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A Humanitarian Device is a different species of device.  FDA cleared it for market through an exemption allowed only when it has been determined that there are 4000 or fewer patients per year who might qualify for this device.  FDA was able to make predictions about safety but there are too few patients to allow proper efficacy studies.  

As it is on the market, it is an approved and cleared device.  However because of the limited knowledge about the device, Congress determined that another control mechanism should be in place: IRB review.  The commonly held view is that the reason was to make sure that someone within the institution had some measure of control over this oddity.

IRB review criteria (56.111) apply to research and investigations rather than therapeutic intervention and to subjects rather than patients so the usual criteria must be applied albeit differently from usual.  

IRC has two initial review forms.  If the company is not involved, the physician must submit both A and B.

· Form A is the core form about the device.  It must be submitted for each review although a manufacturer may submit it once on behalf of a series of physician users.  It is our preference that the manufacturer be active in this core role.  This initial submission must be sent to the full board.

· Form B is for the physician user. Following the initial review of the device information, inclusion of additional physician users may be accomplished through expedited review.  

· A physician user may elect to be a lead physician with others listed on his or her application.   

Continuing review is required for both pieces using forms C and D. If there are no changes in status or risk, it can be done by expedited process.  
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