HUD Patient Information Sheet	Comment by Davila, Maria G: If the HDE holder has developed a patient information packet, this packet always should be distributed to patients prior to receiving their HUDs. Labeling for the HUD may also be made available to the patient to provide further information regarding the device’s HUD status and possible risks/benefits.
Full study title: Click here to enter text.
Physician Name: Click here to enter text.
Department: Click here to enter text.
HUD Holder: Click here to enter text.

[bookmark: _GoBack]What are Humanitarian Use Device Exemptions?  Humanitarian Use Device Exemptions (HDEs) are exemptions provided by the Food and Drug Administration (FDA) to allow the use and marketing of an Investigational Medical Device that is “intended to benefit patients in the treatment and diagnosis of diseases or conditions that affect or are manifested in fewer than 8,000 individuals per year in the United States.” 	Comment by Davila, Maria G: You may add additional information about the HUD program in this area.
Description of the HUD device: Click here to enter text.	Comment by Davila, Maria G: In lay terms, describe the device, their approved use and why it is being use in the patient’s condition.
Device related procedures: Click here to enter text.	Comment by Davila, Maria G: In lay terms, please explain what are the procedures the subject will undergo and also, any monitoring procedures used after the device is initially used.  Explain the length of the monitoring process until discharge of care (if applies).
Risks/Benefit Ratio: km	Comment by Davila, Maria G: Insert risk and benefits known with the device use.  You can find this information in the FDA website or ask the HUD holder for this information.
Physician contact information:  Click here to enter text.	Comment by Davila, Maria G: For the patient to contact the physician if he/she experiences a device-related adverse event.
Documentation of Information Sheet receipt	Comment by Davila, Maria G: You may also document this process in the use records, patient medical record or any other form of documentation (e.g. log).
· Patient Name:________________________
· Date this information was provided:________________________
· Name of person who explained this information to patient:________________________
· Signature of person who explained information to patient:________________________
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