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  Mass Device

The FDA seeks comments on a proposed collection of information, regarding
humanitarian device exemption applications.

The FDA this week released new information to accompany humanitarian device
exemption applications and related requirements.

The new guidelines build on an announcement the FDA issued last year [1],
detailing the process for classifying a product as a humanitarian use device.

The humanitarian use device program applies to devices that diagnose or treat
diseases and conditions affecting fewer than 4,000 people in the U.S. per year.
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