Clinical Trial Agreement Execution Process Pl Submits COE Registration Request with the

(Site selected for multi-site study, funded studies,
or investigator-initiated)

Minimum Total Process Time: 19 business days,
exclusive of sponsor response time and inclusive of
data use agreement process

following Required Elements

IRB Mumber
Informed Consent Form
Final Protocol

Budget template
Risk Questionnaire

Data Elements Assessment Questionnaire

If there are
Independent IRB associated
Approval al costs
Process
CTA Negotiation and Risk WVU Medicine
IRB Approval — not required for Assessment approves Coverage
Submission internal investigator-initiated Analysis (CA)
studies
) Budget Approval
bud draft Indemnification 10 Business 9
APE gat_ i Clarification Days 10 Business Days
included for negotiation
¥ Business Days for initial _
redline
Subsequent iterations 3
business days or less COE Approval checks
for budget
ce with
institutional fees and
_ coverage analysis
IRB Approval l
COE Approval

Required Elements: Successfully negotiated CTA, Finalized DUA, Finalized Risk Assessment

2 business days
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