Pharmaceutical Sponsored Study Flow

Needs full protocol and draft
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ICF to start process

Feasibility Assessment Done

l

Assessment
of PI

Include Depts involved in study
procedures...ie:

Lab

Imaging
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Inpatient

Outpatient Clinic

CITI Training
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Medicare Coverage Analysis completed

Budget negotiated & approved between
Sponsor and HPH

Administrative

Updated CV
License

For help please call Christine Nelson at 808-
535-7215 or via email at
Christine.Nelson@kapiolani.org

Approval from managers from each dept
involved in the study, including Medical

Review Process

Submission to Western Institutional Review
Board after receiving full Administrative
approval from COO

IRB Approval Received
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Site Initiation Visit Completed By sponsor

Kick Off
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Records.

Completed by HPH Staff to ensure we have:
A Fully Executed Contract
Study Drug

Meeting

ENROLL SUBJECTS

> All Billing Systems are in place
All involved depts are ready
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