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Management strategy discussion on investigator initiated off-label drug use in pediatrics trial
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[Abstract] Objective In view of the high safety risks of clinical studies initiated by researchers related to off-label drug
use in pediatrics in China and the insufficient internal supervision in medical institutions, taking our hospital as a pilot, we have
formulated internal institutional systems and procedures suitable for the IIT management of off-label drug use in pediatric medi-
cal institutions in China, providing a reference for the management department to establish a scientific, effective and feasible su-
pervision model. Methods Through literature research, questionnaire surveys and expert interviews, the legal and regulatory
requirements, management status quo and related cases in this field at home and abroad were investigated and analyzed. Draw-
ing on domestic and international experience, taking our institute as a pilot, we formulated internal systems and procedures for
the institution and promote them within the industry. Results By formulating the II'T management system for off-label drug
use, revising and improving the relevant project application and approval procedures, innovating multi-center quality control
methods, and practicing the process management of the IIT for off-label drug use proposed to be modified, the risk control and
quality supervision of such projects had been strengthened, the quality of clinical research had been enhanced, and the health
and rights of research participants had been protected. Conclusions Based on literature analysis and peer research, the newly
established and revised clinical research management system and process for "off-label drug use in pediatrics" was trial-run in
pilot units, achieving full-process management of such projects. This is expected to provide reference and inspiration for peers
in formulating management rules. It also provides high-quality clinical data support and guarantee for the National Medical
Products Administration to promote the addition of pediatric medication information in the instructions of marketed drugs.
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