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Date:
Principal Investigator:  

IRB #:

Protocol Title:

---------------------------------------------------------------------------------------------------------------------
Emergency Use:
Emergency use of an unapproved device XE "Device"  may occur in an emergency situation when an IDE XE "Investigational Device Exemption (IDE)"  for the device does not exist, a physician wants to use a device in a way not approved under an existing IDE, or when a physician is not an investigator under the existing IDE.  The device may be used if the patient has a life-threatening condition that needs immediate treatment, there is no generally acceptable alternative XE "Alternatives"  treatment, and there is no time to obtain FDA XE "Food and Drug Administration (FDA)"  approval.  

---------------------------------------------------------------------------------------------------------------------
Emergency use of an unapproved device requires all of the following protections reported to Hospital for Special Surgery IRB within five (5) working days:

 FORMCHECKBOX 
  A description of the patient condition and the circumstances necessitating treatment with the device, including:


 FORMCHECKBOX 
  Why alternative therapies are unsatisfactory; and


 FORMCHECKBOX 
  Information to address the patient protection measures 

 FORMCHECKBOX 
  An independent assessment of an uninvolved physician of the same specialty: the actions of the investigator must be reviewed and evaluated in writing by an independent physician

 FORMCHECKBOX 
  Written report to the IDE sponsor

 FORMCHECKBOX 
  Notify the Medical Director, Clinical Research Department 

 FORMCHECKBOX 
  Concurrence of the IRB Chairperson (which does not constitute IRB approval)
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