Expanded Access Application Quick Guidance for Investigational Device
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*FDA does not need to be notified prior to the emergency use of a device when a patient meets the criteria for emergency use

At a GLANCE Contents of an IDE Supplement to FDA requesting approval of compassionate use

No Description of patient's condition circumstances necessitating treatment -

Discussion of reasons why alternative therapies are unsatisfactory

Use EA Application

Potential patient benefit Yes Template

justifies the potential risks of the
investigational device

greater than probable risk from disease or condition

Describing any deviations in the approved clinical protocol that may be
needed to treat the patient

The patient protection measures that will be followed:

1. Draft of the informed consent to be used

2. Concurrence by the IRB chairperson —
3. Independent assessment by uninvolved physician

4. Authorization from device manufacturer on the use of the device
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Schedule a free one-on-one
consultation to get started with
your EAP application to FDA
today!
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Possible Responses
Approval of treatment
IDEs
Disapproval or
withdrawal of approval
of treatment IDEs

Must be
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device use
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of patient
outcome

Must report
Unanticipated
Adverse Device
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