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(c) Denial of enrollment: Moratoria. A 
Medicare contractor denies the enroll-
ment application of a provider or sup-
plier if the provider or supplier is sub-
ject to a moratorium as specified in 
paragraph (a) of this section. 

(d) Lifting moratoria. CMS will publish 
a document in the FEDERAL REGISTER 
when a moratorium is lifted. CMS may 
lift a temporary moratorium at any 
time after imposition of the morato-
rium if one of the following occur: 

(1) The President declares an area a 
disaster under the Robert T. Stafford 
Disaster Relief and Emergency Assist-
ance Act, 42 U.S.C. 5121–5206 (Stafford 
Act). 

(2) Circumstances warranting the im-
position of a moratorium have abated 
or CMS has implemented program safe-
guards to address the program vulner-
ability. 

(3) The Secretary has declared a pub-
lic health emergency under section 319 
of the Public Health Service Act in the 
area subject to a temporary morato-
rium. 

(4) In the judgment of the Secretary, 
the moratorium is no longer needed. 

[76 FR 5965, Feb. 2, 2011, as amended at 84 FR 
47856, Sept. 10, 2019] 

§ 424.575 Rural emergency hospitals. 

(a) A rural emergency hospital (as de-
fined in § 485.502 of this chapter) must 
comply with all applicable provisions 
in this subpart in order to enroll and 
maintain enrollment in Medicare. 

(b) A provider that was enrolled in 
Medicare as of December 27, 2020, as a 
critical access hospital or a hospital 
(as defined in section 1886(d)(1)(B) of 
the Social Security Act) with not more 
than 50 beds located in a county (or 
equivalent unit of local government) in 
a rural area (as defined in section 
1886(d)(2)(D) of the Social Security Act) 
(or treated as being located in a rural 
area pursuant to section 1886(d)(8)(E) of 
the Social Security Act) converts its 
existing enrollment to that of a rural 
emergency hospital (as defined in 
§ 485.502 of this chapter) via a Form 
CMS–855A change of information appli-
cation per § 424.516 rather than a Form 
CMS–855A initial enrollment applica-
tion. 

[87 FR 72293, Nov. 23, 2022] 
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Subpart A—General Provisions 

§ 425.10 Basis and scope. 

(a) Basis. This part implements sec-
tion 1899 of the Act by establishing a 
shared savings program that promotes 
accountability for a patient popu-
lation, coordinates items and services 
under Medicare parts A and B, and en-
courages investment in infrastructure 
and redesigned care processes for high 
quality and efficient services. The reg-
ulations under this part must not be 
construed to affect the payment, cov-
erage, program integrity, and other re-
quirements that apply to providers and 
suppliers under FFS Medicare, except 
as permitted under section 1899(f) of 
the Act. 

(b) Scope. This part sets forth the fol-
lowing: 

(1) The eligibility requirements for 
an ACO to participate in the Medicare 
Shared Savings Program (Shared Sav-
ings Program). 

(2) Application procedures and provi-
sions of the participation agreement. 

(3) Program requirements and bene-
ficiary protections. 

(4) The method for assigning Medi-
care fee-for-service beneficiaries to 
ACOs. 

(5) Quality performance standards, 
reporting requirements, and data shar-
ing. 

(6) Payment criteria and methodolo-
gies (one-sided model and two-sided 
models). 

(7) Compliance monitoring and sanc-
tions for noncompliance. 

(8) Reconsideration review process. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32833, June 9, 2015] 

§ 425.20 Definitions. 

As used in this part, unless otherwise 
indicated— 

Accountable care organization (ACO) 
means a legal entity that is recognized 
and authorized under applicable State, 
Federal, or Tribal law, is identified by 
a Taxpayer Identification Number 
(TIN), and is formed by one or more 
ACO participants(s) that is(are) defined 
at § 425.102(a) and may also include any 
other ACO participants described at 
§ 425.102(b). 

ACO participant means an entity 
identified by a Medicare-enrolled bill-

ing TIN through which one or more 
ACO providers/suppliers bill Medicare, 
that alone or together with one or 
more other ACO participants compose 
an ACO, and that is included on the list 
of ACO participants that is required 
under § 425.118. 

ACO participant agreement means the 
written agreement (as required at 
§ 425.116) between the ACO and ACO 
participant in which the ACO partici-
pant agrees to participate in, and com-
ply with, the requirements of the 
Shared Savings Program. 

ACO professional means an individual 
who is Medicare-enrolled and bills for 
items and services furnished to Medi-
care fee-for-service beneficiaries under 
a Medicare billing number assigned to 
the TIN of an ACO participant in ac-
cordance with applicable Medicare reg-
ulations and who is either of the fol-
lowing: 

(1) A physician legally authorized to 
practice medicine and surgery by the 
State in which he or she performs such 
function or action. 

(2) A practitioner who is one of the 
following: 

(i) A physician assistant (as defined 
at § 410.74(a)(2) of this chapter). 

(ii) A nurse practitioner (as defined 
at § 410.75(b) of this chapter). 

(iii) A clinical nurse specialist (as de-
fined at § 410.76(b) of this chapter). 

ACO provider/supplier means an indi-
vidual or entity that meets all of the 
following: 

(1) Is a— 
(i) Provider (as defined at § 400.202 of 

this chapter); or 
(ii) Supplier (as defined at § 400.202 of 

this chapter). 
(2) Is enrolled in Medicare. 
(3) Bills for items and services fur-

nished to Medicare fee-for-service bene-
ficiaries during the agreement period 
under a Medicare billing number as-
signed to the TIN of an ACO partici-
pant in accordance with applicable 
Medicare regulations. 

(4) Is included on the list of ACO pro-
viders/suppliers that is required under 
§ 425.118. 

ACO’s regional service area means all 
counties where one or more bene-
ficiaries assigned to the ACO reside. 

Agreement period means the term of 
the participation agreement. 
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Antitrust Agency means the Depart-
ment of Justice or Federal Trade Com-
mission. 

Assignable beneficiary means a Medi-
care fee-for-service beneficiary who re-
ceives at least one primary care service 
with a date of service during a speci-
fied 12-month assignment window from 
a Medicare-enrolled physician who is a 
primary care physician or who has one 
of the specialty designations included 
in § 425.402(c). 

Assignment means the operational 
process by which CMS determines 
whether a beneficiary has chosen to re-
ceive a sufficient level of the requisite 
primary care services from ACO profes-
sionals so that the ACO may be appro-
priately designated as exercising basic 
responsibility for that beneficiary’s 
care during a given benchmark or per-
formance year. 

Assignment window means the 12- 
month period used to assign bene-
ficiaries to an ACO. 

At-risk beneficiary means, but is not 
limited to, a beneficiary who— 

(1) Has a high risk score on the CMS– 
HCC risk adjustment model; 

(2) Is considered high cost due to hav-
ing two or more hospitalizations or 
emergency room visits each year; 

(3) Is dually eligible for Medicare and 
Medicaid; 

(4) Has a high utilization pattern; 
(5) Has one or more chronic condi-

tions. 
(6) Has had a recent diagnosis that is 

expected to result in increased cost. 
(7) Is entitled to Medicaid because of 

disability; or 
(8) Is diagnosed with a mental health 

or substance abuse disorder. 
BY stands for benchmark year. 
Certified Electronic Health Record 

Technology (CEHRT) has the same 
meaning given this term under 
§ 414.1305 of this chapter. 

Continuously assigned beneficiary 
means a beneficiary assigned to the 
ACO in the current performance year 
who was either assigned to or received 
a primary care service from any of the 
ACO participants during the assign-
ment window for the most recent prior 
benchmark or performance year. 

Covered professional services has the 
same meaning given these terms under 
section 1848(k)(3)(A) of the Act. 

Critical access hospital (CAH) has the 
same meaning given this term under 
§ 400.202 of this chapter. 

Eligible clinician has the same mean-
ing given this term under § 414.1305 of 
this chapter. 

Eligible professional has the meanings 
given this term under section 
1848(k)(3)(B) of the Act. 

Experienced with performance-based 
risk Medicare ACO initiatives means an 
ACO that CMS determines meets the 
criteria in either paragraph (1) or (2) of 
this definition. 

(1) The ACO is the same legal entity 
as a current or previous ACO that is 
participating in, or has participated in, 
a performance-based risk Medicare 
ACO initiative as defined under this 
section, or that deferred its entry into 
a second Shared Savings Program 
agreement period under a two-sided 
model under § 425.200(e). 

(2) Forty percent or more of the 
ACO’s ACO participants participated in 
a performance-based risk Medicare 
ACO initiative, as defined under this 
section, or in an ACO that deferred its 
entry into a second Shared Savings 
Program agreement period under a 
two-sided model under § 425.200(e), in 
any of the 5 most recent performance 
years. 

Federally qualified health center 
(FQHC) has the same meaning given to 
this term under § 405.2401(b) of this 
chapter. 

High revenue ACO means an ACO 
whose total Medicare Parts A and B 
fee-for-service revenue of its ACO par-
ticipants based on revenue for the most 
recent calendar year for which 12 
months of data are available, is at 
least 35 percent of the total Medicare 
Parts A and B fee-for-service expendi-
tures for the ACO’s assigned bene-
ficiaries based on expenditures for the 
most recent calendar year for which 12 
months of data are available. 

Hospital means a hospital as defined 
in section 1886(d)(1)(B) of the Act. 

Inexperienced with performance-based 
risk Medicare ACO initiatives means an 
ACO that CMS determines meets all of 
the following: 

(1) The ACO is a legal entity that has 
not participated in any performance- 
based risk Medicare ACO initiative as 
defined under this section, and has not 
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deferred its entry into a second Shared 
Savings Program agreement period 
under a two-sided model under 
§ 425.200(e). 

(2) Less than 40 percent of the ACO’s 
ACO participants participated in a per-
formance-based risk Medicare ACO ini-
tiative, as defined under this section, 
or in an ACO that deferred its entry 
into a second Shared Savings Program 
agreement period under a two-sided 
model under § 425.200(e), in each of the 
5 most recent performance years. 

Low revenue ACO means an ACO 
whose total Medicare Parts A and B 
fee-for-service revenue of its ACO par-
ticipants based on revenue for the most 
recent calendar year for which 12 
months of data are available, is less 
than 35 percent of the total Medicare 
Parts A and B fee-for-service expendi-
tures for the ACO’s assigned bene-
ficiaries based on expenditures for the 
most recent calendar year for which 12 
months of data are available. 

Marketing materials and activities in-
clude, but are not limited to, general 
audience materials such as brochures, 
advertisements, outreach events, let-
ters to beneficiaries, Web pages, data 
sharing opt out letters, mailings, social 
media, or other activities conducted by 
or on behalf of the ACO, or by ACO par-
ticipants, or ACO providers/suppliers 
participating in the ACO, when used to 
educate, solicit, notify, or contact 
Medicare beneficiaries or providers and 
suppliers regarding the Shared Savings 
Program. The following beneficiary 
communications are not marketing 
materials and activities: Certain infor-
mational materials customized or lim-
ited to a subset of beneficiaries; mate-
rials that do not include information 
about the ACO, its ACO participants, 
or its ACO providers/suppliers; mate-
rials that cover beneficiary-specific 
billing and claims issues or other spe-
cific individual health related issues; 
educational information on specific 
medical conditions (for example, flu 
shot reminders), written referrals for 
health care items and services, and ma-
terials or activities that do not con-
stitute ‘‘marketing’’ under 45 CFR 
164.501 and 164.508(a)(3)(i). 

Medicare fee-for-service beneficiary 
means an individual who is— 

(1) Enrolled in the original Medicare 
fee-for-service program under both 
parts A and B; and 

(2) Not enrolled in any of the fol-
lowing: 

(i) A MA plan under part C. 

(ii) An eligible organization under 
section 1876 of the Act. 

(iii) A PACE program under section 
1894 of the Act. 

Medicare Shared Savings Program 
(Shared Savings Program) means the 
program, established under section 1899 
of the Act and implemented in this 
part. 

Newly assigned beneficiary means a 
beneficiary that is assigned to the ACO 
in the current performance year who 
was neither assigned to nor received a 
primary care service from any of the 
ACO participants during the assign-
ment window for the most recent prior 
benchmark or performance year. 

One-sided model means a model under 
which the ACO may share savings with 
the Medicare program, if it meets the 
requirements for doing so, but is not 
liable for sharing any losses incurred 
under subpart G of this part. 

Participation agreement means the 
written agreement required under 
§ 425.208(a) between the ACO and CMS 
that, along with the regulations in this 
part, govern the ACO’s participation in 
the Shared Savings Program. 

Performance-based risk Medicare ACO 
initiative means, for purposes of this 
part, an initiative implemented by 
CMS that requires an ACO to partici-
pate under a two-sided model during its 
agreement period, including the fol-
lowing options and initiatives: 

(1) Participation options within the 
Shared Savings Program as follows: 

(i) For performance years beginning 
prior to January 1, 2023, BASIC track 
(Levels A through E). 

(ii) For performance years beginning 
January 1, 2023 and in subsequent 
years, BASIC track (Levels C through 
E). 

(iii) ENHANCED track. 

(iv) Track 2. 

(2) The Innovation Center ACO mod-
els under which an ACO accepts risk 
for shared losses as follows: 

(i) Pioneer ACO Model. 

(ii) Next Generation ACO Model. 
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(iii) Comprehensive ESRD Care 
Model two-sided risk tracks. 

(iv) Track 1+ Model. 

(3) Other initiatives involving two- 
sided risk as may be specified by CMS. 

Performance year means the 12-month 
period beginning on January 1 of each 
year during the agreement period, un-
less otherwise specified in § 425.200(c) or 
noted in the participation agreement. 

Physician means a doctor of medicine 
or osteopathy (as defined in section 
1861(r)(1) of the Act). 

Physician Quality Reporting System 
(PQRS) means the quality reporting 
system established under section 
1848(k) of the Act. 

Primary care physician means: 

(1) For performance years 2012 
through 2015, a physician included in 
an attestation by the ACO as provided 
under § 425.404 for services furnished in 
an FQHC or RHC, or a physician who 
has a primary care specialty designa-
tion of internal medicine, general prac-
tice, family practice, or geriatric medi-
cine; 

(2) For performance years 2016 
through 2018, a physician included in 
an attestation by the ACO as provided 
under § 425.404 for services furnished in 
an FQHC or RHC, or a physician who 
has a primary care specialty designa-
tion of internal medicine, general prac-
tice, family practice, geriatric medi-
cine, or pediatric medicine; and 

(3) For performance year 2019 and 
subsequent years, a physician who has 
a primary care specialty designation of 
internal medicine, general practice, 
family practice, geriatric medicine, or 
pediatric medicine. 

Primary care services means the set of 
services identified by the HCPCS and 
revenue center codes designated under 
§ 425.400(c). 

Quality measures means the measures 
defined by the Secretary, under section 
1899 of the Act, to assess the quality of 
care furnished by an ACO, such as 
measures of clinical processes and out-
comes, patient and, where practicable, 
caregiver experience of care and utili-
zation. 

Re-entering ACO means an ACO that 
does not meet the definition of a re-
newing ACO and meets either of the 
following conditions: 

(1) Is the same legal entity as an 
ACO, as defined in this section, that 
previously participated in the program 
and is applying to participate in the 
program after a break in participation, 
because it is either— 

(i) An ACO whose participation 
agreement expired without having been 
renewed; or 

(ii) An ACO whose participation 
agreement was terminated under 
§ 425.218 or § 425.220. 

(2) Is a new legal entity that has 
never participated in the Shared Sav-
ings Program and is applying to par-
ticipate in the program and more than 
50 percent of its ACO participants were 
included on the ACO participant list 
under § 425.118, of the same ACO in any 
of the 5 most recent performance years 
prior to the agreement start date. 

Renewing ACO means an ACO that 
continues its participation in the pro-
gram for a consecutive agreement pe-
riod, without a break in participation, 
because it is either— 

(1) An ACO whose participation 
agreement expired and that imme-
diately enters a new agreement period 
to continue its participation in the 
program; or 

(2) An ACO that terminated its cur-
rent participation agreement under 
§ 425.220 and immediately enters a new 
agreement period to continue its par-
ticipation in the program. 

Reporting period, for purposes of sub-
part F of this part, means the calendar 
year from January 1 to December 31. 

Rural health center (RHC) has the 
same meaning given to this term under 
§ 405.2401(b). 

Shared losses means a portion of the 
ACO’s performance year Medicare fee- 
for-service Parts A and B expenditures, 
above the applicable benchmark, it 
must repay to CMS. An ACO’s eligi-
bility for shared losses will be deter-
mined for each performance year. For 
an ACO requesting interim payment, 
shared losses may result from the in-
terim payment calculation. 

Shared savings means a portion of the 
ACO’s performance year Medicare fee- 
for-service Parts A and B expenditures, 
below the applicable benchmark, it is 
eligible to receive payment for from 
CMS. An ACO’s eligibility for shared 
savings will be determined for each 
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performance year. For an ACO request-
ing interim payment, shared savings 
may result from the interim payment 
system calculation. 

Taxpayer Identification Number (TIN) 
means a Federal taxpayer identifica-
tion number or employer identification 
number as defined by the IRS in 26 
CFR 301.6109–1. 

Two-sided model means a model under 
which the ACO may share savings with 
the Medicare program, if it meets the 
requirements for doing so, and is also 
liable for sharing any losses incurred 
under subpart G of this part. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32833, June 9, 2015; 80 FR 71385, Nov. 16, 
2015; 81 FR 38013, June 10, 2016; 82 FR 53368, 
Nov. 15, 2017; 83 FR 60092, Nov. 23, 2018; 83 FR 
68062, Dec. 31, 2018; 87 FR 70232, Nov. 18, 2022] 

Subpart B—Shared Savings 
Program Eligibility Requirements 

§ 425.100 General. 

(a) Under the Shared Savings Pro-
gram, ACO participants may work to-
gether to manage and coordinate care 
for Medicare fee-for-service bene-
ficiaries through an ACO that meets 
the criteria specified in this part. The 
ACO must become accountable for the 
quality, cost, and overall care of the 
Medicare fee-for-service beneficiaries 
assigned to the ACO. 

(b) An ACO is eligible to receive pay-
ments for shared savings under subpart 
G of this part if all of the following 
conditions are met: 

(1) The ACO meets or exceeds the ap-
plicable minimum savings rate estab-
lished under §§ 425.604, 425.605 (except as 
provided under § 425.605(h)), 425.606, 
425.609, or 425.610. 

(2) The ACO meets the minimum 
quality performance standards estab-
lished under § 425.500 (for performance 
years or a performance period begin-
ning on or before January 1, 2020), or 
under the quality performance stand-
ard established under § 425.512 (for per-
formance years beginning on or after 
January 1, 2021). 

(3) The ACO otherwise maintains its 
eligibility to participate in the Shared 
Savings Program under this part. 

(c) ACOs that operate under a two- 
sided model and meet or exceed a min-
imum loss rate established under 

§ 425.605, § 425.606, § 425.609 or § 425.610 
must share losses with the Medicare 
program under subpart G of the part. 

(d) An ACO is eligible to receive ad-
vance investment payments if it meets 
the criteria under § 425.630(b). 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32834, June 9, 2015; 83 FR 60092, Nov. 23, 
2018; 83 FR 68083, Dec. 31, 2018; 85 FR 85038, 
Dec. 28, 2020; 87 FR 70232, Nov. 18, 2022] 

§ 425.102 Eligible providers and sup-
pliers. 

(a) The following ACO participants or 
combinations of ACO participants are 
eligible to form an ACO that may apply 
to participate in the Shared Savings 
Program: 

(1) ACO professionals in group prac-
tice arrangements. 

(2) Networks of individual practices 
of ACO professionals. 

(3) Partnerships or joint venture ar-
rangements between hospitals and ACO 
professionals. 

(4) Hospitals employing ACO profes-
sionals. 

(5) CAHs that bill under Method II (as 
described in § 413.70(b)(3) of this chap-
ter). 

(6) RHCs. 
(7) FQHCs. 
(8) Teaching hospitals that have 

elected under § 415.160 of this sub-
chapter to receive payment on a rea-
sonable cost basis for the direct med-
ical and surgical services of their phy-
sicians. 

(b) Other ACO participants that are 
not identified in paragraph (a) of this 
section are eligible to participate 
through an ACO formed by one or more 
of the ACO participants identified in 
paragraph (a) of this section. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 71386, Nov. 16, 2015] 

§ 425.104 Legal entity. 

(a) An ACO must be a legal entity, 
formed under applicable State, Fed-
eral, or Tribal law, and authorized to 
conduct business in each State in 
which it operates for purposes of the 
following: 

(1) Receiving and distributing shared 
savings. 

(2) Repaying shared losses or other 
monies determined to be owed to CMS. 
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(3) Establishing, reporting, and en-
suring provider compliance with health 
care quality criteria, including quality 
performance standards. 

(4) Fulfilling other ACO functions 
identified in this part. 

(b) An ACO formed by two or more 
ACO participants, each of which is 
identified by a unique TIN, must be a 
legal entity separate from any of its 
ACO participants. 

(c) An ACO formed by a single ACO 
participant may use its existing legal 
entity and governing body, provided it 
satisfies the other requirements in 
§§ 425.104 and 425.106. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32834, June 9, 2015] 

§ 425.106 Shared governance. 

(a) General rule. (1) An ACO must 
maintain an identifiable governing 
body with ultimate authority to exe-
cute the functions of an ACO as defined 
under this part, including but not lim-
ited to, the processes defined under 
§ 425.112 to promote evidence-based 
medicine and patient engagement, to 
report on quality and cost measures, 
and to coordinate care. 

(2) The governing body of the ACO 
must satisfy all of the following cri-
teria: 

(i) Be the same as the governing body 
of the legal entity that is the ACO. 

(ii) Be separate and unique to the 
ACO and must not be the same as the 
governing body of any ACO partici-
pant, except as provided in § 425.104(c). 

(iii) Satisfy all other requirements of 
this section. 

(b) Responsibilities of the governing 
body and its members. (1) The governing 
body must have responsibility for over-
sight and strategic direction of the 
ACO, holding ACO management ac-
countable for the ACO’s activities as 
described in this part. 

(2) The governing body must have a 
transparent governing process. 

(3) The governing body members 
must have a fiduciary duty to the ACO, 
including the duty of loyalty, and must 
act consistent with that fiduciary 
duty. 

(c) Composition and control of the gov-
erning body. (1) The ACO must— 

(i) Establish a mechanism for shared 
governance among the ACO partici-

pants or combinations of ACO partici-
pants (as identified in § 425.102(a)) that 
formed the ACO; and 

(ii) Provide for meaningful participa-
tion in the composition and control of 
the ACO’s governing body for ACO par-
ticipants or their designated represent-
atives. 

(2) The ACO governing body must in-
clude a Medicare beneficiary who— 

(i) Is served by the ACO; 
(ii) Is not an ACO provider/supplier; 
(iii) Does not have a conflict of inter-

est with the ACO; and 
(iv) Does not have an immediate fam-

ily member who has a conflict of inter-
est with the ACO. 

(3) At least 75 percent control of the 
ACO’s governing body must be held by 
ACO participants. 

(4) The governing body members may 
serve in a similar or complementary 
manner for an ACO participant. 

(5) In cases in which the composition 
of the ACO’s governing body does not 
meet the requirements of paragraphs 
(c)(2) and (c)(3) of this section, the ACO 
must describe why it seeks to differ 
from these requirements and how the 
ACO will involve ACO participants in 
innovative ways in ACO governance or 
provide meaningful representation in 
ACO governance by Medicare bene-
ficiaries. 

(d) Conflict of interest. The ACO gov-
erning body must have a conflict of in-
terest policy that applies to members 
of the governing body. The conflict of 
interest policy must— 

(1) Require each member of the gov-
erning body to disclose relevant finan-
cial interests; and 

(2) Provide a procedure to determine 
whether a conflict of interest exists 
and set forth a process to address any 
conflicts that arise. 

(3) The conflict of interest policy 
must address remedial action for mem-
bers of the governing body that fail to 
comply with the policy. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32835, June 9, 2015] 

§ 425.108 Leadership and management. 

(a) An ACO must have a leadership 
and management structure that in-
cludes clinical and administrative sys-
tems that align with and support the 
goals of the Shared Savings Program 
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and the aims of better care for individ-
uals, better health for populations, and 
lower growth in expenditures. 

(b) The ACO’s operations must be 
managed by an executive, officer, man-
ager, general partner, or similar party 
whose appointment and removal are 
under the control of the ACO’s gov-
erning body and whose leadership team 
has demonstrated the ability to influ-
ence or direct clinical practice to im-
prove efficiency processes and out-
comes. 

(c) Clinical management and over-
sight must be managed by a senior- 
level medical director. The medical di-
rector must be all of the following: 

(1) A board-certified physician. 
(2) Licensed in a State in which the 

ACO operates. 
(3) Physically present on a regular 

basis at any clinic, office or other loca-
tion of the ACO, an ACO participant, or 
an ACO provider/supplier. 

(d) Each ACO participant and each 
ACO provider/supplier must dem-
onstrate a meaningful commitment to 
the mission of the ACO to ensure the 
ACO’s likely success. 

(1) Meaningful commitment may in-
clude, for example, a sufficient finan-
cial or human investment (for example, 
time and effort) in the ongoing oper-
ations of the ACO such that the poten-
tial loss or recoupment of the invest-
ment is likely to motivate the ACO 
participant and ACO provider/supplier 
to achieve the ACO’s mission under the 
Shared Savings Program. 

(2) A meaningful commitment can be 
shown when an ACO participant or 
ACO provider/supplier agrees to comply 
with and implement the ACO’s proc-
esses required by § 425.112 and is held 
accountable for meeting the ACO’s per-
formance standards for each required 
process. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32835, June 9, 2015] 

§ 425.110 Number of ACO professionals 
and beneficiaries. 

(a)(1) The ACO must include primary 
care ACO professionals that are suffi-
cient for the number of Medicare fee- 
for-service beneficiaries assigned to the 
ACO under subpart E of this part. The 
ACO must have at least 5,000 assigned 
beneficiaries. 

(2) CMS deems an ACO to have ini-

tially satisfied the requirement to have 

at least 5,000 assigned beneficiaries as 

specified in paragraph (a)(1) of this sec-

tion if 5,000 or more beneficiaries are 

historically assigned to the ACO par-

ticipants in each of the 3 benchmark 

years, as calculated using the assign-

ment methodology set forth in subpart 

E of this part. In the case of the third 

benchmark year, CMS uses the most 

recent data available to estimate the 

number of assigned beneficiaries. 

(b) If at any time during the perform-

ance year, an ACO’s assigned popu-

lation falls below 5,000, the ACO may 
be subject to the actions described in 
§§ 425.216 and 425.218. 

(1) While under a CAP, the ACO re-
mains eligible for shared savings and 
liable for shared losses. 

(2) If the ACO’s assigned population 
is not at least 5,000 by the end of the 
performance year specified by CMS in 
its request for a CAP, CMS terminates 
the participation agreement and the 
ACO is not eligible to share in savings 
for that performance year. 

(3) In determining financial perform-
ance for an ACO with fewer than 5,000 
assigned beneficiaries, the MSR/MLR is 
calculated as follows: 

(i) For ACOs with a variable MSR 
and MLR (if applicable), the MSR and 
MLR (if applicable) are set at a level 
consistent with the number of assigned 
beneficiaries. 

(ii) For performance years starting 
before July 1, 2019, for ACOs with a 
fixed MSR/MLR, the MSR/MLR re-
mains fixed at the level consistent with 
the choice of MSR and MLR that the 
ACO made at the start of the agree-
ment period. 

(iii) For performance years starting 
on July 1, 2019 and in subsequent years, 
for ACOs that selected a fixed MSR/ 
MLR at the start of the agreement pe-
riod or prior to entering a two-sided 
model during their agreement period, 
the MSR/MLR is calculated as follows: 

(A) The MSR/MLR is set at a level 
based on the number of beneficiaries 
assigned to the ACO. 

(1) The MSR is the same as the MSR 
that would apply in a one-sided model 
under § 425.604(b) (for Track 2 ACOs) or 
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§ 425.605(b)(1) (for BASIC track and EN-
HANCED track ACOs) and is based on 
the number of assigned beneficiaries. 

(2) The MLR is equal to the negative 
MSR. 

(B) The MSR and MLR revert to the 
fixed level previously selected by the 
ACO for any subsequent performance 
year in the agreement period in which 
the ACO’s assigned beneficiary popu-
lation is 5,000 or more. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32835, June 9, 2015; 81 FR 80559, Nov. 15, 
2016; 83 FR 68063, Dec. 31, 2018] 

§ 425.112 Required processes and pa-
tient-centeredness criteria. 

(a) General. (1) An ACO must— 
(i) Promote evidence-based medicine 

and beneficiary engagement, internally 
report on quality and cost metrics, and 
coordinate care; 

(ii) Adopt a focus on patient 
centeredness that is promoted by the 
governing body and integrated into 
practice by leadership and manage-
ment working with the organization’s 
health care teams; and 

(iii) Have defined processes to fulfill 
these requirements. 

(2) An ACO must have a qualified 
healthcare professional responsible for 
the ACO’s quality assurance and im-
provement program, which must in-
clude the defined processes included in 
paragraphs (b)(1) through (4) of this 
section. 

(3) For each process specified in para-
graphs (b)(1) through (4) of this section, 
the ACO must— 

(i) Require ACO participants and 
ACO providers/suppliers to comply with 
and implement each process (and sub-
element thereof), including the reme-
dial processes and penalties (including 
the potential for expulsion) applicable 
to ACO participants and ACO pro-
viders/suppliers for failure to comply 
with and implement the required proc-
ess; and 

(ii) Employ its internal assessments 
of cost and quality of care to improve 
continuously the ACO’s care practices. 

(b) Required processes. The ACO must 
define, establish, implement, evaluate, 
and periodically update processes to 
accomplish the following: 

(1) Promote evidence-based medicine. 
These processes must cover diagnoses 

with significant potential for the ACO 
to achieve quality improvements tak-
ing into account the circumstances of 
individual beneficiaries. 

(2) Promote patient engagement. 
These processes must address the fol-
lowing areas: 

(i) Compliance with patient experi-
ence of care survey requirements in 
§ 425.500 or § 425.510, as applicable. 

(ii) Compliance with beneficiary rep-
resentative requirements in § 425.106. 

(iii) A process for evaluating the 
health needs of the ACO’s population, 
including consideration of diversity in 
its patient populations, and a plan to 
address the needs of its population. 

(A) In its plan to address the needs of 
its population, the ACO must describe 
how it intends to partner with commu-
nity stakeholders to improve the 
health of its population. 

