


Stages for Cooperative Group Phase 2 Concepts
For Phase 2 studies with ≥ 100 patients (excluding those in response to a mass solicitation) for diseases with Steering Committees

For Phase 2 studies with ≥ 100 patients (excluding those in response to a mass solicitation) for diseases without Steering Committees, the study proposals will be reviewed by CTEP’s Protocol Review Committee (and Stage 1  will resemble that for Unsolicited LOIs with <100 patients  until a Steering Committee is set up)
All times in calendar days

Stage 1: Concept Development (Total stage 60 days: Day 1 to 60)
Stage 1a:
Initial Concept Consensus Evaluation: 
32 Days 
(Day 1 – Day 32)



Beginning Milestone: 

Concept receipt



Ending Milestone:

Consensus Review sent to PI
If approved, advance to Stage 2.
Stage 1b:
Follow-Up for Concepts On-Hold and Concept Approval: 
28 Days 
(Day 32 – Day 60)*



Beginning Milestone:

Consensus Review sent to PI




Ending Milestone:

Concept approval
*Possible time-out for: drug commitment and/or industry approval
Stage 2: Protocol Development (Total stage 60 days: Day 61 to 120)
60 Days   
 (Day 61 – Day 120)



Beginning Milestone:

Concept approval




Ending Milestone:

Protocol receipt

Stage 3: Protocol Approval: (Total stage 90 days: Day 121 to 210)
Stage 3a:
Initial Protocol Consensus Evaluation: 
30 Days  
 (Day 121 – Day 150)



Beginning Milestone:

Protocol receipt




Ending Milestone:

Consensus Review sent to PI

Stage 3b:
Follow-Up Consensus Evaluations: 
35 Days   
(Day 150 – Day 185)



Beginning Milestone:

Consensus Review sent to PI




Ending Milestone:

Protocol approval on-hold

Stage 3c:
Protocol Approval and Activation: 
25 Days  
  (Day 185 – Day 210)*



Beginning Milestone:

Protocol approval on-hold




Ending Milestone:

Protocol activation
*Time-out for: IRB approval and possibly for FDA review
	Phase 2 Concepts

	Stages
	Document
Milestone Tag for Tracking
	Total Planned # of  Calendar Days for Stage
	Responsible Party

	
	
	
	

	 
	 

	Initial Concept Consensus Evaluation
	Concept receipt date in CTEP PIO
	32
	Group

	
	Actual SC meeting date
	
	CTEP

	
	Concept on hold pending revision
	
	CTEP

	
	Consensus Review completed (concept)
	
	CTEP

	
	Consensus Review sent to PI
	
	CTEP

	Follow-Up for Concepts On-Hold and Concept Approval
	Conference call with CIB lead reviewer and PI
	28
	Both

	
	Revised Concept submitted
	
	Group

	
	Actual SC meeting date
	
	CTEP

	
	Concept on hold pending revision
	
	CTEP

	
	Consensus Review completed (concept)
	
	CTEP

	
	Consensus Review sent to PI
	
	CTEP

	
	Concept on hold pending drug commitment
	
	CTEP

	
	Timeout for drug commitment/FDA review - begin
	
	Time-out: CTEP

	
	Timeout for drug commitment/FDA review - end
	
	Time-out: CTEP

	
	Concept approved 
	
	CTEP


*Shaded milestones do not contribute to the stage’s total number of days but do count towards the drop dead date
	Stages
	Document
Milestone Tag for Tracking
	Total Planned # of Calendar Days for Stage
	Responsible Party

	
	
	
	

	Protocol Development
	Conference call for protocol development
	60
	Both

	
	Protocol receipt date in CTEP PIO
	
	Group

	Initial Protocol Consensus Evaluation
	Protocol reviewed at PRC
	30
	CTEP

	
	Protocol on hold pending revision
	
	CTEP

	
	Consensus Review sent to PI
	
	CTEP

	Follow-Up Protocol Consensus Evaluations
	Conference call between CTEP and PI
	35
	Both

	
	Revised Protocol submitted
	
	Group

	
	Protocol reviewed at PRC
	
	CTEP

	
	Protocol on hold pending revision
	
	CTEP

	
	Consensus Review sent to PI
	
	CTEP

	
	Protocol 'approved on hold'
	
	CTEP

	Protocol Approval and Activation
	Timeout for IRB approval - begin
	25
	Time-out: Site/Group

	
	Timeout for IRB approval - end
	
	Time-out: Site/Group

	
	Timeout for FDA review - begin
	
	Time-out: CTEP

	
	Timeout for FDA review - end
	
	Time-out: CTEP

	
	Protocol activated
	
	Group


*Shaded milestones do not contribute to the stage’s total number of days but do count towards the drop dead date
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