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Existing Capabilities (Current Situation)

e |T infrastructure is outdated and unstable.

e No Continuity of Operations (a.k.a. Disaster Recovery
Plan).

e Suboptimal FTE(IT/Scientist) and Contractor mix,
Induces downward spiral of
— Poor alignment with Regulatory Science mission,
— Project driven IT products that become silos,
— Talent recruitment and retention issues,

e Huge gap from IT Infrastructure to information supply
chain to “knowledge management” for support of
decision making processes.



“What the FDA Needs to Do” (first)

e Start at cycle of talent recruitment.
— Address FTE (IT/Scientist) and Contractor mix
— Address recruitment challenges, competitive landscape
— Enterprise architecture includes regulatory scientists.

e Leverage IT budget increases with CRADAS
— Insures technology input from many stakeholders.
— Shares development costs with many parties.
— Aligns FDA investment with technology directions.

— Input CRADA best practices from NCTR experiences, and
similar plans in genomics area.



