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Abstract Objective: To evaluate and analyze the risk changes of cross-border changes in sponsors or
production sites, and provide reference for the management of cross-border changes in sponsors and production

sites. Methods: Based on the initial risk assessment results of different combination modes of the sponsors
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and production sites, and the risk re-evaluation results after implementing risk control measures, a comparative

analysis was conducted on the changes in the "risk index level" before and after the changes occur between

different combination modes. Results and Conclusion: Based on the results of the initial risk evaluation, the risk

index levels of two change scenarios were lower after the change than before the change, and based on the results

of the risk re-evaluation, the risk index levels of four change scenarios were lower after the change than before the

change.

Keywords: clinical research phase; sponsor; production site; cross-border change; risk analysis
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