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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 
means meet the definition of items and 
services that may be covered and paid 
for in accordance with this subpart are 
as follows: 
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