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CDSMs. This application must be re-
ceived by CMS by January 1 of the 5th 
year after the most recent approval 
date. 

(h) Identification of non-adherence to 
requirements for qualified CDSMs. (1) If a 
qualified CDSM is found non-adherent 
to the requirements in paragraph (g)(1) 
of this section, CMS may terminate its 
qualified status or may consider this 
information during requalification. 

(i) Exceptions. Consulting and report-
ing requirements are not required for 
orders for applicable imaging services 
made by ordering professionals under 
the following circumstances: 

(1) Emergency services when provided 
to individuals with emergency medical 
conditions as defined in section 
1867(e)(1) of the Act. 

(2) For an inpatient and for which 
payment is made under Medicare Part 
A. 

(3) Significant hardships for ordering 
professionals who experience any of the 
following: 

(i) Insufficient internet access. 

(ii) EHR or CDSM vendor issues. 

(iii) Extreme and uncontrollable cir-
cumstances. 

(j) Consulting. (1) Except as specified 
in paragraphs (i) and (j)(2) of this sec-
tion, ordering professionals must con-
sult specified applicable AUC through 
qualified CDSMs for applicable imaging 
services furnished in an applicable set-
ting, paid for under an applicable pay-
ment system, and ordered on or after 
January 1, 2020. 

(2) Ordering professionals may dele-
gate the consultation with specified ap-
plicable AUC required under paragraph 
(j)(1) of this section to clinical staff 
acting under the direction of the order-
ing professional. 

(k) Reporting. The following informa-
tion must be reported on Medicare 
claims for advanced diagnostic imaging 
services furnished in an applicable set-
ting, paid for under an applicable pay-
ment system defined in paragraph (b) 
of this section, and ordered on or after 
January 1, 2020: 

(1) The qualified CDSM consulted by 
the ordering professional. 

(2) Information indicating: 

(i) Whether the service ordered would 
adhere to specified applicable AUC; 

(ii) Whether the service ordered 
would not adhere to specified applica-
ble AUC; or 

(iii) Whether the specified applicable 
AUC consulted was not applicable to 
the service ordered. 

(3) The NPI of the ordering profes-
sional who consulted specified applica-
ble AUC as required in paragraph (j) of 
this section, if different from the fur-
nishing professional. 

[80 FR 71380, Nov. 16, 2015, as amended at 80 
FR 80554, Nov. 15, 2016; 82 FR 53363, Nov. 15, 
2017; 83 FR 60074, Nov. 23, 2018] 

Subpart C—Fee Schedules for Par-
enteral and Enteral Nutrition 
(PEN) Nutrients, Equipment 
and Supplies, Splints, Casts, 
and Certain Intraocular 
Lenses (IOLs) 

SOURCE: 66 FR 45176, Aug. 28, 2001, unless 
otherwise noted. 

§ 414.100 Purpose. 

This subpart implements fee sched-
ules for PEN items and services, splints 
and casts, and IOLs inserted in a physi-
cian’s office as authorized by section 
1842(s) of the Act. 

[78 FR 72252, Dec. 2, 2013] 

§ 414.102 General payment rules. 

(a) General rule. For PEN items and 
services furnished on or after January 
1, 2002, and for splints and casts and 
IOLs inserted in a physician’s office on 
or after April 1, 2014, Medicare pays for 
the items and services as described in 
paragraph (b) of this section on the 
basis of 80 percent of the lesser of—- 

(1) The actual charge for the item or 
service; or 

(2) The fee schedule amount for the 
item or service, as determined in ac-
cordance with §§ 414.104 thru 414.108. 

(b) Payment classification. (1) CMS or 
the carrier determines fee schedules for 
parenteral and enteral nutrition (PEN) 
nutrients, equipment, and supplies, 
splints and casts, and IOLs inserted in 
a physician’s office, as specified in 
§§ 414.104 thru 414.108. 

