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Background
Through collaboration and correspondence with IUSCCC CTO, OHRP, and Indiana University HRPP Director, a SOP was implemented for assessing investigator drug brochures (IBs), Dear Investigator Letters (DIL), and Package
Inserts for safety/risk updates and enrollment holds in accordance with federal regulations. Additionally, Indiana University has an internal policy stating failure to submit amendments which update risks, benefits, or
procedures to the IRB within 60 days of receipt is considered reportable. Prior to 2022, the Clinical Trials Office (CTO) did not have a method for tracking newly released IBs, DILs, or Package Inserts that could result in risk
updates or enrollment holds to active studies within the CTO to ensure regulatory compliance. Tracking and follow up with the sponsor was left to the study coordinator. Industry partners for investigator-initiated trials were
not as timely with safety updates and the updates are shared a number of ways making it difficult to standardize the process. This resulted in several noncompliances due to missed or delinquent updates, particularly for
investigator-initiated trials. We needed a solution to ensure regulatory compliance and quality assurance.
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