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§405.201 Scope of subpart and defini-
tions.

(a) Scope. This subpart establishes
that—

(1) CMS uses the FDA categorization
of a device as a factor in making Medi-
care coverage decisions; and

(2) CMS may consider for Medicare
coverage certain devices with an FDA-
approved investigational device exemp-
tion (IDE) that have been categorized

§405.201

as Category B (Nonexperimental/inves-
tigational) device.

(3) CMS identifies criteria for cov-
erage of items and services furnished in
IDE studies.

(b) Definitions. As used in this sub-
part—

Category A (Experimental) device refers
to a device for which ‘‘absolute risk’ of
the device type has not been estab-
lished (that is, initial questions of safe-
ty and effectiveness have not been re-
solved) and the FDA is unsure whether
the device type can be safe and effec-
tive.

Category B (Nonexperimental/investiga-
tional) device refers to a device for
which the incremental risk is the pri-
mary risk in question (that is, initial
questions of safety and effectiveness of
that device type have been resolved), or
it is known that the device type can be
safe and effective because, for example,
other manufacturers have obtained
FDA premarket approval or clearance
for that device type.

ClinicalTrials.gov refers to the Na-
tional Institutes of Health’s National
Library of Medicine’s online registry
and results database of publicly and
privately supported clinical studies of
human participants conducted around
the world.

Contractors refers to Medicare Admin-
istrative Contractors and other enti-
ties that contract with CMS to review
and adjudicate claims for Medicare
payment of items and services.

Investigational device exemption (IDE)
refers to an FDA-approved IDE applica-
tion that permits a device, which
would otherwise be subject to mar-
keting approval or clearance, to be
shipped lawfully for the purpose of con-
ducting a clinical study in accordance
with 21 U.S.C. 360j(g) and 21 CFR part
812.

Routine care items and services refers
to items and services that are other-
wise generally available to Medicare
beneficiaries (that is, a benefit cat-
egory exists, it is not statutorily ex-
cluded, and there is no national non-
coverage decision) that are furnished
during a clinical study and that would
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be otherwise furnished even if the bene-
ficiary were not enrolled in a clinical
study.

[60 FR 48423, Sept. 19, 1995, as amended at 78
FR 74809, Dec. 10, 2013; 86 FR 3009, Jan. 14,
2021; 86 FR 62958, Nov. 15, 2021]

§405.203 FDA categorization of inves-
tigational devices.

(a) The FDA assigns a device with an
FDA-approved IDE to one of two cat-
egories:

(1) Category A (Experimental) de-
vices.

(2) Category B (Nonexperimental/in-
vestigational) devices.

(b) The FDA notifies CMS, when it
notifies the sponsor, that the device is
categorized by FDA as Category A (Ex-
perimental) or Category B (Nonexperi-
mental).

(c) CMS uses the categorization of
the device as a factor in making Medi-
care coverage decisions.

[60 FR 48423, Sept. 19, 1995, as amended at 78
FR 74809, Dec. 10, 2013

§405.205 Coverage of a Category B
(Nonexperimental/investigational)
device.

(a) For any device that meets the re-
quirements of the exception at
§411.15(0) of this chapter, the following
procedures apply:

(1) The FDA notifies CMS, when it
notifies the sponsor, that the device is
categorized by FDA as Category B
(Nonexperimental/investigational).

(2) CMS wuses the categorization of
the device as a factor in making Medi-
care coverage decisions.

(b) If the FDA becomes aware that a
categorized device no longer meets the
requirements of the exception at
§411.15(0) of this chapter, the FDA no-
tifies the sponsor and CMS and the pro-
cedures described in paragraph (a)(2) of
this section apply.

[60 FR 48423, Sept. 19, 1995, as amended at 78
FR 74809, Dec. 10, 2013

§405.207 Services related to a non-
covered device.

(a) When payment is not made. Medi-
care payment is not made for medical
and hospital services that are related
to the use of a device that is not cov-
ered because CMS determines the de-
vice is not ‘‘reasonable’” and ‘‘nec-

42 CFR Ch. IV (10-1-23 Edition)

essary’” under section 1862(a)(1)(A) of
the Act or because it is excluded from
coverage for other reasons. These serv-
ices include all services furnished in
preparation for the use of a noncovered
device, services furnished contempora-
neously with and necessary to the use
of a noncovered device, and services
furnished as necessary after-care that
are incident to recovery from the use
of the device or from receiving related
noncovered services.

(b) When payment is made. Medicare
payment may be made for—

(1) Covered services to treat a condi-
tion or complication that arises due to
the use of a noncovered device or a
noncovered device-related service; or

(2) Routine care items and services
related to Category A (Experimental)
devices as defined in §405.201(b), and
furnished in conjunction with FDA-ap-
proved clinical studies that meet the
coverage requirements in §405.211.

(3) Routine care items and services
related to Category B (Nonexperi-
mental/investigational) devices as de-
fined in §405.201(b), and furnished in
conjunction with FDA-approved clin-
ical studies that meet the coverage re-
quirements in §405.211.

[60 FR 48423, Sept. 19, 1995, as amended at 69
FR 66420, Nov. 15, 2004; 78 FR 74809, Dec. 10,
2013]

§405.209 Payment for a Category B
(Nonexperimental/investigational)
device.

Payment under Medicare for a Cat-
egory B (Nonexperimental/investiga-
tional) device is based on, and may not
exceed, the amount that would have
been paid for a currently used device
serving the same medical purpose that
has been approved or cleared for mar-
keting by the FDA.

[78 FR 74809, Dec. 10, 2013]

§405.211 Coverage of items and serv-
ices in FDA-approved IDE studies.

(a) Coverage of routine care items and
services for Category A (Experimental) de-
vices. Medicare covers routine care
items and services furnished in an
FDA-approved Category A (Experi-
mental) IDE study if CMS (or its des-
ignated entity) determines that the
Medicare coverage IDE study criteria
in §405.212 are met.
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