ACRIN PROTOCOL DEVELOPMENT PROCESS AND TIMELINE

- Protocol Development Process: First Draft of Protocol
Final Protocol 1. Develop initial protocol draft using Protocol Template Completed:

Concept approved with Guidelines: Prior to first Protocol Team Within two (2) weeks of the
by CTEP and _the teleconference protocol outline completion—each
ACRIN S_teerlng . Initial Protocol Team Teleconference: Within two (2) department reviews and revises

Committee weeks of final CTEP and ACRIN Steering Committee their specific Sections
Concept approvals

NOTE: CTEP requests initial protocol submission within
60 days (~8 weeks) of Concept/LOI approval. Full Review of the first draft of the
protocol by the Protocol Team:

Within two (2) weeks of completion of
the first draft protocol

Returned with Final Draft of Protocol Completed:
Comments, which will Within two (2) weeks of Full Review;
require revisions and Protocol Submission Worksheet
resubmission (PSW) draft completed for Protocol

Approved (within four [ 4] weeks) Team review

by CTEP:
Protocol
Team

prepares for
kickoff Submission of the
meeting, final protocol to
training, CTEP for review,
and approval, and/or
activation comments

version October 2009

Full Review of the final draft of
protocol and PSW by the Protocol
‘ Final Approval for Team: Within two (2) days of
Submission from Principal completion of final draft protocol
‘ Investigator QA Committee Reviews
Simultaneously