(B) An ACO that has a stakeholder 
organization serving on its governing 
body will be deemed to have satisfied 
the requirement to partner with com-
munity stakeholders. 

(iv) Communication of clinical 
knowledge/evidence-based medicine to 
beneficiaries in a way that is under-
standable to them. 

(v) Beneficiary engagement and 
shared decision-making that takes into 
account the beneficiaries’ unique 
needs, preferences, values, and prior-
ities; 

(vi) Written standards in place for 
beneficiary access and communication, 
and a process in place for beneficiaries 
to access their medical record. 

(3) Develop an infrastructure for its 
ACO participants and ACO providers/ 
suppliers to internally report on qual-
ity and cost metrics that enables the 
ACO to monitor, provide feedback, and 
evaluate its ACO participants and ACO 
provider(s)/supplier(s) performance and 
to use these results to improve care 
over time. 

(4) Coordinate care across and among 
primary care physicians, specialists, 
and acute and post-acute providers and 
suppliers. The ACO must— 

(i) Define its methods and processes 
established to coordinate care through-
out an episode of care and during its 
transitions, such as discharge from a 
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hospital or transfer of care from a pri-
mary care physician to a specialist 
(both inside and outside the ACO); and 

(ii) Have a written plan to: 
(A) Implement an individualized care 

program that promotes improved out-
comes for, at a minimum, the ACO’s 
high-risk and multiple chronic condi-
tion patients. 

(B) Identify additional target popu-
lations that would benefit from indi-
vidualized care plans. Individualized 
care plans must take into account the 
community resources available to the 
individual. 

(C) Encourage and promote use of en-
abling technologies for improving care 
coordination for beneficiaries. Ena-
bling technologies may include one or 
more of the following: 

(1) Electronic health records and 
other health IT tools. 

(2) Telehealth services, including re-
mote patient monitoring. 

(3) Electronic exchange of health in-
formation. 

(4) Other electronic tools to engage 
beneficiaries in their care. 

(D) Partner with long-term and post- 
acute care providers, both inside and 
outside the ACO, to improve care co-
ordination for its assigned bene-
ficiaries. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32835, June 9, 2015; 82 FR 53368, Nov. 15, 
2017; 85 FR 85038, Dec. 28, 2020] 

§ 425.114 Participation in other shared 
savings initiatives. 

(a) ACOs may not participate in the 
Shared Savings Program if they in-
clude an ACO participant that partici-
pates in the independence at home 
medical practice pilot program under 
section 1866E of the Act, a model tested 
or expanded under section 1115A of the 
Act that involves shared savings, or 
any other Medicare initiative that in-
volves shared savings. 

(b) CMS will review and deny an 
ACO’s application if any ACO partici-
pants are participating in another 
Medicare initiative that involves 
shared savings payments. 

(c) CMS will determine an appro-
priate method to ensure no duplication 
in payments for beneficiaries assigned 
to other shared savings programs or 
initiatives, including initiatives in-

volving dually eligible beneficiaries, 
when such other shared savings pro-
grams have an assignment method-
ology that is different from the Shared 
Savings Program. 

§ 425.116 Agreements with ACO par-
ticipants and ACO providers/sup-
pliers. 

(a) ACO participant agreements. For 
performance year 2017 and subsequent 
performance years, the ACO must have 
an ACO participant agreement with 
each ACO participant that complies 
with the following criteria: 

(1) The only parties to the agreement 
are the ACO and the ACO participant. 

(2) The agreement must be signed on 
behalf of the ACO and the ACO partici-
pant by individuals who are authorized 
to bind the ACO and the ACO partici-
pant, respectively. 

(3) The agreement must expressly re-
quire the ACO participant to agree, and 
to ensure that each ACO provider/sup-
plier billing through the TIN of the 
ACO participant agrees, to participate 
in the Shared Savings Program and to 
comply with the requirements of the 
Shared Savings Program and all other 
applicable laws and regulations (in-
cluding, but not limited to, those speci-
fied at § 425.208(b)). 

(4) The agreement must set forth the 
ACO participant’s rights and obliga-
tions in, and representation by, the 
ACO, including without limitation, the 
quality reporting requirements set 
forth in subpart F of this part, the ben-
eficiary notification requirements set 
forth at § 425.312, and how participation 
in the Shared Savings Program affects 
the ability of the ACO participant and 
its ACO providers/suppliers to partici-
pate in other Medicare demonstration 
projects or programs that involve 
shared savings. 

(5) The agreement must describe how 
the opportunity to receive shared sav-
ings or other financial arrangements 
will encourage the ACO participant to 
adhere to the quality assurance and 
improvement program and evidence- 
based medicine guidelines established 
by the ACO. 

(6) The agreement must require the 
ACO participant to update its enroll-
ment information, including the addi-
tion and deletion of ACO professionals 
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and ACO providers/suppliers billing 
through the TIN of the ACO partici-
pant, on a timely basis in accordance 
with Medicare program requirements 
and to notify the ACO of any such 
changes within 30 days after the 
change. 

(7) The agreement must permit the 
ACO to take remedial action against 
the ACO participant, and must require 
the ACO participant to take remedial 
action against its ACO providers/sup-
pliers, including imposition of a correc-
tive action plan, denial of incentive 
payments, and termination of the ACO 
participant agreement, to address non-
compliance with the requirements of 
the Shared Savings Program and other 
program integrity issues, including 
those identified by CMS. 

(8) The agreement must be for a term 
of at least 1 performance year and 
must articulate potential consequences 
for early termination from the ACO. 

(9) The agreement must require com-
pletion of a close-out process upon ter-
mination or expiration of the agree-
ment that requires the ACO partici-
pant to furnish all data necessary to 
complete the annual assessment of the 
ACO’s quality of care and addresses 
other relevant matters. 

(b) Agreements with ACO providers/sup-
pliers. ACOs have the option of con-
tracting directly with its ACO pro-
viders/suppliers regarding items and 
services furnished to beneficiaries 
aligned to the ACO. For performance 
year 2017 and subsequent performance 
years, an ACO’s agreement with an 
ACO provider/supplier regarding such 
items and services must satisfy the fol-
lowing criteria: 

(1) The only parties to the agreement 
are the ACO and the ACO provider/sup-
plier. 

(2) The agreement must be signed by 
the ACO provider/supplier and by an in-
dividual who is authorized to bind the 
ACO. 

(3) The agreement must expressly re-
quire the ACO provider/supplier to 
agree to participate in the Shared Sav-
ings Program and to comply with the 
requirements of the Shared Savings 
Program and all other applicable laws 
and regulations (including, but not 
limited to, those specified at 
§ 425.208(b)). 

(4) The agreement must set forth the 
ACO provider’s/supplier’s rights and ob-
ligations in, and representation by, the 
ACO, including without limitation, the 
quality reporting requirements set 
forth in subpart F of this part, the ben-
eficiary notification requirements set 
forth at § 425.312, and how participation 
in the Shared Savings Program affects 
the ability of the ACO provider/supplier 
to participate in other Medicare dem-
onstration projects or programs that 
involve shared savings. 

(5) The agreement must describe how 
the opportunity to receive shared sav-
ings or other financial arrangements 
will encourage the ACO provider/sup-
plier to adhere to the quality assurance 
and improvement program and evi-
dence-based medicine guidelines estab-
lished by the ACO. 

(6) The agreement must require the 
ACO provider/supplier to— 

(i) Update its enrollment information 
on a timely basis in accordance with 
Medicare program requirements; and 

(ii) Notify the ACO of any such 
changes within 30 days after the 
change. 

(7) The agreement must permit the 
ACO to take remedial action including 
the following against the ACO provider/ 
supplier to address noncompliance with 
the requirements of the Shared Savings 
Program and other program integrity 
issues, including those identified by 
CMS: 

(i) Imposition of a corrective action 
plan. 

(ii) Denial of incentive payments. 
(iii) Termination of the ACO partici-

pant agreement. 
(c) Submission of agreements. The ACO 

must submit an executed ACO partici-
pant agreement for each ACO partici-
pant that it requests to add to its list 
of ACO participants in accordance with 
§ 425.118. The agreements may be sub-
mitted in the form and manner set 
forth in § 425.204(c)(6) or as otherwise 
specified by CMS. 

[80 FR 32835, June 9, 2015; as amended at 86 
FR 65683, Nov. 19, 2021] 

§ 425.118 Required reporting of ACO 
participants and ACO providers/ 
suppliers. 

(a) List requirements. (1) The ACO 
must maintain, update, and submit to 
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CMS an accurate and complete list 
identifying each ACO participant (in-
cluding its Medicare-enrolled TIN) and 
each ACO provider/supplier (including 
its NPI or other identifier) in accord-
ance with this section. 

(2) Before the start of an agreement 
period, before each performance year 
thereafter, and at such other times as 
specified by CMS, the ACO must sub-
mit to CMS an ACO participant list 
and an ACO provider/supplier list. The 
ACO may request consideration of 
claims billed under merged and ac-
quired Medicare-enrolled TINs in ac-
cordance with the process set forth at 
§ 425.204(g). 

(3) The ACO must certify the sub-
mitted lists in accordance with 
§ 425.302(a)(2). 

(4) All Medicare enrolled individuals 
and entities that have reassigned their 
right to receive Medicare payment to 
the TIN of the ACO participant must 
be included on the ACO provider/sup-
plier list and must agree to participate 
in the ACO and comply with the re-
quirements of the Shared Savings Pro-
gram before the ACO submits the ACO 
participant list and the ACO provider/ 
supplier list. 

(b) Changes to the ACO participant 
list—(1) Additions. (i) An ACO must sub-
mit to CMS a request to add an entity 
and its Medicare enrolled TIN to its 
ACO participant list. This request 
must be submitted at such time and in 
the form and manner specified by CMS. 

(ii) If CMS approves the request, the 
entity and its Medicare enrolled TIN is 
added to the ACO participant list effec-
tive January 1 of the following per-
formance year. 

(iii) CMS may deny the request on 
the basis that the entity is not eligible 
to be an ACO participant or on the 
basis of the results of the screening 
performed under § 425.305(a). 

(2) Deletions. (i) An ACO must notify 
CMS no later than 30 days after the 
termination of an ACO participant 
agreement. Such notice must be sub-
mitted in the form and manner speci-
fied by CMS and must include the ter-
mination date of the ACO participant 
agreement. 

(ii) The entity is deleted from the 
ACO participant list as of the termi-

nation date of the ACO participant 
agreement. 

(3) Adjustments. (i) CMS annually ad-
justs an ACO’s assignment, historical 
benchmark, the quality reporting sam-
ple, and the obligation of the ACO to 
report on behalf of eligible profes-
sionals that bill under the TIN of an 
ACO participant for certain CMS qual-
ity initiatives to reflect the addition or 
deletion of entities from the list of 
ACO participants that is submitted to 
CMS before the start of a performance 
year in accordance with paragraph (a) 
of this section. 

(ii) Absent unusual circumstances, 
CMS does not make adjustments dur-
ing the performance year to the ACO’s 
assignment, historical benchmark, per-
formance year financial calculations, 
the quality reporting sample, or the 
obligation of the ACO to report on be-
half of eligible professionals that bill 
under the TIN of an ACO participant 
for certain CMS quality initiatives to 
reflect the addition or deletion of enti-
ties from the ACO participant list that 
become effective during the perform-
ance year. CMS has sole discretion to 
determine whether unusual cir-
cumstances exist that would warrant 
such adjustments. 

(c) Changes to the ACO provider/sup-
plier list—(1) Additions. (i) An ACO must 
notify CMS within 30 days after an in-
dividual or entity becomes a Medicare- 
enrolled provider or supplier that bills 
for items and services it furnishes to 
Medicare fee-for-service beneficiaries 
under a billing number assigned to the 
TIN of an ACO participant. The notice 
must be submitted in the form and 
manner specified by CMS. 

(ii) If the ACO timely submits notice 
to CMS, the addition of an individual 
or entity to the ACO provider/supplier 
list is effective on the date specified in 
the notice furnished to CMS, but no 
earlier than 30 days before the date of 
the notice. If the ACO fails to submit 
timely notice to CMS, the addition of 
an individual or entity to the ACO pro-
vider/supplier list is effective on the 
date of the notice. 

(2) Deletions. (i) An ACO must notify 
CMS no later than 30 days after an in-
dividual or entity ceases to be a Medi-
care-enrolled provider or supplier that 
bills for items and services it furnishes 
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to Medicare fee-for-service bene-
ficiaries under a billing number as-
signed to the TIN of an ACO partici-
pant. The notice must be submitted in 
the form and manner specified by CMS. 

(ii) The deletion of an ACO provider/ 
supplier from the ACO provider/sup-
plier list is effective on the date the in-
dividual or entity ceased to be a Medi-
care-enrolled provider or supplier that 
bills for items and services it furnishes 
to Medicare fee-for-service bene-
ficiaries under a billing number as-
signed to the TIN of an ACO partici-
pant. 

(d) Update of Medicare enrollment in-
formation. The ACO must ensure that 
all changes to enrollment information 
for ACO participants and ACO pro-
viders/suppliers, including changes to 
reassignment of the right to receive 
Medicare payment, are reported to 
CMS consistent with § 424.516. 

[80 FR 32836, June 9, 2015, as amended at 83 
FR 68063, Dec. 31, 2018] 

Subpart C—Application Proce-
dures and Participation 
Agreement 

§ 425.200 Participation agreement with 
CMS. 

(a) General. In order to participate in 
the Shared Savings Program, an ACO 
must enter into a participation agree-
ment with CMS for a period of not less 
than the number of years specified in 
this section. 

(b) Agreement period. (1) For 2012. For 
applications that are approved to par-
ticipate in the Shared Savings Pro-
gram for 2012, the start date for the 
participation agreement will be one of 
the following: 

(i) April 1, 2012 (term of the participa-
tion agreement is 3 years and 9 
months). 

(ii) July 1, 2012 (term of the partici-
pation agreement is 3 years and 6 
months). 

(2) For 2013 and through 2016. 
(i) The start date is January 1 of that 

year; and 
(ii) The term of the participation 

agreement is 3 years unless all of the 
following conditions are met to extend 
the participation agreement by 6 
months: 

(A) The ACO entered an agreement 

period starting on January 1, 2016. 

(B) The ACO elects to extend its 

agreement period until June 30, 2019. 

(1) The ACO’s election to extend its 

agreement period is made in the form 

and manner and according to the time-

frame established by CMS; and 

(2) An ACO executive who has the au-

thority to legally bind the ACO must 

certify the election described in para-

graph (b)(2)(ii)(B) of this section. 

(3) For 2017 and 2018. 

(i) The start date is January 1 of that 

year; and 

(ii) The term of the participation 

agreement is 3 years, except as follows: 

(A) For an ACO whose first agree-

ment period in Track 1 began in 2014 or 

2015, in which case the term of the 

ACO’s initial agreement period under 

Track 1 (as described under § 425.604) 

may be extended, at the ACO’s option, 

for an additional year for a total of 4 

performance years if the conditions 

specified in paragraph (e) of this sec-

tion are met. 

(B) For an ACO whose agreement pe-

riod started on January 1, 2018, the 

term of the participation agreement is 

extended by 12 months if both of the 

following conditions are met: 

(1) The ACO elects to extend the par-

ticipation agreement for a fourth per-

formance year until December 31, 2021. 

(2) The ACO’s election to extend its 

agreement period is made in the form 

and manner and by a deadline estab-

lished by CMS. 

(4) For 2019. (i) The start date is Jan-

uary 1, 2019, and the term of the par-

ticipation agreement is 3 years for 

ACOs whose first agreement period 

began in 2015 and who deferred renewal 

of their participation agreement under 

paragraph (e) of this section; or 

(ii) The start date is July 1, 2019, and 

the term of the participation agree-

ment is 5 years and 6 months. 

(5) For 2020 and subsequent years. (i) 

The start date is January 1 of that 

year; and 

(ii) The term of the participation 

agreement is 5 years. 

(c) Performance year. The ACO’s per-

formance year under the participation 



1108 

42 CFR Ch. IV (10–1–23 Edition) § 425.202 

agreement is the 12 month period be-
ginning on January 1 of each year dur-
ing the term of the participation agree-
ment unless otherwise noted in its par-
ticipation agreement, and except as 
follows: 

(1) For an ACO with a start date of 
April 1, 2012, or July 1, 2012, the ACO’s 
first performance year is defined as 21 
months or 18 months, respectively. 

(2) For an ACO that entered a first or 
second agreement period with a start 
date of January 1, 2016, and that elects 
to extend its agreement period by a 6- 
month period under paragraph 
(b)(2)(ii)(B) of this section, the ACO’s 
fourth performance year is the 6-month 
period between January 1, 2019, and 
June 30, 2019. 

(3) For an ACO that entered an agree-
ment period with a start date of July 1, 
2019, the ACO’s first performance year 
of the agreement period is defined as 
the 6-month period between July 1, 
2019, and December 31, 2019. 

(d) Submission of measures. For each 
performance year of the agreement pe-
riod, ACOs must submit measures in 
the form and manner required by CMS 
according to § 425.500(c) or § 425.510, as 
applicable, and as applicable according 
to §§ 425.608 and 425.609. 

(e) Optional fourth year. (1) To qualify 
for a fourth performance year as de-
scribed in paragraph (b)(3)(ii) of this 
section, the ACO must meet all of the 
following conditions: 

(i) The ACO’s first agreement period 
in the Shared Savings Program under 
Track 1 began in 2014 or 2015. 

(ii) Is currently participating in its 
first agreement period under Track 1. 

(iii) Has requested renewal of its par-
ticipation agreement in accordance 
with § 425.224. 

(iv) Has selected a two-sided model 
(as described under § 425.606 or § 425.610 
of this part) in its renewal request. 

(v) Has requested an extension of its 
current agreement period and a 1-year 
deferral of the start of its second agree-
ment period in a form and manner 
specified by CMS. 

(vi) CMS approves the ACO’s renewal, 
extension, and deferral requests. 

(2) An ACO that is approved for re-
newal, extension, and deferral that ter-
minates its participation agreement 
before the start of the first perform-

ance year of the second agreement pe-
riod is— 

(i) Considered to have terminated its 
participation agreement for the second 
agreement period under § 425.220; and 

(ii) Not eligible to participate in the 
Shared Savings Program again until 
after the date on which the term of 
that second agreement period would 
have expired if the ACO had not termi-
nated its participation, consistent with 
§ 425.222. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32837, June 9, 2015; 81 FR 38013, June 10, 
2016; 83 FR 60092, Nov. 23, 2018; 83 FR 68063, 
Dec. 31, 2018; 85 FR 27625, May 8, 2020; 85 FR 
85038, Dec. 28, 2020] 

§ 425.202 Application procedures. 

(a) General rules. (1) In order to ob-
tain a determination regarding wheth-
er it meets the requirements to partici-
pate in the Shared Savings Program, a 
prospective ACO must submit a com-
plete application in the form and man-
ner required by CMS by the deadline 
established by CMS. 

(2) An ACO executive who has the au-
thority to legally bind the ACO must 
certify to the best of his or her knowl-
edge, information, and belief that the 
information contained in the applica-
tion is accurate, complete, and truth-
ful. 

(3) An ACO that seeks to participate 
in the Shared Savings Program and 
was newly formed after March 23, 2010, 
as defined in the Antitrust Policy 
Statement, must agree that CMS can 
share a copy of their application with 
the Antitrust Agencies. 

(b) Condensed application form. For de-
termining eligibility for agreement pe-
riods beginning before July 1, 2019: (1) 
PGP demonstration sites applying to 
participate in the Shared Savings Pro-
gram will have an opportunity to com-
plete a condensed application form. 

(2) A Pioneer ACO may use a con-
densed application form to apply for 
participation in the Shared Savings 
Program if it satisfies all of the fol-
lowing criteria: 

(i) The applicant is the same legal 
entity as the Pioneer ACO. 

(ii) The applicant’s ACO participant 
list does not contain any ACO partici-
pant TINs that did not appear on the 
‘‘Confirmed Annual TIN/NPI List’’ (as 
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defined in the Pioneer ACO Model In-
novation Agreement with CMS) for the 
applicant ACO’s last full performance 
year in the Pioneer ACO Model. 

(iii) The applicant is not applying to 
participate in the one-sided model. 

(c) Application review. CMS reviews 
applications in accordance with 
§ 425.206. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32837, June 9, 2015; 83 FR 68063, Dec. 31, 
2018] 

§ 425.204 Content of the application. 

(a) Accountability for beneficiaries. As 
part of its application and participa-
tion agreement, the ACO must certify 
that the ACO, its ACO participants, 
and its ACO providers/suppliers have 
agreed to become accountable for the 
quality, cost, and overall care of the 
Medicare fee-for-service beneficiaries 
assigned to the ACO. 

(b) Prior participation. Upon request 
by CMS during the application cycle, 
the ACO must submit information re-
garding prior participation in the 
Medicare Shared Savings Program by 
the ACO, its ACO participants, or its 
ACO providers/suppliers, including such 
information as may be necessary for 
CMS to determine whether to approve 
an ACO’s application in accordance 
with § 425.224(b). 

(2) The ACO must specify whether 
the related participation agreement is 
currently active or has been termi-
nated. If it has been terminated, the 
ACO must specify whether the termi-
nation was voluntary or involuntary. 

(3) If the ACO, ACO participant, or 
ACO provider/supplier was previously 
terminated from the Shared Savings 
Program, the ACO must identify the 
cause of termination and what safe-
guards are now in place to enable the 
ACO, ACO participant, or ACO pro-
vider/supplier to participate in the pro-
gram for the full term of the participa-
tion agreement. 

(c) Eligibility. (1) As part of its appli-
cation, an ACO must certify that the 
ACO satisfies the requirements set 
forth in this part. Upon request, the 
ACO must submit the following sup-
porting materials to demonstrate that 
it satisfies the requirements set forth 
in this part: 

(i) Documents (for example, ACO par-

ticipant agreements, agreements with 

ACO providers/suppliers, employment 

contracts, and operating policies) suffi-

cient to describe the ACO participants’ 

and ACO providers’/suppliers’ rights 

and obligations in and representation 

by the ACO, and how the opportunity 

to receive shared savings or other fi-

nancial arrangements will encourage 

ACO participants and ACO providers/ 

suppliers to adhere to the quality as-

surance and improvement program and 

evidence-based clinical guidelines. 

(ii) A description, or documents suffi-

cient to describe, how the ACO will im-

plement the required processes and pa-

tient-centeredness criteria under 

§ 425.112, including descriptions of the 

remedial processes and penalties (in-

cluding the potential for expulsion) 

that will apply if an ACO participant 

or an ACO provider/supplier fails to 

comply with and implement these 

processes. 

(iii) Materials documenting the 

ACO’s organization and management 

structure, including an organizational 

chart, a list of committees (including 

names of committee members) and 

their structures, and job descriptions 

for senior administrative and clinical 

leaders specifically noted in § 425.108 

and § 425.112(a)(2). 

(iv) Evidence that the governing 

body— 

(A) Is an identifiable body; 

(B) Represents a mechanism for 

shared governance for ACO partici-

pants; 

(C) Is composed of representatives of 

its ACO participants; and 

(D) Is at least 75 percent controlled 

by its ACO participants. 

(v) Evidence that the governing body 

includes a Medicare beneficiary rep-

resentative(s) served by the ACO who 

does not have a conflict of interest 

with the ACO, and who has no imme-

diate family member with conflict of 

interest with the ACO. 

(vi) A copy of the ACO’s compliance 

plan or documentation describing the 

plan that will be put in place at the 

time the participation agreement with 

CMS becomes effective. 
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(2) Upon request, the ACO must pro-
vide copies of all documents effec-
tuating the ACO’s formation and oper-
ation, including, without limitation 
the following: 

(i) Charters. 

(ii) By-laws. 

(iii) Articles of incorporation. 

(iv) Partnership agreement. 

(v) Joint venture agreement. 

(vi) Management or asset purchase 
agreements. 

(vii) Financial statements and 
records. 

(viii) Resumes and other documenta-
tion required for leaders of the ACO. 

(3) If an ACO requests an exception to 
the governing body requirement in 
§ 425.106(c)(2) or (c)(3), the ACO must de-
scribe— 

(i) Why it seeks to differ from the re-
quirement; and 

(ii) If seeking an exception to (c)(2), 
how the ACO will provide meaningful 
representation in ACO governance by 
Medicare beneficiaries. 

(iii) If seeking an exception to the re-
quirement at (c)(3), why the ACO is un-
able to meet the requirement and how 
it will involve ACO participants in in-
novative ways in ACO governance. 

(4)(i) An ACO must certify that it is 
recognized as a legal entity in the 
State, Federal or Tribal area in which 
it was established and that it is au-
thorized to conduct business in each 
State or Tribal area in which it oper-
ates. 

(ii) An ACO formed among two or 
more ACO participants must provide 
evidence in its application that it is a 
legal entity separate from any of the 
ACO participants. 

(5) The ACO must provide CMS with 
such information regarding its ACO 
participants and its ACO providers/sup-
pliers participating in the program as 
is necessary to implement the pro-
gram. 

(i) The ACO must submit a list of all 
ACO participants and ACO providers/ 
suppliers in accordance with § 425.118. 

(ii) ACOs must also submit any other 
specific identifying information as re-
quired by CMS in the application proc-
ess. 

(iii) The ACO must certify the accu-
racy of this information. 

(6) Upon request by CMS during the 
application cycle or at any point dur-
ing an agreement period, the ACO must 
submit documents demonstrating that 
its ACO participants, ACO providers/ 
suppliers, and other individuals or enti-
ties performing functions or services 
related to ACO activities are required 
to comply with the requirements of the 
Shared Savings Program. Upon such a 
request, the evidence to be submitted 
must include, without limitation, sam-
ple or form agreements and, in the case 
of ACO participant agreements, the 
first and signature page(s) of each exe-
cuted ACO participant agreement. CMS 
may request all pages of an executed 
ACO participant agreement to confirm 
that it conforms to the sample form 
agreement submitted by the ACO. The 
ACO must certify that all of its ACO 
participant agreements comply with 
the requirements of this part. 

(d) Distribution of savings. As part of 
its application to participate in the 
Shared Savings Program, an ACO must 
certify it has a mechanism and plan to 
receive and use payments for shared 
savings, including criteria for distrib-
uting shared savings among its ACO 
participants and ACO providers/sup-
pliers. 

(e) Selection of track and option for in-
terim payment calculation. (1) As part of 
its application, an ACO must specify 
the Track for which it is applying (as 
described in § 425.600). 

(2)(i) An ACO applying to participate 
in the program with a start date of 
April 1, 2012 or July 1, 2012, has the op-
tion of requesting an interim payment 
calculation based on the financial per-
formance for its first 12 months of pro-
gram participation and quality per-
formance for CY 2012. 

(ii) An ACO must request interim 
payment calculation as part of its ap-
plication to participate in the Shared 
Savings Program. 

(f) Assurance of ability to repay. (1) An 
ACO must have the ability to repay all 
shared losses for which it may be liable 
under a two-sided model. 

(2) An ACO that will participate in a 
two-sided model must establish one or 
more of the following repayment mech-
anisms in an amount and by a deadline 
specified by CMS in accordance with 
this section: 
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(i) An escrow account with an in-
sured institution. 

(ii) A surety bond from a company in-
cluded on the U.S. Department of 
Treasury’s List of Certified Companies. 

(iii) A line of credit at an insured in-
stitution (as evidenced by a letter of 
credit that the Medicare program can 
draw upon). 

(3) An ACO that will participate 
under a two-sided model of the Shared 
Savings Program must submit for CMS 
approval documentation that it is ca-
pable of repaying shared losses that it 
may incur during its agreement period, 
including details supporting the ade-
quacy of the repayment mechanism. 

(i) An ACO participating in Track 2 
must demonstrate the adequacy of its 
repayment mechanism prior to any 
change in the terms and type of the re-
payment mechanism, and at such other 
times as requested by CMS. 

(ii) An ACO entering an agreement 
period in Levels C, D, or E of the 
BASIC track or the ENHANCED track 
must demonstrate the adequacy of its 
repayment mechanism prior to the 
start of its agreement period, prior to 
any change in the terms and type of 
the repayment mechanism, and at such 
other times as requested by CMS. 

(iii) An ACO entering an agreement 
period in Level A or Level B of the 
BASIC track must demonstrate the 
adequacy of its repayment mechanism 
prior to the start of any performance 
year in which it either elects to par-
ticipate in, or is automatically 
transitioned to, a two-sided model, 
Level C, Level D, or Level E of the 
BASIC track, prior to any change in 
the terms and type of the repayment 
mechanism, and at such other times as 
requested by CMS. 

(iv) An ACO that has submitted a re-
quest to renew its participation agree-
ment must submit as part of the re-
newal request documentation dem-
onstrating the adequacy of the repay-
ment mechanism that could be used to 
repay any shared losses incurred for 
performance years in the next agree-
ment period. The repayment mecha-
nism applicable to the new agreement 
period may be the same repayment 
mechanism currently used by the ACO, 
provided that the ACO submits docu-
mentation establishing that the dura-

tion of the existing repayment mecha-

nism has been revised to comply with 

paragraph (f)(6)(ii) of this section, and 

the amount of the repayment mecha-

nism complies with paragraph (f)(4) of 

this section. 

(v) As part of its application, a re-en-

tering ACO must submit documenta-

tion demonstrating the adequacy of the 

repayment mechanism that could be 

used to repay any shared losses in-

curred for performance years in the 

next agreement period. The repayment 

mechanism applicable to the new 

agreement period may be the same re-

payment mechanism currently used by 

the re-entering ACO, provided that the 

ACO is the same legal entity as an ACO 

that previously participated in the pro-

gram, and the ACO submits docu-

mentation establishing that the dura-

tion of the existing repayment mecha-

nism has been revised to comply with 

paragraph (f)(6)(ii) of this section and 

the amount of the repayment mecha-

nism complies with paragraph (f)(4) of 

this section. 

(4) CMS calculates the amount of the 

repayment mechanism as follows: 

(i) For a Track 2 ACO, the repayment 

mechanism amount must be equal to at 

least 1 percent of the total per capita 

Medicare Parts A and B fee-for-service 

expenditures for the ACO’s assigned 

beneficiaries, based on expenditures 

used to calculate the benchmark for 
the applicable agreement period, as es-
timated by CMS at the time of applica-
tion. 

(ii) For a BASIC track or EN-
HANCED track ACO, the repayment 
mechanism amount must be equal to 
the lesser of the following: 

(A) One-half percent of the total per 
capita Medicare Parts A and B fee-for- 
service expenditures for the ACO’s as-
signed beneficiaries, based on expendi-
tures and the number of assigned bene-
ficiaries for the most recent calendar 
year for which 12 months of data are 
available. 

