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Key Points of the Contract Agreement of Drug Clinical Trial
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Abstract: Objective A total of

742 clinical trial contracts signed by the National Drug Clinical Trial Institution of the First Affiliated Hospital of Nanjing Medical

To provide a reference for the formulation of the contract agreement of drug clinical trial. Methods

University from 2014 to 2018 were sorted out,and the elements of clinical trial contracts were subdivided. The common problems in the
contracts were analyzed, and countermeasures and suggestions were put forward. Results and Conclusion The main problems of the
contracts are unclear subject of responsibility, imperfect genetic resources agreement, non — compliance of exploratory research,and wrong
calculation of funds. To solve the problem,we can clarify the compensation liability of the subjects,carry out research according to the
requirements of the genetic office, declare ethics and sign contracts for exploratory research, publish guidelines,and keep consistent with

informed consent. It is suggested to standardize the process of contract audit, control the details of contract review,sign framework con-

tract, formulate reasonable contract review system and share data.
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