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Abstract: Objective
Methods

To evaluate the effect of the risk management for biological samples in phase Il and Il clinical trials.
A total of 680 biological samples in clinical trials from February 2022 to February 2023 (before the implementation of
the risk management) and 720 biological samples from April 2023 to April 2024 (after the implementation of the risk
management) were selected as the control group and the test group, respectively. The changes in the occurrence frequency of
management defects in biological samples, the management quality of management staffs, and Risk Priority Number (RPN) scores
between the two groups were compared. Results The incidence rates of defects in the collection, processing,storage and transport of
biological samples in clinical trials were all lower in the test group than those in the control group (P < 0.05) ;the scores of
management staffs’

sense of responsibility, familiarity of the protocol, operating level and original records in the test group were

significantly higher than those in the control group (P < 0.05);the RPN scores of risk factors in the test group were lower than

those in the control group, with an overall reduction of 73.60%. Conclusion

The implementation of the risk management for

biological samples in phase Iland phase Il clinical trials can effectively improve the management quality and standard.
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Fig. 1 Fishbone diagram of risk factors in the management of biological samples
#Fz1 RPNRXEIFFRAE
Tab.1 RPN risk scoring criteria
S 518 0 418 D 418
ol S X R E LR A %ok 1~2% | BRI A% 1% 5 KL 1%
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Note:S refers to the severity;O refers to the occurrence frequency;D refers to the detection range (for Tab. 1 and Tab.5).
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Tab.2 Results of the risk evaluation of the management for

biological samples
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Tab.3 Comparison of the occurrence frequency of management defects between the two groups

. K& CR) 222 (k) (oK) iz (k) BAA
i Bk RE B SR B N S 2B EERA iR [k(%)]
5+ 8848 (n = 680) 20 13 5 7 4 31 6 86(12.65)
KI 48 (n =720) 1 0 0 0 0 0 0 1(0. 14)
YA 18.59 13. 89 5.31 7.45 4.425  33.57 6.38 93.88
Pl 0. 000 0. 000 0. 020 0. 006 0. 040 0. 000 0.012 0. 000
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Table 4 Comparison of management staffs’ management quality

scores between the two groups (X % s,point,n = 15)

a3 Fies theR FERRE O BEAF O REER RERZ

HRA 79874612 9L07£103 79.33:3.29 80.73£5.22 96.07¢1.58 813318
REA 9553288 9487+1.30 96.87:2.00 96.40:1.68 96.40£1.50 96.13£1.55
i §.98 1.86 17.66 11.07 0.59 16.41
P 0.000 0.073 0.000 0.000 0.56 0.000
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Tab.5 Comparison of RPN scores of risk factors between the

two groups
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