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Abstract; Objective

drug clinical trials, their implications on subject rights, data integrity,

To examine issues in sample management within

and propose targeted enhancements. Methods A retrospective analysis
was conducted on 69 clinical trial projects, encompassing bioequivalence
and innovative drug phase 1 — IV trials, processed by the phase I clinical
trial laboratory at our institution from April 2018 to December 2024.
Problems in biological sample management were identified through
monitoring records maintained by quality control professionals,
institutional quality control personnel, and clinical research monitors.
The distribution patterns of issues were analyzed, and non — standard
problems were assessed and categorized using the protocol deviation
(PD) evaluation system. Results A total of 68 issues were identified in
biological sample management, primarily centered around sample
collection ( 27.94% ), processing ( 19.12% ), and preservation
(36.76% ) .

processes (e. g. , non — compliance with standard operating procedures) ,

PD evaluations indicated that deficiencies in operational

insufficient personnel training, and irregular documentation were the
primary underlying causes. Conclusion  Comprehensive standardized

management strategies, including enhancing standardized procedures in



Chin J Clin Pharmacol

3297

Vol. 41 No. 22 November 2025 ( Serial No. 444)

critical stages, improving personnel training, quality control frameworks, and implementing intelligent information

systems, are essential to ensure the provision of dependable sample support for high — caliber clinical research.

Key words :drug clinical trial; biological sample management; protocol deviations
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Table 1  Statistics of non — standard management of biological samples in drug clinical trials

Type of protocol deviation Detailed classification Count PD category Proportion
Sample collection Collection outside the time window 8 Minor PD 27.94%
Incorrect collection point 5 Major PD
Non — standard collection documentation 4 Not PD
Insufficient collection volume 2 Not PD
Sample transport Temperature excursion during transport 3 Minor PD 7.35%
No thermometer /faulty thermometer /missing temperature log 2 Minor PD
Standing time outside the window 2 Minor PD
Incorrect centrifugation parameters 3 Minor PD
Sample processing Aliquot error 3 Major PD 19. 12%
Incorrect labeling of storage tubes 3 Not PD
Insufficient centrifugation time 1 Minor PD
Over — time inactivation 1 Minor PD
Sample storage Missing storage temperature record 23 Minor PD 36. 76%
Storage temperature excursion 2 Minor PD
Sample shipment Incorrect sample tube shipped 2 Minor PD 8.82%
Lost shipment waybill 2 Minor PD
Sample omitted from shipment 1 Not PD
Error in shipment request form 1 Not PD

PD: Protocol deviation.
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