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functioning of a implement
malformed body part ed.

compared to at least one
other currently available
and appropriate
treatment or diagnostic
test (ie. considered a
standard of care,
currently in use and
utilized by the Medicare
population). Whether a
candidate device
provides substantial
clinical improvement is
evaluated by one or
more of the following: a.
The device offers a
treatment option for a
patient population
unresponsive to, or
ineligible for, currently
available treatments.
Refer to the interim final
rule with comment
period in the November
2, 2001 Federal Register
and the final rule with
comment period in the
November 1, 2002
Federal Register (67 FR
66781) and the
modifications to certain
criteria in the November
10, 2005 (70 FR 68628)
final rule with comment
period for a full
discussion of the criteria
for establishing

additional pass-through
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categories for medical
devices.
* Does the new medical
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ineligible for, currently
available treatments?
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technology does or does
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using supporting data.
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