bt — A T %
ELARIRIG T R, X RREin] eSS Bk R 3

RS TP AN e R AR R [ R 2

IR AT PR A S i, 75 2 5 1R ) BAACR it
Pt BISERFIARSSENAX 1 PG 4EE,
ARSCBGE T 4 THER 4 D20, FEAERILE S

Table 5 Characteristic problems and key points of research center evaluation and screening research
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