Emory IRB Protocol Outline
For Protocols using a HUD for Treatment Purposes
Full study title: Click here to enter text.
Principal Investigator: Click here to enter text.
Department: Click here to enter text.
HUD Holder: Click here to enter text.

1. Summary of use: Click here to enter text.	Comment by Davila, Maria G: A brief (usually 400 words or fewer) description of the use objectives, population, design, and monitoring measures. Please explain if the HUD use will be according to the FDA-approved use.  If not, the physician may seek an Investigation Device Exemption (IDE) if doing research, or an emergency/compassionate use if treating a patient outside the indication.

2. Proposed treatment: Click here to enter text.	Comment by Davila, Maria G: The procedures to be performed during treatment with the device.
Risks/discomforts and potential benefits (if any) to patients.
Information that will be collected.  For HUD treatment purposes, the treating physician needs to collect safety information to report to the IRB, the HUD holder or device manufacturer that caused or contributed to a serious injury.  A serious injury is defined as an injury or illness that 1) is life threatening, 2) results in permanent impairment of a body function or permanent damage to a body structure, or 3) necessitates medical or surgical intervention to preclude permanent impairment of a body function or permanent damage to a body structure.
Monitoring of patients after use: visits/procedures used to make sure there are no any issues with the device use.  Please specify the monitoring period.


3. Patient selection: Click here to enter text.	Comment by Davila, Maria G: Inclusion/exclusion criteria per FDA-approved labeling; 
Screening for eligibility to make sure that condition to treat falls under the HUD approved indication. 


4. Patient consent to treatment: Click here to enter text.	Comment by Rousselle, Rebecca: Describe how and when patients will be informed about the treatment and given the information sheet (submitted separately to the IRB)

NOTE: The treating physician must document that they have provided this information sheet and taken time to go over it with the patient.  This should be documented in the patient medical record or treatment record.

5. Device storage:  Click here to enter text.	Comment by Davila, Maria G: Please indicate where the device is being stored and who is responsible for tracking its use.
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