(B) One percent of the total Medicare 
Parts A and B fee-for-service revenue 
of its ACO participants, based on rev-
enue for the most recent calendar year 
for which 12 months of data are avail-
able, and based on the ACO’s number of 
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assigned beneficiaries for the most re-
cent calendar year for which 12 months 
of data are available. 

(iii) CMS recalculates the ACO’s re-
payment mechanism amount for the 
second and each subsequent perform-
ance year in the agreement period in 
accordance with paragraph (f)(4)(ii) of 
this section based on the certified ACO 
participant list for the relevant per-
formance year, except that the number 
of assigned beneficiaries used in the 
calculations is the number of bene-
ficiaries assigned to the ACO at the be-
ginning of the relevant performance 
year under § 425.400(a)(2)(i) (for ACOs 
under preliminary prospective assign-
ment with retrospective reconciliation) 
or § 425.400(a)(3)(i) (for ACOs under pro-
spective assignment). 

(A) If the recalculated repayment 
mechanism amount exceeds the exist-
ing repayment mechanism amount by 
at least $1,000,000, CMS notifies the 
ACO in writing that the amount of its 
repayment mechanism must be in-
creased to the recalculated repayment 
mechanism amount. 

(B) Within 90 days after receipt of 
such written notice from CMS, the 
ACO must submit for CMS approval 
documentation that the amount of its 
repayment mechanism has been in-
creased to the amount specified by 
CMS. 

(iv)(A) In the case of an ACO that has 
submitted a request to enter a new par-
ticipation agreement for an agreement 
period starting on or after January 1, 
2022 and is a renewing ACO or a re-en-
tering ACO that is the same legal enti-
ty as an ACO that previously partici-
pated in the program: If the ACO wish-
es to use its existing repayment mech-
anism to establish its ability to repay 
any shared losses incurred for perform-
ance years in the new agreement pe-
riod, the amount of the repayment 
mechanism must be equal to at least 
the amount calculated by CMS in ac-
cordance with paragraph (f)(4)(ii) of 
this section. 

(B) Under the following cir-
cumstances, an ACO that renewed its 
participation agreement for an agree-
ment period beginning on July 1, 2019, 
or January 1, 2020, may elect to de-
crease the amount of its repayment 
mechanism. 

(1) The ACO elected to continue to 
use its existing repayment mechanism 
for the agreement period beginning on 
July 1, 2019, or January 1, 2020, and the 
amount of that repayment mechanism 
was greater than the repayment mech-
anism amount estimated at the time of 
renewal application according to para-
graph (f)(4)(ii) of this section. 

(2) The repayment mechanism 
amount for performance year 2021, as 
recalculated pursuant to paragraph 
(f)(4)(iii) of this section, is less than 
the existing repayment mechanism 
amount. 

(3) CMS will notify the ACO in writ-
ing if the ACO may elect to decrease 
the amount of its repayment mecha-
nism pursuant to this paragraph 
(f)(4)(iv)(B). The ACO must submit such 
election, together with revised repay-
ment mechanism documentation, in a 
form and manner and by a deadline 
specified by CMS. CMS will review the 
revised repayment mechanism docu-
mentation and may reject the election 
if the repayment mechanism docu-
mentation does not comply with the 
requirements of this paragraph (f). 

(v)(A) An ACO that established a re-
payment mechanism to support its par-
ticipation in a two-sided model begin-
ning on July 1, 2019, January 1, 2020, or 
January 1, 2021, may elect to decrease 
the amount of its repayment mecha-
nism if the repayment mechanism 
amount for performance year 2022, as 
recalculated pursuant to paragraph 
(f)(4)(iii) of this section, is less than 
the existing repayment mechanism 
amount. 

(B) CMS will notify the ACO in writ-
ing if the ACO may elect to decrease 
the amount of its repayment mecha-
nism pursuant to this paragraph 
(f)(4)(v). The ACO must submit such 
election, and revised repayment mech-
anism documentation, in a form and 
manner and by a deadline specified by 
CMS. CMS will review the revised re-
payment mechanism documentation 
and may reject the election if the re-
payment mechanism documentation 
does not comply with the requirements 
of this paragraph (f). 

(5) After the repayment mechanism 
has been used to repay any portion of 
shared losses owed to CMS, the ACO 
must replenish the amount of funds 
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available through the repayment 
mechanism within 90 days. The result-
ing amount available through the re-
payment mechanism must be at least 
the amount specified by CMS in ac-
cordance with paragraph (f)(4) of this 
section. 

(6) The repayment mechanism must 
be in effect for the duration of the 
ACO’s participation under a two-sided 
model plus 12 months following the 
conclusion of the agreement period, ex-
cept as otherwise specified in this sec-
tion. 

(i) For an ACO that is establishing a 
new repayment mechanism to meet 
this requirement, the repayment mech-
anism must satisfy one of the following 
criteria: 

(A) The repayment mechanism covers 
the entire duration of the ACO’s par-
ticipation under a two-sided risk model 
plus 12 months following the conclu-
sion of the agreement period. 

(B) The repayment mechanism covers 
a term of at least the first two per-
formance years in which the ACO is 
participating under a two-sided model 
and provides for automatic, annual 12- 
month extensions of the repayment 
mechanism such that the repayment 
mechanism will eventually remain in 
effect for the duration of the agree-
ment period plus 12 months following 
the conclusion of the agreement period. 

(ii) For a renewing ACO, or a re-en-
tering ACO that is the same legal enti-
ty as an ACO that previously partici-
pated in the program, that wishes to 
use its existing repayment mechanism 
to establish its ability to repay any 
shared losses incurred for performance 
years in the new agreement period, the 
existing repayment mechanism must 
be amended to meet one of the fol-
lowing criteria. 

(A) The duration of the existing re-
payment mechanism is extended by an 
amount of time that covers the dura-
tion of the new agreement period plus 
12 months following the conclusion of 
the new agreement period. 

(B) The duration of the existing re-
payment mechanism is extended, if 
necessary, to cover a term of at least 
the first two performance years of the 
new agreement period and provides for 
automatic, annual 12-month extensions 
of the repayment mechanism such that 

the repayment mechanism will eventu-
ally remain in effect for the duration of 
the new agreement period plus 12 
months following the conclusion of the 
new agreement period. 

(iii) CMS may require the ACO to ex-
tend the duration of the repayment 
mechanism if necessary to ensure that 
the ACO fully repays CMS any shared 
losses for each of the performance 
years of the agreement period. 

(iv) The repayment mechanism may 
be terminated at the earliest of the fol-
lowing conditions: 

(A) The ACO has fully repaid CMS 
any shared losses owed for each of the 
performance years of the agreement 
period under a two-sided model. 

(B) CMS has exhausted the amount 
reserved by the ACO’s repayment 
mechanism and the arrangement does 
not need to be maintained to support 
the ACO’s participation under the 
Shared Savings Program. 

(C) CMS determines that the ACO 
does not owe any shared losses under 
the Shared Savings Program for any of 
the performance years of the agree-
ment period. 

(g) Consideration of claims billed under 
merged and acquired entities’ TINs. An 
ACO may request that CMS consider, 
for purposes of beneficiary assignment 
and establishing the ACO’s benchmark 
under §§ 425.601, 425.602, 425.603, or 
425.652, claims billed under the TINs of 
entities that have been acquired 
through sale or merger by an ACO par-
ticipant. 

(1) The ACO may include an acquired 
entity’s TIN on its ACO participant list 
under the following circumstances: 

(i) The ACO participant has sub-
sumed the acquired entity’s TIN in its 
entirety, including all of the providers 
and suppliers that reassigned their 
right to receive Medicare payment to 
the acquired entity’s TIN. 

(ii) Each provider or supplier that 
previously reassigned his or her right 
to receive Medicare payment to the ac-
quired entity’s TIN has reassigned his 
or her right to receive Medicare pay-
ment to the TIN of the acquiring ACO 
participant and has been added to the 
ACO provider/supplier list under para-
graph (c)(5) of the section. 

(iii) The acquired entity’s TIN is no 
longer used to bill Medicare. 
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(2) The ACO must submit the fol-
lowing supporting documentation in 
the form and manner specified by CMS. 

(i) An attestation that— 
(A) Identifies by TIN both the ac-

quired entity and the ACO participant 
that acquired it; 

(B) Specifies that all the providers 
and suppliers that previously reas-
signed their right to receive Medicare 
payment to the acquired entity’s TIN 
have reassigned such right to the TIN 
of the identified ACO participant and 
have been added to the ACO provider/ 
supplier list under paragraph (c)(5) of 
this section; and 

(C) Specifies that the acquired enti-
ty’s TIN is no longer used to bill Medi-
care. 

(ii) Documentation sufficient to dem-
onstrate that the acquired entity’s TIN 
was merged with or purchased by the 
ACO participant. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32837, June 9, 2015; 81 FR 80559, Nov. 15, 
2016; 82 FR 53369, Nov. 15, 2017; 83 FR 68063, 
Dec. 31, 2018; 85 FR 85038, Dec. 28, 2020; 86 FR 
65683, Nov. 19, 2021; 87 FR 70232, Nov. 18, 2022] 

§ 425.206 Evaluation procedures for 
applications. 

(a) Basis for evaluation and determina-
tion. (1) CMS evaluates an ACO’s appli-
cation to determine whether an appli-
cant satisfies the requirements of this 
part and is qualified to participate in 
the Shared Savings Program, and ap-
proves or denies applications accord-
ingly. Applications are approved or de-
nied on the basis of the following: 

(i) Information contained in and sub-
mitted with the application by an ap-
plication deadline specified by CMS. 

(ii) Supplemental information that 
was submitted in response to a CMS re-
quest and by a deadline specified by 
CMS. 

(iii) Other information available to 
CMS. 

(2) CMS notifies an ACO applicant 
when supplemental information is re-
quired for CMS to make a determina-
tion on the ACO’s application and pro-
vides an opportunity for the ACO to 
submit the information. 

(3) CMS may deny an application if 
an ACO applicant fails to submit re-
quested information by the deadlines 
established by CMS. 

(b) Notice of determination. (1) CMS 
notifies in writing each applicant ACO 
of its determination to approve or deny 
the ACO’s application to participate in 
the Shared Savings Program. 

(2) If CMS denies the application, the 
notice will indicate that the ACO is not 
qualified to participate in the Shared 
Savings Program, specify the reasons 
why the ACO is not so qualified, and 
inform the ACO of its right to request 
reconsideration review in accordance 
with the procedures specified in sub-
part I of this part. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32838, June 9, 2015] 

§ 425.208 Provisions of participation 
agreement. 

(a) General rules. (1) Upon being noti-
fied by CMS of its approval to partici-
pate in the Shared Savings Program, 
an executive of that ACO who has the 
ability to legally bind the ACO must 
sign and submit to CMS a participation 
agreement. 

(2) Under the participation agree-
ment the ACO must agree to comply 
with the provisions of this part in 
order to participate in the Shared Sav-
ings Program. 

(b) Compliance with laws. The ACO 
must agree, and must require its ACO 
participants, ACO providers/suppliers, 
and other individuals or entities per-
forming functions or services related to 
the ACO’s activities to agree, or to 
comply with all applicable laws includ-
ing, but not limited to, the following: 

(1) Federal criminal law. 
(2) The False Claims Act (31 U.S.C. 

3729 et seq.). 
(3) The anti-kickback statute (42 

U.S.C. 1320a–7b(b)). 
(4) The civil monetary penalties law 

(42 U.S.C. 1320a–7a). 
(5) The physician self-referral law (42 

U.S.C. 1395nn). 
(c) Certifications. (1) The ACO must 

agree, as a condition of participating in 
the program and receiving any shared 
savings payment, that an individual 
with the authority to legally bind the 
ACO will certify the accuracy, com-
pleteness, and truthfulness of any data 
or information requested by or sub-
mitted to CMS, including, but not lim-
ited to, the application form, participa-
tion agreement, and any quality data 
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or other information on which CMS 
bases its calculation of shared savings 
payments and shared losses. 

(2) Certifications must meet the re-
quirements at § 425.302. 

§ 425.210 Application of agreement to 
ACO participants, ACO providers/ 
suppliers, and others. 

(a) The ACO must provide a copy of 
its participation agreement with CMS 
to all ACO participants, ACO providers/ 
suppliers, and other individuals and en-
tities involved in ACO governance. 

(b) All contracts or arrangements be-
tween or among the ACO, ACO partici-
pants, ACO providers/suppliers, and 
other individuals or entities per-
forming functions or services related to 
ACO activities must require compli-
ance with the requirements and condi-
tions of this part, including, but not 
limited to, those specified in the par-
ticipation agreement with CMS. 

§ 425.212 Changes to program require-
ments during the agreement period. 

(a) An ACO is subject to all regu-
latory changes that become effective 
during the agreement period, with the 
exception of the following program 
areas, unless otherwise required by 
statute: 

(1) Eligibility requirements con-
cerning the structure and governance 
of ACOs. 

(2) Calculation of sharing rate. 
(b) In those instances where there are 

changes in law or regulations, the ACO 
will be required to submit to CMS for 
review and approval, as a supplement 
to its original application, an expla-
nation detailing how it will modify its 
processes to address these changes in 
law or regulations. 

(c) If an ACO does not modify its 
processes to address a change in law or 
regulations, it will be placed on a CAP. 
If the ACO fails to effectuate the nec-
essary modifications while under the 
CAP, the ACO will be terminated from 
the Shared Savings Program using the 
procedures in § 425.218. 

(d) An ACO will be permitted to ter-
minate its agreement, in those in-
stances where Shared Savings Program 
statutory and regulatory standards are 
established during the agreement pe-
riod which the ACO believes will im-

pact its ability to continue to partici-
pate in the Shared Savings Program. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32838, June 9, 2015] 

§ 425.214 Managing changes to the 
ACO during the agreement period. 

(a)(1) An ACO must notify CMS with-
in 30 days of any significant change. 

(2) An ACO’s failure to notify CMS of 
a significant change does not preclude 
CMS from determining that the ACO 
has experienced a significant change. 

(3) A ‘‘significant change’’ occurs 
when an ACO is no longer able to meet 
the eligibility or program require-
ments of this part. 

(b) Upon becoming aware of a signifi-
cant change or receiving an ACO’s no-
tice of a significant change described 
in paragraph (b) of this section, CMS 
reevaluates the ACO’s eligibility to 
continue to participate in the Shared 
Savings Program and may request ad-
ditional documentation. CMS may 
make a determination that includes 
one of the following: 

(1) The ACO may continue to operate 
under the new structure. 

(2) The ACO structure is so different 
from the initially approved ACO that it 
must terminate its participation agree-
ment and submit a new application for 
participation. 

(3) The ACO no longer meets the eli-
gibility criteria for the program and its 
participation agreement must be ter-
minated. 

(4) CMS and the ACO may mutually 
decide to terminate the participation 
agreement. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32838, June 9, 2015] 

§ 425.216 Actions prior to termination. 

(a) Pre-termination actions. (1) If CMS 
concludes that termination of an ACO 
from the Shared Savings Program is 
warranted, CMS may take one or more 
of the following actions prior to termi-
nation of the ACO from the Shared 
Savings Program. 

(i) Provide a warning notice to the 
ACO regarding noncompliance with one 
or more program requirements. 

(ii) Request a CAP from the ACO. 
(iii) Place the ACO on a special moni-

toring plan. 
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(2) Nothing in this part, including the 
actions set forth in paragraph (a)(1) of 
this section, negates, diminishes, or 
otherwise alters the applicability of 
other laws, rules, or regulations, in-
cluding, but not limited to, the Sher-
man Act (15 U.S.C. 1 et seq.), the Clay-
ton Act (15 U.S.C. 12), and the Federal 
Trade Commission Act (15 U.S.C. 45 et 
seq.). 

(b) Corrective action plans. (1) The 
ACO must submit a CAP for CMS ap-
proval by the deadline indicated on the 
notice of violation. 

(i) The CAP must address what ac-
tions the ACO will take to ensure that 
the ACO, ACO participants, ACO pro-
viders/suppliers or other individuals or 
entities performing functions or serv-
ices related to the ACO’s activities or 
both correct any deficiencies and com-
ply with all applicable Shared Savings 
Program requirements. 

(ii) The ACO’s performance will be 
monitored and evaluated during and 
after the CAP process. 

(2) CMS may terminate the participa-
tion agreement if the ACO fails to sub-
mit, obtain approval for, or implement 
a CAP, or fails to demonstrate im-
proved performance upon completion of 
the CAP. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32839, June 9, 2015] 

§ 425.218 Termination of the participa-
tion agreement by CMS. 

(a) General. CMS may terminate the 
participation agreement with an ACO 
when an ACO, the ACO participants, 
ACO providers/suppliers or other indi-
viduals or entities performing func-
tions or services related to ACO activi-
ties fail to comply with any of the re-
quirements of the Shared Savings Pro-
gram under this part. 

(b) Grounds for termination by CMS. 
CMS may terminate the participation 
agreement for reasons including, but 
not limited to the following: 

(1) Non-compliance with eligibility 
and other requirements described in 
this part. 

(2) The imposition of sanctions or 
other actions taken against the ACO 
by an accrediting organization, State, 
Federal or local government agency 
leading to inability of the ACO to com-

ply with the requirements under this 
part. 

(3) Violations of the physician self- 
referral prohibition, civil monetary 
penalties (CMP) law, Federal anti- 
kickback statute, antitrust laws, or 
any other applicable Medicare laws, 
rules, or regulations that are relevant 
to ACO operations. 

(4) Failure to comply with CMS re-
quests for documentation or other in-
formation by the deadline specified by 
CMS. 

(5) Submitting false or fraudulent 
data or information. 

(c) CMS may immediately terminate 
a participation agreement without tak-
ing any of the pre-termination actions 
set forth in § 425.216. 

(d) Notice of termination by CMS. CMS 
notifies an ACO in writing of its deci-
sion to terminate the participation 
agreement. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32839, June 9, 2015] 

§ 425.220 Termination of the participa-
tion agreement by the ACO. 

(a) Notice of termination. An ACO 
must provide at least 30 days advance 
written notice to CMS and its ACO par-
ticipants of its decision to terminate 
the participation agreement and the ef-
fective date of its termination. 

(b) [Reserved] 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32839, June 9, 2015; 83 FR 68064, Dec. 31, 
2018] 

§ 425.221 Close-out procedures and 
payment consequences of early ter-
mination. 

(a) Close-out procedures. (1) An ACO 
whose participation agreement has ex-
pired or is terminated by CMS under 
§ 425.218 or by the ACO under § 425.220 
must implement close-out procedures 
including but not limited to the fol-
lowing issues in a form and manner and 
by a deadline specified by CMS: 

(i) Notice to ACO participants of ter-
mination. 

(ii) Record retention. 
(iii) Data sharing. 
(iv) Quality reporting. 
(v) Beneficiary continuity of care. 
(2) ACOs that fail to complete close- 

out procedures in the form and manner 
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and by the deadline specified by CMS 
will not be eligible to share in savings. 

(b) Payment consequences of early ter-
mination. (1) Receipt of shared savings. 
(i) Except as set forth in paragraph 
(b)(3)(i) of this section, an ACO that 
terminates its participation agreement 
under § 425.220 is eligible to receive 
shared savings for the performance 
year during which the termination be-
comes effective only if all of the fol-
lowing conditions are met: 

(A) CMS designates or approves an ef-
fective date of termination of the last 
calendar day of the performance year. 

(B) The ACO has completed all close- 
out procedures by the deadline speci-
fied by CMS. 

(C) The ACO has satisfied the criteria 
for sharing in savings for the perform-
ance year. 

(ii) If the participation agreement is 
terminated at any time by CMS under 
§ 425.218, the ACO is not eligible to re-
ceive shared savings for the perform-
ance year during which the termi-
nation becomes effective. 

(2) Payment of shared losses. (i) Except 
as set forth in paragraph (b)(3)(i) of 
this section, for performance years be-
ginning before July 1, 2019, an ACO 
under a two-sided model is not liable 
for any shared losses if its participa-
tion agreement is terminated effective 
before the last calendar day of a per-
formance year. 

(ii) Except as set forth in paragraph 
(b)(3)(ii) of this section, for perform-
ance years beginning on July 1, 2019 
and subsequent performance years, an 
ACO under a two-sided model is liable 
for a pro-rated share of any shared 
losses, as calculated in paragraph 
(b)(2)(iii) of this section, if its partici-
pation agreement is terminated effec-
tive before the last calendar day of a 
performance year. 

(A) An ACO under a two-sided model 
that terminates its participation 
agreement under § 425.220 with an effec-
tive date of termination after June 
30th of a 12-month performance year is 
liable for a pro-rated share of any 
shared losses determined for the per-
formance year during which the termi-
nation becomes effective. 

(B) An ACO under a two-sided model 
whose participation agreement is ter-
minated by CMS under § 425.218 is liable 

for a pro-rated share of any shared 
losses determined for the performance 
year during which the termination be-
comes effective. 

(iii) The pro-rated share of losses de-
scribed in paragraph (b)(2)(ii) of this 
section is calculated as follows: 

(A) In the case of a 12-month per-
formance year, the shared losses in-
curred during the 12 months of the per-
formance year are multiplied by the 
quotient equal to the number of 
months of participation in the program 
during the performance year, including 
the month in which the termination 
was effective, divided by 12. 

(B) In the case of a 6-month perform-
ance year beginning July 1, 2019, the 
shared losses incurred during CY 2019 
are multiplied by the quotient equal to 
the number of months of participation 
in the program during the performance 
year, including the month in which the 
termination was effective, divided by 
12. 

(3) Exceptions. (i) An ACO starting a 
12-month performance year on January 
1, 2019, that terminates its participa-
tion agreement with an effective date 
of termination of June 30, 2019, and 
that enters a new agreement period be-
ginning on July 1, 2019, is eligible for 
pro-rated shared savings or liable for 
pro-rated shared losses for the 6-month 
period from January 1, 2019, through 
June 30, 2019, as determined in accord-
ance with § 425.609. 

(ii) An ACO under a two-sided model 
that terminates its participation 
agreement under § 425.220 during the 6- 
month performance year beginning 
July 1, 2019, with an effective date of 
termination prior to the last calendar 
day of the performance year is not lia-
ble for shared losses incurred during 
the performance year. 

[80 FR 32839, June 9, 2015, as amended at 83 
FR 60092, Nov. 23, 2018; 83 FR 68064, Dec. 31, 
2018] 

§ 425.222 Eligibility to re-enter the pro-
gram for agreement periods begin-
ning before July 1, 2019. 

(a) For purposes of determining the 
eligibility of a re-entering ACO to 
enter an agreement period beginning 
before July 1, 2019, the ACO may par-
ticipate in the Shared Savings Pro-
gram again only after the date on 
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which the term of its original partici-
pation agreement would have expired if 
the ACO had not been terminated. 

(b) For purposes of determining the 
eligibility of a re-entering ACO to 
enter an agreement period beginning 
before July 1, 2019, an ACO whose par-
ticipation agreement was previously 
terminated must demonstrate in its ap-
plication that it has corrected the defi-
ciencies that caused it to be termi-
nated from the Shared Savings Pro-
gram and has processes in place to en-
sure that it remains in compliance 
with the terms of the new participation 
agreement. 

(c) For purposes of determining the 
eligibility of a re-entering ACO to 
enter an agreement period beginning 
before July 1, 2019, an ACO whose par-
ticipation agreement was previously 
terminated or expired without having 
been renewed may re-enter the pro-
gram for a subsequent agreement pe-
riod. 

(1) If the termination occurred less 
than half way through the agreement 
period, an ACO that was previously 
under a one-sided model may reenter 
the program under the one-sided model 
or a two-sided model. If the ACO reen-
ters the program under the one-sided 
model, the ACO will be considered to be 
in the same agreement period under 
the one-sided model as it was at the 
time of termination. 

(2) If the termination occurred more 
than half way through the agreement 
period, an ACO that was previously in 
its first agreement period under the 
one-sided model may reenter the pro-
gram under the one-sided model or a 
two-sided model. If the ACO reenters 
the program under the one-sided 
model, the ACO will be considered to be 
in its second agreement period under 
the one-sided model. An ACO that was 
previously in its second agreement pe-
riod under the one-sided model must 
reenter the program under a two-sided 
model. 

(3) Regardless of the date of termi-
nation, an ACO that was previously 
under a two-sided model may only re-
apply for participation in a two-sided 
model. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32839, June 9, 2015; 83 FR 68065, Dec. 31, 
2018] 

§ 425.224 Application procedures for 
renewing ACOs and re-entering 
ACOs. 

(a) General rules. A renewing ACO or 
a re-entering ACO may apply to enter a 
new participation agreement with CMS 
for participation in the Shared Savings 
Program. 

(1) In order to obtain a determination 
regarding whether it meets the require-
ments to participate in the Shared 
Savings Program, the ACO must sub-
mit a complete application in the form 
and manner and by the deadline speci-
fied by CMS. 

(2) An ACO executive who has the au-
thority to legally bind the ACO must 
certify to the best of his or her knowl-
edge, information, and belief that the 
information contained in the applica-
tion is accurate, complete, and truth-
ful. 

(3) An ACO that seeks to enter a new 
participation agreement under the 
Shared Savings Program and was 
newly formed after March 23, 2010, as 
defined in the Antitrust Policy State-
ment, must agree that CMS can share 
a copy of its application with the Anti-
trust Agencies. 

(4) The ACO must select a participa-
tion option in accordance with the re-
quirements specified in § 425.600. Re-
gardless of the date of termination or 
expiration of the participation agree-
ment, a renewing ACO or re-entering 
ACO that was previously under a two- 
sided model may only reapply for par-
ticipation in a two-sided model. 

(b) Review of application. (1) CMS de-
termines whether to approve a renew-
ing ACO’s or re-entering ACO’s applica-
tion based on an evaluation of all of 
the following factors: 

(i) Whether the ACO satisfies the cri-
teria for operating under the selected 
risk track. 

(ii) The ACO’s history of noncompli-
ance with the requirements of the 
Shared Savings Program, including, 
but not limited to, the following fac-
tors: 

(A) Whether the ACO demonstrated a 
pattern of failure to meet the quality 
performance standards or met any of 
the criteria for termination under 
§ 425.316(c)(1)(ii) or (c)(2)(ii). 
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(B) For 2 performance years of the 
ACO’s previous agreement period, re-
gardless of whether the years are in 
consecutive order, whether the average 
per capita Medicare Parts A and B fee- 
for-service expenditures for the ACO’s 
assigned beneficiary population exceed-
ed its updated benchmark by an 
amount equal to or exceeding either of 
the following: 

(1) The ACO’s negative MSR, under a 
one-sided model. 

(2) The ACO’s MLR, under a two- 
sided model. 

(C) Whether the ACO failed to repay 
shared losses in full within 90 days as 
required under subpart G of this part 
for any performance year of the ACO’s 
previous agreement period in a two- 
sided model. 

(D) For an ACO that has participated 
in a two-sided model authorized under 
section 1115A of the Act, whether the 
ACO failed to repay shared losses for 
any performance year as required 
under the terms of the ACO’s participa-
tion agreement for such model. 

(iii) Whether the ACO has dem-
onstrated in its application that it has 
corrected the deficiencies that caused 
any noncompliance identified in para-
graph (b)(1)(ii) of this section to occur, 
and any other factors that may have 
caused the ACO to be terminated from 
the Shared Savings Program, and has 
processes in place to ensure that it re-
mains in compliance with the terms of 
the new participation agreement. 

(iv) Whether the ACO has established 
that it is in compliance with the eligi-
bility and other requirements of the 
Shared Savings Program to enter a 
new participation agreement, including 
the ability to repay losses by estab-
lishing an adequate repayment mecha-
nism under § 425.204(f), if applicable. 

(v) The results of a program integrity 
screening of the ACO, its ACO partici-
pants, and its ACO providers/suppliers 
(conducted in accordance with 
§ 425.305(a)). 

(2) Applications are approved or de-
nied on the basis of the following infor-
mation: 

(i) Information contained in and sub-
mitted with the application by a dead-
line specified by CMS. 

(ii) Supplemental information that 
was submitted by a deadline specified 

by CMS in response to a CMS request 
for information. 

(iii) Other information available to 
CMS. 

(3) CMS notifies the ACO when sup-
plemental information is required for 
CMS to make such a determination and 
provides an opportunity for the ACO to 
submit the information. 

(c) Notice of determination. (1) CMS no-
tifies the ACO in writing of its deter-
mination to approve or deny the ACO’s 
application. 

(2) If CMS denies the application, the 
notice of determination— 

(i) Specifies the reasons for the de-
nial; and 

(ii) Informs the ACO of its right to 
request reconsideration review in ac-
cordance with the procedures specified 
in subpart I of this part. 

[80 FR 32839, June 9, 2015, as amended at 83 
FR 68065, Dec. 31, 2018; 85 FR 85039, Dec. 28, 
2020; 87 FR 70232, Nov. 18, 2022] 

§ 425.226 Annual participation elec-
tions. 

(a) General. This section applies to 
ACOs in agreement periods beginning 
on July 1, 2019, and in subsequent 
years. Before the start of a perform-
ance year, an ACO may make elections 
related to its participation in the 
Shared Savings Program, as specified 
in this section, effective at the start of 
the applicable performance year and 
for the remaining years of the agree-
ment period, unless superseded by a 
later election in accordance with this 
section. 

(1) Selection of beneficiary assignment 
methodology. An ACO may select the as-
signment methodology that CMS em-
ploys for assignment of beneficiaries 
under subpart E of this part. An ACO 
may select either of the following: 

(i) Preliminary prospective assign-
ment with retrospective reconciliation, 
as described in § 425.400(a)(2). 

(ii) Prospective assignment, as de-
scribed in § 425.400(a)(3). 

(2) Selection of BASIC track level. An 
ACO participating under the BASIC 
track in the glide path may select a 
higher level of risk and potential re-
ward, as provided in this section. 

(i) An ACO participating under the 
BASIC track’s glide path may elect to 
transition to a higher level of risk and 
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potential reward within the glide path 
than the level of risk and potential re-
ward that the ACO would be automati-
cally transitioned to in the applicable 
year as specified in § 425.605(d)(1). The 
automatic transition to higher levels 
of risk and potential reward within the 
BASIC track’s glide path continues to 
apply to all subsequent years of the 
agreement period in the BASIC track. 

(ii) An ACO transitioning to a higher 
level of risk and potential reward 
under paragraph (a)(2)(i) of this section 
must meet all requirements to partici-
pate under the selected level of per-
formance-based risk, including both of 
the following: 

(A) Establishing an adequate repay-
ment mechanism as specified under 
§ 425.204(f). 

