
442 

42 CFR Ch. IV (10–1–24 Edition) § 419.48 

(2) A new or revised code is necessary 
to preserve the scientific validity of 
such a study, such as by preventing the 
unblinding of the study. 

(b) Payment for Category B IDE Stud-
ies. Where CMS creates a new HCPCS 
code or revises an existing HCPCS code 
under paragraph (a) of this section, 
CMS will: 

(1) Make a single packaged payment 
for the HCPCS code that includes pay-
ment for the investigational device, 
placebo control, and routine care items 
and services of a Category B IDE study, 
as specified under § 405.201 of this chap-
ter; and 

(2) Calculate the single packaged 
payment rate for the HCPCS code 
based on the average resources utilized 
for each study participant, including 
the frequency with which the inves-
tigational device is used in the study 
population. 

[87 FR 72291, Nov. 23, 2022] 

§ 419.48 Definition of excepted items 
and services. 

(a) Excepted items and services are 
items or services that are furnished on 
or after January 1, 2017— 

(1) By a dedicated emergency depart-
ment (as defined at § 489.24(b) of this 
chapter); or 

(2) By an excepted off-campus pro-
vider-based department defined in 
paragraph (b) of this section that has 
not impermissibly relocated or 
changed ownership. 

(b) For the purpose of this section, 
‘‘excepted off-campus provider-based 
department’’ means a ‘‘department of a 
provider’’ (as defined at § 413.65(a)(2) of 
this chapter) that is located on the 
campus (as defined in § 413.65(a)(2) of 
this chapter) or within the distance de-
scribed in such definition from a ‘‘re-
mote location of a hospital’’ (as defined 
in § 413.65(a)(2) of this chapter) that 
meets the requirements for provider- 
based status under § 413.65 of this chap-
ter. This definition also includes an off- 
campus department of a provider that 
was furnishing services prior to No-
vember 2, 2015 that were billed under 
the OPPS in accordance with timely 
filing limits. 

(c) Payment for items and services 
that do not meet the definition in para-
graph (a) of this section will generally 

be made under the Medicare Physician 

Fee Schedule on or after January 1, 

2017. 

[81 FR 79880, Nov. 14, 2016; 82 FR 36, Jan. 3, 

2017] 

Subpart E—Updates 

§ 419.50 Annual review. 

(a) General rule. Not less often than 

annually, CMS reviews and updates 

groups, relative payment weights, and 

the wage and other adjustments to 

take into account changes in medical 

practice, changes in technology, the 

addition of new services, new cost data, 

and other relevant information and 

factors. 

(b) Consultation requirement. CMS will 

consult with an expert outside advisory 

panel composed of an appropriate se-

lection of representatives of providers 

to review (and advise CMS concerning) 

the clinical integrity of the groups and 

weights. The panel may use data col-

lected or developed by entities and or-

ganizations (other than the Depart-

ment of Health and Human Services) in 

conducting the review. 

(c) Effective dates. CMS conducts the 

first annual review under paragraph (a) 

of this section in 2001 for payments 

made in 2002. 

Subpart F—Limitations on Review 

§ 419.60 Limitations on administrative 
and judicial review. 

There can be no administrative or ju-

dicial review under sections 1869 and 

1878 of the Act or otherwise of the fol-

lowing: 

(a) The development of the APC sys-

tem, including— 

(1) Establishment of the groups and 

relative payment weights; 

(2) Wage adjustment factors; 

(3) Other adjustments; and 

(4) Methods for controlling unneces-

sary increases in volume. 

(b) The calculation of base amounts 

described in section 1833(t)(3) of the 

Act. 

(c) Periodic adjustments described in 

section 1833(t)(9) of the Act. 
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