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must be an approved OAS CAHPS Sur-
vey vendor in order to administer and 
submit OAS CAHPS Survey data to 
CMS on behalf of one or more hospital 
outpatient departments. 

(i) Retention and removal of quality 
measures under the Hospital OQR Pro-
gram—(1) General rule for the retention of 
quality measures. Quality measures 
adopted for the Hospital OQR Program 
measure set for a previous payment de-
termination year are retained for use 
in subsequent payment determination 
years, except when they are removed, 
suspended, or replaced as set forth in 
paragraphs (i)(2) and (3) of this section. 

(2) Immediate measure removal. For 
cases in which CMS believes that the 
continued use of a measure as specified 
raises patient safety concerns, CMS 
will immediately remove a quality 
measure from the Hospital OQR Pro-
gram and will promptly notify hos-
pitals and the public of the removal of 
the measure and the reasons for its re-
moval through the Hospital OQR Pro-
gram ListServ and the CMS website. 

(3) Measure removal, suspension, or re-
placement through the rulemaking proc-
ess. Unless a measure raises specific 
safety concerns as set forth in para-
graph (i)(2) of this section, CMS will 
use the regular rulemaking process to 
remove, suspend, or replace quality 
measures in the Hospital OQR Program 
to allow for public comment. 

(i) Factors for consideration of removal 
of quality measures. CMS will weigh 
whether to remove measures based on 
the following factors: 

(A) Factor 1. Measure performance 
among hospitals is so high and 
unvarying that meaningful distinctions 
and improvements in performance can 
no longer be made (‘‘topped out’’ meas-
ures); 

(B) Factor 2. Performance or improve-
ment on a measure does not result in 
better patient outcomes; 

(C) Factor 3. A measure does not align 
with current clinical guidelines or 
practice; 

(D) Factor 4. The availability of a 
more broadly applicable (across set-
tings, populations, or conditions) meas-
ure for the topic; 

(E) Factor 5. The availability of a 
measure that is more proximal in time 

to desired patient outcomes for the 
particular topic; 

(F) Factor 6. The availability of a 
measure that is more strongly associ-
ated with desired patient outcomes for 
the particular topic; 

(G) Factor 7. Collection or public re-
porting of a measure leads to negative 
unintended consequences other than 
patient harm; and 

(H) Factor 8. The costs associated 
with a measure outweigh the benefit of 
its continued use in the program. 

(ii) Criteria to determine topped-out 
measures. For the purposes of the Hos-
pital OQR Program, a measure is con-
sidered to be topped-out under para-
graph (i)(3)(i)(A) of this section when it 
meets both of the following criteria: 

(A) Statistically indistinguishable 
performance at the 75th and 90th per-
centiles (defined as when the difference 
between the 75th and 90th percentiles 
for a hospital’s measure is within two 
times the standard error of the full 
data set); and 

(B) A truncated coefficient of vari-
ation less than or equal to 0.10. 

(iii) Application of measure removal 
factors. The benefits of removing a 
measure from the Hospital OQR Pro-
gram will be assessed on a case-by-case 
basis. Under this case-by-case ap-
proach, a measure will not be removed 
solely on the basis of meeting any spe-
cific factor. 

[78 FR 75196, Dec. 10, 2013, as amended at 79 
FR 67031, Nov. 10, 2014; 80 FR 70606, Nov. 13, 
2015; 81 FR 79879, Nov. 14, 2016; 82 FR 52637, 
Nov. 13, 2017; 82 FR 59497, Dec. 14, 2017; 83 FR 
59179, Nov. 21, 2018; 85 FR 86302, Dec. 29, 2020; 
86 FR 63993, Nov. 16, 2021; 87 FR 72291, Nov. 23, 
2022; 88 FR 82180, Nov. 22, 2023] 

§ 419.47 Coding and Payment for Cat-
egory B Investigational Device Ex-
emption (IDE) Studies. 

(a) Creation of a new HCPCS code for 
Category B IDE Studies. CMS will create 
a new HCPCS code, or revise an exist-
ing HCPCS code, to describe a Category 
B IDE study, which will include both 
the treatment and control arms, re-
lated device(s) of the study, as well as 
routine care items and services, as 
specified under § 405.201 of this chapter, 
when CMS determines that: 

(1) The Medicare coverage IDE study 
criteria in § 405.212 of this chapter are 
met; and 
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(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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