(B) Selecting a MSR/MLR from the 
options specified under § 425.605(b). 

(b) Election procedures. (1) All annual 
elections must be made in a form and 
manner and according to the time-
frame established by CMS. 

(2) ACO executive who has the au-
thority to legally bind the ACO must 
certify the elections described in this 
section. 

[83 FR 68066, Dec. 31, 2018] 

Subpart D—Program Requirements 
and Beneficiary Protections 

§ 425.300 Compliance plan. 

(a) The ACO must have a compliance 
plan that includes at least the fol-
lowing elements: 

(1) A designated compliance official 
or individual who is not legal counsel 
to the ACO and reports directly to the 
ACO’s governing body. 

(2) Mechanisms for identifying and 
addressing compliance problems re-
lated to the ACO’s operations and per-
formance. 

(3) A method for employees or con-
tractors of the ACO, ACO participants, 
ACO providers/suppliers, and other in-
dividuals or entities performing func-
tions or services related to ACO activi-
ties to anonymously report suspected 
problems related to the ACO to the 
compliance officer. 

(4) Compliance training for the ACO, 
the ACO participants, and the ACO pro-
viders/suppliers. 

(5) A requirement for the ACO to re-

port probable violations of law to an 

appropriate law enforcement agency. 

(b)(1) ACOs that are existing entities 

may use the current compliance officer 

if the compliance officer meets the re-

quirements set forth in paragraph (a)(1) 

of this section. 

(2) An ACO’s compliance plan must 

be in compliance with and be updated 

periodically to reflect changes in law 

and regulations. 

§ 425.302 Program requirements for 
data submission and certifications. 

(a) Requirements for data submission 
and certification. (1) The ACO, its ACO 

participants, its ACO providers/sup-

pliers or individuals or other entities 

performing functions or services re-

lated to ACO activities must submit all 

data and information, including data 

on measures designated by CMS under 

§ 425.500 or § 425.510, as applicable, in a 

form and manner specified by CMS. 

(2) Certification of data upon submis-
sion. With respect to data and informa-

tion that are generated or submitted 

by the ACO, ACO participants, ACO 
providers/suppliers, or other individ-
uals or entities performing functions or 
services related to ACO activities, an 
individual with the authority to le-
gally bind the individual or entity sub-
mitting such data or information must 
certify the accuracy, completeness, 
and truthfulness of the data and infor-
mation to the best of his or her knowl-
edge information and belief. 

(3) Annual certification. At the end of 
each performance year, an individual 
with the legal authority to bind the 
ACO must certify to the best of his or 
her knowledge, information, and be-
lief— 

(i) That the ACO, its ACO partici-
pants, its ACO providers/suppliers, and 
other individuals or entities per-
forming functions or services related to 
ACO activities are in compliance with 
program requirements; 

(ii) The accuracy, completeness, and 
truthfulness of all data and informa-
tion that are generated or submitted 
by the ACO, ACO participants, ACO 
providers/suppliers, or other individ-
uals or entities performing functions or 
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services related to ACO activities, in-
cluding any quality data or other infor-
mation or data relied upon by CMS in 
determining the ACO’s eligibility for, 
and the amount of a shared savings 
payment or the amount of shared 
losses or other monies owed to CMS; 
and 

(iii) That the percentage of eligible 
clinicians participating in the ACO 
that use CEHRT to document and com-
municate clinical care to their patients 
or other health care providers meets or 
exceeds the applicable percentage spec-
ified by CMS at § 425.506(f). 

(iv) That the ACO has moved all ad-
vance investment payments received 
during that performance year into a 
designated advance investment pay-
ments account established under 
§ 425.630(e) and the advance investment 
payments have been dispersed only for 
allowable uses. 

(b) [Reserved] 

[76 FR 67973, Nov. 2, 2011, as amended at 83 
FR 60092, Nov. 23, 2018; 85 FR 85039, Dec. 28, 
2020; 87 FR 70232, Nov. 18, 2022] 

§ 425.304 Beneficiary incentives. 

(a) General. (1) Except as set forth in 
this section, or as otherwise permitted 
by law, ACOs, ACO participants, ACO 
providers/suppliers, and other individ-
uals or entities performing functions or 
services related to ACO activities are 
prohibited from providing gifts or 
other remuneration to beneficiaries as 
inducements for receiving items or 
services from or remaining in, an ACO 
or with ACO providers/suppliers in a 
particular ACO or receiving items or 
services from ACO participants or ACO 
providers/suppliers. 

(2) Nothing in this section shall be 
construed as prohibiting an ACO from 
using shared savings received under 
this part to cover the cost of an in-kind 
item or service or incentive payment 
provided to a beneficiary under para-
graph (b) or (c) of this section. 

(b) In-kind incentives. ACOs, ACO par-
ticipants, ACO providers/suppliers, and 
other individuals or entities per-
forming functions or services related to 
ACO activities may provide in-kind 
items or services to Medicare fee-for- 
service beneficiaries if all of the fol-
lowing conditions are satisfied: 

(1) There is a reasonable connection 
between the items and services and the 
medical care of the beneficiary. 

(2) The items or services are preven-
tive care items or services or advance a 
clinical goal for the beneficiary, in-
cluding adherence to a treatment re-
gime, adherence to a drug regime, ad-
herence to a follow-up care plan, or 
management of a chronic disease or 
condition. 

(3) The in-kind item or service is not 
a Medicare-covered item or service for 
the beneficiary on the date the in-kind 
item or service is furnished to the ben-
eficiary. 

(c) Monetary incentives—(1) General. 
For performance years beginning on 
July 1, 2019 and for subsequent per-
formance years, an ACO that is partici-
pating under Track 2, Levels C, D, or E 
of the BASIC track, or the ENHANCED 
track may, in accordance with this sec-
tion, establish a beneficiary incentive 
program to provide monetary incentive 
payments to Medicare fee-for-service 
beneficiaries who receive a qualifying 
service. 

(2) Application procedures. (i) To es-
tablish or reestablish a beneficiary in-
centive program, an ACO must submit 
a complete application in the form and 
manner and by a deadline specified by 
CMS. 

(ii) CMS evaluates an ACO’s applica-
tion to determine whether the ACO 
satisfies the requirements of this sec-
tion, and approves or denies the appli-
cation. 

(iii) If an ACO wishes to make a ma-
terial change to its CMS-approved ben-
eficiary incentive program, the ACO 
must submit a description of the mate-
rial change to CMS in a form and man-
ner and by a deadline specified by CMS. 
CMS will promptly evaluate the pro-
posed material change and approve or 
reject it. 

(3) Beneficiary incentive program re-
quirements. An ACO must begin to oper-
ate its approved beneficiary incentive 
program beginning on July 1, 2019 or 
January 1 of the relevant performance 
year. 

(i) Duration. (A) Subject to the termi-
nation provision at paragraph (c)(7) of 
this section, an ACO must operate its 
approved beneficiary incentive pro-
gram for an initial period of 18 months 
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in the case of an ACO approved to oper-
ate a beneficiary incentive program be-
ginning on July 1, 2019, or 12 months in 
the case of an ACO approved to operate 
a beneficiary incentive program begin-
ning on January 1 of a performance 
year. 

(B) For each consecutive year that an 
ACO wishes to operate its beneficiary 
incentive program after the CMS-ap-
proved initial period, it must certify 
all of the following by a deadline speci-
fied by CMS: 

(1) Its intent to continue to operate 
the beneficiary incentive program for 
the entirety of the relevant perform-
ance year. 

(2) That the beneficiary incentive 
program meets all applicable require-
ments. 

(ii) Beneficiary eligibility. A fee-for- 
service beneficiary is eligible to re-
ceive an incentive payment under a 
beneficiary incentive program if the 
beneficiary is assigned to the ACO 
through either of the following: 

(A) Preliminary prospective assign-
ment, as described in § 425.400(a)(2). 

(B) Prospective assignment, as de-
scribed in § 425.400(a)(3). 

(iii) Qualifying service. For purposes 
of this section, a qualifying service is a 
primary care service (as defined in 
§ 425.20) with respect to which coinsur-
ance applies under Part B, if the serv-
ice is furnished through an ACO by one 
of the following: 

(A) An ACO professional who has a 
primary care specialty designation in-
cluded in the definition of primary care 
physician under § 425.20. 

(B) An ACO professional who is a 
physician assistant, nurse practitioner, 
or certified nurse specialist. 

(C) A FQHC or RHC. 
(iv) Incentive payments. (A) An ACO 

that establishes a beneficiary incentive 
program must furnish an incentive 
payment for each qualifying service 
furnished to a beneficiary described in 
paragraph (c)(3)(ii) of this section in 
accordance with this section. 

(B) Each incentive payment made by 
an ACO under a beneficiary incentive 
program must satisfy all of the fol-
lowing conditions: 

(1) The incentive payment is in the 
form of a check, debit card, or a trace-
able cash equivalent. 

(2) The value of the incentive pay-
ment does not exceed $20, as adjusted 
annually by the percentage increase in 
the consumer price index for all urban 
consumers (United States city average) 
for the 12-month period ending with 
June of the previous year, rounded to 
the nearest whole dollar amount. 

(3) The incentive payment is provided 
by the ACO to the beneficiary no later 
than 30 days after a qualifying service 
is furnished. 

(C) An ACO must furnish incentive 
payments in the same amount to each 
eligible Medicare fee-for-service bene-
ficiary without regard to enrollment of 
such beneficiary in a Medicare supple-
mental policy (described in section 
1882(g)(1) of the Act), in a State Med-
icaid plan under title XIX or a waiver 
of such a plan, or in any other health 
insurance policy or health benefit plan. 

(4) Program integrity requirements—(i) 
Record retention. An ACO that estab-
lishes a beneficiary incentive program 
must maintain records related to the 
beneficiary incentive program that in-
clude the following: 

(A) Identification of each beneficiary 
that received an incentive payment, in-
cluding beneficiary name and HICN or 
Medicare beneficiary identifier. 

(B) The type and amount of each in-
centive payment made to each bene-
ficiary. 

(C) The date each beneficiary re-
ceived a qualifying service, the cor-
responding HCPCS code for the quali-
fying service, and identification of the 
ACO provider/supplier that furnished 
the qualifying service. 

(D) The date the ACO provided each 
incentive payment to each beneficiary. 

(ii) Source of funding. (A) An ACO 
must not use funds from any entity or 
organization outside of the ACO to es-
tablish or operate a beneficiary incen-
tive program. 

(B) An ACO must not directly, 
through insurance, or otherwise, bill or 
otherwise shift the cost of establishing 
or operating a beneficiary incentive 
program to a Federal health care pro-
gram. 

(iii) Beneficiary notifications. An ACO 
or its ACO participants shall notify as-
signed beneficiaries of the availability 
of the beneficiary incentive program in 
accordance with § 425.312(b). 
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(iv) Marketing prohibition. Except for 
the beneficiary notifications required 
under this section, the beneficiary in-
centive program is not the subject of 
marketing materials and activities, in-
cluding but not limited to, an adver-
tisement or solicitation to a bene-
ficiary or any potential patient whose 
care is paid for in whole or in part by 
a Federal health care program (as de-
fined at 42 U.S.C. 1320a–7b(f)). 

(5) Effect on program calculations. CMS 
disregards incentive payments made by 
an ACO under paragraph (c) of this sec-
tion in calculating an ACO’s bench-
marks, estimated average per capita 
Medicare expenditures, and shared sav-
ings and losses. 

(6) Income exemptions. Incentive pay-
ments made under a beneficiary incen-
tive program are not considered in-
come or resources or otherwise taken 
into account for purposes of either of 
the following: 

(i) Determining eligibility for bene-
fits or assistance (or the amount or ex-
tent of benefits or assistance) under 
any Federal program or under any 
State or local program financed in 
whole or in part with Federal funds. 

(ii) Any Federal or State laws relat-
ing to taxation. 

(7) Termination. CMS may require an 
ACO to terminate its beneficiary in-
centive program at any time for either 
of the following: 

(i) Failure to comply with the re-
quirements of this section. 

(ii) Any of the grounds for ACO ter-
mination set forth in § 425.218(b). 

[83 FR 68066, Dec. 31, 2018] 

§ 425.305 Other program safeguards. 

(a) Screening of ACO applicants. (1) 
ACOs, ACO participants, and ACO pro-
viders/suppliers are reviewed during 
the Shared Savings Program applica-
tion process and periodically thereafter 
with regard to their program integrity 
history, including any history of Medi-
care program exclusions or other sanc-
tions and affiliations with individuals 
or entities that have a history of pro-
gram integrity issues. 

(2) ACOs, ACO participants, or ACO 
providers/suppliers whose screening re-
veals a history of program integrity 
issues or affiliations with individuals 
or entities that have a history of pro-

gram integrity issues may be subject 
to denial of their Shared Savings Pro-
gram applications or the imposition of 
additional safeguards or assurances 
against program integrity risks. 

(b) Prohibition on certain required re-
ferrals and cost shifting. ACOs, ACO par-
ticipants, and ACO providers/suppliers 
are prohibited from doing the fol-
lowing: 

(1) Conditioning the participation of 
ACO participants, ACO providers/sup-
pliers, other individuals or entities per-
forming functions or services related to 
ACO activities in the ACO on referrals 
of Federal health care program busi-
ness that the ACO, its ACO partici-
pants, or ACO providers/suppliers or 
other individuals or entities per-
forming functions or services related to 
ACO activities know or should know is 
being (or would be) provided to bene-
ficiaries who are not assigned to the 
ACO. 

(2) Requiring that beneficiaries be re-
ferred only to ACO participants or ACO 
providers/suppliers within the ACO or 
to any other provider or supplier, ex-
cept that the prohibition does not 
apply to referrals made by employees 
or contractors who are operating with-
in the scope of their employment or 
contractual arrangement to the em-
ployer or contracting entity, provided 
that the employees and contractors re-
main free to make referrals without re-
striction or limitation if the bene-
ficiary expresses a preference for a dif-
ferent provider, practitioner, or sup-
plier; the beneficiary’s insurer deter-
mines the provider, practitioner, or 
supplier; or the referral is not in the 
beneficiary’s best medical interests in 
the judgment of the referring party. 

[83 FR 68067, Dec. 31, 2018] 

§ 425.306 Participant agreement and 
exclusivity of ACO participants. 

(a) Each ACO participant must com-
mit to the term of the participation 
agreement and sign an ACO participant 
agreement that complies with the re-
quirements of this part. 

(b)(1) Except as specified in para-
graph (b)(2) of this section, ACO par-
ticipants are not required to be exclu-
sive to one Shared Savings Program 
ACO. 



1124 

42 CFR Ch. IV (10–1–23 Edition) § 425.308 

(2) Each ACO participant that sub-
mits claims for services used to deter-
mine the ACO’s assigned population 
under subpart E of this part must be 
exclusive to one Shared Savings Pro-
gram ACO. If, during a benchmark or 
performance year (including the 3- 
month claims runout for such bench-
mark or performance year), an ACO 
participant that participates in more 
than one ACO submits claims for serv-
ices used in assignment under subpart 
E of this part, then: 

(i) CMS will not consider any services 
billed through the TIN of the ACO par-
ticipant when performing assignment 
under subpart E of this part for the 
benchmark or performance year. 

(ii) The ACO may be subject to the 
pre-termination actions set forth in 
§ 425.216, termination under § 425.218, or 
both. 

[80 FR 32840, June 9, 2015, as amended at 82 
FR 53369, Nov. 15, 2017] 

§ 425.308 Public reporting and trans-
parency. 

(a) ACO public reporting Web page. 
Each ACO must create and maintain a 
dedicated Web page on which it pub-
licly reports the information set forth 
in paragraph (b) of this section. The 
ACO must report the address of such 
Web page to CMS in a form and manner 
specified by CMS and must notify CMS 
of changes to the web address in the 
form and manner specified by CMS. 

(b) Information to be reported. The 
ACO must publicly report the following 
information in a standardized format 
specified by CMS: 

(1) Name and location. 

(2) Primary contact. 

(3) Organizational information, in-
cluding all of the following: 

(i) Identification of ACO partici-
pants. 

(ii) Identification of participants in 
joint ventures between ACO profes-
sionals and hospitals. 

(iii) Identification of the members of 
its governing body. 

(iv) Identification of key clinical and 
administrative leadership. 

(v) Identification of associated com-
mittees and committee leadership. 

(vi) Identification of the types of 
ACO participants or combinations of 

ACO participants (as listed in 
§ 425.102(a)) that formed the ACO. 

(4) Shared savings and losses infor-
mation, including the following: 

(i) Amount of any payment of shared 
savings received by the ACO or shared 
losses owed to CMS. 

(ii) Total proportion of shared sav-
ings invested in infrastructure, rede-
signed care processes and other re-
sources required to support the three- 
part aim goals of better health for pop-
ulations, better care for individuals 
and lower growth in expenditures, in-
cluding the proportion distributed 
among ACO participants. 

(5) The ACO’s performance on all 
quality measures. 

(6) Use of payment rule waivers under 
§ 425.612, if applicable, or telehealth 
services under § 425.613, if applicable, or 
both. 

(7) Information about a beneficiary 
incentive program established under 
§ 425.304(c), if applicable, including the 
following, for each performance year: 

(i) Total number of beneficiaries who 
received an incentive payment. 

(ii) Total number of incentive pay-
ments furnished. 

(iii) HCPCS codes associated with 
any qualifying service for which an in-
centive payment was furnished. 

(iv) Total value of all incentive pay-
ments furnished. 

(v) Total of each type of incentive 
payment (for example, check or debit 
card) furnished. 

(8) Information, updated annually 
about the ACO’s use of advance invest-
ment payments under § 425.630, for each 
performance year, including the fol-
lowing: 

(i) The ACO’s spend plan. 
(ii) The total amount of any advance 

investment payments received from 
CMS. 

(iii) An itemization of how advance 
investment payments were spent dur-
ing the year, including expenditure 
categories, the dollar amounts spent on 
the various categories, any changes to 
the spend plan submitted under 
§ 425.630(d), and such other information 
as may be specified by CMS. 

(c) Approval of public reporting infor-
mation. Information reported on an 
ACO’s public reporting Web page in 
compliance with the requirements of 
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the standardized format specified by 
CMS is not subject to marketing re-
view and approval under § 425.310. 

(d) Public reporting by CMS. CMS may 
publicly report ACO-specific informa-
tion, including but not limited to the 
ACO public reporting Web page address 
and the information required to be pub-
licly reported under paragraph (b) of 
this section. 

[80 FR 32840, June 9, 2015, as amended at 83 
FR 68068, Dec. 31, 2018; 87 FR 70232, Nov. 18, 
2022] 

§ 425.310 Marketing requirements. 

(a) Requirements. Marketing mate-
rials and activities must: 

(1) Use template language developed 
by CMS, if available. 

(2) Not be used in a discriminatory 
manner or for discriminatory purposes. 

(3) Comply with § 425.304 regarding 
beneficiary incentives. 

(4) Not be materially inaccurate or 
misleading. 

(b) Monitoring. (1) CMS may request 
the submission of marketing materials 
and activities at any time. If CMS de-
termines that the marketing materials 
and activities do not comply with the 
requirements of paragraph (a) of this 
section, CMS will issue written notice 
of disapproval to the ACO. 

(2) The ACO shall discontinue, and 
require its ACO participants, ACO pro-
viders/suppliers, and other individuals 
or entities performing functions or 
services related to ACO activities to 
discontinue, use of any marketing ma-
terials or activities disapproved by 
CMS. 

(c) Sanctions. Failure to comply with 
this section will subject the ACO to the 
penalties set forth in § 425.216, termi-
nation under § 425.218, or both. 

[87 FR 70233, Nov. 18, 2022] 

§ 425.312 Beneficiary notifications. 

(a) Notifications to fee-for-service bene-
ficiaries. (1) An ACO shall ensure that 
Medicare fee-for-service beneficiaries 
are notified about all of the following 
in the manner set forth in paragraph 
(a)(2) of this section: 

(i) That each ACO participant and its 
ACO providers/suppliers are partici-
pating in the Shared Savings Program. 

(ii) The beneficiary’s opportunity to 
decline claims data sharing under 
§ 425.708. 

(iii) Beginning July 1, 2019, the bene-
ficiary’s ability to, and the process by 
which, he or she may identify or 
change identification of the individual 
he or she designated for purposes of 
voluntary alignment (as described in 
§ 425.402(e)). 

(2) Notification of the information 
specified in paragraph (a)(1) of this sec-
tion must be carried out through the 
following methods: 

(i) By an ACO participant posting 
signs in all of its facilities. 

(ii) By an ACO participant making 
standardized written notices available 
upon request in all settings in which 
beneficiaries receive primary care serv-
ices. 

(iii) In the case of an ACO that has 
selected preliminary prospective as-
signment with retrospective reconcili-
ation, by the ACO or ACO participant 
providing each fee-for-service bene-
ficiary with a standardized written no-
tice at least once during an agreement 
period in the form and manner speci-
fied by CMS. The standardized written 
notice must be furnished to all fee-for- 
service beneficiaries prior to or at the 
first primary care service visit during 
the first performance year in which the 
beneficiary receives a primary care 
service from an ACO participant. 

(iv) In the case of an ACO that has 
selected prospective assignment, by 
the ACO or ACO participant providing 
each prospectively assigned beneficiary 
with a standardized written notice at 
least once during an agreement period 
in the form and manner specified by 
CMS. The standardized written notice 
must be furnished during the perform-
ance year for which the beneficiary is 
prospectively assigned to the ACO. 

(v) Following the provision of the 
standardized written notice to a bene-
ficiary, as specified in paragraphs 
(a)(2)(iii) and (iv) of this section, the 
ACO or ACO participant must provide a 
verbal or written follow-up commu-
nication to the beneficiary. 

(A) The follow-up communication 
must occur no later than the earlier of 
the beneficiary’s next primary care 
service visit or 180 days from the date 
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the standardized written notice was 
provided. 

(B) The ACO must retain a record of 
all beneficiaries receiving the follow-up 
communication, and the form and man-
ner in which the communication was 
made available to the beneficiary. The 
ACO must make these records avail-
able to CMS upon request. 

(b) Beneficiary incentive program noti-
fications. (1) Beginning July 1, 2019, an 
ACO that operates a beneficiary incen-
tive program under § 425.304(c) shall en-
sure that the ACO or its ACO partici-
pants notify assigned beneficiaries of 
the availability of the beneficiary in-
centive program, including a descrip-
tion of the qualifying services for 
which an assigned beneficiary is eligi-
ble to receive an incentive payment (as 
described in § 425.304(c)). 

(2) Notification of the information 
specified in paragraph (b)(1) of this sec-
tion must be carried out by an ACO or 
ACO participant during each relevant 
performance year by providing each as-
signed beneficiary with a standardized 
written notice prior to or at the first 
primary care visit of the performance 
year in the form and manner specified 
by CMS. 

(c) The beneficiary notifications 
under this section meet the definition 
of marketing materials and activities 
under § 425.20 and therefore must meet 
all applicable marketing requirements 
described in § 425.310. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32840, June 9, 2015; 83 FR 68068, Dec. 31, 
2018; 86 FR 65684, Nov. 19, 2021; 87 FR 70233, 
Nov. 18, 2022] 

§ 425.314 Audits and record retention. 

(a) Right to audit. The ACO must 
agree, and must require its ACO par-
ticipants, ACO providers/suppliers, and 
other individuals or entities per-
forming functions or services related to 
ACO activities to agree, that the CMS, 
DHHS, the Comptroller General, the 
Federal Government or their designees 
have the right to audit, inspect, inves-
tigate, and evaluate any books, con-
tracts, records, documents and other 
evidence of the ACO, ACO participants, 
and ACO providers/suppliers, and other 
individuals or entities performing func-
tions or services related to ACO activi-
ties that pertain to all of the following: 

(1) The ACO’s compliance with 
Shared Savings Program. 

(2) The quality of services performed 
and determination of amount due to or 
from CMS under the participation 
agreement. 

(3) The ability of the ACO to bear the 
risk of potential losses and to repay 
any losses to CMS. 

(4) The ACO’s operation of a bene-
ficiary incentive program. 

(b) Maintenance of records. An ACO 
must agree, and must require its ACO 
participants, ACO providers/suppliers, 
and other individuals or entities per-
forming functions or services related to 
ACO activities to agree to the fol-
lowing: 

(1) To maintain and give CMS, DHHS, 
the Comptroller General, the Federal 
Government or their designees access 
to all books, contracts, records, docu-
ments, and other evidence (including 
data related to Medicare utilization 
and costs, quality performance meas-
ures, shared savings distributions, in-
formation related to operation of a 
beneficiary incentive program, and 
other financial arrangements related 
to ACO activities) sufficient to enable 
the audit, evaluation, investigation, 
and inspection of the ACO’s compliance 
with program requirements, quality of 
services performed, right to any shared 
savings payment, or obligation to 
repay losses, ability to bear the risk of 
potential losses, and ability to repay 
any losses to CMS. 

(2) To maintain such books, con-
tracts, records, documents, and other 
evidence for a period of 10 years from 
the final date of the agreement period 
or from the date of completion of any 
audit, evaluation, or inspection, which-
ever is later, unless— 

(i) CMS determines there is a special 
need to retain a particular record or 
group of records for a longer period and 
notifies the ACO at least 30 days before 
the normal disposition date; or 

(ii) There has been a termination, 
dispute, or allegation of fraud or simi-
lar fault against the ACO, its ACO par-
ticipants, its ACO providers/suppliers, 
or other individuals or entities per-
forming functions or services related to 
ACO activities, in which case ACOs 
must retain records for an additional 6 
years from the date of any resulting 
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final resolution of the termination, dis-
pute, or allegation of fraud or similar 
fault. 

(c) Responsibility of the ACO. Notwith-
standing any arrangements between or 
among an ACO, ACO participants, ACO 
providers/suppliers, and other individ-
uals or entities performing functions or 
services related to ACO activities, the 
ACO must have ultimate responsibility 
for adhering to and otherwise fully 
complying with all terms and condi-
tions of its participation agreement 
with CMS, including the requirements 
set forth in this section. 

(d) OIG authority. None of the provi-
sions of this part limit or restrict 
OIG’s authority to audit, evaluate, in-
vestigate, or inspect the ACO, its ACO 
participants, its ACO providers/sup-
pliers and other individuals or entities 
performing functions or services re-
lated to ACO activities. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32840, June 9, 2015; 81 FR 38013, June 10, 
2016; 83 FR 68068, Dec. 31, 2018] 

§ 425.315 Reopening determinations of 
ACO shared savings or shared 
losses to correct financial reconcili-
ation calculations. 

(a) Reopenings. (1) If CMS determines 
that the amount of shared savings due 
to the ACO or the amount of shared 
losses owed by the ACO has been cal-
culated in error, CMS may reopen the 
initial determination or a final agency 
determination under subpart I of this 
part and issue a revised initial deter-
mination: 

(i) At any time in the case of fraud or 
similar fault as defined in § 405.902; or 

(ii) Not later than 4 years after the 
date of the notification to the ACO of 
the initial determination of savings or 
losses for the relevant performance 
year under § 425.604(f), § 425.605(e), 
§ 425.606(h), § 425.609(e) or § 425.610(h), for 
good cause. 

(2) Good cause may be established 
when— 

(i) There is new and material evi-
dence that was not available or known 
at the time of the payment determina-
tion and may result in a different con-
clusion; or 

(ii) The evidence that was considered 
in making the payment determination 
clearly shows on its face that an obvi-

ous error was made at the time of the 
payment determination. 

(3) A change of legal interpretation 
or policy by CMS in a regulation, CMS 
ruling or CMS general instruction, 
whether made in response to judicial 
precedent or otherwise, is not a basis 
for reopening a payment determination 
under this section. 

(4) CMS has sole discretion to deter-
mine whether good cause exists for re-
opening a payment determination 
under this section. 

(b) [Reserved] 

[81 FR 38013, June 10, 2016, as amended at 83 
FR 60092, Nov. 23, 2018; 83 FR 68068, Dec. 31, 
2018] 

§ 425.316 Monitoring of ACOs. 

(a) General rule. (1) In order to ensure 
that the ACO continues to satisfy the 
eligibility and program requirements 
under this part, CMS monitors and as-
sesses the performance of ACOs, their 
ACO participants, and ACO providers/ 
suppliers. 

(2) CMS employs a range of methods 
to monitor and assess the performance 
of ACOs, ACO participants, and ACO 
providers/suppliers, including but not 
limited to any of the following, as ap-
propriate: 

(i) Analysis of specific financial and 
quality measurement data reported by 
the ACO as well as aggregate annual 
and quarterly reports. 

(ii) Analysis of beneficiary and pro-
vider complaints. 

(iii) Audits (including, for example, 
analysis of claims, chart review (med-
ical record), beneficiary survey re-
views, coding audits, on-site compli-
ance reviews). 

(b) Monitoring ACO avoidance of at- 
risk beneficiaries. (1) CMS may use one 
or more of the methods described in 
paragraph (a)(2) of this section (as ap-
propriate) to identify trends and pat-
terns suggesting that an ACO has 
avoided at-risk beneficiaries. The re-
sults of these analyses may subse-
quently require further investigation 
and follow-up with beneficiaries or the 
ACO and its ACO participants, ACO 
providers/suppliers, or other individ-
uals or entities performing functions or 
services related to the ACO’s activities, 
in order to substantiate cases of bene-
ficiary avoidance. 
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(2)(i) CMS, at its sole discretion, may 
take any of the pre-termination ac-
tions set forth in § 425.216(a)(1) or im-
mediately terminate, if it determines 
that an ACO, its ACO participants, any 
ACO providers/suppliers, or other indi-
viduals or entities performing func-
tions or services related to the ACO’s 
activities avoids at-risk beneficiaries. 

(ii) If CMS requires the ACO to sub-
mit a CAP, the ACO will— 

(A) Submit a CAP that addresses ac-
tions the ACO will take to ensure that 
the ACO, ACO participants, ACO pro-
viders/suppliers, or other individuals or 
entities performing functions or serv-
ices related to the ACO’s activities 
cease avoidance of at-risk bene-
ficiaries. 

(B) Not receive any shared savings 
payments during the time it is under 
the CAP. 

(C) Not be eligible to receive shared 
savings for the performance year at-
tributable to the time that neces-
sitated the CAP (the time period dur-
ing which the ACO avoided at risk 
beneficiaries). 

(iii) CMS will re-evaluate the ACO 
during and after the CAP implementa-
tion period to determine if the ACO has 
continued to avoid at-risk bene-
ficiaries. The ACO will be terminated if 
CMS determines that the ACO has con-
tinued to avoid at-risk beneficiaries 
during or after the CAP implementa-
tion period. 

