


2. When a treating physician has used an investigational device to treat a patient with a life-
threatening event, the physician must complete and submit an initial eBridge submission
within 5 working days of its use.

a. If there is an IDE for the device, the IDE sponsor must notify the FDA of the
emergency use within 5 days through submission of IDE report. Follow-up report
should include:

i. Summary of the condition constituting the emergency.
ii. Patient protection measures that were followed.
iii. Patient outcome information.
b. If no IDE exist, the treating physician must submit to FDA a follow-up report within 5
days on the use of the device including:
i. Description of the device used.
1. If available, include the device manual
ii. Details of the case.
iii. Patient protection measure that were followed.

3. The IRB eBridge submission must include:

a. Emergency Use IDE number or Authorization from the FDA to ship the
investigational article; and

b. Approval from the Sponsor for use of the investigational product; and

c. The consent form that was used to consent the patient, or, if informed consent was
unable to be obtained from the patient or his/her legally authorized representative, a
letter from a physician not otherwise participating in the intervention certifying that:

i. The patient was confronted by a life-threatening situation necessitating the
use of the test article

ii. Informed consent could not be obtained because of an inability to
communicate with or obtain legally effective consent from the patient

iii. Time was not sufficient to obtain consent from the patient’s legal
representative

iv. No alternative method of approved or generally recognizable therapy was
available that would provide an equal or greater likelihood of saving the
patient’s life.

d. Independent assessment from an uninvolved physician

e. Documentation provided to FDA

4. Following the emergency use of an investigational device, the patient should be monitored
to detect any possible problems arising from the use of the investigational article.

5. Any follow-up reports should be submitted to the IRB, the Sponsor and/or the FDA in which
summary information regarding the patient outcome is presented. The MCW IRB requires
follow-up reports to be submitted at 30 days and 90 days post-use via eBridge CPR
submission.
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