Compassionate Use Request Process

Need established for medication:
1. Compassionate use
2. Emergent need

Attending takes responsibility for
FDA holder of emergency
Investigational Drug Number

IDS is contacted to assist in
procurement

Company is contacted to request
need and determine whatis
needed to acquire drug

Contact FDA to request eIND/ Patient’s data sent to Company/

Medical Director Reviews Medical Director for Review Contact IRB

Approved? Upload Documents in IRAP

IRB Approved
Contact OSP

Submit Required Documents to
ospP

OSP Negotiates Contract with
Company

CTA Approved

Patient Treated

Compassionate Use Requests are given top
priority upon receipt by the Offices of
Sponsored Programs (OSP) and Institutional
Review Board (IRB).
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