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IND regulations are complex and require a high-level of subject matter expertise to
ensure compliance. Historically, Lineberger Comprehensive Cancer Center (LCCC) olBiile Yil=i1aleYe
relied on centralized University resources to submit and maintain its INDs. In 2016,
LCCC identified substantial noncompliance with FDA regulations across its IND
portfolio and decided to build infrastructure to move IND management in-house.

Subject matter experts in protocol development were hired within LCCC expanding from 1 FTE solely supporting protocols to 5 FTEs over protocol development and IND management (Figure
2). Their addition was justified by the need to address noncompliance, growth in portfolio and expansion in IND and protocol development services. Additional FTEs were also added in data
The goal of this initiative was to develop an IND management system with appropriate management to develop IND reports (Figure 2). Elec_;tronic data r_eports were opti_m_ized to ease I_ND annual report writing and were released unde_r a s_tringent guality assurance system to
checks and balances to ensure LCCC’s INDs followed appropriate regulations to detect ~ €nsure the accuracy and completeness of the data (Figure 3). Additionally, a PI training lecture series was launched and covered IND-related hot topics with a focus on lessons learned (Refer

early indicators of noncompliance to LCCC Training Poster). Furthermore, a series of lectures targeted to staff were developed and well received.
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-Protocol Amendment- Change in Protocol Submissions complexity within the 5-year period post-intervention with the addition of 10 INDs for internally manufactured products covering 15 clinical protocols (Figure 5). Prior to transition, LCCC had

“IND Cover Letters (Initial, Protocol Amendment- New _pq1¢01 Amendment- New Investigator Submissions  only 1 IND covering 1 clinical protocol for an internally manufactured investigational product. Therefore, compliance increased significantly despite increased complexity.
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- e - IND complexity increased over time as LCCC focused on development of internally manufactured investigational agents (e.g., CAR-T cells, personalized and adaptive
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A. Work Instructions, Standard Operating Procedures (SOPs) and templates for IND and protocol management. B. IND submissions added into the

“other external committee” screen in OnCore™ without a submission date, are pulled through custom reports indicating that they still require ~ TWO major lessons were learned during this process: 1. Pl understanding of IND regulations at a high-level is key to ensure compliance with regulations and 2. Automated systems that are
submission to FDA. INDs requiring annual reporting to FDA are run using a standard OnCore™ (IND lapse report). . . . . . . . . ™
independent of a single individual are necessary to ensure long-term compliant oversight of the IND portfolio (e.g., OnCore™ and procedural processes).