(2) CMS designates the specific items 
and services in each category through 
program instructions. 
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(c) Updating the fee schedule amounts. 
For the years 2003 through 2010 for PEN 
items and services, the fee schedule 
amounts of the preceding year are up-
dated by the percentage increase in the 
CPI–U for the 12-month period ending 
with June of the preceding year. For 
each year subsequent to 2010 for PEN 
items and services and for each year 
subsequent to 2014 for splints and casts, 
and IOLs inserted in a physician’s of-
fice, the fee schedule amounts of the 
preceding year are updated by the per-
centage increase in the CPI–U for the 
12-month period ending with June of 
the preceding year, reduced by the pro-
ductivity adjustment described in sec-
tion 1886(b)(3)(B)(xi)(II) of the Act. 

[66 FR 45176, Aug. 28, 2001, as amended at 78 
FR 72252, Dec. 2, 2013] 

§ 414.104 PEN Items and Services. 

(a) Payment rules. Payment for PEN 
items and services is made in a lump 
sum for nutrients and supplies that are 
purchased and on a monthly basis for 
equipment that is rented. 

(b) Fee schedule amount. The fee 
schedule amount for payment for an 
item or service furnished in 2002 is the 
lesser of— 

(i) The reasonable charge from 1995; 
or 

(ii) The reasonable charge that would 
have been used in determining pay-
ment for 2002. 

§ 414.105 Application of competitive 
bidding information. 

For enteral nutrients, equipment and 
supplies furnished on or after January 
1, 2011, the fee schedule amounts may 
be adjusted based on information on 
the payment determined as part of im-
plementation of the programs under 
subpart F using the methodologies set 
forth at § 414.210(g). 

[79 FR 66262, Nov. 6, 2014] 

§ 414.106 Splints and casts. 

(a) Payment rules. Payment is made 
in a lump sum for splints and casts. 

(b) Fee schedule amount. The fee 
schedule amount for payment for an 
item or service furnished in 2014 is the 
reasonable charge amount for 2013, up-
dated by the percentage increase in the 

CPI–U for the 12-month period ending 
with June of 2013. 

[78 FR 72253, Dec. 2, 2013] 

§ 414.108 IOLs inserted in a physician’s 
office. 

(a) Payment rules. Payment is made 
in a lump sum for IOLs inserted in a 
physician’s office. 

(b) Fee schedule amount. The fee 
schedule amount for payment for an 
IOL furnished in 2014 is the national 
average allowed charge for the IOL fur-
nished from in calendar year 2012, up-
dated by the percentage increase in the 
CPI–U for the 24-month period ending 
with June of 2013. 

[78 FR 72253, Dec. 2, 2013] 

§ 414.110 Continuity of pricing when 
HCPCS codes are divided or com-
bined. 

(a) General Rule. If a new HCPCS code 
is added, CMS or contractors make 
every effort to determine whether the 
item and service has a fee schedule 
pricing history. If there is a fee sched-
ule pricing history, the previous fee 
schedule amounts for the old code(s) 
are mapped to the new code(s) to en-
sure continuity of pricing. 

(b) Mapping fee schedule amounts 
based on different kinds of coding 
changes. When the code for an item is 
divided into several codes for the com-
ponents of that item, the total of the 
separate fee schedule amounts estab-
lished for the components must not be 
higher than the fee schedule amount 
for the original item. When there is a 
single code that describes two or more 
distinct complete items (for example, 
two different but related or similar 
items), and separate codes are subse-
quently established for each item, the 
fee schedule amounts that applied to 
the single code continue to apply to 
each of the items described by the new 
codes. When the codes for the compo-
nents of a single item are combined in 
a single global code, the fee schedule 
amounts for the new code are estab-
lished by totaling the fee schedule 
amounts used for the components (that 
is, use the total of the fee schedule 
amounts for the components as the fee 
schedule amount for the global code). 
When the codes for several different 
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items are combined into a single code, 
the fee schedule amounts for the new 
code are established using the average 
(arithmetic mean), weighted by al-
lowed services, of the fee schedule 
amounts for the formerly separate 
codes. 

