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specific beneficiary according to the 
description and orders of a physician 
and be so different from another item 
used for the same purpose that the two 
items cannot be grouped together for 
pricing purposes. 

(b) Payment rule. Payment is made on 
a lump sum basis for the purchase of a 
customized item based on the carrier’s 
individual consideration and judgment 
of a reasonable payment amount for 
each customized item. The carrier’s in-
dividual consideration takes into ac-
count written documentation on the 
costs of the item including at least the 
cost of labor and materials used in cus-
tomizing an item. 

[56 FR 65998, Dec. 20, 1991, as amended at 58 
FR 34919, June 30, 1993] 

§ 414.226 Oxygen and oxygen equip-
ment. 

(a) Payment rules—(1) Oxygen equip-
ment. Payment for rental of oxygen 
equipment is made based on a monthly 
fee schedule amount during the period 
of medical need, but for no longer than 
a period of continuous use of 36 
months. A period of continuous use is 
determined under the provisions in 
§ 414.230. 

(2) Oxygen contents. Payment for pur-
chase of oxygen contents is made based 
on a monthly fee schedule amount 
until medical necessity ends. 

(b) Monthly fee schedule amount for 
items furnished prior to 2007. (1) Monthly 
fee schedule amounts are separately 
calculated for the following items: 

(i) Stationary oxygen equipment and 
oxygen contents (stationary and port-
able oxygen contents). 

(ii) Portable oxygen equipment only. 
(iii) Stationary and portable oxygen 

contents only. 
(iv) Portable oxygen contents only. 
(2) For 1989 and 1990, the monthly fee 

schedule amounts are the local pay-
ment amounts determined as follows: 

(i) The carrier determines the base 
local average monthly payment rate 
equal to the total reasonable charges 
for the item for the 12-month period 
ending December 1986 divided by the 
total number of months for all bene-
ficiaries receiving the item for the 
same period. In determining the local 
average monthly payment rate, the fol-
lowing limitations apply: 

(A) Purchase charges for oxygen sys-
tems are not included as items classi-
fied under paragraph (b)(1)(i) of this 
section. 

(B) Purchase charges for portable 
equipment are not included as items 
classified under paragraph (b)(1)(ii) of 
this section. 

(ii) The carrier determines the local 
monthly payment amount equal to 0.95 
times the base local average monthly 
payment amount adjusted by the 
change in the CPI-U for the six-month 
period ending December 1987. 

(3) For 1991 through 2006, the fee 
schedule amounts for items described 
in paragraphs (b)(1)(iii) and (iv) of this 
section are determined using the meth-
odology contained in § 414.220(d), (e), 
and (f). 

(4) For 1991 through 2006, the fee 
schedule amounts for items described 
in paragraphs (b)(1)(i) and (ii) of this 
section are determined using the meth-
odology contained in § 414.220(d), (e), 
and (f). 

(5) For 2005 and 2006, the fee schedule 
amounts determined under paragraph 
(b)(4) of this section are reduced using 
the methodology described in section 
1834(a)(21)(A) of the Act. 

(c) Monthly fee schedule amount for 
items furnished from 2007 through 2018. 
(1) For 2007, national limited monthly 
payment rates are calculated and paid 
as the monthly fee schedule amounts 
for the following classes of items: 

(i) Stationary oxygen equipment (in-
cluding stationary concentrators) and 
oxygen contents (stationary and port-
able). 

(ii) Portable equipment only (gaseous 
or liquid tanks). 

(iii) Oxygen generating portable 
equipment only. 

(iv) Stationary oxygen contents only. 

(v) Portable oxygen contents only. 

(2) The national limited monthly 
payment rate for items described in 
paragraph (c)(1)(i) of this section is 
equal to the weighted average fee 
schedule amount established under 
paragraph (b)(5) of this section reduced 
by $1.44. 

(3) The national limited monthly 
payment rate for items described in 
paragraph (c)(1)(ii) of this section is 
equal to the weighted average of the 
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fee schedule amounts established under 
paragraph (b)(5) of this section. 

(4) The national limited monthly 
payment rate for items described in 
paragraph (c)(1)(iii) of this section is 
equal to the national limited monthly 
payment rate established under para-
graph (c)(5) of this section, multiplied 
by 24, and divided by 36. 

