Expanded Access Decision Chart
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= Treating physician should obtain
permission by the manufacturer

= Full Documentation is submitted
to the FDA

« FDA approved documents
(including treatment protocol and
ICF) is submitted and approved
by the IR8

+ Treating physician should obtain
permission by the manufacturer

+ Documentation™ should be
provided to the FDA via email or
owver the phone

+ If FDA approves the use,
consent is obtained (if possible)
and drug is administered
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* IRE needs to be notified within 5
business days post
admiristration