(c) Monitoring ACO compliance with 
quality performance standards. To iden-
tify ACOs that are not meeting the 
quality performance standards, CMS 
will review an ACO’s submission of 
quality measurement data under 
§ 425.500 or § 425.512. CMS may request 
additional documentation from an 
ACO, ACO participants, or ACO pro-
viders/suppliers, as appropriate. If an 
ACO does not meet quality perform-
ance standards or fails to report on one 
or more quality measures, CMS will 
take the following actions: 

(1) For performance years (or a perform-
ance period) beginning on or before Janu-
ary 1, 2020. (i) The ACO may be given a 
warning for the first time it fails to 
meet the minimum attainment level 
on at least 70 percent of the measures, 
as determined under § 425.502, in one or 
more domains and may be subject to a 

CAP. CMS may forgo the issuance of 
the warning letter depending on the 
nature and severity of the noncompli-
ance and instead subject the ACO to 
actions set forth at § 425.216 or imme-
diately terminate the ACO’s participa-
tion agreement under § 425.218. 

(ii) The ACO’s compliance with the 
quality performance standards will be 
re-evaluated the following year. If the 
ACO continues to fail to meet the qual-
ity performance standard in the fol-
lowing year, the agreement will be ter-
minated. 

(iii) An ACO will not qualify to share 
in savings in any year it fails to report 
accurately, completely, and timely on 
the quality performance measures. 

(2) For performance years beginning on 
or after January 1, 2021. (i) If the ACO 
fails to meet the quality performance 
standard, CMS may take one or more 
of the actions prior to termination 
specified in § 425.216. Depending on the 
nature and severity of the noncompli-
ance, CMS may forgo pre-termination 
actions and may immediately termi-
nate the ACO’s participation agree-
ment under § 425.218. 

(ii) CMS will terminate an ACO’s par-
ticipation agreement under any of the 
following circumstances: 

(A) The ACO fails to meet the quality 
performance standard for 2 consecutive 
performance years within an agree-
ment period. 

(B) The ACO fails to meet the quality 
performance standard for any 3 per-
formance years within an agreement 
period, regardless of whether the years 
are in consecutive order. 

(C) A renewing ACO or re-entering 
ACO fails to meet the quality perform-
ance standard for the last performance 
year of the ACO’s previous agreement 
period and this occurrence was either 
the second consecutive performance 
year of failed quality performance or 
the third nonconsecutive performance 
year of failed quality performance dur-
ing the previous agreement period. 

(D) A renewing ACO or re-entering 
ACO fails to meet the quality perform-
ance standard for 2 consecutive per-
formance years across 2 agreement pe-
riods, specifically the last performance 
year of the ACO’s previous agreement 
period and the first performance year 
of the ACO’s new agreement period. 
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(d) Monitoring ACO financial perform-
ance. (1) For performance years begin-
ning on July 1, 2019 and subsequent per-
formance years, CMS determines 
whether the Medicare Parts A and B 
fee-for-service expenditures for the 
ACO’s assigned beneficiaries for the 
performance year exceed the ACO’s up-
dated benchmark by an amount equal 
to or exceeding either the ACO’s nega-
tive MSR under a one-sided model, or 
the ACO’s MLR under a two-sided 
model. 

(2) If the Medicare Parts A and B fee- 
for-service expenditures for the ACO’s 
assigned beneficiaries for the perform-
ance year exceed the ACO’s updated 
benchmark as specified in paragraph 
(d)(1) of this section, CMS may take 
any of the pre-termination actions set 
forth in § 425.216. 

(3) If the Medicare Parts A and B fee- 
for-service expenditures for the ACO’s 
assigned beneficiaries for the perform-
ance year exceed the ACO’s updated 
benchmark as specified in paragraph 
(d)(1) of this section for another per-
formance year of the agreement period, 
CMS may immediately or with advance 
notice terminate the ACO’s participa-
tion agreement under § 425.218. 

(e) Monitoring ACO eligibility for ad-
vance investment payments. (1) CMS 
monitors an ACO that receives advance 
investment payments pursuant to 
§ 425.630 for changes in its ACO partici-
pants that may cause the ACO to no 
longer meet the standards specified in 
§ 425.630(b)(3) and (4). 

(2) If CMS determines during any per-
formance year of the agreement period 
that an ACO receiving advance invest-
ment payments is experienced with 
performance-based risk Medicare ACO 
initiatives or is a high revenue ACO, 
CMS— 

(i) Will cease payment of advance in-
vestment payments, starting the quar-
ter after the ACO became experienced 
with performance-based risk Medicare 
ACO initiatives or became a high rev-
enue ACO. 

(ii) May take compliance action as 
specified in §§ 425.216 and 425.218. 

(3) If an ACO remains an ACO experi-
enced with performance-based risk 
Medicare ACO initiatives or a high rev-
enue ACO after a deadline specified by 
CMS pursuant to compliance action 

under this section, the ACO must repay 
all advance investment payments it re-
ceived. CMS will provide written noti-
fication to the ACO of the amount due 
and the ACO must pay such amount no 
later than 90 days after the receipt of 
such notification. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32840, June 9, 2015; 81 FR 80559, Nov. 15, 
2016; 83 FR 68069, Dec. 31, 2018; 85 FR 85039, 
Dec. 28, 2020; 87 FR 70233, Nov. 18, 2022] 

Subpart E—Assignment of 
Beneficiaries 

§ 425.400 General. 

(a)(1) General. CMS employs the as-
signment methodology described in 
§ 425.402 and § 425.404 for purposes of 
benchmarking, preliminary prospective 
assignment (including quarterly up-
dates), retrospective reconciliation, 
and prospective assignment. 

(i) A Medicare fee-for-service bene-
ficiary is assigned to an ACO if the— 

(A) Beneficiary meets the eligibility 
criteria under § 425.401(a); and 

(B) Beneficiary’s utilization of pri-
mary care services meets the criteria 
established under the assignment 
methodology described in § 425.402 and 
§ 425.404. 

(ii) CMS applies a step-wise process 
based on the beneficiary’s utilization of 
primary care services provided under 
Title XVIII by a physician who is an 
ACO professional during each perform-
ance year for which shared savings are 
to be determined and, with respect to 
ACOs participating in a 6-month per-
formance year during CY 2019, during 
the entirety of CY 2019 as specified in 
§ 425.609. 

(2) Preliminary prospective assignment 
with retrospective reconciliation. (i) 
Medicare assigns beneficiaries in a pre-
liminary manner at the beginning of a 
performance year based on most recent 
data available. 

(ii) Assignment will be updated quar-
terly based on the most recent 12 
months of data. 

(iii) In determining final assignment 
for a benchmark or performance year, 
CMS will exclude any services fur-
nished during the benchmark or per-
formance year that are billed through 
the TIN of an ACO participant that is 
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an ACO participant in more than one 
ACO. 

(3) Prospective assignment. (i) Medi-
care fee-for-service beneficiaries are 
prospectively assigned to an ACO at 
the beginning of each benchmark or 
performance year based on the bene-
ficiary’s use of primary care services in 
the most recent 12 months for which 
data are available, using the assign-
ment methodology described in 
§§ 425.402 and 425.404. 

(ii) Beneficiaries that are prospec-
tively assigned to an ACO under para-
graph (a)(3)(i) of this section will re-
main assigned to the ACO at the end of 
the benchmark or performance year 
unless they meet any of the exclusion 
criteria under § 425.401(b). 

(4) Assignment methodology applied to 
ACO. (i) For agreement periods begin-
ning before July 1, 2019, the applicable 
assignment methodology is determined 
based on track as specified in 
§ 425.600(a). 

(A) Preliminary prospective assign-
ment with retrospective reconciliation 
as described in paragraph (a)(2) of this 
section applies to Track 1 and Track 2 
ACOs. 

(B) Prospective assignment as de-
scribed in paragraph (a)(3) of this sec-
tion applies to Track 3 ACOs. 

(ii) For agreement periods beginning 
on July 1, 2019 and in subsequent years, 
an ACO may select the assignment 
methodology that CMS employs for as-
signment of beneficiaries under this 
subpart. 

(A) An ACO may select either of the 
following: 

(1) Preliminary prospective assign-
ment with retrospective reconciliation, 
as described in paragraph (a)(2) of this 
section. 

(2) Prospective assignment, as de-
scribed in paragraph (a)(3) of this sec-
tion. 

(B) This selection is made prior to 
the start of each agreement period, and 
may be modified prior to the start of 
each performance year as specified in 
§ 425.226. 

(b) Beneficiary assignment to an ACO 
is for purposes of determining the pop-
ulation of Medicare fee-for-service 
beneficiaries for whose care the ACO is 
accountable under subpart F of this 
part, and for determining whether an 

ACO has achieved savings under sub-
part G of this part, and in no way di-
minishes or restricts the rights of 
beneficiaries assigned to an ACO to ex-
ercise free choice in determining where 
to receive health care services. 

(c) Primary care services for purposes 
of assigning beneficiaries are identified 
by selected HCPCS/CPT codes, or rev-
enue center codes. 

(1) Primary care service codes are as 
follows: 

(i) For performance years 2012 
through 2015: 

(A) CPT codes: 
(1) 99201 through 99215. 
(2) 99304 through 99340. 
(3) 99341 through 99350. 
(B) HCPCS codes G0402 (the code for 

the Welcome to Medicare visit) and 
G0438 and G0439 (codes for the annual 
wellness visits). 

(C) Revenue center codes 0521, 0522, 
0524, and 0525 submitted by FQHCs (for 
services furnished prior to January 1, 
2011), or by RHCs. 

(ii) For performance year 2016 as fol-
lows: 

(A) CPT codes: 
(1) 99201 through 99215. 
(2) 99304 through 99340. 
(3) 99341 through 99350. 
(4) 99495, 99496, and 99490. 
(B) HCPCS codes: 
(1) G0402 (the code for the Welcome to 

Medicare visit) and 
(2) G0438 and G0439 (codes for the an-

nual wellness visits). 
(3) G0463 for services furnished in 

ETA hospitals. 
(C) Revenue center codes 0521, 0522, 

0524, and 0525 submitted by FQHCs (for 
services furnished prior to January 1, 
2011), or by RHCs. 

(iii) For performance years 2017 and 
2018 as follows: 

(A) CPT codes: 
(1) 99201 through 99215. 
(2) 99304 through 99318 (excluding 

claims including the POS 31 modifier). 
(3) 99319 through 99340. 
(4) 99341 through 99350. 
(5) 99495, 99496, and 99490. 
(B) HCPCS Codes: 
(1) G0402 (the code for the Welcome to 

Medicare visit) and 
(2) G0438 and G0439 (codes for the an-

nual wellness visits). 
(3) G0463 for services furnished in 

ETA hospitals. 
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(C) Revenue center codes 0521, 0522, 
0524, and 0525 submitted by FQHCs (for 
services furnished prior to January 1, 
2011), or by RHCs. 

(iv) For performance years (or a per-
formance period) during 2019, and per-
formance year 2020 as follows: 

(A) CPT codes: 
(1) 99201 through 99215 (codes for of-

fice or other outpatient visit for the 
evaluation and management of a pa-
tient). 

(2) 99304 through 99318 (codes for pro-
fessional services furnished in a nurs-
ing facility; services identified by these 
codes furnished in a SNF are excluded). 

(3) 99319 through 99340 (codes for pa-
tient domiciliary, rest home, or custo-
dial care visit). 

(4) 99341 through 99350 (codes for eval-
uation and management services fur-
nished in a patients’ home for claims 
identified by place of service modifier 
12). 

(5) 99487, 99489 and 99490 (codes for 
chronic care management). 

(6) 99495 and 99496 (codes for transi-
tional care management services). 

(7) 99497 and 99498 (codes for advance 
care planning). 

(8) 96160 and 96161 (codes for adminis-
tration of health risk assessment). 

(9) 99354 and 99355 (add-on codes, for 
prolonged evaluation and management 
or psychotherapy services beyond the 
typical service time of the primary 
procedure; when the base code is also a 
primary care service code under this 
paragraph (c)(1)). 

(10) 99484, 99492, 99493 and 99494 (codes 
for behavioral health integration serv-
ices). 

(B) HCPCS codes: 
(1) G0402 (the code for the Welcome to 

Medicare visit) and 
(2) G0438 and G0439 (codes for the an-

nual wellness visits). 
(3) G0463 for services furnished in 

ETA hospitals. 
(4) G0506 (code for chronic care man-

agement). 
(5) G0444 (codes for annual depression 

screening service). 
(6) G0442 (code for alcohol misuse 

screening service). 
(7) G0443 (code for alcohol misuse 

counseling service). 
(v) For the performance year starting 

on January 1, 2021: 

(A) CPT codes: 

(1) 96160 and 96161 (codes for adminis-
tration of health risk assessment). 

(2) 99201 through 99215 (codes for of-
fice or other outpatient visit for the 
evaluation and management of a pa-
tient). 

(3) 99304 through 99318 (codes for pro-
fessional services furnished in a nurs-
ing facility; professional services or 
services reported on an FQHC or RHC 
claim identified by these codes are ex-
cluded when furnished in a SNF). 

(4) 99319 through 99340 (codes for pa-
tient domiciliary, rest home, or custo-
dial care visit). 

(5) 99341 through 99350 (codes for eval-
uation and management services fur-
nished in a patient’s home for claims 
identified by place of service modifier 
12). 

(6) 99354 and 99355 (add-on codes, for 
prolonged evaluation and management 
or psychotherapy services beyond the 
typical service time of the primary 
procedure; when the base code is also a 
primary care service code under this 
paragraph (c)(1)(v)). 

(7) 99421, 99422, and 99423 (codes for 
online digital evaluation and manage-
ment). 

(8) 99439 (code for non-complex chron-
ic care management). 

(9) 99483 (code for assessment of and 
care planning for patients with cog-
nitive impairment). 

(10) 99484, 99492, 99493 and 99494 (codes 
for behavioral health integration serv-
ices). 

(11) 99487, 99489, 99490 and 99491 (codes 
for chronic care management). 

(12) 99495 and 99496 (codes for transi-
tional care management services). 

(13) 99497 and 99498 (codes for advance 
care planning; services identified by 
these codes furnished in an inpatient 
setting are excluded). 

(B) HCPCS codes: 

(1) G0402 (code for the Welcome to 
Medicare visit). 

(2) G0438 and G0439 (codes for the an-
nual wellness visits). 

(3) G0442 (code for alcohol misuse 
screening service). 

(4) G0443 (code for alcohol misuse 
counseling service). 

(5) G0444 (code for annual depression 
screening service). 
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(6) G0463 (code for services furnished 
in ETA hospitals). 

(7) G0506 (code for chronic care man-
agement). 

(8) G2010 (code for the remote evalua-
tion of patient video/images). 

(9) G2012 (code for virtual check-in). 
(10) G2058 (code for non-complex 

chronic care management). 
(11) G2064 and G2065 (codes for prin-

cipal care management services). 
(12) G2214 (code for psychiatric col-

laborative care model). 
(vi) For the performance year start-

ing on January 1, 2022 as follows: 
(A) CPT codes: 
(1) 96160 and 96161 (codes for adminis-

tration of health risk assessment). 
(2) 99201 through 99215 (codes for of-

fice or other outpatient visit for the 
evaluation and management of a pa-
tient). 

(3) 99304 through 99318 (codes for pro-
fessional services furnished in a nurs-
ing facility; professional services or 
services reported on an FQHC or RHC 
claim identified by these codes are ex-
cluded when furnished in a SNF). 

(4) 99319 through 99340 (codes for pa-
tient domiciliary, rest home, or custo-
dial care visit). 

(5) 99341 through 99350 (codes for eval-
uation and management services fur-
nished in a patient’s home for claims 
identified by place of service modifier 
12). 

(6) 99354 and 99355 (add-on codes, for 
prolonged evaluation and management 
or psychotherapy services beyond the 
typical service time of the primary 
procedure; when the base code is also a 
primary care service code under this 
paragraph (c)(1)(vi)). 

(7) 99421, 99422, and 99423 (codes for 
online digital evaluation and manage-
ment). 

(8) 99424, 99425, 99426, and 99427 (codes 
for principal care management serv-
ices). 

(9) 99437, 99487, 99489, 99490 and 99491 
(codes for chronic care management). 

(10) 99439 (code for non-complex 
chronic care management). 

(11) 99483 (code for assessment of and 
care planning for patients with cog-
nitive impairment). 

(12) 99484, 99492, 99493 and 99494 (codes 
for behavioral health integration serv-
ices). 

(13) 99495 and 99496 (codes for transi-
tional care management services). 

(14) 99497 and 99498 (codes for advance 
care planning; services identified by 
these codes furnished in an inpatient 
setting are excluded). 

(B) HCPCS codes: 
(1) G0402 (code for the Welcome to 

Medicare visit). 
(2) G0438 and G0439 (codes for the an-

nual wellness visits). 
(3) G0442 (code for alcohol misuse 

screening service). 
(4) G0443 (code for alcohol misuse 

counseling service). 
(5) G0444 (code for annual depression 

screening service). 
(6) G0463 (code for services furnished 

in ETA hospitals). 
(7) G0506 (code for chronic care man-

agement). 
(8) G2010 (code for the remote evalua-

tion of patient video/images). 
(9) G2012 and G2252 (codes for virtual 

check-in). 
(10) G2058 (code for non-complex 

chronic care management). 
(11) G2064 and G2065 (codes for prin-

cipal care management services). 
(12) G2212 (code for prolonged office 

or other outpatient visit for the eval-
uation and management of a patient). 

(13) G2214 (code for psychiatric col-
laborative care model). 

(C) Primary care service codes in-
clude any CPT code identified by CMS 
that directly replaces a CPT code spec-
ified in paragraph (c)(1)(vi)(A) of this 
section or a HCPCS code specified in 
paragraph (c)(1)(vi)(B) of this section, 
when the assignment window (as de-
fined in § 425.20) for a benchmark or 
performance year includes any day on 
or after the effective date of the re-
placement code for payment purposes 
under FFS Medicare. 

(vii) For the performance year start-
ing on January 1, 2023, and subsequent 
performance years as follows: 

(A) CPT codes: 
(1) 96160 and 96161 (codes for adminis-

tration of health risk assessment). 
(2) 99201 through 99215 (codes for of-

fice or other outpatient visit for the 
evaluation and management of a pa-
tient). 

(3) 99304 through 99318 (codes for pro-
fessional services furnished in a nurs-
ing facility; professional services or 
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services reported on an FQHC or RHC 
claim identified by these codes are ex-
cluded when furnished in a SNF). 

(4) 99319 through 99340 (codes for pa-
tient domiciliary, rest home, or custo-
dial care visit). 

(5) 99341 through 99350 (codes for eval-
uation and management services fur-
nished in a patient’s home). 

(6) 99354 and 99355 (add-on codes, for 
prolonged evaluation and management 
or psychotherapy services beyond the 
typical service time of the primary 
procedure; when the base code is also a 
primary care service code under this 
paragraph (c)(1)(vii)). 

(7) 99421, 99422, and 99423 (codes for 
online digital evaluation and manage-
ment). 

(8) 99424, 99425, 99426, and 99427 (codes 
for principal care management serv-
ices). 

(9) 99437, 99487, 99489, 99490 and 99491 
(codes for chronic care management). 

(10) 99439 (code for non-complex 
chronic care management). 

(11) 99483 (code for assessment of and 
care planning for patients with cog-
nitive impairment). 

(12) 99484, 99492, 99493 and 99494 (codes 
for behavioral health integration serv-
ices). 

(13) 99495 and 99496 (codes for transi-
tional care management services). 

(14) 99497 and 99498 (codes for advance 
care planning; services identified by 
these codes furnished in an inpatient 
setting are excluded). 

(B) HCPCS codes: 
(1) G0402 (code for the Welcome to 

Medicare visit). 
(2) G0438 and G0439 (codes for the an-

nual wellness visits). 
(3) G0442 (code for alcohol misuse 

screening service). 
(4) G0443 (code for alcohol misuse 

counseling service). 
(5) G0444 (code for annual depression 

screening service). 
(6) G0463 (code for services furnished 

in ETA hospitals). 
(7) G0506 (code for chronic care man-

agement). 
(8) G2010 (code for the remote evalua-

tion of patient video/images). 
(9) G2012 and G2252 (codes for virtual 

check-in). 
(10) G2058 (code for non-complex 

chronic care management). 

(11) G2064 and G2065 (codes for prin-
cipal care management services). 

(12) G0317, G0318, and G2212 (codes for 
prolonged office or other outpatient 
visit for the evaluation and manage-
ment of a patient). 

(13) G2214 (code for psychiatric col-
laborative care model). 

(14) G3002 and G3003 (codes for chron-
ic pain management). 

(C) Primary care service codes in-
clude any CPT code identified by CMS 
that directly replaces a CPT code spec-
ified in paragraph (c)(1)(vii)(A) of this 
section or a HCPCS code specified in 
paragraph (c)(1)(vii)(B) of this section, 
when the assignment window (as de-
fined in § 425.20) for a benchmark or 
performance year includes any day on 
or after the effective date of the re-
placement code for payment purposes 
under FFS Medicare. 

(2)(i) Except as otherwise specified in 
paragraph (c)(2)(i)(A)(2) of this section, 
when the assignment window (as de-
fined in § 425.20) for a benchmark or 
performance year includes any 
month(s) during the COVID–19 Public 
Health Emergency defined in § 400.200 of 
this chapter, in determining bene-
ficiary assignment, we use the primary 
care service codes identified in para-
graph (c)(1) of this section, and addi-
tional primary care service codes as 
follows: 

(A) CPT codes: 
(1) 99421, 99422, and 99423 (codes for 

online digital evaluation and manage-
ment services). 

(2) 99441, 99442, and 99443 (codes for 
telephone evaluation and management 
services). These codes are used in de-
termining beneficiary assignment as 
specified in paragraphs (c)(2)(i) and (ii) 
of this section and until they are no 
longer payable under Medicare fee-for- 
service payment policies as specified 
under section 1834(m) of the Act and 
§§ 410.78 and 414.65 of this subchapter. 

(B) HCPCS codes: 
(1) G2010 (code for the remote evalua-

tion of patient video/images). 
(2) G2012 (code for virtual check-in). 
(ii) Except as otherwise specified in 

paragraph (c)(2)(i)(A)(2) of this section, 
the additional primary care service 
codes specified in paragraph (c)(2)(i) of 
this section are applicable to all 
months of the assignment window (as 
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defined in § 425.20), when the assign-

ment window includes any month(s) 

during the COVID–19 Public Health 
Emergency defined in § 400.200 of this 
chapter. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 

FR 32840, June 9, 2015; 82 FR 53369, Nov. 15, 

2017; 83 FR 60092, Nov. 23, 2018; 83 FR 68069, 

Dec. 31, 2018; 85 FR 27625, May 8, 2020; 85 FR 

85040, Dec. 28, 2020; 86 FR 65684, Nov. 19, 2021; 

87 FR 70233, Nov. 18, 2022] 

§ 425.401 Criteria for a beneficiary to 
be assigned to an ACO. 

(a) A beneficiary may be assigned to 
an ACO under the assignment method-
ology in §§ 425.402 and 425.404, for a per-
formance or benchmark year, if the 
beneficiary meets all of the following 
criteria during the assignment window: 

(1)(i) Has at least 1 month of Part A 
and Part B enrollment; and 

(ii) Does not have any months of Part 
A only or Part B only enrollment. 

(2) Does not have any months of 
Medicare group (private) health plan 
enrollment. 

(3) Is not assigned to any other Medi-
care shared savings initiative. 

(4) Lives in the United States or U.S. 
territories and possessions, based on 
the most recent available data in our 
beneficiary records regarding the bene-
ficiary’s residence at the end of the as-
signment window. 

(b) A beneficiary is excluded from the 
prospective assignment list of an ACO 
that is participating under prospective 
assignment under § 425.400(a)(3) at the 
end of a performance or benchmark 
year and quarterly during each per-
formance year consistent with 
§ 425.400(a)(3)(ii), or at the end of CY 
2019 as specified in § 425.609(b)(1)(ii) and 
(c)(1)(ii) if the beneficiary meets any of 
the following criteria during the per-
formance or benchmark year: 

(1)(i) Does not have at least 1 month 
of Part A and Part B enrollment; and 

(ii) Has any months of Part A only or 
Part B only enrollment. 

(2) Has any months of Medicare group 
(private) health plan enrollment. 

(3) Did not live in the United States 
or U.S. territories and possessions, 
based on the most recent available 
data in our beneficiary records regard-

ing the beneficiary’s residency at the 
end of the year. 

[80 FR 32840, June 9, 2015, as amended at 83 
FR 60093, Nov. 23, 2018; 83 FR 68069, Dec. 31, 
2018] 

§ 425.402 Basic assignment method-
ology. 

(a) For performance years 2012 
through 2015, CMS employs the fol-
lowing step-wise methodology to assign 
Medicare beneficiaries to an ACO after 
identifying all patients that had at 
least one primary care service with a 
physician who is an ACO professional 
of that ACO: 

(1)(i) Identify all primary care serv-
ices rendered by primary care physi-
cians during one of the following: 

(A) The most recent 12 months (for 
purposes of preliminary prospective as-
signment and quarterly updates to the 
preliminary prospective assignment). 

(B) The performance year (for pur-
poses of final assignment). 

(ii) The beneficiary is assigned to an 
ACO if the allowed charges for primary 
care services furnished to the bene-
ficiary by all the primary care physi-
cians who are ACO professionals in the 
ACO are greater than the allowed 
charges for primary care services fur-
nished by primary care physicians who 
are— 

(A) ACO professionals in any other 
ACO; and 

(B) Not affiliated with any ACO and 
identified by a Medicare-enrolled TIN. 

(2) The second step considers the re-
mainder of the beneficiaries who have 
received at least one primary care 
service from an ACO physician, but 
who have not had a primary care serv-
ice rendered by any primary care phy-
sician, either inside or outside the 
ACO. The beneficiary will be assigned 
to an ACO if the allowed charges for 
primary care services furnished to the 
beneficiary by all ACO professionals in 
the ACO are greater than the allowed 
charges for primary care services fur-
nished by— 

(i) All ACO professionals in any other 
ACO; and 

(ii) Other physicians, nurse practi-
tioners, physician assistants, clinical 
nurse specialists who are unaffiliated 
with an ACO and are identified by a 
Medicare-enrolled TIN. 
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(b) For performance year 2016 and 
subsequent performance years, CMS 
employs the following step-wise meth-
odology to assign Medicare fee-for- 
service beneficiaries to an ACO based 
on available claims information: 

(1) Identify all beneficiaries that had 
at least one primary care service with 
a physician who is an ACO professional 
in the ACO and who is a primary care 
physician as defined under § 425.20 or 
who has one of the primary specialty 
designations included in paragraph (c) 
of this section. 

(2) Identify all primary care services 
furnished to beneficiaries identified in 
paragraph (b)(1) of this section by ACO 
professionals of that ACO who are pri-
mary care physicians as defined under 
§ 425.20, non-physician ACO profes-
sionals, and physicians with specialty 
designations included in paragraph (c) 
of this section during the applicable as-
signment window. 

(3) Under the first step, a beneficiary 
identified in paragraph (b)(1) of this 
section is assigned to an ACO if the al-
lowed charges for primary care services 
furnished to the beneficiary by primary 
care physicians who are ACO profes-
sionals and non-physician ACO profes-
sionals in the ACO are greater than the 
allowed charges for primary care serv-
ices furnished by primary care physi-
cians, nurse practitioners, physician 
assistants, and clinical nurse special-
ists who are— 

(i) ACO professionals in any other 
ACO; or 

(ii) Not affiliated with any ACO and 
identified by a Medicare-enrolled bill-
ing TIN. 

(4) The second step considers the re-
mainder of the beneficiaries identified 
in paragraph (b)(1) of this section who 
have not had a primary care service 
rendered by any primary care physi-
cian, nurse practitioner, physician as-
sistant, or clinical nurse specialist, ei-
ther inside the ACO or outside the 
ACO. The beneficiary will be assigned 
to an ACO if the allowed charges for 
primary care services furnished to the 
beneficiary by physicians who are ACO 
professionals with specialty designa-
tions as specified in paragraph (c) of 
this section are greater than the al-
lowed charges for primary care services 
furnished by physicians with specialty 

designations as specified in paragraph 
(c) of this section— 

(i) Who are ACO professionals in any 
other ACO; or 

(ii) Who are unaffiliated with an ACO 
and are identified by a Medicare-en-
rolled billing TIN. 

(c) ACO professionals considered in 
the second step of the assignment 
methodology in paragraph (b)(4) of this 
section include physicians who have 
one of the following primary specialty 
designations: 

(1) Cardiology. 
(2) Osteopathic manipulative medi-

cine. 
(3) Neurology. 
(4) Obstetrics/gynecology. 
(5) Sports medicine. 
(6) Physical medicine and rehabilita-

tion. 
(7) Psychiatry. 
(8) Geriatric psychiatry. 
(9) Pulmonary disease. 
(10) Nephrology. 
(11) Endocrinology. 
(12) Multispecialty clinic or group 

practice. 
(13) Addiction medicine. 
(14) Hematology. 
(15) Hematology/oncology. 
(16) Preventive medicine. 
(17) Neuropsychiatry. 
(18) Medical oncology. 
(19) Gynecology/oncology. 
(d) When considering services fur-

nished by ACO professionals in teach-
ing hospitals that have elected under 
§ 415.160 of this subchapter to receive 
payment on a reasonable cost basis for 
the direct medical and surgical serv-
ices of their physicians in the assign-
ment methodology under paragraph (b) 
of this section, CMS uses an estimated 
amount based on the amounts payable 
under the physician fee schedule for 
similar services in the geographic loca-
tion of the teaching hospital as a proxy 
for the amount of the allowed charges 
for the service. 

(e) For performance year 2018 and 
subsequent performance years, if a sys-
tem is available to allow a beneficiary 
to designate a provider or supplier as 
responsible for coordinating their over-
all care and for CMS to process the des-
ignation electronically, CMS will sup-
plement the claims-based assignment 
methodology described in this section 
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with information provided by bene-
ficiaries regarding the provider or sup-
plier they consider responsible for co-
ordinating their overall care. Such des-
ignations must be made in the form 
and manner and by a deadline deter-
mined by CMS. 

(1) Notwithstanding the assignment 
methodology under paragraph (b) of 
this section, beneficiaries who des-
ignate an ACO professional partici-
pating in an ACO as responsible for co-
ordinating their overall care are pro-
spectively assigned to that ACO, re-
gardless of track, annually at the be-
ginning of each benchmark and per-
formance year based on available data 
at the time assignment lists are deter-
mined for the benchmark and perform-
ance year. 

