Baystate Medical Center Institutional Review Board (IRB)

Humanitarian Use Devices (HUDs)

This form is intended to supplement the information provided on the Basic Application, Part 1 and to provide additional instruction to investigators.
A Humanitarian Use Device (HUD) is a device that is intended to benefit patients in the treatment and diagnosis of diseases or conditions that affect or is manifested in fewer than 4,000 individuals in the United States per year. The Office of Orphan Products Development (OOPD) determines if a device meets specific requirements, including scientific rationale and population prevalence, for designation as a HUD.
HUDs may only be administered at institutions that have an IRB constituted and acting pursuant to 21 CFR 56 and if the use has been approved by the Institutional Review Board (IRB).
Most uses of HUDs at individual institutions are for treatment purposes, not for the purposes of a clinical investigation.  In these instances, the regulatory requirements for research of medical devices do not apply.  However, initial approval by the convened IRB and subsequent continuing review either by expedited or convened board review is required.  
If your intended use of the HUD is for research purposes, all of the applicable regulations apply and submission of a complete application including a fully-developed protocol and consent are required.

Please complete the following to indicate your intentions regarding the proposed use of the HUD and to provide the IRB with sufficient information to conduct its review.

1. Describe the patient population for which you intend to use the device including the age range and anticipated number of patients per year, and the indications for which you anticipate use.

     
2. Provide the FDA-approved indications for the use of the HUD below. 
     
3. Describe the known risks of the HUD and any mechanisms you intend to put into place to minimize those risks.

     
4. Provide a summary of how you intend to use the device, including a description of any screening procedures, the HUD procedure, and any patient follow-up visits, tests or procedures.
     
5. Describe how you will provide information about the HUD to the patient.

 FORMCHECKBOX 
 Consent Document (include with this submission)

 FORMCHECKBOX 
 Manufacturer provided patient labeling and materials
 FORMCHECKBOX 
 Other, specify:      
6. Do you anticipate being able to provide information to the patient prospectively?  Or after the use has occurred? (If so, provide justification.)
     
Include with this submission:  a copy of the HDE approval order; the product labeling; the patient information packet that may accompany the HUD; any other patient materials.
Note: The HDE regulations, 21 CFR 814.126(a), require submission of Medical Device Reporting (MDR) reports to FDA. Reports submitted to FDA must also be submitted to the IRB.
For additional information on HUDs, consult with the BH Human Research Protection Program (HRPP) or these FDA guidance documents:
Humanitarian Device Exemption (HDE) Regulation: Questions and Answers
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm110194.htm - 9


Frequently Asked Questions About Medical Devices
http://www.fda.gov/downloads/ScienceResearch/SpecialTopics/RunningClinicalTrials/GuidancesInformationSheetsandNotices/UCM118081.pdf
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