(5) The national limited monthly 
payment rate for items described in 
paragraphs (c)(1)(iv) and (c)(1)(v) of this 
section is equal to 50 percent of the 
weighted average fee schedule amounts 
established under paragraph (b)(3) of 
this section for items described in 
paragraph (b)(1)(iii) of this section. 

(6) For 2008 through 2018, CMS makes 
an annual adjustment to the national 
limited monthly payment rate for 
items described in paragraph (c)(1)(i) of 
this section to ensure that such pay-
ment rates do not result in expendi-
tures for any year that are more or less 
than the expenditures that would have 
been made if such classes had not been 
established. 

(d) Application of monthly fee schedule 
amounts for items furnished from 2007 
through 2018. (1) The fee schedule 
amount for items described in para-
graph (c)(1)(i) of this section is paid 
when the beneficiary rents stationary 
oxygen equipment. 

(2) Subject to the limitation set forth 
in paragraph (g)(2) of this section, the 
fee schedule amount for items de-
scribed in paragraphs (c)(1)(ii) and 
(c)(1)(iii) of this section is paid when 
the beneficiary rents portable oxygen 
equipment. 

(3) The fee schedule amount for items 
described in paragraph (c)(1)(iv) of this 
section is paid when the beneficiary— 

(i) Owns stationary oxygen equip-
ment that requires delivery of gaseous 
or liquid oxygen contents; or 

(ii) Rents stationary oxygen equip-
ment that requires delivery of gaseous 
or liquid oxygen contents after the pe-
riod of continuous use of 36 months de-
scribed in paragraph (a)(1) of this sec-
tion. 

(4) The fee schedule amount for items 
described in paragraph (c)(1)(v) of this 
section is paid when the beneficiary— 

(i) Owns portable oxygen equipment 
described in (c)(1)(ii) of this section; 

(ii) Rents portable oxygen equipment 
described in paragraph (c)(1)(ii) of this 
section during the period of continuous 
use of 36 months described in para-
graph (a)(1) of this section and does not 
rent stationary oxygen equipment; or 

(iii) Rents portable oxygen equip-
ment described in paragraph (c)(1)(ii) of 
this section after the period of contin-
uous use of 36 months described in 
paragraph (a)(1) of this section. 

(e) Monthly fee schedule amount for 
items furnished for years after 2018. (1) 
For 2019, national limited monthly 
payment rates are calculated and paid 
as the monthly fee schedule amounts 
for the following classes of items: 

(i) Stationary oxygen equipment (in-
cluding stationary concentrators) and 
oxygen contents (stationary and port-
able). 

(ii) Portable gaseous equipment only. 
(iii) Portable liquid equipment only. 
(iv) Oxygen generating portable 

equipment only. 
(v) Stationary oxygen contents only. 
(vi) Portable oxygen contents only, 

except for portable liquid oxygen con-
tents for prescribed flow rates greater 
than four liters per minute. 

(vii) Portable liquid oxygen contents 
only for prescribed flow rates of more 
than 4 liters per minute. 

(2) The monthly payment rate for 
items described in paragraphs (e)(1)(i), 
(ii), (iv), (v), and (vi) of this section are 
determined using the applicable meth-
odologies contained in § 414.210(g). 

(3) The monthly payment rate for 
items described in paragraph (e)(1)(iii) 
of this section is determined initially 
based on the monthly payment rate for 
items described in paragraph (e)(1)(iv) 
of this section and is subsequently ad-
justed using the applicable methodolo-
gies contained in § 414.210(g). 

(4) The monthly payment rate for 
items described in paragraph (e)(1)(vii) 
of this section is determined initially 
based on 150 percent of the monthly 
payment rate for items described in 
paragraph (e)(1)(vi) of this section and 
is subsequently adjusted using the ap-
plicable methodologies contained in 
§ 414.210(g). 

(5) Beginning in 2019, CMS makes an 
annual adjustment to the monthly pay-
ment rate for items described in para-
graphs (e)(1)(i) through (e)(1)(vii) of 
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this section to ensure that such pay-
ment rates do not result in expendi-
tures for any year that are more or less 
than the expenditures that would have 
been made if such classes had not been 
established. 

