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Distribution Characteristics of Internal Audit Risk in 210 Clinical Trial Contracts in a Hospital

WEI Chixin,LI Jindong,JI Xiaohui,WEI Runxin,DAI Jing,LI Jinghui®
(Taizhou People’s Hospital Affiliated to Nanjing Medical University . Taizhou, Jiangsu 225300, China)

Abstract: Objective To analyze the distribution characteristics of internal audit risk in clinical trial contracts, and to promote the
compliance and efficient implementation of drug and medical device clinical trials in the hospital. Methods A specialized audit
was conducted on the compliance, economy,and rights protection of 210 clinical trial contracts for drugs and medical devices in a
hospital from 2021 to 2025. The contracts were classified by contract types (drugs, medical devices,in vitro diagnostic reagents) ,
contract values (< CNY 500 000,> CNY 500 000 - 1 000 000,> CNY 1 000 000),years (from 2021 to 2025),sponsor types
(domestic, overseas, and joint — ventures) and risk levels (high risk, medium risk,low risk). Trend analysis was used to analyze the
characteristics of the number of issues, fund distribution, and temporal changes. Results A total of 213 issues were identified in
210 clinical trial contracts,and the number of issues showed a decreasing trend year by year,including 30 high - risk contracts
(14.29%) ,48 medium — risk contracts (22.86%),and 132 low — risk contracts (62.86%). The contract values and contract types
(P = 0.788) and sponsor types (P =

0.276) had a relatively small impact on the distribution of risk levels. For medical device clinical trial contracts,the proportion of

(P = 0.001) were important factors affecting the distribution of risk levels,while the years

high - risk contracts was relatively high (52.00%),medium - risk and low — risk dominated in both in vitro diagnostic reagent
trial contracts and drug clinical trial contracts. Conclusion A data — driven and risk — oriented internal audit mechanism can
enhance the standardization and efficiency of clinical trial contract review and effectively mitigate economic and legal risks for the
hospital. Establishing a high - risk contract list for clinical trial contracts and identifying key and risk audit points are crucial
components of internal auditing.
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