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Problems and Countermeasures in Investigator — Initiated Trials of Off — Label Drug Use
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Abstract: Objective
and to standardize OLDU. Methods

regulatory operability, risk prevention and control, and implementation of informed consent were analyzed, and targeted

To establish a research management system for off — label drug use (OLDU) trials in medical institutions,
The problems existing in the investigator — initiated trials (IIT) of OLDU in terms of
countermeasures were put forward. Results The IIT of OLDU had problems such as weak operability of laws and regulations,
lack of scientific research capabilities and legal awareness among clinical researchers, inadequate implementation of informed
consent, incomplete risk prevention and control mechanisms, and inadequate project review, approval,and management systems. It is
recommended to enhance the investigators’ research capabilities and legal awareness, adhere to sufficient informed consent,
strengthen risk prevention and control management, establish a project approval process and implement hierarchical review.
Meanwhile , medical institutions should take the main responsibility to effectively avoid ethical risks and standardize the IIT of

OLDU. Conclusion

legitimate rights and interests of subjects,and jointly participating in review and management with the Pharmaceutical Management

Strengthening investigators’ awareness of IIT ethics and expert argumentation on OLDU, protecting the
and Therapeutics Committee, Medical Affairs Department, and Clinical Research Center, and improving the internal management
process and regulatory system of hospitals can promote and standardize the management of IIT of OLDU in medical institutions.
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