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Goals

Memorial Sloan Kettering Cancer Center (MSK) manages more than 320 MSK-
sponsored research INDs with increasingly complex technologies. In a rapidly
evolving regulatory landscape, emerging technologies often require “building the
plane while flying it,” as FDA guidance and precedent develop alongside innovation.

To address this, MSK’s Investigational New Drug Office (INDO)
has established the following goals:

Review flagged trials and FDA trends; identify
decision points, workflow gaps, and recurring FDA
feedback
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Emerging Technology*: diagnostic, computational, or data-driven
technologies with evolving or limited FDA guidance at the time of assessment.

Examples: IVDs, Al-enabled software, SaMD/CDS tools . 2026 (YTD)
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1 ’ Implementation Impact: earlier risk identification, more consistent determination pathways, and stronger internal
alignment.
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*The FDA does not formally define “emerging technology” as a single regulatory category. This 2023

working definition was developed for institutional review and risk stratification based on technology
types with evolving FDA expectations.
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Effectiveness of regulatory
strategy depends on
operational infrastructure

Shifted emerging technology review earlier in the trial lifecycle, allowing regulatory
considerations to be addressed before submission planning
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FDA Engagement v Alignment

INDO leads FDA engagement Partner with internal Aligned regulatory strategy with operational infrastructure by enabling electronic common
strategy and submissions to stakeholders to address data,
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Determine FDA jurisdiction,
IDE applicability,
requirements, and

submission strategy

« Tracking, documentation, and submission
operations support consistent lifecycle oversight

Improved consistency in evaluating FDA jurisdiction, IDE applicability, and investigational
pathway assessments across technology-enabled studies
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