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Real-Time Oncology Review (RTO R) Timeline ; RTOR Early Package Submission (submitted as pre-submission file):
) User fee if applicable

1
2) Complete SDTM dataset package
3) Top line efficacy'safetytables/figures
<) Complete ADal datasets for key efficacy and safetytables/figures for pivotal study (see
00D data specifications for requested format of safety datasets)
S) Key results, analysis, and datasets for other disciplines, if applicable
8) Final study reports of all pharmacology and toxicology studies
I8 Summary ofdsata supporting dose and dosing regimen selection
8) The protocol and amendments (including major changes for each amendment), SAP, and
DMC charier and DMC minutes
OCE Response 9) SAS programs
10) Proposed labefing
11) CRFs as required by regulation
= \ = 12) All CMC mformation including st of all manufacturing, testing and critical intermediate
T°P line d't'/ Initial RTOR facities with addressesand FEI numbers other than stability data for registration batches (if
Database Lock/ Meeting with not available) for drug substance(s), drug product
Request for RTOR JIL OCE . 13) Completed Assessment Aid

[ Pre-NDA/BLA 1 [ Pre-NDA/BLA 1

Meeting Request Meeting ( Filing Meeting ]

Complete NDA/BLA Dossier Submission
(PDUFA clock starts)

PDUFA Timeline L Action date (determined by FDA) }_

* The diagram reflects ageneral timelinesuggestion. Companies should discuss with FDA their submission proposal.

https://www.fda.gov/about-fda/oncology-center-excellence/real-time-oncology-review FDAY A &Y S| A

FDATE ANz Real-Time Oncology Review (RTOR) program

Figure 1. General RTOR Timeline
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https://www.fda.gov/about-fda/oncology-center-excellence/real-time-oncology-review
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N/A : not available
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