(f) Application of monthly fee schedule 
amounts for items furnished for years 
after 2018. (1) The fee schedule amount 
for items described in paragraph 
(e)(1)(i) of this section is paid when the 
beneficiary rents stationary oxygen 
equipment. 

(2) Subject to the limitation set forth 
in paragraph (g)(2) of this section, the 
fee schedule amount for items de-
scribed in paragraphs (e)(1)(ii), (iii), 
and (iv) of this section is paid when the 
beneficiary rents portable oxygen 
equipment. 

(3) The fee schedule amount for items 
described in paragraph (e)(1)(v) of this 
section is paid when the beneficiary— 

(i) Owns stationary oxygen equip-
ment that requires delivery of gaseous 
or liquid oxygen contents; or 

(ii) Rents stationary oxygen equip-
ment that requires delivery of gaseous 
or liquid oxygen contents after the pe-
riod of continuous use of 36 months de-
scribed in paragraph (a)(1) of this sec-
tion. 

(4) The fee schedule amount for items 
described in paragraph (e)(1)(vi) of this 
section is paid when the beneficiary— 

(i) Owns portable oxygen equipment 
described in paragraphs (e)(1)(ii) or 
(e)(1)(iii) of this section; or Code of 
Federal Regulations/Title 42—Public 
Health/Vol. 3/2017–10–0166 

(ii) Rents portable oxygen equipment 
described in paragraphs (e)(1)(ii) or 
(e)(1)(iii) of this section during the pe-
riod of continuous use of 36 months de-
scribed in paragraph (a)(1) of this sec-
tion and does not rent stationary oxy-
gen equipment; or 

(iii) Rents portable oxygen equip-
ment described in paragraphs (e)(1)(ii) 
or (e)(1)(iii) of this section after the pe-
riod of continuous use of 36 months de-
scribed in paragraph (a)(1) of this sec-
tion. 

(5) The fee schedule amount for items 
described in paragraph (e)(1)(vii) of this 
section is paid when the beneficiary 
has a prescribed flow rate of more than 
4 liters per minute and— 

(i) Owns portable liquid oxygen 
equipment described in paragraph 
(e)(1)(iii) of this section; or Code of 
Federal Regulations/Title 42—Public 
Health/Vol. 3/2017–10–0166 

(ii) Rents portable liquid oxygen 
equipment described in paragraph 
(e)(1)(iii) of this section during the pe-
riod of continuous use of 36 months de-
scribed in paragraph (a)(1) of this sec-
tion and does not rent stationary oxy-
gen equipment; or 

(iii) Rents portable liquid oxygen 
equipment described in paragraph 
(e)(1)(iii) of this section after the pe-
riod of continuous use of 36 months de-
scribed in paragraph (a)(1) of this sec-
tion. 

(g) Volume adjustments. (1) The fee 
schedule amount for an item described 
in paragraph (c)(1)(i) of this section is 
adjusted as follows: 

(i) If the attending physician pre-
scribes an oxygen flow rate exceeding 
four liters per minute, the fee schedule 
amount is increased by 50 percent, sub-
ject to the limit in paragraph (g)(2) of 
this section. 

(ii) If the attending physician pre-
scribes an oxygen flow rate of less than 
one liter per minute, the fee schedule 
amount is decreased by 50 percent. 

(2) If portable oxygen equipment is 
used and the prescribed oxygen flow 
rate exceeds four liters per minute, the 
total fee schedule amount recognized 
for payment is limited to the higher 
of— 

(i) The sum of the monthly fee sched-
ule amount for the items described in 
paragraphs (c)(1)(i) and (c)(1)(ii) or 
(c)(1)(iii) of this section; or 

(ii) The adjusted fee schedule amount 
described in paragraph (g)(1)(i) of this 
section. 

(3) In establishing the volume adjust-
ment for those beneficiaries whose phy-
sicians prescribe varying flow rates, 
the following rules apply: 

(i) If the prescribed flow rate is dif-
ferent for stationary oxygen equipment 
than for portable oxygen equipment, 
the flow rate for the stationary equip-
ment is used. 