[84 FR 60806, Nov. 8, 2019] 

§ 414.112 Establishing fee schedule 
amounts for new HCPCS codes for 
items and services without a fee 
schedule pricing history. 

(a) General rule. If a HCPCS code is 
new and describes items and services 
that do not have a fee schedule pricing 
history (classified and paid for pre-
viously under a different code), the fee 
schedule amounts for the new code are 
established based on the process de-
scribed in paragraphs (b) or (c) of this 
section. 

(b) Comparability. Fee schedule 
amounts for new HCPCS codes for 
items and services without a fee sched-
ule pricing history are established 
using existing fee schedule amounts for 
comparable items when items with ex-
isting fee schedule amounts are deter-
mined to be comparable to the new 
items and services based on a compari-
son of: Physical components; mechan-
ical components; electrical compo-
nents; function and intended use; and 
additional attributes and features. If 
there are no items with existing fee 
schedule amounts that are comparable 
to the items and services under the 
new code, the fee schedule amounts for 
the new code are established in accord-
ance with paragraph (c) of this section. 

(c) Use of supplier or commercial price 
lists. (1) Fee schedule amounts for 
items and services without a fee sched-
ule pricing history described by new 
HCPCS codes that are not comparable 
to items and services with existing fee 
schedule amounts may be established 
using supplier price lists, including 
catalogs and other retail price lists 
(such as internet retail prices) that 
provide information on commercial 
pricing for the item. Potential appro-
priate sources for such commercial 
pricing information can also include 
payments made by Medicare Advantage 
plans, as well as verifiable information 
from supplier invoices and non-Medi-
care payer data. If the only available 

price information is from a period 
other than the fee schedule base period, 
deflation factors are applied against 
current pricing in order to approximate 
the base period price. 

(i) The annual deflation factors are 
specified in program instructions and 
are based on the percentage change in 
the consumer price index for all urban 
consumers (CPI–U) from the mid-point 
of the year the prices are in effect to 
the mid-point of the fee schedule base 
period, as calculated using the fol-
lowing formula: ((base CPI–U minus 
current CPI–U) divided by current CPI– 
U) plus one. 

(ii) The deflated amounts are then in-
creased by the update factors specified 
in § 414.102(c). 

(2) If within 5 years of establishing 
fee schedule amounts using supplier or 
commercial prices, the supplier or 
commercial prices decrease by less 
than 15 percent, a one-time adjustment 
to the fee schedule amounts is made 
using the new prices. The new supplier 
or commercial prices would be used to 
establish the new fee schedule amounts 
in the same way that the older prices 
were used, including application of the 
deflation formula in paragraph (c)(1) of 
this section. 

[84 FR 60806, Nov. 8, 2019] 

§ 414.114 Procedures for making ben-
efit category determinations and 
payment determinations for new 
PEN items and services covered 
under the prosthetic device benefit; 
splints and casts; and IOLs inserted 
in a physician’s office covered 
under the prosthetic device benefit. 

(a) Definitions. For the purpose of this 
subpart: 

Benefit category determination means a 
national determination regarding 
whether an item or service meets the 
Medicare definition of a prosthetic de-
vice at section 1861(s)(8) of the Act or is 
a splint, cast, or device used for reduc-
tion of fractures or dislocations subject 
to section 1842(s) of the Act and the 
rules of this subpart and is not other-
wise excluded from coverage by stat-
ute. 

(b) General rule. The procedures for 
determining whether new items and 
services addressed in a request for a 
HCPCS Level II code(s) or by other 
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means meet the definition of items and 
services that may be covered and paid 
for in accordance with this subpart are 
as follows: 

(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 Definitions. 

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

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. 


		Superintendent of Documents
	2024-03-28T20:23:42-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