(2) Beneficiaries are added to the 
ACO’s list of assigned beneficiaries if 
all of the following conditions are sat-
isfied: 

(i) For performance year 2018: 
(A) The beneficiary must have had at 

least one primary care service during 
the assignment window as defined 
under § 425.20 with a physician who is 
an ACO professional in the ACO who is 
a primary care physician as defined 
under § 425.20 or who has one of the pri-
mary specialty designations included 
in paragraph (c) of this section. 

(B) The beneficiary meets the eligi-
bility criteria established at § 425.401(a) 
and must not be excluded by the cri-
teria at § 425.401(b). The exclusion cri-
teria at § 425.401(b) apply for purposes 
of determining beneficiary eligibility 
for alignment to ACOs under all tracks 
based on the beneficiary’s designation 
of an ACO professional as responsible 
for coordinating their overall care 
under paragraph (e) of this section. 

(C) The beneficiary must have des-
ignated an ACO professional who is a 
primary care physician as defined at 
§ 425.20, a physician with a specialty 
designation included at paragraph (c) 
of this section, or a nurse practitioner, 
physician assistant, or clinical nurse 
specialist as responsible for coordi-
nating their overall care. 

(D) If a beneficiary has designated a 
provider or supplier outside the ACO 
who is a primary care physician as de-
fined at § 425.20, a physician with a spe-
cialty designation included at para-

graph (c) of this section, or a nurse 
practitioner, physician assistant, or 
clinical nurse specialist, as responsible 
for coordinating their overall care, the 
beneficiary is not added to the ACO’s 
list of assigned beneficiaries under the 
assignment methodology in paragraph 
(b) of this section. 

(ii) For performance years starting 
on January 1, 2019, and subsequent per-
formance years: 

(A) The beneficiary meets the eligi-
bility criteria established at § 425.401(a) 
and must not be excluded by the cri-
teria at § 425.401(b). The exclusion cri-
teria at § 425.401(b) apply for purposes 
of determining beneficiary eligibility 
for alignment to an ACO based on the 
beneficiary’s designation of an ACO 
professional as responsible for coordi-
nating their overall care under para-
graph (e) of this section, regardless of 
the ACO’s assignment methodology se-
lection under § 425.400(a)(4)(ii). 

(B) The beneficiary must have des-
ignated an ACO professional as respon-
sible for coordinating their overall 
care. 

(C) If a beneficiary has designated a 
provider or supplier outside the ACO as 
responsible for coordinating their over-
all care, the beneficiary is not added 
under the assignment methodology in 
paragraph (b) of this section to the 
ACO’s list of assigned beneficiaries for 
a 12-month performance year or the 
ACO’s list of assigned beneficiaries for 
a 6-month performance year, which is 
based on the entire CY 2019 as provided 
in § 425.609. 

(D) The beneficiary is not assigned to 
an entity participating in a model test-
ed or expanded under section 1115A of 
the Act under which claims-based as-
signment is based solely on claims for 
services other than primary care serv-
ices and for which there has been a de-
termination by the Secretary that 
waiver of the requirement in section 
1899(c)(2)(B) of the Act is necessary 
solely for purposes of testing the 
model. 

(3) The ACO, ACO participants, ACO 
providers/suppliers, ACO professionals, 
and other individuals or entities per-
forming functions and services related 
to ACO activities are prohibited from 
providing or offering gifts or other re-
muneration to Medicare beneficiaries 
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as inducements for influencing a Medi-
care beneficiary’s decision to designate 
or not to designate an ACO profes-
sional under paragraph (e) of this sec-
tion. The ACO, ACO participants, ACO 
providers/suppliers, ACO professionals, 
and other individuals or entities per-
forming functions and services related 
to ACO activities must not, directly or 
indirectly, commit any act or omis-
sion, nor adopt any policy that coerces 
or otherwise influences a Medicare 
beneficiary’s decision to designate or 
not to designate an ACO professional 
as responsible for coordinating their 
overall care under paragraph (e) of this 
section, including but not limited to 
the following: 

(i) Offering anything of value to the 
Medicare beneficiary as an inducement 
to influence the Medicare beneficiary’s 
decision to designate or not to des-
ignate an ACO professional as respon-
sible for coordinating their overall care 
under paragraph (e) of this section. 
Any items or services provided in vio-
lation of paragraph (e)(3) of this sec-
tion are not considered to have a rea-
sonable connection to the medical care 
of the beneficiary, as required under 
§ 425.304(b)(1). 

(ii) Withholding or threatening to 
withhold medical services or limiting 
or threatening to limit access to care. 

(f) For performance year 2023 and 
subsequent performance years, CMS 
employs the following process to iden-
tify services furnished by FQHCs, 
RHCs, Method II CAHs, and ETA hos-
pitals for purposes of the beneficiary 
assignment methodology under this 
section. 

(1) Prior to the start of the perform-
ance year and periodically during the 
performance year, CMS will determine 
the CCNs for all FQHCs, RHCs, Method 
II CAHs, and ETA hospitals enrolled 
under the TIN of an ACO participant, 
including all CCNs with an active en-
rollment in Medicare and all CCNs with 
a deactivated enrollment status. 

(2) CMS uses the CCNs identified in 
paragraph (f)(1) of this section in deter-
mining assignment for the performance 
year. 

(3) CMS accounts for changes in CCN 
enrollment status during the perform-
ance year as follows: 

(i) If a CCN with no prior Medicare 
claims experience enrolls under the 
TIN of an ACO participant after the 
ACO certifies its ACO participant list 
for a performance year as required 
under § 425.118(a)(3), CMS will consider 
services furnished by that CCN in de-
termining beneficiary assignment to 
the ACO for the applicable performance 
year for ACOs under preliminary pro-
spective assignment with retrospective 
reconciliation. 

(ii) Services furnished by a CCN with 
a deactivated enrollment status that is 
enrolled under an ACO participant at 
the start of a performance year will be 
considered in determining beneficiary 
assignment to the ACO for the applica-
ble performance year or benchmark 
year. 

(iii) If a CCN enrolled under the TIN 
of an ACO participant at the start of 
the performance year enrolls under a 
different TIN during a performance 
year, CMS will continue to treat serv-
ices billed by the CCN as services fur-
nished by the ACO participant it was 
enrolled under at the start of the per-
formance year for purposes of deter-
mining beneficiary assignment to the 
ACO for the applicable performance 
year. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 

FR 32841, June 9, 2015; 80 FR 71386, Nov. 16, 

2015; 81 FR 80559, Nov. 15, 2016; 83 FR 60093, 

Nov. 23, 2018; 83 FR 68069, Dec. 31, 2018; 87 FR 

70234, Nov. 18, 2022] 

§ 425.404 Special assignment condi-
tions for ACOs including FQHCs 
and RHCs. 

CMS assigns beneficiaries to ACOs 
based on services furnished in FQHCs 
or RHCs or both consistent with the 
general assignment methodology in 
§ 425.402, with special conditions: 

(a) For performance years 2012 
through 2018— 

(1) Such ACOs are required to iden-
tify, through an attestation, physi-
cians who directly provide primary 
care services in each FQHC or RHC 
that is an ACO participant and/or ACO 
provider/supplier in the ACO. 

(2) Under the assignment method-
ology in § 425.402, CMS treats a service 
reported on an FQHC/RHC claim as a 
primary care service— 
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(i) If the claim includes a HCPCS or 
revenue center code that meets the def-
inition of primary care services under 
§ 425.20; 

(ii) Performed by a primary care phy-
sician if the NPI of a physician identi-
fied in the attestation provided under 
paragraph (a)(1) of this section is re-
ported on the claim for a primary care 
service (as described in paragraph 
(a)(2)(i) of this section) as the attend-
ing provider; and 

(iii) Performed by a non-physician 
ACO professional if the NPI reported 
on the claim for a primary care service 
(as described in paragraph (a)(2)(i) of 
this section) as the attending provider 
is an ACO professional but is not iden-
tified in the attestation provided under 
paragraph (a)(1) of this section. 

(b) For performance years starting on 
January 1, 2019, and subsequent per-
formance years, under the assignment 
methodology in § 425.402, CMS treats a 
service reported on an FQHC/RHC 
claim as a primary care service per-
formed by a primary care physician. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 

FR 32841, June 9, 2015; 82 FR 53369, Nov. 15, 

2017; 83 FR 60093, Nov. 23, 2018] 

Subpart F—Quality Performance 
Standards and Reporting 

§ 425.500 Measures to assess the qual-
ity of care furnished by an ACO for 
performance years (or a perform-
ance period) beginning on or before 
January 1, 2020. 

(a) General. CMS establishes quality 
performance measures to assess the 
quality of care furnished by the ACO. If 
the ACO demonstrates to CMS that it 
has satisfied the quality performance 
requirements in this subpart, and the 
ACO meets all other applicable require-
ments, the ACO is eligible for shared 
savings. 

(b) Selecting measures. (1) CMS selects 
the measures designated to determine 
an ACO’s success in promoting the 
aims of better care for individuals, bet-
ter health for populations, and lower 
growth in expenditures. 

(2) CMS designates the measures for 
use in the calculation of the quality 
performance standard. 

(3) CMS seeks to improve the quality 

of care furnished by ACOs over time by 

specifying higher standards, new meas-

ures, or both. 

(c) ACOs must submit data on the 

measures determined under paragraph 

(b) of this section according to the 

method of submission established by 

CMS. 

(d) Patient experience of care survey. 

(1) For performance years (or a per-

formance period) beginning in 2014 

through 2019, ACOs must select a CMS- 

certified vendor to administer the sur-

vey and report the results accordingly. 

(2) For performance year 2020, CMS 

waives the CAHPS for ACOs reporting 

requirement and will assign all ACOs 

automatic credit for the CAHPS for 

ACOs survey measures. 

(e) Audit and validation of data. CMS 

retains the right to audit and validate 

quality data reported by an ACO. 

(1) In an audit, the ACO will provide 

beneficiary medical records data if re-

quested by CMS. 

(2) If, at the conclusion of the audit 

process the overall audit match rate 

between the quality data reported and 

the medical records provided under 

paragraph (e)(1) of this section is less 

than 80 percent, absent unusual cir-

cumstances, CMS will adjust the ACO’s 

overall quality score proportional to 

the ACO’s audit performance. 

(3) If, at the conclusion of the audit 

process CMS determines there is an 

audit match rate of less than 90 per-

cent, the ACO may be required to sub-

mit a CAP under § 425.216 for CMS ap-

proval. 

(f) Failure to report quality measure 

data accurately, completely, and time-

ly (or to timely correct such data) may 

subject the ACO to termination or 

other sanctions, as described in 

§§ 425.216 and 425.218. 

[76 FR 67973, Nov. 2, 2011, as amended at 81 

FR 80559, Nov. 15, 2016; 82 FR 53370, Nov. 15, 

2017; 85 FR 85040, Dec. 28, 2020] 

EDITORIAL NOTE: At 82 FR 53370, Nov. 15, 

2017, § 425.500 was amended; however, a por-

tion of the amendment could not be incor-

porated due to inaccurate amendatory in-

struction. 
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§ 425.502 Calculating the ACO quality 
performance score for performance 
years (or a performance period) be-
ginning on or before January 1, 
2020. 

(a) Establishing a quality performance 
standard. CMS designates the quality 
performance standard in each perform-
ance year. The quality performance 
standard is the overall standard the 
ACO must meet in order to be eligible 
for shared savings. 

(1) For the first performance year of 
an ACO’s first agreement period, CMS 
defines the quality performance stand-
ard at the level of complete and accu-
rate reporting for all quality measures. 

(2) During subsequent performance 
years of the ACO’s first agreement pe-
riod, the quality performance standard 
will be phased in such that the ACO 
must continue to report all measures 
but the ACO will be assessed on per-
formance based on the quality perform-
ance benchmark and minimum attain-
ment level of all measures. 

(3) Under the quality performance 
standard for each performance year of 
an ACO’s subsequent agreement period, 
the ACO must continue to report on all 
measures but the ACO will be assessed 
on performance based on the quality 
performance benchmark and minimum 
attainment level of all measures. 

(4) A newly introduced measure is set 
at the level of complete and accurate 
reporting for the first two reporting pe-
riods, the measure is required. For sub-
sequent reporting periods, the quality 
performance standard for the measure 
will be assessed according to the phase- 
in schedule for the measure. 

(5) CMS reserves the right to redesig-
nate a measure as pay for reporting 
when the measure owner determines 
the measure no longer aligns with clin-
ical practice or causes patient harm, or 
when there is a determination under 
the Quality Payment Program that the 
measure has undergone a substantive 
change. 

(b) Establishing a performance bench-
mark and minimum attainment level for 
measures. (1) CMS designates a perform-
ance benchmark and minimum attain-
ment level for each measure, and es-
tablishes a point scale for the meas-
ures. 

(2)(i) CMS will define the quality 

benchmarks using fee-for-service Medi-

care data. 

(ii) CMS will set benchmarks using 
flat percentages when the 60th per-
centile is equal to or greater than 80.00 
percent, or when the 90th percentile is 
equal to or greater than 95 percent. 

(iii) CMS reserves the right to use 
flat percentages for other measures 
when CMS determines that fee-for- 
service Medicare data are unavailable, 
inadequate, or unreliable to set the 
quality benchmarks. 

(3) The minimum attainment level 
for pay for performance measures is set 
at 30 percent or the 30th percentile of 
the performance benchmark. The min-
imum attainment level for pay for re-
porting measures is set at the level of 
complete and accurate reporting. 

(4)(i) CMS will update the quality 
performance benchmarks every 2 years. 

(ii) For newly introduced measures 
that transition to pay for performance 
in the second year of the 2-year 
benchmarking cycle, the benchmark 
will be established for that year and 
updated along with the other measures 
at the start of the next 2-year 
benchmarking cycle. 

(iii) CMS will use up to three years of 
data, as available, to set the bench-
mark for each quality measure. 

(c) Methodology for calculating a per-
formance score for each measure. (1) Per-
formance below the minimum attain-
ment level for a measure will receive 
zero points for that measure. 

(2) Performance equal to or greater 
than the minimum attainment level 
for a pay-for-performance measure will 
receive points on a sliding scale based 
on the level of performance. 

(3) Those measures designated as all 
or nothing measures will receive the 
maximum available points if all cri-
teria are met and zero points if one or 
more of the criteria are not met. 

(4) Performance at or above 90 per-
cent or the 90th percentile of the per-
formance benchmark earns the max-
imum points available for the measure. 

(5) Performance equal to or greater 
than the minimum attainment level 
for pay-for-reporting measures will re-
ceive the maximum available points. 
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(d) Establishing quality requirements 
for domains. (1) CMS groups individual 
measures into four domains: 

(i) Patient/care giver experience. 
(ii) Care coordination/Patient safety. 
(iii) Preventative health. 
(iv) At-risk population. 
(2) To satisfy quality requirements 

for a domain: 
(i) The ACO must report all measures 

within a domain. 
(ii) CMS may take the compliance 

actions described in § 425.216 for ACOs 
exhibiting poor performance on a do-
main, as determined by CMS under 
§ 425.316. 

(iii)(A) If the ACO achieves the min-
imum attainment level for at least one 
measure in each of the four domains, 
and also satisfies the requirements for 
realizing shared savings under subpart 
G of this part, the ACO may receive the 
proportion of those shared savings for 
which it qualifies. 

(B) If an ACO fails to achieve the 
minimum attainment level on all 
measures in a domain, it will not be el-
igible to share in any savings gen-
erated. 

(e) Methodology for calculating the 
ACO’s overall performance score. (1) CMS 
scores individual measures and deter-
mines the corresponding number of 
points that may be earned based on the 
ACO’s performance. 

(2) CMS adds the points earned for 
the individual measures within the do-
main and divides by the total points 
available for the domain to determine 
the domain score. 

(3) Domains are weighted equally and 
scores averaged to determine the ACO’s 
overall performance score and sharing 
rate. 

(4)(i) ACOs that demonstrate quality 
improvement on established quality 
measures from year to year will be eli-
gible for up to 4 bonus points per do-
main. 

(ii) Bonus points are awarded based 
on an ACO’s net improvement in meas-
ures within a domain, which is cal-
culated by determining the total num-
ber of significantly improved measures 
and subtracting the total number of 
significantly declined measures. 

(iii) Up to four bonus points are 
awarded based on a comparison of the 
ACO’s net improvement in performance 

on the measures for the domain to the 
total number of individual measures in 
the domain. 

(iv) When bonus points are added to 
points earned for the quality measures 
in the domain, the total points re-
ceived for the domain may not exceed 
the maximum total points for the do-
main in the absence of the quality im-
provement measure. 

(v) If an ACO renews its participation 
agreement for a subsequent agreement 
period, quality improvement will be 
measured based on a comparison be-
tween performance in the first year of 
the new agreement period and perform-
ance in the last year of the previous 
agreement period. 

(vi) For performance year 2017 and 
subsequent performance years, if an 
ACO receives the mean Shared Savings 
Program ACO quality score based on 
the extreme and uncontrollable cir-
cumstances policies in paragraph (f) of 
this section, the ACO is not eligible for 
bonus points awarded based on quality 
improvement. 

(vii) For performance year 2017 and 
subsequent performance years, if an 
ACO receives the mean Shared Savings 
Program ACO quality score under para-
graph (f) of this section, in the next 
performance year for which the ACO 
receives a quality performance score 
based on its own quality reporting, 
quality improvement is measured 
based on a comparison between the per-
formance in that year and the most re-
cently available prior performance 
year in which the ACO reported qual-
ity. 

(f) Extreme and uncontrollable cir-
cumstances. For performance year 2017 
and subsequent performance years, in-
cluding the applicable quality data re-
porting period for the performance 
year, CMS uses an alternative ap-
proach to calculating the quality score 
for ACOs affected by extreme and un-
controllable circumstances instead of 
the methodology specified in para-
graphs (a) through (e) of this section as 
follows: 

(1) CMS determines the ACO was af-
fected by an extreme and uncontrol-
lable circumstance based on either of 
the following: 

(i) Twenty percent or more of the 
ACO’s assigned beneficiaries reside in 
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an area identified under the Quality 
Payment Program as being affected by 
an extreme and uncontrollable cir-
cumstance. 

(A) Assignment is determined under 
subpart E of this part. 

(B) In making this determination for 
performance year 2017, CMS uses the 
final list of beneficiaries assigned to 
the ACO for the performance year. For 
performance year 2018 and subsequent 
performance years, CMS uses the list of 
assigned beneficiaries used to generate 
the Web Interface quality reporting 
sample. 

(ii) The ACO’s legal entity is located 
in an area identified under the Quality 
Payment Program as being affected by 
an extreme and uncontrollable cir-
cumstance. An ACO’s legal entity loca-
tion is based on the address on file for 
the ACO in CMS’ ACO application and 
management system. 

(2) If CMS determines the ACO meets 
the requirements of paragraph (f)(1) of 
this section, CMS calculates the ACO’s 
quality score as follows: 

(i) The ACO’s minimum quality per-
formance score is set to equal the mean 
quality performance score for all 
Shared Savings Program ACOs for the 
relevant performance year. 

(ii) If the ACO completely and accu-
rately reports all quality measures, 
CMS uses the higher of the ACO’s qual-
ity performance score or the mean 
quality performance score for all 
Shared Savings Program ACOs. 

(3) CMS applies determinations made 
under the Quality Payment Program 
with respect to— 

(i) Whether an extreme and uncon-
trollable circumstance has occurred; 
and 

(ii) The affected areas. 
(4) CMS has sole discretion to deter-

mine the time period during which an 
extreme and uncontrollable cir-
cumstance occurred, the percentage of 
the ACO’s assigned beneficiaries resid-
ing in the affected areas, and the loca-
tion of the ACO legal entity. 

[76 FR 67973, Nov. 2, 2011, as amended at 78 
FR 74823, Dec. 10, 2013; 79 FR 68008, Nov. 13, 
2014; 80 FR 71386, Nov. 16, 2015; 81 FR 80560, 
Nov. 15, 2016; 82 FR 53370, Nov. 15, 2017; 82 FR 
60918, Dec. 26, 2017; 83 FR 60093, Nov. 23, 2018; 
83 FR 68069, Dec. 31, 2018; 85 FR 19291, Apr. 6, 
2020; 85 FR 85040, Dec. 28, 2020] 

§ 425.504 Incorporating reporting re-
quirements related to the Physician 
Quality Reporting System Incentive 
and Payment Adjustment. 

(a) Physician quality reporting system. 
(1) ACOs, on behalf of eligible profes-
sionals who bill under the TIN of an 
ACO participant, must submit the 
measures determined under § 425.500 
using a CMS web interface, to qualify 
on behalf of their eligible professionals 
for the Physician Quality Reporting 
System incentive under the Shared 
Savings Program. 

(2)(i) Eligible professionals who bill 
under the TIN of an ACO participant 
within an ACO may only participate 
under their ACO participant TIN as a 
group practice under the Physician 
Quality Reporting System Group Prac-
tice Reporting Option of the Shared 
Savings Program for purposes of re-
ceiving an incentive payment under 
the Physician Quality Reporting Sys-
tem. 

(ii) Under the Shared Savings Pro-
gram, an ACO, on behalf of eligible pro-
fessionals who bill under the TIN of an 
ACO participant must satisfactorily re-
port the measures determined under 
Subpart F of this part during the re-
porting period according to the method 
of submission established by CMS 
under the Shared Savings Program in 
order to receive a Physician Quality 
Reporting System incentive under the 
Shared Savings Program. 

(3) If eligible professionals who bill 
under the TIN of an ACO participant 
within an ACO qualify for a Physician 
Quality Reporting System incentive 
payment, each ACO participant TIN, 
on behalf of its ACO supplier/provider 
participants who are eligible profes-
sionals, will receive an incentive, for 
those years an incentive is available, 
based on the allowed charges under the 
Physician Fee Schedule for that TIN. 

(4) ACO participant TINs and indi-
vidual eligible professionals who bill 
under the TIN of an ACO participant 
cannot earn a Physician Quality Re-
porting System incentive outside of 
the Medicare Shared Savings Program. 

(5) The Physician Quality Reporting 
System incentive under the Medicare 
Shared Savings Program is equal to 0.5 
percent of the Secretary’s estimate of 
the ACO’s eligible professionals’ total 



1142 

42 CFR Ch. IV (10–1–23 Edition) § 425.504 

Medicare Part B Physician Fee Sched-
ule allowed charges for covered profes-
sional services furnished during the 
calendar year reporting period from 
January 1 through December 31, for 
years 2012 through 2014. 

(b) Physician Quality Reporting System 
payment adjustment for 2015. (1) ACOs, 
on behalf of eligible professionals who 
bill under the TIN of an ACO partici-
pant, must submit one of the ACO 
GPRO measures determined under 
§ 425.500 using a CMS web interface, to 
satisfactorily report on behalf of their 
eligible professionals for purposes of 
the 2015 Physician Quality Reporting 
System payment adjustment under the 
Shared Savings Program. 

(2)(i) Eligible professionals who bill 
under the TIN of an ACO participant 
within an ACO may only participate 
under their ACO participant TIN as a 
group practice under the Physician 
Quality Reporting System Group Prac-
tice Reporting Option of the Shared 
Savings Program for purposes of the 
2015 Physician Quality Reporting Sys-
tem payment adjustment under the 
Shared Savings Program. 

(ii) Under the Shared Savings Pro-
gram, an ACO, on behalf of eligible pro-
fessionals who bill under the TIN of an 
ACO participant, must satisfactorily 
report one of the measures determined 
under Subpart F of this part during the 
reporting period for a year, as defined 
in paragraph (b)(6) of this section, ac-
cording to the method of submission 
established by CMS under the Shared 
Savings Program for purposes of the 
2015 Physician Quality Reporting Sys-
tem payment adjustment. 

(3) If an ACO, on behalf of eligible 
professionals who bill under the TIN of 
an ACO participant, does not satisfac-
torily report for purposes of a 2015 Phy-
sician Quality Reporting System pay-
ment adjustment, each eligible profes-
sional who bills under the TIN of an 
ACO participant, will receive a pay-
ment adjustment, as described in para-
graph (b)(5) of this section. 

(4) ACO participant TINs and indi-
vidual eligible professionals who bill 
under the TIN of an ACO participant 
cannot satisfactorily report for pur-
poses of a 2015 Physician Quality Re-
porting System payment adjustment 

outside of the Medicare Shared Savings 
Program. 

(5) For eligible professionals subject 
to the 2015 Physician Quality Report-
ing System payment adjustment under 
the Medicare Shared Savings Program, 
the Medicare Part B Physician Fee 
Schedule amount for covered profes-
sional services furnished during the 
program year is equal to the applicable 
percent of the Medicare Part B Physi-
cian Fee Schedule amount that would 
otherwise apply to such services under 
section 1848 of the Act. 

(i) The applicable percent for 2015 is 
98.5 percent. 

(ii) The applicable percent for 2016 
and subsequent years is 98.0 percent. 

(6) The reporting period for a year is 
the calendar year from January 1 
through December 31 that occurs 2 
years prior to the program year in 
which the payment adjustment is ap-
plied. 

(c) Physician Quality Reporting System 
payment adjustment for 2016. (1) ACOs, 
on behalf of eligible professionals who 
bill under the TIN of an ACO partici-
pant, must submit all of the ACO 
GPRO measures determined under 
§ 425.500 using a CMS web interface, to 
satisfactorily report on behalf of their 
eligible professionals for purposes of 
the Physician Quality Reporting Sys-
tem payment adjustment under the 
Shared Savings Program for 2016. 

(2) Eligible professionals who bill 
under the TIN of an ACO participant 
within an ACO may only participate 
under their ACO participant TIN as a 
group practice under the Physician 
Quality Reporting System Group Prac-
tice Reporting Option of the Shared 
Savings Program for purposes of the 
Physician Quality Reporting System 
payment adjustment under the Shared 
Savings Program for 2016 and subse-
quent years. 

(3) If an ACO, on behalf of eligible 
professionals who bill under the TIN of 
an ACO participant, does not satisfac-
torily report for purposes of the Physi-
cian Quality Reporting System pay-
ment adjustment for 2016 and subse-
quent years, each eligible professional 
who bills under the TIN of an ACO par-
ticipant, will receive a payment adjust-
ment, as described in § 414.90(e) of this 
chapter. 
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(4) For eligible professionals subject 
to the Physician Quality Reporting 
System payment adjustment under the 
Medicare Shared Savings Program for 
2016 and subsequent years, the Medi-
care Part B Physician Fee Schedule 
amount for covered professional serv-
ices furnished during the program year 
is equal to the applicable percent of 
the Medicare Part B Physician Fee 
Schedule amount that would otherwise 
apply to such services under section 
1848 of the Act, as described in 
§ 414.90(e) of this chapter. 

(5) The reporting period for a year is 
the calendar year from January 1 
through December 31 that occurs 2 
years prior to the program year in 
which the payment adjustment is ap-
plied. 

(d) Physician Quality Reporting System 
payment adjustment for 2017 and 2018. (1) 
ACOs, on behalf of eligible profes-
sionals who bill under the TIN of an 
ACO participant, must submit all of 
the ACO GPRO measures determined 
under § 425.500 using a CMS web inter-
face, to satisfactorily report on behalf 
of their eligible professionals for pur-
poses of the Physician Quality Report-
ing System payment adjustment under 
the Shared Savings Program for 2017 
and 2018. 

(2) Eligible professionals who bill 
under the TIN of an ACO participant 
within an ACO participate under their 
ACO participant TIN as a group prac-
tice under the Physician Quality Re-
porting System Group Practice Report-
ing Option of the Shared Savings Pro-
gram for purposes of the Physician 
Quality Reporting System payment ad-
justment under the Shared Savings 
Program for 2017 and 2018. 

(3) If an ACO, on behalf of eligible 
professionals who bill under the TIN of 
an ACO participant, does not satisfac-
torily report for purposes of the Physi-
cian Quality Reporting System pay-
ment adjustment for 2017 or 2018, each 
eligible professional who bills under 
the TIN of an ACO participant will re-
ceive a payment adjustment, as de-
scribed in § 414.90(e) of this chapter, un-
less such eligible professionals have re-
ported quality measures apart from the 
ACO in the form and manner required 
by the Physician Quality Reporting 
System. 

(4) For eligible professionals subject 
to the Physician Quality Reporting 
System payment adjustment under the 
Medicare Shared Savings Program for 
2017 or 2018, the Medicare Part B Physi-
cian Fee Schedule amount for covered 
professional services furnished during 
the program year is equal to the appli-
cable percent of the Medicare Part B 
Physician Fee Schedule amount that 
would otherwise apply to such services 
under section 1848 of the Act, as de-
scribed in § 414.90(e) of this chapter. 

(5) The reporting period for a year is 
the calendar year from January 1 
through December 31 that occurs 2 
years prior to the program year in 
which the payment adjustment is ap-
plied, unless otherwise specified by 
CMS under the Physician Quality Re-
porting System. 

[76 FR 67973, Nov. 2, 2011, as amended at 77 
FR 69372, Nov. 16, 2012; 78 FR 74283, Dec. 10, 
2013; 80 FR 71386, Nov. 16, 2015; 81 FR 80560, 
Nov. 15, 2016] 

§ 425.506 Incorporating reporting re-
quirements related to adoption of 
certified electronic health record 
technology. 

(a) ACOs, ACO participants, and ACO 
providers/suppliers are encouraged to 
develop a robust EHR infrastructure. 

(b) For performance years 2012 
through 2018, as part of the quality per-
formance score, the quality measure 
regarding EHR adoption will be meas-
ured based on a sliding scale. 

(c) For performance years 2012 
through 2018, performance on this 
measure will be weighted twice that of 
any other measure for scoring purposes 
and for determining compliance with 
quality performance requirements for 
domains. 

(d) Through reporting period 2016, eli-
gible professionals participating in an 
ACO under the Shared Savings Pro-
gram satisfy the CQM reporting compo-
nent of meaningful use for the Medi-
care EHR Incentive Program when the 
following occurs: 

(1) The eligible professional extracts 
data necessary for the ACO to satisfy 
the quality reporting requirements 
under this subpart from certified EHR 
technology. 

(2) The ACO reports the ACO GPRO 
measures through a CMS web interface. 
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(e) For 2017 and 2018, CMS will annu-
ally assess the degree of use of certified 
EHR technology by eligible clinicians 
billing through the TINs of ACO par-
ticipants for purposes of meeting the 
CEHRT criterion necessary for Ad-
vanced Alternative Payment Models 
under the Quality Payment Program. 