(ii) If the prescribed flow rate is dif-
ferent for the patient at rest than for 
the patient at exercise, the flow rate 
for the patient at rest is used. 
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(iii) If the prescribed flow rate is dif-
ferent for nighttime use and daytime 
use, the average of the two flow rates 
is used. 

(h) Furnishing oxygen and oxygen 
equipment after the 36-month rental cap. 
(1) The supplier that furnishes oxygen 
equipment for the 36th continuous 
month during which payment is made 
under this section must— 

(i) Continue to furnish the equipment 
during any period of medical need for 
the remainder of the reasonable useful 
lifetime established for the equipment 
in accordance with § 414.210(f)(1); or 

(ii) Arrange for furnishing the oxygen 
equipment with another supplier if the 
beneficiary relocates to an area that is 
outside the normal service area of the 
supplier that initially furnished the 
equipment. 

(2) The supplier that furnishes liquid 
or gaseous oxygen equipment (sta-
tionary or portable) for the 36th con-
tinuous month during which payment 
is made under this section must— 

(i) Continue to furnish the oxygen 
contents necessary for the effective use 
of the liquid or gaseous equipment dur-
ing any period of medical need for the 
remainder of the reasonable useful life-
time established for the equipment in 
accordance with § 414.210(f)(1); or 

(ii) Arrange for furnishing the oxygen 
contents with another supplier if the 
beneficiary relocates to an area that is 
outside the normal service area of the 
supplier that initially furnished the 
equipment. 

(i) Additional supplier requirements for 
rentals that begin on or after January 1, 
2007. (1) The supplier that furnishes ox-
ygen equipment for the first month 
during which payment is made under 
this section must continue to furnish 
the equipment for the entire 36-month 
period of continuous use, unless med-
ical necessity ends or— 

(i) The item becomes subject to a 
competitive acquisition program im-
plemented in accordance with section 
1847(a) of the Act; 

(ii) The beneficiary relocates to an 
area that is outside the normal service 
area of the supplier that initially fur-
nished the equipment; 

(iii) The beneficiary elects to obtain 
oxygen equipment from a different sup-

plier prior to the expiration of the 36- 
month rental period; or 

(iv) CMS or the carrier determines 
that an exception should apply in an 
individual case based on the cir-
cumstances. 

(2) Oxygen equipment furnished 
under this section may not be replaced 
by the supplier prior to the expiration 
of the reasonable useful lifetime estab-
lished for the equipment in accordance 
with § 414.210(f)(1) unless: 

(i) The supplier replaces an item with 
the same, or equivalent, make and 
model of equipment because the item 
initially furnished was lost, stolen, ir-
reparably damaged, is being repaired, 
or no longer functions; 

(ii) A physician orders different 
equipment for the beneficiary. If the 
order is based on medical necessity, 
then the order must indicate why the 
equipment initially furnished is no 
longer medically necessary and the 
supplier must retain this order in the 
beneficiary’s medical record; 

(iii) The beneficiary chooses to ob-
tain a newer technology item or up-
graded item and signs an advanced ben-
eficiary notice (ABN); or 

(iv) CMS or the carrier determines 
that a change in equipment is war-
ranted. 

(3) Before furnishing oxygen equip-
ment, the supplier must disclose to the 
beneficiary its intentions regarding 
whether it will accept assignment of 
all monthly rental claims for the dura-
tion of the rental period. A supplier’s 
intentions could be expressed in the 
form of a written agreement between 
the supplier and the beneficiary. 

[57 FR 57690, Dec. 7, 1992, as amended at 71 

FR 65933, Nov. 9, 2006; 73 FR 69936, Nov. 19, 

2008; 78 FR 72253, Dec. 2, 2013; 83 FR 57071, 

Nov. 14, 2018] 

§ 414.228 Prosthetic and orthotic de-
vices. 

(a) Payment rule. Payment is made on 
a lump-sum basis for prosthetic and 
orthotic devices subject to this sub-
part. 

(b) Fee schedule amounts. The fee 
schedule amount for prosthetic and 
orthotic devices is determined as fol-
lows: 
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