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—>HIZ 1T D XD igamod 7 T % The panel indicated that hypothesis testing for simple
superiority between the test and control groups is adequate for most devices, and super-
superiority testing should be conducted if the risks are higher. Following the first approval, the
panel noted that evaluation of non-inferiority against an approved device with a carefully chosen

noninferiority margin may be appropriate if the device designs and anatomical targets are similar.
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