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	       Initial Application Humanitarian Use Device  
    Florida Hospital Tampa Bay Division       Institutional Review Board


	21 CFR 814(3) - Humanitarian Use Device (HUD): A medical device intended to benefit patients in the treatment or diagnosis of a disease or condition that affects or is manifested in fewer than 4,000 individuals in the United States per year.

	Submission deadline: All documents are due on the 1st of the month for review on the 3rd Tuesday.

All documents are to be submitted by e-mail, or 17 collated paper copies.  Ensure all documents and revisions are clearly identified, and in the following order:

	Part A  FORMCHECKBOX 
 #1.
	Initial Application filled out and signed.  Please note that blanks and/or insufficient information may result in a delay of your review/approval.


Part 01 - Contact Information 
	Today's Date:

	     


	Type of Review:
*Requires Full Board Review
	 FORMCHECKBOX 
 Initial Review - Humanitarian Use Device

	Device Name - Trade:
	     

	Device Name - Generic:
	     

	Humanitarian Use Device (HUD) Exemption #:
	     

	Date of HUD Designation:
	     

	HUD Sponsor Information:
	 Name:     
	     

	
	Address: 
	     

	
	Phone #:  
	     

	Physician Seeking Approval:
*List all physicians seeking approval to use the device
	 Name:     
	     

	
	Address: 
	     

	
	Phone #:  
	     

	Facility Location
*Indicate the facility in which you are seeking approval for use
	 FORMCHECKBOX 
 Florida Hospital Tampa
	 FORMCHECKBOX 
 Florida Hospital Pepin Heart Institute

	
	 FORMCHECKBOX 
 Florida Hospital Zephyrhills
	 FORMCHECKBOX 
 Florida Hospital Carrollwood

	
	 FORMCHECKBOX 
 Florida Hospital Connerton (LTAC)
	 FORMCHECKBOX 
 Florida Hospital North Pinellas

	Contact Info:
	Name:
	     
	E-mail:
	     

	
	Telephone
	     
	Fax:
	     


Part 02 - Device Information (required):

A) Device Description:      
B) Describe the indications for use approved by the FDA:
*FDA HDE approval letter must be included with the submission

     
C) Describe the contraindications, warning, and precautions for use:
     
D) Describe known or potential unanticipated problems of the device on health:

     
E) Describe available alternative practices and procedures:
     
F) Informed Consent – Are you seeking waiver of Informed Consent (consent to use device)?
Yes   FORMCHECKBOX 
   No   FORMCHECKBOX 

*If yes, describe the the reason wiaver of informed consent is being requested:      
G)    Describe the process that will be used to inform the patient of the device use and potential risk(s): 
*FDA Guidance for HUD’s indicate that a patient packet must be provided in the event an Informed Consent form is waived (item #58 in FDA HUD Guidance):  
     
H) Describe the system of accountability put in place to track and report use of the HUD
:

      
I) Comments (list any pertinent information not covered in the questions/device info)
     
Submission Checklist:
	Part 03.     FORMCHECKBOX 

	· Proposed informed consent document (if applicable) 

If an Informed Consent form is included with your submission for IRB approval, it must contain all requirements of 21 CFR 50.25 (a), 21 CFR 50.25(b) that are appropriate to the device.
Note: The informed consent must include notice that the FDA and other authorized regulatory agencies have the right to review information about device recipients. 
* If you are asking the IRB to waive use of the Informed Consent form, please include a copy of the information packet that will be provided to the patient (see FDA Guidance, sections 58 & 59).
FDA HUD Guidance:  http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm110194.htm

	Part 04.    FORMCHECKBOX 

	· Include the following information: 1) Marketing history 2) Summary of studies using the device. 
*Required

	Part 05.     FORMCHECKBOX 

	· Include the FDA Approval Letter.
*Approval will not be provided without the FDA letter

	Part 06.     FORMCHECKBOX 
 
	· Include physician resume, sufficient to demonstrate professional qualifications (MUST BE DATED & SIGNED within 2 yrs).

	Part 07.     FORMCHECKBOX 

	· Include training/credentialing certification specific to the device.

	Part 08.     FORMCHECKBOX 
 
	· Include current professional license of Physician(s) seeking approval to use the device.

	Part 09.     FORMCHECKBOX 

	· Include a copy of authorized priviledges at each corresponding facility.

	Part 10.     FORMCHECKBOX 

	· Physician must be present at the convened IRB meeting in which the submission is presented.


