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(1) At the start of a HCPCS coding
cycle, CMS performs an analysis to de-
termine if the item or service is statu-
torily excluded from coverage under
Medicare under section 1862 of the Act,
and, if not excluded by statute, wheth-
er the item or service is parenteral or
enteral nutrients, supplies, and equip-
ment covered under the prosthetic de-
vice benefit, splints and casts or other
devices used for reductions of fractures
or dislocations, or IOLs inserted in a
physician’s office covered under the
prosthetic device benefit.

(2) If a preliminary determination is
made that the item or service is paren-
teral or enteral nutrients, supplies, and
equipment covered under the pros-
thetic device benefit, splints and casts
or other devices used for reductions of
fractures or dislocations, or IOLs in-
serted in a physician’s office covered
under the prosthetic device benefit,
CMS makes a preliminary payment de-
termination for the item or service.

(3) CMS posts preliminary benefit
category determinations and payment
determinations on CMS.gov approxi-
mately 2 weeks prior to a public meet-
ing.

(4) After consideration of public con-
sultation provided at a public meeting
on preliminary benefit category deter-
minations and payment determinations
for items and services, CMS establishes
the benefit category determinations
and payment determinations for items
and services through program instruc-
tions.

[86 FR 73910, Dec. 28, 2021]

Subpart D—Payment for Durable
Medical Equipment and Pros-
thetic and Orthotic Devices

§414.200 Purpose.

This subpart implements sections
1834(a), (h) and (i) of the Act by speci-
fying how payments are made for the
purchase or rental of new and used du-
rable medical equipment, prosthetic
and orthotic devices, and surgical
dressings for Medicare beneficiaries.

[78 FR 72253, Dec. 2, 2013]

§414.202

For purposes of this subpart, the fol-
lowing definitions apply:

Definitions.
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Complex rehabilitative power-driven
wheelchair means a power-driven wheel-
chair that is classified as—

(1) Group 2 power wheelchair with
power options that can accommodate
rehabilitative features (for example,
tilt in space); or

(2) Group 3 power wheelchair.

Covered item update means the per-
centage increase in the consumer price
index for all urban consumers (U.S.
city average) (CPI-U) for the 12-month
period ending with June of the previous
year.

Durable medical equipment means
equipment, furnished by a supplier or a
home health agency that meets the fol-
lowing conditions:

(1) Can withstand repeated use.

(2) Effective with respect to items
classified as DME after January 1, 2012,
has an expected life of at least 3 years.

(3) Is primarily and customarily used
to serve a medical purpose.

(4) Generally is not useful to an indi-
vidual in the absence of an illness or
injury.

(5) Is appropriate for use in the home.

Prosthetic and orthotic devices means—

(1) Devices that replace all or part of
an internal body organ, including
ostomy bags and supplies directly re-
lated to ostomy care, and replacement
of such devices and supplies;

(2) One pair of conventional eye-
glasses or contact lenses furnished sub-
sequent to each cataract surgery with
insertion of an intraocular lens; and

(3) Leg, arm, back, and neck braces,
and artificial legs, arms, and eyes, in-
cluding replacements if required be-
cause of a change in the beneficiary’s
physical condition.

The following are neither prosthetic
nor orthotic devices—

(1) Parenteral and enteral nutrients,
supplies, and equipment;

(2) Intraocular lenses;

(3) Medical supplies such as cath-
eters, catheter supplies, ostomy bags,
and supplies related to ostomy care
that are furnished by an HHA as part of
home health services under §409.40(e) of
this chapter;

(4) Dental prostheses.

Region means, for the purpose of im-
plementing §414.210(g), geographic
areas defined by the Bureau of Eco-
nomic Analysis in the United States
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Department of Commerce for economic
analysis purposes, and, for the purpose
of implementing §414.228, those con-
tractor service areas administered by
CMS regional offices.

Rural area means, for the purpose of
implementing §414.210(g), a geographic
area represented by a postal zip code if
at least 50 percent of the total geo-
graphic area of the area included in the
zip code is estimated to be outside any
metropolitan area (MSA). A rural area
also includes a geographic area rep-
resented by a postal zip code that is a
low population density area excluded
from a competitive bidding area in ac-
cordance with the authority provided
by section 1847(a)(3)(A) of the Act at
the time the rules at §414.210(g) are ap-
plied.

[67 FR 57689, Dec. 7, 1992, as amended at 75
FR 73622, Nov. 29, 2010; 76 FR 70314, Nov. 10,
2011; 79 FR 66262, Nov. 6, 2014]

§414.210 General payment rules.

(a) General rule. For items furnished
on or after January 1, 1989, except as
provided in paragraphs (c), (d), and (g)
of this section, Medicare pays for dura-
ble medical equipment, prosthetics and
orthotics, including a separate pay-
ment for maintenance and servicing of
the items as described in paragraph (e)
of this section, on the basis of 80 per-
cent of the lesser of—

(1) The actual charge for the item;

(2) The fee schedule amount for the
item, as determined in accordance with
the provisions of §§414.220 through
414.232

(b) Payment classification. (1) The car-
rier determines fee schedules for the
following classes of equipment and de-
vices:

(i) Inexpensive or routinely pur-
chased items, as specified in §414.220.

(ii) Items requiring frequent and sub-
stantial servicing, as specified in
§414.222.

(iii) Certain customized items,
specified in §414.224.

(iv) Oxygen and oxygen equipment,
as specified in §414.226.

(v) Prosthetic and orthotic devices,
as specified in §414.228.

(vi) Other durable medical equipment
(capped rental items), as specified in
§414.229.
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(vii) Transcutaneous electrical nerve
stimulators (TENS), as specified in
§414.232.

(2) CMS designates the items in each
class of equipment or device through
its program instructions.

(c) Exception for certain HHAs. Public
HHAs and HHAs that furnish services
or items free-of-charge or at nominal
prices to a significant number of low-
income patients, as defined in §413.13(a)
of this chapter, are paid on the basis of
80 percent of the fee schedule amount
determined in accordance with the pro-
vision of §§414.220 through 414.230.

(d) Prohibition on special limits. For
items furnished on or after January 1,
1989 and before January 1, 1991, neither
CMS nor a carrier may establish a spe-
cial reasonable charge for items cov-
ered under this subpart on the basis of
inherent reasonableness as described in
§405.502(g) of this chapter.

(e) Maintenance and servicing—()
General rule. Except as provided in
paragraph (e)(3) of this section, the car-
rier pays the reasonable and necessary
charges for maintenance and servicing
of beneficiary-owned equipment. Rea-
sonable and necessary charges are
those made for parts and labor not oth-
erwise covered under a manufacturer’s
or supplier’s warranty. Payment is
made for replacement parts in a lump
sum based on the carrier’s consider-
ation of the item. The carrier estab-
lishes a reasonable fee for labor associ-
ated with repairing, maintaining, and
servicing the item. Payment is not
made for maintenance and servicing of
a rented item other than the mainte-
nance and servicing fee for oxygen
equipment described in paragraph (e)(2)
of this section or for other durable
medical equipment as described in
§414.229(e).

(2) Maintenance and servicing payment
for certain oxygen equipment furnished
after the 36-month rental period from Jan-
uary 1, 2009 through June 30, 2010. The
carrier makes a maintenance and serv-
icing payment for oxygen equipment
other than liquid and gaseous equip-
ment (stationary and portable) as fol-
lows:

(i) For the first 6-month period fol-
lowing the date on which the 36-month
rental period ends in accordance with
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