Sponsor Engagement

Drug
Submission

il Pre-DBC: Sponsor may review DRRT reports and
submit written DRRT report comments for

DBC

T DBC

Post-DBC: Sponsor provided embargoed DBC
Recommendation & Reasons

= Sponsor may file request for reconsideration
based on grounds that either: (1)
recommendation is not supported by
evidence reviewed by DBC, and (2) DBC did
not follow proper process.
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Applies only to drug submissions made after March 01, 2010