Florida Hospital Tampa Bay Division Institutional Review Board
Humanitarian Use Device (HUD) Physician Agreement
· IRB Oversight: I certify that I and/or associated authorized users of the device have completed the Florida Hospital Tampa (FHT) Bay Division  Institutional Review Board (IRB) requirements for utilization of the HUD at Florida Hospital Tampa Bay Division (FHTBD).  All authorized users associated with this review have completed all necessary training.
· I agree to comply with good clinical practice and regulations, including 21 CFR 50 (informed consent).  
· I agree to comply with applicable FDA regulations related to Humanitarian Use Devices.
· I am familiar with and agree to comply with relevant institutional and IRB policies and procedures.  I acknowledge and agree to cooperate in the IRB’s initial and continuing review, record keeping, reporting, and certification. I will provide all information required by the IRB in a timely fashion. I will abide by the IRB’s determinations and will accept the final authority and decisions of the IRB. I acknowledge that non-compliance with federal and state laws and FHTBD IRB’s requirements could result in forfeiture of authorized use at FHTBD.
· I will obtain approval from the FHTBD IRB for any proposed changes related to indications for use.  The proposed changes will not be implemented before IRB review and approval, unless necessary to eliminate apparent immediate hazards to subjects. Such changes will be immediately reported to the IRB. I understand that a representative of the IRB is authorized at any time to review methods and/or HUD related records.
· Informed Consent (if applicable): I will not consent subjects prior to review and approval by the IRB and Research Administration. The informed consent document shall bear the expiration date of the IRB approval period.
· I will obtain, document, and maintain records of informed consent from each subject; providing each patient with a copy of the IRB-approved consent form at the time of consent, retaining the original signed form with the patient’s records.
I understand that I am responsible for ensuring that a copy of the Informed Consent related to the HUD will be maintained on the patient chart at Florida Hospital Tampa Bay Division (FHTBD), and that the surgical staff will be notified of surgical procedures involving use of HUD’s.
· Adverse events: I will within ten (10) working days report any unanticipated adverse experiences, injuries, and other unanticipated problems that involve risks to subjects and others, either physical, psychological, or threats to privacy.
· Adverse events involving death: I will within 48 hours report to the IRB any adverse event resulting in death.
· Continuing Review: I understand that regardless of other communication or review, as requested by the IRB, the authorized physician/site will prepare a progress report, which will include a summary of the results and impact of the HUD use.  The frequency of the report to the IRB will be on the basis of risk to subjects, but will be at least annually.  I understand that the device may not be used during a lapse in approval (if applicable). 
· I agree to promptly notify the IRB of any FDA/OHRP Audit or Results, and I agree that un-purged/un-edited reports will be promptly forwarded to the IRB.  
· Patient Care: I acknowledge my responsibility for safeguarding the rights and welfare of device recipients.
· I understand that emergency medical care involving HUD’s may be delivered without IRB review and approval to the extent permitted under applicable federal regulations and state law.  I understand that the IRB must be notified of the emergent use.  
· Confidentiality: I certify that the PHI authorization will not be reused or disclosed to any other person or entity, except as required by law, for which the use or disclosure of PHI is authorized.
· I or a designated representative (also seeking authorization), possessing professional qualifications in the use of the device will present the study for Initial Review at the IRB meeting
.
     _____________________________________________               ___________________________________________
     Physician Signature                                            Date                   FHTBD Supervisor (if applicable)                  Date
       Application Approved by:
____________________________________________          ___________________________________________
IRB Committee Chair                                 Date
          Institutional Representative
                   Date
ENDNOTES















� System of Accountability


Florida Hospital Tampa Bay Division facilities require a system of accountability to be in place that includes, but not limited to, the following:�
�
1) Report each use of the device to the IRB


E-mail notice of each use of the device to the IRB Administrator, including: a) Name of Patient b) Name of Device c) Date of Service d) Number of Devices Used e) Serious Adverse Events (requires completion of an SAE form which will be provided by the IRB staff) �
�
2) Notification process that informs departments in which the device will be used of the device approval and applicable Informed Consent Requirements �
�
3) Device sponsor notification (ensure you are aware of sponsor reporting requirements) �
�
Letter of denial, stating why the approval was denied and informing you of what can be done to present the submission again or stating why it cannot be re-presented.�
�






� Proposed informed consent document must (if consent form is included with the submission):


Contain all requirements of 21 CFR �HYPERLINK "C:\\CRD\\BWRIGHT\\ldrager\\Local Settings\\Temporary Internet Files\\OLK1DD\\IRB Policies.doc" \l "InformedConsent"��50.25� (a), 21 CFR 50.25(b) that are appropriate to the study; meeting all the requirements of 21 CFR 50.20, including:





A statement explaining the device is a Humanitarian Use Device (HUD), including a description of HUD.	 





An explanation of the indications for use, including an explanation that the HUD is designed to diagnose or treat the disease or condition described in the HDE labeling and that no comparable device is available to treat the disease or condition.





A description of any ancillary procedures associated with the use of the HUD.





A description of all known risks and discomforts.





An explanation of the postulated mechanism of action of the HUD in relation to the disease or condition.





Information regarding the status of the HUD


*if applicable, indicating that the effectiveness of the device for this use has not been demonstrated





A description of known benefits .





A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the patient, if applicable.





A statement describing the extent, if any, to which confidentiality of records identifying the patient will be maintained and that notes the possibility that the FDA, OHRP, and other regulatory agencies, may inspect the records.





An explanation of whether compensation or medical treatment is available if injury occurs and, if so, what they consist of, or where further information may be obtained.





An explanation of whom to contact for answers to pertinent questions about the device ,the patient’s rights.





Is informed consent consistent with the law?	





Is the process to obtain consent appropriate? (Circumstances surrounding consent procedure, including setting, subject autonomy concerns, language difficulties, vulnerable populations.)





Is informed consent appropriately documented? (Including any procedures for obtaining assent from minors, using witnesses, translators and document storage.)





�
�



HIPAA�
�
Provisions for protection of patient’s privacy and confidentiality (HIPAA)





Who may use or disclose PHI?





Who might receive PHI and how will they use it?





Duration of authorization?





Disclosure of how and when they may review their records?





�
�






IRB Response


You will receive one of 4 responses�
�
1.�
Letter of approval as presented, along with the approved informed consent (if one exists).�
�
2.�
Letter of approval with contingencies which will include information as to what determined a contingency and how to revise submission to lift contingency. �
�
3.�
Letter notifying you the review was tabled, stating what prompted the action and what needs to be done to present the submission again at the next meeting.�
�
4.�
Letter of denial, stating why the approval was denied and informing you of what can be done to present the submission again or stating why it cannot be re-presented.�
�
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