(1) During years in which the meas-
ure is designated as pay for reporting, 
in order to demonstrate complete and 
accurate reporting, at least one eligi-
ble clinician billing through the TIN of 
an ACO participant must meet the re-
porting requirements under the Ad-
vancing Clinical Information category 
under the Quality Payment Program. 

(2) During years in which the meas-
ure is designated as pay for perform-
ance, the quality measure regarding 
EHR adoption will be measured based 
on a sliding scale. 

(f) For performance years starting on 
January 1, 2019, and subsequent per-
formance years, ACOs in a track that— 

(1) Does not meet the financial risk 
standard to be an Advanced APM must 
certify annually that the percentage of 
eligible clinicians participating in the 
ACO that use CEHRT to document and 
communicate clinical care to their pa-
tients or other health care providers 
meets or exceeds 50 percent; or 

(2) Meets the financial risk standard 
to be an Advanced APM must certify 
annually that the percentage of eligi-
ble clinicians participating in the ACO 
that use CEHRT to document and com-
municate clinical care to their patients 
or other health care providers meets or 
exceeds the threshold established under 
§ 414.1415(a)(1)(i) of this chapter. 

[76 FR 67973, Nov. 2, 2011, as amended at 79 
FR 68009, Nov. 13, 2014; 81 FR 80560, Nov. 15, 
2016; 83 FR 60094, Nov. 23, 2018] 

§ 425.508 Incorporating quality report-
ing requirements related to the 
Quality Payment Program. 

(a) For performance years (or a per-
formance period) beginning in 2017–2020. 
ACOs, on behalf of eligible clinicians 
who bill under the TIN of an ACO par-
ticipant, must submit all of the CMS 
web interface measures determined 
under § 425.500 to satisfactorily report 
on behalf of their eligible clinicians for 
purposes of the quality performance 

category of the Quality Payment Pro-

gram. 

(b) For performance years beginning on 
or after January 1, 2021. ACOs must sub-
mit the quality data via the Alter-
native Payment Model Performance 
Pathway (APP) established under 
§ 414.1367 of this chapter, to satisfac-
torily report on behalf of the eligible 
clinicians who bill under the TIN of an 
ACO participant for purposes of the 
MIPS Quality performance category of 
the Quality Payment Program. 

[81 FR 80561, Nov. 15, 2016, as amended at 85 

FR 85040, Dec. 28, 2020] 

§ 425.510 Application of the Alter-
native Payment Model Performance 
Pathway (APP) to Shared Savings 
Program ACOs for performance 
years beginning on or after Janu-
ary 1, 2021. 

(a) General. (1) CMS establishes qual-
ity performance measures to assess the 
quality of care furnished by the ACO. If 
the ACO demonstrates to CMS that it 
has satisfied the quality performance 
requirements in this subpart, and the 
ACO meets all other applicable require-
ments, the ACO is eligible to receive 
shared savings. 

(2) CMS seeks to improve the quality 
of care furnished by ACOs over time by 
specifying higher standards, new meas-
ures, or both. 

(b) Quality reporting. ACOs must re-
port quality data via the APP estab-
lished under § 414.1367 of this chapter, 
according to the method of submission 
established by CMS. 

(c) Audit and validation of data. CMS 
retains the right to audit and validate 
quality data reported by an ACO under 
paragraph (b) of this section according 
to § 414.1390 of this chapter. 

[85 FR 85041, Dec. 28, 2020] 

§ 425.512 Determining the ACO quality 
performance standard for perform-
ance years beginning on or after 
January 1, 2021. 

(a) Establishing a quality performance 
standard—(1) Overall standard. The 
quality performance standard is the 
overall standard the ACO must meet in 
order to be eligible to receive shared 
savings for a performance year. An 
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ACO will not qualify to share in sav-
ings in any year it fails to meet the 
quality performance standard. 

(2) For the first performance year of 
an ACO’s first agreement period under 
the Shared Savings Program. If the 
ACO reports data via the APP and 
meets the data completeness require-
ment at § 414.1340 of this subchapter 
and the case minimum requirement at 
§ 414.1380 of this subchapter on the 
measures specified in this paragraph 
(a)(2) for the applicable performance 
year, the ACO will meet the quality 
performance standard. 

(i) For performance years 2022, 2023, 
and 2024. The ten CMS Web Interface 
measures or the three eCQMs/MIPS 
CQMs, and the CAHPS for MIPS sur-
vey. 

(ii) For performance year 2025 and 
subsequent performance years. The 
three eCQMs/MIPS CQMs and the 
CAHPS for MIPS survey. 

(3) For performance year 2021. (i) Ex-
cept as specified in paragraph (a)(2) of 
this section, CMS designates the qual-
ity performance standard as the ACO 
reporting quality data via the APP es-
tablished under § 414.1367 of this sub-
chapter, according to the method of 
submission established by CMS and 
achieving a quality performance score 
that is equivalent to or higher than the 
30th percentile across all MIPS Quality 
performance category scores, excluding 
entities/providers eligible for facility- 
based scoring. 

(ii) If an ACO does not report any of 
the ten CMS Web Interface measures or 
any of the three eCQMs/MIPS CQMs 
and does not administer a CAHPS for 
MIPS survey under the APP, the ACO 
will not meet the quality performance 
standard. 

(4) For performance years 2022 and 
2023. (i) Except as specified in para-
graph (a)(2) of this section, CMS des-
ignates the quality performance stand-
ard as the ACO reporting quality data 
via the APP established under § 414.1367 
of this subchapter according to the 
method of submission established by 
CMS and either: 

(A) Achieving a health equity ad-
justed quality performance score that 
is equivalent to or higher than the 30th 
percentile across all MIPS Quality per-
formance category scores, excluding 

entities/providers eligible for facility- 
based scoring, or 

(B) If the ACO reports the three 
eCQMs/MIPS CQMs in the APP meas-
ure set, meeting the data completeness 
requirement at § 414.1340 of this sub-
chapter and the case minimum require-
ment at § 414.1380 of this subchapter for 
all three eCQMs/MIPS CQMs, achieving 
a quality performance score equivalent 
to or higher than the 10th percentile of 
the performance benchmark on at least 
one of the four outcome measures in 
the APP measure set and a quality per-
formance score equivalent to or higher 
than the 30th percentile of the perform-
ance benchmark on at least one of the 
remaining five measures in the APP 
measure set. 

(ii) For performance year 2023, CMS 
designates an alternative quality per-
formance standard for an ACO that 
does not meet the criteria described in 
paragraphs (a)(2) or (a)(4)(i) of this sec-
tion, but reports quality data via the 
APP established under § 414.1367 of this 
subchapter according to the method of 
submission established by CMS and 
achieves a quality performance score 
equivalent to or higher than the 10th 
percentile of the performance bench-
mark on at least one of the four out-
come measures in the APP measure 
set. 

(iii) If an ACO does not report any of 
the ten CMS Web Interface measures or 
any of the three eCQMs/MIPS CQMs 
and does not administer a CAHPS for 
MIPS survey under the APP, the ACO 
will not meet the quality performance 
standard or the alternative quality per-
formance standard. 

(5) For performance year 2024 and 
subsequent performance years. 

(i) Except as specified in paragraph 
(a)(2) of this section, CMS designates 
the quality performance standard as 
the ACO reporting quality data via the 
APP established under § 414.1367 of this 
subchapter, according to the method of 
submission established by CMS and the 
following: 

(A) For performance year 2024— 

(1) Achieving a health equity ad-
justed quality performance score that 
is equivalent to or higher than the 40th 
percentile across all MIPS Quality per-
formance category scores, excluding 
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entities/providers eligible for facility- 
based scoring, or 

(2) If the ACO reports the three 
eCQMs/MIPS CQMs in the APP meas-
ure set, meeting the data completeness 
requirement at § 414.1340 of this sub-
chapter and the case minimum require-
ment at § 414.1380 of this subchapter for 
all three eCQMs/MIPS CQMs, achieving 
a quality performance score equivalent 
to or higher than the 10th percentile of 
the performance benchmark on at least 
one of the four outcome measures in 
the APP measure set and a quality per-
formance score equivalent to or higher 
than the 40th percentile of the perform-
ance benchmark on at least one of the 
remaining five measures in the APP 
measure set. 

(B) For performance year 2025 and 
subsequent years—Achieving a health 
equity adjusted quality performance 
score that is equivalent to or higher 
than the 40th percentile across all 
MIPS Quality performance category 
scores, excluding entities/providers eli-
gible for facility-based scoring. 

(ii) CMS designates an alternative 
quality performance standard for an 
ACO that does not meet the criteria de-
scribed in paragraphs (a)(2) or (a)(5)(i) 
of this section, but reports quality data 
via the APP established under § 414.1367 
of this subchapter according to the 
method of submission established by 
CMS and achieves a quality perform-
ance score equivalent to or higher than 
the 10th percentile of the performance 
benchmark on at least one of the four 
outcome measures in the APP measure 
set. 

(iii) An ACO will not meet the qual-
ity performance standard or the alter-
native quality performance standard if: 

(A) For performance year 2024, the 
ACO does not report any of the ten 
CMS Web Interface measures or any of 
the three eCQMs/MIPS CQMs and does 
not administer a CAHPS for MIPS sur-
vey under the APP. 

(B) For performance year 2025 and 
subsequent years, the ACO does not re-
port any of the three eCQMs/MIPS 
CQMs and does not administer a 
CAHPS for MIPS survey under the 
APP. 

(6) For performance years 2022, 2023, 
and 2024, CMS designates a perform-
ance benchmark and minimum attain-

ment level for each CMS Web Interface 

measure and establishes a point scale 

for the measure as described in 

§ 425.502(b). 

(b) Calculation of ACO’s health equity 

adjusted quality performance score for 

performance year 2023 and subsequent 

performance years. 

(1) For an ACO that reports the three 

eCQMs/MIPS CQMs in the APP meas-

ure set, meeting the data completeness 

requirement at § 414.1340 of this sub-

chapter for all three eCQMs/MIPS 

CQMs, and administers the CAHPS for 

MIPS survey, CMS calculates the 

ACO’s health equity adjusted quality 

performance score as the sum of the 

ACO’s MIPS Quality performance cat-

egory score for all measures in the 

APP measure set and the ACO’s health 

equity adjustment bonus points cal-

culated in accordance with paragraph 

(b)(2) of this section. The sum of these 

values may not exceed 100 percent. 

(2) CMS calculates the ACO’s health 

equity adjustment bonus points as fol-

lows: 

(i) For each measure in the APP 

measure set, CMS groups an ACO’s per-

formance into the top, middle, or bot-

tom third of ACO measure performers 

by reporting mechanism. 

(ii) CMS assigns values to the ACO 

for its performance on each measure as 

follows: 

(A) Values of four, two, or zero for 

each measure for which the ACO’s per-

formance places it in the top, middle, 

or bottom third of ACO measure per-

formers, respectively. 

(B) Values of zero for each measure 

that CMS does not evaluate because 

the ACO does not meet the case min-

imum or the minimum sample size for 

the measure. 

(iii) CMS sums the values assigned to 

the ACO according to paragraph 

(b)(2)(ii) of this section, to calculate 

the ACO’s measure performance scaler. 

(iv) CMS calculates an underserved 

multiplier for the ACO. 

(A) CMS determines the proportion 

ranging from zero to one of the ACO’s 

assigned beneficiary population for the 

performance year that is considered 

underserved based on the highest of — 
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(1) The proportion of the ACO’s as-
signed beneficiaries residing in a cen-
sus block group with an Area Depriva-
tion Index national percentile rank of 
at least 85; or 

(2) The proportion of the ACO’s as-
signed beneficiaries that are enrolled 
in the Medicare Part D low-income 
subsidy (LIS); or are dually eligible for 
Medicare and Medicaid. 

(B) If the proportion determined in 
accordance with paragraph (b)(2)(iv)(A) 
of this section is lower than 20 percent, 
the ACO is ineligible for health equity 
adjustment bonus points. 

(v) Except as specified in paragraph 
(b)(2)(iv)(B) of this section, CMS cal-
culates the ACO’s health equity adjust-
ment bonus points as the product of 
the measure performance scaler deter-
mined under paragraph (b)(2)(iii) of 
this section and the underserved multi-
plier determined under paragraph 
(b)(2)(iv) of this section. If the product 
of these values is greater than 10, the 
value of the ACO’s health equity ad-
justment bonus points is set equal to 
10. 

(3) The ACO’s health equity adjusted 
quality performance score, determined 
in accordance with paragraphs (b)(1) 
and (b)(2) of this section, is used as fol-
lows: 

(i) In determining whether the ACO 
meets the quality performance stand-
ard as specified under paragraphs 
(a)(4)(i)(A), (a)(5)(i)(A)(1), and 
(a)(5)(i)(B) of this section. 

(ii) In determining the final sharing 
rate for calculating shared savings pay-
ments under the BASIC track in ac-
cordance with § 425.605(d), and under 
the ENHANCED track in accordance 
with § 425.610(d), for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in paragraphs (a)(4)(ii) or (a)(5)(ii) 
of this section. 

(iii) In determining the shared loss 
rate for calculating shared losses under 
the ENHANCED track in accordance 
with § 425.610(f), for an ACO that meets 
the quality performance standard es-
tablished in paragraphs (a)(2), (a)(4)(i) 
and (a)(5)(i) of this section or the alter-
native quality performance standard 
established in paragraphs (a)(4)(ii) or 
(a)(5)(ii) of this section. 

(iv) In determining the quality per-
formance score for an ACO affected by 
extreme and uncontrollable cir-
cumstances as described in paragraphs 
(c)(3)(ii) and (iii) of this section. 

(c) Extreme and uncontrollable cir-
cumstances. For performance year 2021 
and subsequent performance years, in-
cluding the applicable quality data re-
porting period for the performance 
year, CMS uses an alternative ap-
proach to calculating the quality score 
for ACOs affected by extreme and un-
controllable circumstances instead of 
the methodology specified in paragraph 
(a) of this section as follows: 

(1) CMS determines the ACO was af-
fected by an extreme and uncontrol-
lable circumstance based on either of 
the following: 

(i) Twenty percent or more of the 
ACO’s assigned beneficiaries reside in 
an area identified under the Quality 
Payment Program as being affected by 
an extreme and uncontrollable cir-
cumstance. 

(A) Assignment is determined under 
subpart E of this part. 

(B) In making this determination, 
CMS uses the quarter four list of as-
signed beneficiaries. 

(ii) The ACO’s legal entity is located 
in an area identified under the Quality 
Payment Program as being affected by 
an extreme and uncontrollable cir-
cumstance. An ACO’s legal entity loca-
tion is based on the address on file for 
the ACO in CMS’ ACO application and 
management system. 

(2) If CMS determines the ACO meets 
the requirements of paragraph (c)(1) of 
this section, CMS calculates the ACO’s 
quality score as follows: 

(i) For performance years 2021, 2022, 
and 2023, the ACO’s minimum quality 
performance score is set to the equiva-
lent of the 30th percentile MIPS Qual-
ity performance category score across 
all MIPS Quality performance category 
scores, excluding entities/providers eli-
gible for facility-based scoring, for the 
relevant performance year. 

(ii) For performance year 2024 and 
subsequent performance years, the 
ACO’s minimum quality performance 
score is set to the equivalent of the 
40th percentile MIPS Quality perform-
ance category score across all MIPS 
Quality performance category scores, 
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excluding entities/providers eligible for 

facility-based scoring, for the relevant 

performance year. 

(3) If the ACO reports quality data 

via the APP and meets data complete-

ness and case minimum requirements: 

(i) For performance years 2021 and 

2022, CMS will use the higher of the 

ACO’s quality performance score or the 

equivalent of the 30th percentile MIPS 

Quality performance category score 

across all MIPS Quality performance 

category scores, excluding entities/pro-

viders eligible for facility-based scor-

ing, for the relevant performance year. 

(ii) For performance year 2023, CMS 

will use the higher of the ACO’s health 

equity adjusted quality performance 

score or the equivalent of the 30th per-

centile MIPS Quality performance cat-

egory score across all MIPS Quality 

performance category scores, excluding 

entities/providers eligible for facility- 

based scoring, for the relevant perform-

ance year. 

(iii) For performance year 2024 and 

subsequent performance years, CMS 

will use the higher of the ACO’s health 

equity adjusted quality performance 

score or the equivalent of the 40th per-

centile MIPS Quality performance cat-

egory score across all MIPS Quality 

performance category scores, excluding 

entities/providers eligible for facility- 

based scoring, for the relevant perform-

ance year. 

(4) CMS applies determinations made 

under the Quality Payment Program 

with respect to— 

(i) Whether an extreme and uncon-

trollable circumstance has occurred; 

and 

(ii) The affected areas. 

(5) CMS has sole discretion to deter-

mine the time period during which an 

extreme and uncontrollable cir-

cumstance occurred, the percentage of 

the ACO’s assigned beneficiaries resid-

ing in the affected areas, and the loca-

tion of the ACO legal entity. 

[85 FR 85041, Dec. 28, 2020; 86 FR 65685, Nov. 

19, 2021, as amended at 87 FR 70234, Nov. 18, 

2022] 

Subpart G—Shared Savings and 
Losses 

§ 425.600 Selection of risk model. 

(a) An ACO may elect to operate 
under one of the following tracks: 

(1) Track 1. For agreement periods be-
ginning before July 1, 2019, an ACO in 
Track 1 operates under the one-sided 
model (as described under § 425.604) for 
the agreement period. 

(2) Track 2. For agreement periods be-
ginning before July 1, 2019, an ACO in 
Track 2 operates under a two-sided 
model (as described under § 425.606), 
sharing both savings and losses with 
the Medicare program for the agree-
ment period. 

(3) ENHANCED track. An ACO in the 
ENHANCED track operates under a 
two-sided model (as described under 
§ 425.610), sharing both savings and 
losses with the Medicare program for 
the agreement period. For purposes of 
this part, all references to the EN-
HANCED track are deemed to include 
Track 3. 

(4) BASIC track. For agreement peri-
ods beginning on July 1, 2019, and in 
subsequent years, an ACO in the BASIC 
track operates under either a one-sided 
model or a two-sided model (as de-
scribed under § 425.605), either sharing 
savings only or sharing both savings 
and losses with the Medicare program, 
as specified in this paragraph (a)(4). 

(i) Levels of the BASIC track’s glide 
path—(A) Phase-in of levels of the risk 
and reward. Under the BASIC track’s 
glide path, the level of risk and poten-
tial reward phases in over the course of 
the agreement period in the following 
order: 

(1) Level A. The ACO operates under a 
one-sided model as described under 
§ 425.605(d)(1)(i). 

(2) Level B. The ACO operates under a 
one-sided model as described under 
§ 425.605(d)(1)(ii). 

(3) Level C. The ACO operates under a 
two-sided model as described under 
§ 425.605(d)(1)(iii). 

(4) Level D. The ACO operates under a 
two-sided model as described under 
§ 425.605(d)(1)(iv). 

(5) Level E. The ACO operates under a 
two-sided model as described under 
§ 425.605(d)(1)(v). 
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(B) Glide path progression for agree-
ment periods beginning on or after July 1, 
2019 and before January 1, 2024. (1) Expe-
rience in Track 1. (i) Except for an ACO 
that previously participated in Track 1 
under paragraph (a)(1) of this section 
or a new ACO identified as a re-enter-
ing ACO because more than 50 percent 
of its ACO participants have recent 
prior experience in a Track 1 ACO, an 
ACO eligible to enter the BASIC 
track’s glide path as determined under 
paragraphs (d)(1)(i) and (d)(2)(i) of this 
section may elect to enter its agree-
ment period at any of the levels of risk 
and potential reward available under 
paragraphs (a)(4)(i)(A)(1) through (5) of 
this section. 

(ii) An ACO that previously partici-
pated in Track 1 under paragraph (a)(1) 
of this section or a new ACO identified 
as a re-entering ACO because more 
than 50 percent of its ACO participants 
have recent prior experience in a Track 
1 ACO may elect to enter its agreement 
period at any of the levels of risk and 
potential reward available under para-
graphs (a)(4)(i)(A)(2) through (5) of this 
section. 

(2) Automatic advancement. Unless 
the ACO elects to transition to a high-
er level of risk and potential reward 
within the BASIC track’s glide path as 
provided in § 425.226(a)(2)(i), the ACO is 
automatically advanced to the next 
level of the BASIC track’s glide path at 
the start of each subsequent perform-
ance year of the agreement period, if a 
higher level of risk and potential re-
ward is available under the BASIC 
track. 

(i) Exception for ACO entering the 
BASIC track’s glide path for an agree-
ment period beginning on July 1, 2019. 
The automatic advancement does not 
apply at the start of the second per-
formance year for an ACO entering the 
BASIC track’s glide path for an agree-
ment period beginning on July 1, 2019. 
For performance year 2020, the ACO re-
mains in the same level of the BASIC 
track’s glide path that it entered for 
the July 1, 2019 through December 31, 
2019 performance year, unless the ACO 
chooses to advance more quickly in ac-
cordance with § 425.226(a)(2)(i). The ACO 
is automatically advanced to the next 
level of the BASIC track’s glide path at 
the start of performance year 2021 and 

all subsequent performance years of 
the agreement period. 

(ii) Exception for new legal entity 
identified as a low revenue ACO. An ex-
ception is available for a low revenue 
ACO that is a new legal entity and is 
not identified as a re-entering ACO 
that enters the BASIC track’s glide 
path at Level A under paragraph 
(a)(4)(i)(A)(1) of this section, and is 
automatically advanced to Level B 
under paragraph (a)(4)(i)(A)(2) of this 
section for performance year 2 (or per-
formance 3 in the case of ACOs enter-
ing an agreement period beginning on 
July 1, 2019). Prior to the automatic 
advancement of the ACO to Level C 
under paragraph (a)(4)(i)(A)(3) of this 
section, the ACO may elect to remain 
in Level B under paragraph 
(a)(4)(i)(A)(2) of this section for per-
formance year 3 (performance year 4 in 
the case of ACOs entering an agree-
ment period beginning on July 1, 2019). 
In the case of an ACO that elects to re-
main in Level B for an additional per-
formance year pursuant to the second 
sentence of paragraph (a)(4)(i)(B)(2)(ii) 
of this section, and except as provided 
in paragraph (a)(4)(i)(B)(2)(vi) of this 
section, the ACO is automatically ad-
vanced to Level E under paragraph 
(a)(4)(i)(A)(5) of this section at the 
start of performance year 4 (or per-
formance year 5 in the case of ACOs en-
tering an agreement period beginning 
on July 1, 2019). 

(iii) Exception for ACOs participating 
in the BASIC track’s glide path that 
elect to maintain their participation 
level for performance year 2021. Prior 
to the automatic advancement for per-
formance year 2021, an ACO that is par-
ticipating in the BASIC track’s glide 
path for performance year 2020 may 
elect to remain in the same level of the 
BASIC track’s glide path that it en-
tered for the 2020 performance year, for 
performance year 2021. For perform-
ance year 2022, the ACO is automati-
cally advanced to the level of the 
BASIC track’s glide path to which the 
ACO would have automatically ad-
vanced absent the election to maintain 
its participation level for performance 
year 2021, unless the ACO elects to 
transition to a higher level of risk and 
potential reward within the BASIC 
track’s glide path as provided in 
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§ 425.226(a)(2)(i). A voluntary election 
by an ACO under this paragraph must 
be made in the form and manner and 
by a deadline established by CMS. 

(iv) Exception for ACOs participating 
in the BASIC track’s glide path that 
elect to maintain their participation 
level for performance year 2022. Prior 
to the automatic advancement for per-
formance year 2022, an ACO that is par-
ticipating in the BASIC track’s glide 
path for performance year 2021 may 
elect to remain in the same level of the 
BASIC track’s glide path in which it 
participated during the 2021 perform-
ance year, for performance year 2022. 
Except as provided in paragraph 
(a)(4)(i)(B)(2)(vi) of this section, for per-
formance year 2023, the ACO is auto-
matically advanced to the level of the 
BASIC track’s glide path to which the 
ACO would have automatically ad-
vanced absent the election to maintain 
its participation level for performance 
year 2022 and, if applicable, the elec-
tion to maintain its participation level 
for performance year 2021 under para-
graph (a)(4)(i)(B)(2)(iii) of this section, 
unless the ACO elects to transition to 
a higher level of risk and potential re-
ward within the BASIC track’s glide 
path as provided in § 425.226(a)(2)(i). A 
voluntary election by an ACO under 
this paragraph must be made in the 
form and manner and by a deadline es-
tablished by CMS. 

(v) Prior to entering performance- 
based risk, an ACO must meet all re-
quirements to participate under per-
formance-based risk, including estab-
lishing an adequate repayment mecha-
nism as specified under § 425.204(f) and 
selecting a MSR/MLR from the options 
specified under § 425.605(b). 

(vi) For performance year 2023, an 
ACO in Level A under paragraph 
(a)(4)(i)(A)(1) of this section or in Level 
B under paragraph (a)(4)(i)(A)(2) of this 
section may elect to remain in the 
same level of the BASIC track’s glide 
path in which it participated during 
performance year 2022, for the remain-
der of the agreement period, unless the 
ACO elects to transition to a higher 
level of risk and potential reward with-
in the BASIC track’s glide path as pro-
vided in § 425.226(a)(2)(i). If the ACO 
does not elect to remain under Level A 
or Level B, for performance year 2023, 

the ACO is automatically advanced to 
the next level of the BASIC track’s 
glide path to which the ACO would 
have automatically advanced absent 
any election to maintain its participa-
tion level for performance year 2022 
under paragraph (a)(4)(i)(B)(2)(iv) of 
this section and, if applicable, the elec-
tion to maintain its participation level 
for performance year 2021 under para-
graph (a)(4)(i)(B)(2)(iii) of this section, 
unless the ACO elects to transition to 
a higher level of risk and potential re-
ward within the BASIC track’s glide 
path as provided in § 425.226(a)(2)(i). A 
voluntary election by an ACO under 
this paragraph must be made in the 
form and manner and by a deadline es-
tablished by CMS. 

(vii) For performance year 2024, an 
ACO with an agreement period begin-
ning January 1, 2023 in Level A under 
paragraph (a)(4)(i)(A)(1) of this section 
or in Level B under paragraph 
(a)(4)(i)(A)(2) of this section may elect 
to remain in the same level of the 
BASIC track’s glide path in which it 
participated during performance year 
2023, for the remainder of the agree-
ment period, unless the ACO elects to 
transition to a higher level of risk and 
potential reward within the BASIC 
track’s glide path as provided in 
§ 425.226(a)(2)(i). If the ACO does not 
elect to remain under Level A or Level 
B, for performance year 2024, the ACO 
is automatically advanced to the next 
level of the BASIC track’s glide path, 
unless the ACO elects to transition to 
a higher level of risk and potential re-
ward within the BASIC track’s glide 
path as provided in § 425.226(a)(2)(i). A 
voluntary election by an ACO under 
this paragraph must be made in the 
form and manner and by a deadline es-
tablished by CMS. 

(3) If the ACO fails to meet the re-
quirements to participate under per-
formance-based risk under paragraph 
(a)(4)(i)(B)(2)(v) of this section, the 
agreement is terminated. 

(4) If, in accordance with 
§ 425.226(a)(2)(i), the ACO elects to tran-
sition to a higher level of risk and re-
ward available under paragraphs 
(a)(4)(i)(A)(3) through (5) of this sec-
tion, then the automatic transition to 
levels of higher risk and reward speci-
fied in paragraph (a)(4)(i)(B)(2) of this 
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section applies to all subsequent per-
formance years of the agreement pe-
riod. 

(C) Glide path progression for agree-
ment periods beginning on or after Janu-
ary 1, 2024. (1) Level of glide path entry. 
An ACO eligible to enter the BASIC 
track’s glide path as determined under 
paragraph (g)(1) of this section may 
elect to enter its agreement period at 
any of the levels of risk and potential 
reward available under paragraphs 
(a)(4)(i)(A)(1) through (5) of this sec-
tion. 

(2) Automatic advancement. An ACO is 
automatically advanced to the next 
level of the BASIC track’s glide path at 
the start of each subsequent perform-
ance year of the agreement period, if a 
higher level of risk and potential re-
ward is available under the BASIC 
track, except as follows: 

(i) The ACO elects to transition to a 
higher level of risk and potential re-
ward within the BASIC track’s glide 
path as provided in § 425.226(a)(2)(i). 

(ii) The ACO elects to maintain its 
level of participation as provided in 
paragraph (a)(4)(i)(C)(3) of this section. 

(iii) The ACO is automatically ad-
vanced to Level E pursuant to para-
graph (h)(2)(i) of this section. 

(3) Election to remain under a one-sided 
model. An eligible ACO that enters the 
BASIC track’s glide path at Level A 
under paragraph (a)(4)(i)(A)(1) of this 
section and is currently at Level A 
may elect to remain in Level A under 
paragraph (a)(4)(i)(A)(1) of this section 
for all subsequent performance years of 
the agreement period. 

(i) To be eligible to participate under 
Level A of the BASIC track as de-
scribed in this paragraph, the ACO 
must meet the following requirements: 
the ACO is participating in its first 
agreement period under the BASIC 
track under paragraph (a)(4) of this 
section, and is not participating in an 
agreement period under the BASIC 
track as a renewing ACO (as defined at 
§ 425.20) or a re-entering ACO (as de-
fined in § 425.20) that previously partici-
pated in the BASIC track’s glide path 
under paragraph (a)(4) of this section; 
and the ACO is inexperienced with per-
formance-based risk Medicare ACO ini-
tiatives (as defined in § 425.20). 

(ii) A voluntary election by an ACO 
under this paragraph (a)(4)(i)(C)(3) 
must be made in the form and manner 
and by a deadline established by CMS. 

(iii) The ACO’s election to remain in 
Level A applies for the entirety of the 
agreement period, unless the ACO 
elects to transition to a higher level of 
risk and potential reward within the 
BASIC track’s glide path as provided in 
§ 425.226(a)(2)(i). 

(4) Prior to entering performance- 
based risk, an ACO must meet all re-
quirements to participate under per-
formance-based risk, including estab-
lishing an adequate repayment mecha-
nism as specified under § 425.204(f) and 
selecting a MSR/MLR from the options 
specified under § 425.605(b). 

(5) If the ACO fails to meet the re-
quirements to participate under per-
formance-based risk under paragraph 
(a)(4)(i)(C)(4) of this section, the agree-
ment is terminated. 

(6) If, in accordance with 
§ 425.226(a)(2)(i), the ACO elects to tran-
sition to a higher level of risk and re-
ward available under paragraphs 
(a)(4)(i)(A)(3) through (5) of this sec-
tion, then the automatic transition to 
levels of higher risk and reward speci-
fied in paragraph (a)(4)(i)(C)(2) of this 
section applies to all subsequent per-
formance years of the agreement pe-
riod. 

