Emergency Use of Investigational Drug or Device

An investigational drug or device may be used in an emergency if the patient is in a life-threatening situation in which no standard acceptable treatment is available, and there is not sufficient time to obtain IRB approval.
Investigators are still requested to obtain informed consent except in certain emergency situations where the investigator has adequately documented why he can’t obtain consent.  Exceptions to obtaining informed consent are described in 21 CFR 50.23.  You may go to the FDA website for more detail on these exceptions.  
Miami Children's Hospital uses Western Institutional Review Board (WIRB) for most of its IRB functions.  If you need to administer an investigational drug in an emergency situation, please follow these steps:

· Send an email to Elaine Azarenko-Weakley (Eweakley@WIRB.com) with a copy to clientservices@wirb.com, Cristina Fernandez, Director of Operations, Clinical Research Center, and the Office of Research Administration.  The email should briefly summarize the medical problem, why it is a life-threatening situation, and why there is not sufficient time to obtain IRB approval. 
· WIRB will send correspondence to you summarizing the regulations that apply to emergency use of investigational drugs and devices, as well as the reporting requirements you must adhere to.  
· You will need to send a final report to WIRB along with pertinent medical records within 5 days.  A WIRB physician will review the documentation and issue a final determination about the emergency use situation.
*Please note that data resulting from the emergency administration of a drug or device may not be used as research data.  Also, any subsequent use of the investigational drug/device must receive IRB approval as part of a clinical protocol.
