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Study Activation
Common Questions from Investigators

e How do | identify all of the study activation steps?

e How do | track the study activation process and
stay on target?

e How can | minimize hurdles to study activation?

e Patients are waiting. When can | start screening?
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Study Activation: Industry-Authored Clinical Trial
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Study Activation
when there Is
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Key Considerations

e |dentify Steps

 Track Progress
e Minimize Hurdles o

 Project Open to Enrollment Date
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Study Activation Progress Plan - General
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Study Activation Progress Plan - Milestones o of Gl Rasre
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Study Activation Progress Plan - Report

Study Activation
Progress Report
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Study Activation Progress Plan - Report
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Study Activation
Progress Report
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Study Activation Progress Plan - Report
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Study Activation Progress Plan - Report
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Study Activation Progress Plan - Report

Study Activation -
Sponsor: Enterprise
Protocol 4: NCC1701

Progress Report B
Short Title: Enterprise

Study Activation Team ?fﬁﬂ NCC1701
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Target IRB Submission: 2/1/18
Target Open Enrollment: 5/3/18(13.0 wks
1/1/18

Full Regulatory Packet:

Projected Open Enrollment:

6/11/18

Project Open to Enrollment Date
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Study Activation Team — 90-day Study Activation Model

Study Activation in 90 Calendar Days

“From IRB Submission to Open to Accrual

Feasibility and  Full Reg Committee Budget & Contract Budget IRB Contract QOpen to
Qualification Packet Submissions: Negotiations Initiated  Finalized = Approval Executed Accrual
IRB Application
Contract Min Docs
Budget Started
Committee Apps

Ancillary Apps
Reg Ready

ICF to & SIV

Sponsor
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Study Activation Team
Further Development

o 0k Wb

Development phase: Define turn around times for all tasks
Testing phase: test functionality using expected cases

Pilot phase: track startup timelines of real studies

Use project plan to inform dashboards and analytics

Align with questionnaire to enable self-service Project Plans
Adapt to other workflows

e HemOnc

 IRB Reliance

e Investigator Initiated Studies
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