(ii) Agreement period under Level E of 
the BASIC track. If an ACO enters the 
BASIC track and is ineligible to par-
ticipate under the glide path described 
in paragraph (a)(4)(i) of this section, as 
determined under paragraph (d) or 
paragraph (g)(2) of this section, as ap-
plicable, Level E as described in para-
graph (a)(4)(i)(A)(5) of this section ap-
plies to all performance years of the 
agreement period. 

(b) For agreement periods beginning 
before July 1, 2019, ACOs may operate 
under the one-sided model for a max-
imum of 2 agreement periods. An ACO 
may not operate under the one-sided 
model for a second agreement period 
unless the— 

(1) Immediately preceding agreement 
period was under the one-sided model; 
and 

(2) The ACO meets the criteria estab-
lished for ACOs seeking to renew their 
agreements under § 425.224(b). 
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(c) For agreement periods beginning 
before July 1, 2019, an ACO experi-
encing a net loss during a previous 
agreement period may reapply to par-
ticipate under the conditions in 
§ 425.202(a), except the ACO must also 
identify in its application the cause(s) 
for the net loss and specify what safe-
guards are in place to enable the ACO 
to potentially achieve savings in its 
next agreement period. 

(d) For agreement periods beginning 
on or after July 1, 2019, and before Jan-
uary 1, 2024, CMS determines an ACO’s 
eligibility for the Shared Savings Pro-
gram participation options specified in 
paragraph (a) of this section as follows: 

(1) If an ACO is identified as a high 
revenue ACO, the ACO is eligible for 
the participation options indicated in 
paragraph (a) of this section as follows: 

(i) If the ACO is determined to be in-
experienced with performance-based 
risk Medicare ACO initiatives, the ACO 
may enter either the BASIC track’s 
glide path at any of the levels of risk 
and potential reward available under 
paragraphs (a)(4)(i)(A)(1) through (5) of 
this section, except as provided in 
paragraph (a)(4)(i)(B) of this section, or 
the ENHANCED track under paragraph 
(a)(3) of this section. 

(ii) If the ACO is determined to be ex-
perienced with performance-based risk 
Medicare ACO initiatives: 

(A) The ACO may enter the EN-
HANCED track under paragraph (a)(3) 
of this section except as provided in 
paragraph (d)(1)(ii)(B) of this section. 

(B) An ACO in a first or second agree-
ment period beginning in 2016 or 2017 
identified as experienced with perform-
ance-based risk Medicare ACO initia-
tives based on participation in the 
Track 1+ Model may renew for a con-
secutive agreement period beginning 
on July 1, 2019, or January 1, 2020 (re-
spectively), under either the BASIC 
track Level E under paragraph 
(a)(4)(i)(A)(5) of this section, or the EN-
HANCED track under paragraph (a)(3) 
of this section. 

(2) If an ACO is identified as a low 
revenue ACO, the ACO is eligible for 
the participation options indicated in 
paragraph (a) of this section as follows: 

(i) If the ACO is determined to be in-
experienced with performance-based 
risk Medicare ACO initiatives, the ACO 

may enter either the BASIC track’s 
glide path at any of the levels of risk 
and potential reward available under 
paragraphs (a)(4)(i)(A)(1) through (5) of 
this section, except as provided in 
paragraph (a)(4)(i)(B) of this section, or 
the ENHANCED track under paragraph 
(a)(3) of this section. 

(ii) If the ACO is determined to be ex-
perienced with performance-based risk 
Medicare ACO initiatives, the ACO 
may enter under either the BASIC 
track Level E under paragraph 
(a)(4)(i)(A)(5) of this section, except as 
provided in paragraph (d)(3) of this sec-
tion, or the ENHANCED track under 
paragraph (a)(3) of this section. 

(3) Low revenue ACOs may partici-
pate under the BASIC track for a max-
imum of two agreement periods. A low 
revenue ACO may only participate in 
the BASIC track for a second agree-
ment period if it satisfies either of the 
following: 

(i) The ACO is the same legal entity 
as a current or previous ACO that pre-
viously entered into a participation 
agreement for participation in the 
BASIC track only one time. 

(ii) For a new ACO identified as a re- 
entering ACO, the ACO in which the 
majority of the new ACO’s participants 
were participating previously entered 
into a participation agreement for par-
ticipation in the BASIC track only one 
time. 

(e) For performance years beginning 
on or after July 1, 2019 and before Janu-
ary 1, 2024, CMS monitors low revenue 
ACOs identified as experienced with 
performance-based risk Medicare ACO 
initiatives, during an agreement period 
in the BASIC track, for changes in the 
revenue of ACO participants that 
would cause the ACO to be considered a 
high revenue ACO and ineligible for 
participation in the BASIC track. If 
the ACO meets the definition of a high 
revenue ACO (as specified in § 425.20)— 

(1) The ACO is permitted to complete 
the remainder of its current perform-
ance year under the BASIC track, but 
is ineligible to continue participation 
in the BASIC track after the end of 
that performance year if it continues 
to meet the definition of a high rev-
enue ACO; and 

(2) CMS takes compliance action as 
specified in §§ 425.216 and 425.218, up to 
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and including termination of the par-
ticipation agreement, to ensure the 
ACO does not continue in the BASIC 
track for subsequent performance 
years of the agreement period if it con-
tinues to meet the definition of a high 
revenue ACO. 

(f) For agreement periods beginning 
on July 1, 2019, and in subsequent 
years, CMS determines the agreement 
period an ACO is entering for purposes 
of applying program requirements that 
phase-in over multiple agreement peri-
ods, as follows: 

(1) An ACO entering an initial agree-
ment period is considered to be enter-
ing a first agreement period in the 
Shared Savings Program. 

(2) A re-entering ACO is considered to 
be entering a new agreement period in 
the Shared Savings Program as fol-
lows— 

(i) An ACO whose participation 
agreement expired without having been 
renewed re-enters the program under 
the next consecutive agreement period 
in the Shared Savings Program; 

(ii) An ACO whose participation 
agreement was terminated under 
§ 425.218 or § 425.220 re-enters the pro-
gram at the start of the same agree-
ment period in which it was partici-
pating at the time of termination from 
the Shared Savings Program, begin-
ning with the first performance year of 
that agreement period; or 

(iii) A new ACO identified as a re-en-
tering ACO enters the program in an 
agreement period that is determined 
based on the prior participation of the 
ACO in which the majority of the new 
ACO’s participants were participating. 

(A) If the participation agreement of 
the ACO used in this determination ex-
pired without having been renewed or 
was terminated, the agreement period 
of the re-entering ACO is determined in 
accordance with paragraph (f)(2)(i) or 
(ii) of this section, as applicable. 

(B) If the ACO used in this deter-
mination is currently participating in 
the program, the new ACO is consid-
ered to be entering into the same 
agreement period as this currently par-
ticipating ACO, beginning with the 
first performance year of that agree-
ment period. 

(3) A renewing ACO is considered to 
be entering the next consecutive agree-

ment period in the Shared Savings Pro-
gram. 

(4) For purposes of this paragraph (f), 
program requirements that phase in 
over multiple agreement periods are as 
follows: 

(i) The quality performance standard 
as described in § 425.502(a) or § 425.512(a), 
as applicable. 

(ii) The weight used in calculating 
the regional adjustment to the ACO’s 
historical benchmark as described in 
§§ 425.601(f), and 425.656(d). 

(iii) The use of equal weights to 
weight each benchmark year as speci-
fied in §§ 425.601(e), and 425.652(c)(2). 

(g) For agreement periods beginning 
on or after January 1, 2024, CMS deter-
mines an ACO’s eligibility for the 
Shared Savings Program participation 
options specified in paragraph (a) of 
this section as follows: 

(1) If an ACO is determined to be in-
experienced with performance-based 
risk Medicare ACO initiatives, the ACO 
may enter either the BASIC track’s 
glide path at any of the levels of risk 
and potential reward under paragraphs 
(a)(4)(i)(A)(1) through (5) of this sec-
tion, or the ENHANCED track under 
paragraph (a)(3) of this section. 

(i) An ACO that is inexperienced with 
performance-based risk Medicare ACO 
initiatives may participate under the 
BASIC track’s glide path for a max-
imum of two agreement periods, as 
specified in paragraph (a)(4)(i)(C) of 
this section. 

(ii) An ACO that enters an agreement 
under the BASIC track’s glide path at 
either Level A under paragraph 
(a)(4)(i)(A)(1) of this section or Level B 
under paragraph (a)(4)(i)(A)(2) of this 
section is deemed to have completed 
one agreement under the BASIC 
track’s glide path and is only eligible 
to enter a second agreement under the 
BASIC track’s glide path if the ACO 
continues to meet the definition of in-
experienced with performance-based 
risk Medicare ACO initiatives and sat-
isfies either of the following: 

(A) The ACO is the same legal entity 
as a current or previous ACO that pre-
viously entered into a participation 
agreement for participation in the 
BASIC track’s glide path only one 
time. 
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(B) For a new ACO identified as a re- 
entering ACO, the ACO in which the 
majority of the new ACO’s participants 
were participating previously entered 
into a participation agreement for par-
ticipation in the BASIC track’s glide 
path only one time. 

(iii) An ACO that is determined to be 
inexperienced with performance-based 
risk Medicare ACO initiatives but is 
not eligible to enter the BASIC track’s 
glide path as specified in paragraph 
(a)(4)(i)(C) of this section may enter ei-
ther the BASIC track Level E under 
paragraph (a)(4)(i)(A)(5) of this section 
for all performance years of the agree-
ment period, or the ENHANCED track 
under paragraph (a)(3) of this section. 

(2) If an ACO is determined to be ex-
perienced with performance-based risk 
Medicare ACO initiatives, the ACO 
may enter either the BASIC track 
Level E under paragraph (a)(4)(i)(A)(5) 
of this section for all performance 
years of the agreement period, or the 
ENHANCED track under paragraph 
(a)(3) of this section. 

(h)(1) For performance years begin-
ning on or after January 1, 2024, CMS 
monitors ACOs identified as inexperi-
enced with performance-based risk 
Medicare ACO initiatives and partici-
pating in the BASIC track under a one- 
sided model during an agreement pe-
riod pursuant to an election under 
paragraph (a)(4)(i)(B)(2)(vi), paragraph 
(a)(4)(i)(B)(2)(vii), or paragraph 
(a)(4)(i)(C)(3) of this section for changes 
to their certified list of ACO partici-
pants that would cause the ACO to be 
considered experienced with perform-
ance-based risk Medicare ACO initia-
tives and ineligible for participation in 
a one-sided model. 

(2) If the ACO meets the definition of 
experienced with performance-based 
risk Medicare ACO initiatives (under 
§ 425.20)— 

(i) The ACO is permitted to complete 
the performance year for which it met 
the definition of experienced with per-
formance-based risk Medicare ACO ini-
tiatives in a one-sided model of the 
BASIC track, but is ineligible to con-
tinue participation in the one-sided 
model after the end of that perform-
ance year if it continues to meet the 
definition of experienced with perform-
ance-based risk Medicare ACO initia-

tives. The ACO will be automatically 
advanced to Level E within the BASIC 
track under paragraph (a)(4)(i)(A)(5) of 
this section at the start of the next 
performance year and will remain in 
Level E for all subsequent performance 
years of the agreement period; and 

(ii) Prior to entering performance- 
based risk, the ACO must meet all re-
quirements to participate under per-
formance-based risk, including estab-
lishing an adequate repayment mecha-
nism as specified under § 425.204(f) and 
selecting a MSR/MLR from the options 
specified under § 425.605(b), in accord-
ance with paragraph (a)(4)(i)(B)(2)(v) of 
this section or paragraph (a)(4)(i)(C)(4) 
of this section, as applicable. If the 
ACO fails to meet the requirements to 
participate under performance-based 
risk, the agreement is terminated in 
accordance with paragraph 
(a)(4)(i)(B)(3) of this section or para-
graph (a)(4)(i)(C)(5) of this section, as 
applicable. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 

FR 32841, June 9, 2015; 83 FR 68069, Dec. 31, 

2018; 85 FR 27625, May 8, 2020; 85 FR 85041, 

Dec. 28, 2020; 86 FR 45521, Aug. 13, 2021; 87 FR 

70235, Nov. 18, 2022] 

§ 425.601 Establishing, adjusting, and 
updating the benchmark for agree-
ment periods beginning on or after 
July 1, 2019, and before January 1, 
2024. 

(a) Computing per capita Medicare Part 
A and Part B benchmark expenditures for 
an ACO’s first agreement period. For 
agreement periods beginning on July 1, 
2019, and in subsequent years, in com-
puting an ACO’s historical benchmark 
for its first agreement period under the 
Shared Savings Program, CMS deter-
mines the per capita Parts A and B fee- 
for-service expenditures for bene-
ficiaries that would have been assigned 
to the ACO in any of the 3 most recent 
years prior to the start of the agree-
ment period using the ACO participant 
TINs identified before the start of the 
agreement period as required under 
§ 425.118(a) and the beneficiary assign-
ment methodology selected by the ACO 
for the first performance year of the 
agreement period as required under 
§ 425.226(a)(1). CMS does all of the fol-
lowing: 
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(1) Calculates the payment amounts 
included in Parts A and B fee-for-serv-
ice claims using a 3-month claims run 
out with a completion factor. 

(i) This calculation excludes indirect 
medical education (IME) and dispropor-
tionate share hospital (DSH) payments, 
and the supplemental payment for IHS/ 
Tribal hospitals and Puerto Rico hos-
pitals. 

(ii) This calculation includes individ-
ually beneficiary identifiable final pay-
ments made under a demonstration, 
pilot or time limited program. 

(2) Makes separate expenditure cal-
culations for each of the following pop-
ulations of beneficiaries: ESRD, dis-
abled, aged/dual eligible Medicare and 
Medicaid beneficiaries and aged/non- 
dual eligible Medicare and Medicaid 
beneficiaries. 

(3) Adjusts expenditures for changes 
in severity and case mix using prospec-
tive HCC risk scores. 

(4) Truncates an assigned bene-
ficiary’s total annual Parts A and B 
fee-for-service per capita expenditures 
at the 99th percentile of national Medi-
care fee-for-service expenditures for as-
signable beneficiaries identified for the 
12-month calendar year corresponding 
to each benchmark year in order to 
minimize variation from catastroph-
ically large claims. 

(5) Trends forward expenditures for 
each benchmark year (BY1 and BY2) to 
the third benchmark year (BY3) dollars 
using a blend of national and regional 
growth rates. 

(i) To trend forward the benchmark, 
CMS makes separate calculations for 
expenditure categories for each of the 
following populations of beneficiaries: 

(A) ESRD. 
(B) Disabled. 
(C) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(D) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(ii) National growth rates are com-

puted using CMS Office of the Actuary 
national Medicare expenditure data for 
each of the years making up the histor-
ical benchmark for assignable bene-
ficiaries identified for the 12-month 
calendar year corresponding to each 
benchmark year. 

(iii) Regional growth rates are com-
puted using expenditures for the ACO’s 

regional service area for each of the 
years making up the historical bench-
mark as follows: 

(A) Determine the counties included 
in the ACO’s regional service area 
based on the ACO’s assigned bene-
ficiary population for the relevant 
benchmark year. 

(B) Determine the ACO’s regional ex-
penditures as specified under para-
graphs (c) and (d) of this section. 

(iv) The national and regional growth 
rates are blended together by taking a 
weighted average of the two. The 
weight applied to the— 

(A) National growth rate is cal-
culated as the share of assignable bene-
ficiaries in the ACO’s regional service 
area for BY3 that are assigned to the 
ACO in BY3, as calculated in paragraph 
(a)(5)(v) of this section; and 

(B) Regional growth rate is equal to 
1 minus the weight applied to the na-
tional growth rate. 

(v) CMS calculates the share of as-
signable beneficiaries in the ACO’s re-
gional service area that are assigned to 
the ACO by doing all of the following: 

(A) Calculating the county-level 
share of assignable beneficiaries that 
are assigned to the ACO for each coun-
ty in the ACO’s regional service area. 

(B) Weighting the county-level 
shares according to the ACO’s propor-
tion of assigned beneficiaries in the 
county, determined by the number of 
the ACO’s assigned beneficiaries resid-
ing in the county in relation to the 
ACO’s total number of assigned bene-
ficiaries. 

(C) Aggregating the weighted county- 
level shares for all counties in the 
ACO’s regional service area. 

(6) Restates BY1 and BY2 trended and 
risk adjusted expenditures using BY3 
proportions of ESRD, disabled, aged/ 
dual eligible Medicare and Medicaid 
beneficiaries and aged/non-dual eligible 
Medicare and Medicaid beneficiaries. 

(7) Weights each year of the bench-
mark for an ACO’s initial agreement 
period using the following percentages: 

(i) BY3 at 60 percent. 

(ii) BY2 at 30 percent. 

(iii) BY1 at 10 percent. 

(8) Adjusts the historical benchmark 
based on the ACO’s regional service 
area expenditures, making separate 



1156 

42 CFR Ch. IV (10–1–23 Edition) § 425.601 

calculations for the following popu-
lations of beneficiaries: ESRD, dis-
abled, aged/dual eligible Medicare and 
Medicaid beneficiaries, and aged/non- 
dual eligible Medicare and Medicaid 
beneficiaries. CMS does all of the fol-
lowing: 

(i) Calculates an average per capita 
amount of expenditures for the ACO’s 
regional service area as follows: 

(A) Determines the counties included 
in the ACO’s regional service area 
based on the ACO’s BY3 assigned bene-
ficiary population. 

(B) Determines the ACO’s regional 
expenditures as specified under para-
graphs (c) and (d) of this section for 
BY3. 

(C) Adjusts for differences in severity 
and case mix between the ACO’s as-
signed beneficiary population and the 
assignable beneficiary population for 
the ACO’s regional service area identi-
fied for the 12-month calendar year 
that corresponds to BY3. 

(ii) Calculates the adjustment as fol-
lows: 

(A) Determines the difference be-
tween the average per capita amount of 
expenditures for the ACO’s regional 
service area as specified under para-
graph (a)(8)(i) of this section and the 
average per capita amount of the 
ACO’s historical benchmark deter-
mined under paragraphs (a)(1) through 
(7) of this section, for each of the fol-
lowing populations of beneficiaries: 

(1) ESRD. 
(2) Disabled. 
(3) Aged/dual eligible for Medicare 

and Medicaid. 
(4) Aged/non-dual eligible for Medi-

care and Medicaid. 
(B) Applies a percentage, as deter-

mined in paragraph (f) of this section. 
(C) Caps the per capita dollar amount 

for each Medicare enrollment type 
(ESRD, Disabled, Aged/dual eligible 
Medicare and Medicaid beneficiaries, 
Aged/non-dual eligible Medicare and 
Medicaid beneficiaries) calculated 
under paragraph (a)(8)(ii)(B) of this sec-
tion at a dollar amount equal to 5 per-
cent of national per capita expendi-
tures for Parts A and B services under 
the original Medicare fee-for-service 
program in BY3 for assignable bene-
ficiaries in that enrollment type iden-
tified for the 12-month calendar year 

corresponding to BY3 using data from 
the CMS Office of the Actuary. 

(1) For positive adjustments, the per 
capita dollar amount for a Medicare 
enrollment type is capped at 5 percent 
of the national per capita expenditure 
amount for the enrollment type for 
BY3. 

(2) For negative adjustments, the per 
capita dollar amount for a Medicare 
enrollment type is capped at negative 5 
percent of the national per capita ex-
penditure amount for the enrollment 
type for BY3. 

(9) For the second and each subse-
quent performance year during the 
term of the agreement period, the 
ACO’s benchmark is adjusted for the 
following, as applicable: For the addi-
tion and removal of ACO participants 
or ACO providers/suppliers in accord-
ance with § 425.118(b), for a change to 
the ACO’s beneficiary assignment 
methodology selection under 
§ 425.226(a)(1), and for a change to the 
beneficiary assignment methodology 
specified in subpart E of this part. To 
adjust the benchmark, CMS does the 
following: 

(i) Takes into account the expendi-
tures of beneficiaries who would have 
been assigned to the ACO in any of the 
3 most recent years prior to the start 
of the agreement period. 

(ii) Redetermines the regional adjust-
ment amount under paragraph (a)(8) of 
this section, according to the ACO’s as-
signed beneficiaries for BY3. 

(10) The historical benchmark is fur-
ther adjusted at the time of reconcili-
ation for a performance year to ac-
count for changes in severity and case 
mix of the ACO’s assigned beneficiary 
population as described under 
§§ 425.605(a), 425.609(c), and 425.610(a). 

(b) Updating the benchmark. For all 
agreement periods beginning on July 1, 
2019, and in subsequent years, CMS up-
dates the historical benchmark annu-
ally for each year of the agreement pe-
riod using a blend of national and re-
gional growth rates. 

(1) To update the benchmark, CMS 
makes separate calculations for ex-
penditure categories for each of the fol-
lowing populations of beneficiaries: 

(i) ESRD. 

(ii) Disabled. 
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(iii) Aged/dual eligible Medicare and 
Medicaid beneficiaries. 

(iv) Aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 

(2) National growth rates are com-
puted using CMS Office of the Actuary 
national Medicare expenditure data for 
BY3 and the performance year for as-
signable beneficiaries identified for the 
12-month calendar year corresponding 
to each year. 

(3) Regional growth rates are com-
puted using expenditures for the ACO’s 
regional service area for BY3 and the 
performance year, computed as follows: 

(i) Determine the counties included 
in the ACO’s regional service area 
based on the ACO’s assigned bene-
ficiary population for the year. 

(ii) Determine the ACO’s regional ex-
penditures as specified under para-
graphs (c) and (d) of this section. 

(4) The national and regional growth 
rates are blended together by taking a 
weighted average of the two. The 
weight applied to the— 

(i) National growth rate is calculated 
as the share of assignable beneficiaries 
in the ACO’s regional service area that 
are assigned to the ACO for the appli-
cable performance year as specified in 
paragraph (a)(5)(v) of this section; and 

(ii) Regional growth rate is equal to 
1 minus the weight applied to the na-
tional growth rate. 

(c) Calculating county expenditures. 
For all agreement periods beginning on 
July 1, 2019, and in subsequent years, 
CMS does all of the following to deter-
mine risk adjusted county fee-for-serv-
ice expenditures for use in calculating 
the ACO’s regional fee-for-service ex-
penditures: 

(1)(i) Determines average county fee- 
for-service expenditures based on ex-
penditures for the assignable popu-
lation of beneficiaries in each county 
in the ACO’s regional service area, 
where assignable beneficiaries are iden-
tified for the 12-month calendar year 
corresponding to the relevant bench-
mark or performance year. 

(ii) Makes separate expenditure cal-
culations for each of the following pop-
ulations of beneficiaries: 

(A) ESRD. 
(B) Disabled. 
(C) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 

(D) Aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 

(2) Calculates assignable beneficiary 
expenditures using the payment 
amounts included in Parts A and B fee- 
for-service claims with dates of service 
in the 12-month calendar year for the 
relevant benchmark or performance 
year, using a 3-month claims run out 
with a completion factor. The calcula-
tion— 

(i) Excludes IME and DSH payments, 
and the supplemental payment for IHS/ 
Tribal hospitals and Puerto Rico hos-
pitals; and 

(ii) Considers individually bene-
ficiary identifiable final payments 
made under a demonstration, pilot or 
time limited program. 

(3) Truncates a beneficiary’s total an-
nual Parts A and B fee-for-service per 
capita expenditures at the 99th per-
centile of national Medicare fee-for- 
service expenditures for assignable 
beneficiaries identified for the 12- 
month calendar year that corresponds 
to the relevant benchmark or perform-
ance year, in order to minimize vari-
ation from catastrophically large 
claims. 

(4) Adjusts fee-for-service expendi-
tures for severity and case mix of as-
signable beneficiaries in the county 
using prospective HCC risk scores. The 
calculation is made according to the 
following populations of beneficiaries: 

(i) ESRD. 
(ii) Disabled. 
(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(d) Calculating regional expenditures. 

For all agreement periods beginning on 
July 1, 2019, and in subsequent years, 
CMS calculates an ACO’s risk adjusted 
regional expenditures by: 

(1) Weighting the risk-adjusted coun-
ty-level fee-for-service expenditures de-
termined under paragraph (c) of this 
section according to the ACO’s propor-
tion of assigned beneficiaries in the 
county, determined by the number of 
the ACO’s assigned beneficiaries in the 
applicable population (according to 
Medicare enrollment type) residing in 
the county in relation to the ACO’s 
total number of assigned beneficiaries 
in the applicable population (according 
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to Medicare enrollment type) for the 
relevant benchmark or performance 
year for each of the following popu-
lations of beneficiaries: 

(i) ESRD. 
(ii) Disabled. 
(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(2) Aggregating the values deter-

mined under paragraph (d)(1) of this 
section for each population of bene-
ficiaries (according to Medicare enroll-
ment type) across all counties within 
the ACO’s regional service area. 

(e) Resetting the benchmark. (1) An 
ACO’s benchmark is reset at the start 
of each subsequent agreement period. 

(2) For second or subsequent agree-
ments periods beginning on July 1, 
2019, and in subsequent years, CMS es-
tablishes, adjusts, and updates the 
rebased historical benchmark in ac-
cordance with paragraphs (a) through 
(d) of this section with the following 
modifications: 

(i) Rather than weighting each year 
of the benchmark using the percent-
ages provided in paragraph (a)(7) of this 
section, each benchmark year is 
weighted equally. 

(ii) For a renewing ACO or re-enter-
ing ACO whose prior agreement period 
benchmark was calculated according to 
§ 425.603(c), to determine the weight 
used in the regional adjustment cal-
culation described in paragraph (f) of 
this section, CMS considers the agree-
ment period the ACO is entering into 
according to § 425.600(f) in combination 
with either of the following— 

(A) The weight previously applied to 
calculate the regional adjustment to 
the ACO’s benchmark under 
§ 425.603(c)(9) in its most recent prior 
agreement period; or 

(B) For a new ACO identified as a re- 
entering ACO, CMS considers the 
weight previously applied to calculate 
the regional adjustment to the bench-
mark under § 425.603(c)(9) in its most re-
cent prior agreement period of the ACO 
in which the majority of the new ACO’s 
participants were participating pre-
viously. 

(f) Phase-in of weights used in regional 
adjustment calculation. (1) The first 
time that an ACO’s benchmark is ad-

justed based on the ACO’s regional 
service area expenditures, CMS cal-
culates the regional adjustment as fol-
lows: 

(i) Using 35 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s initial or rebased 
historical benchmark, if the ACO is de-
termined to have lower spending than 
the ACO’s regional service area. 

(ii) Using 15 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s initial or rebased 
historical benchmark, if the ACO is de-
termined to have higher spending than 
the ACO’s regional service area. 

(2) The second time that an ACO’s 
benchmark is adjusted based on the 
ACO’s regional service area expendi-
tures, CMS calculates the regional ad-
justment as follows: 

(i) Using 50 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
benchmark if the ACO is determined to 
have lower spending than the ACO’s re-
gional service area. 

(ii) Using 25 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
benchmark if the ACO is determined to 
have higher spending than the ACO’s 
regional service area. 

(3) The third time that an ACO’s 
benchmark is adjusted based on the 
ACO’s regional service area expendi-
tures, CMS calculates the regional ad-
justment as follows: 

(i) Using 50 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
benchmark if the ACO is determined to 
have lower spending than the ACO’s re-
gional service area. 

(ii) Using 35 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
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benchmark if the ACO is determined to 
have higher spending than the ACO’s 
regional service area. 

(4) The fourth or subsequent time 
that an ACO’s benchmark is adjusted 
based on the ACO’s regional service 
area expenditures, CMS calculates the 
regional adjustment to the historical 
benchmark using 50 percent of the dif-
ference between the average per capita 
amount of expenditures for the ACO’s 
regional service area and the average 
per capita amount of the ACO’s rebased 
historical benchmark. 

(5) To determine if an ACO has lower 
or higher spending compared to the 
ACO’s regional service area, CMS does 
the following: 

(i) Multiplies the difference between 
the average per capita amount of ex-
penditures for the ACO’s regional serv-
ice area and the average per capita 
amount of the ACO’s historical bench-
mark for each population of bene-
ficiaries (ESRD, Disabled, Aged/dual el-
igible Medicare and Medicaid bene-
ficiaries, Aged/non-dual eligible Medi-
care and Medicaid beneficiaries) as cal-
culated under either paragraph 
(a)(8)(ii)(A) or (e) of this section by the 
applicable proportion of the ACO’s as-
signed beneficiary population (ESRD, 
Disabled, Aged/dual eligible Medicare 
and Medicaid beneficiaries, Aged/non- 
dual eligible Medicare and Medicaid 
beneficiaries) for BY3 of the historical 
benchmark. 

(ii) Sums the amounts determined in 
paragraph (f)(5)(i) of this section across 
the populations of beneficiaries (ESRD, 
Disabled, Aged/dual eligible Medicare 
and Medicaid beneficiaries, Aged/non- 
dual eligible Medicare and Medicaid 
beneficiaries). 

(iii) If the resulting sum is a net posi-
tive value, the ACO is considered to 
have lower spending compared to the 
ACO’s regional service area. If the re-
sulting sum is a net negative value, the 
ACO is considered to have higher 
spending compared to the ACO’s re-
gional service area. 

(iv) If during the term of the agree-
ment period CMS adjusts the ACO’s 
benchmark, as specified in paragraph 
(a)(9) of this section, CMS redetermines 
whether the ACO is considered to have 
lower spending or higher spending com-
pared to the ACO’s regional service 

area for purposes of determining the 
percentage in paragraphs (f)(1) through 
(3) of this section used in calculating 
the adjustment under either paragraph 
(a)(8) or (e) of this section. 

(g) July 1, 2019 through December 31, 
2019 performance year. In determining 
performance for the July 1, 2019 
through December 31, 2019 performance 
year described in § 425.609(c), CMS does 
all of the following: 

(1) When adjusting the benchmark 
using the methodology set forth in 
paragraph (a)(10) of this section and 
§ 425.609(c), CMS adjusts for severity 
and case mix between BY3 and CY 2019. 

(2) When updating the benchmark 
using the methodology set forth in 
paragraph (b) of this section and 
§ 425.609(c), CMS updates the bench-
mark based on growth between BY3 
and CY 2019. 

[83 FR 68071, Dec. 31, 2018, as amended at 85 
FR 85042, Dec. 28, 2020; 87 FR 70237, Nov. 18, 
2022] 

§ 425.602 Establishing, adjusting, and 
updating the benchmark for an 
ACO’s first agreement period begin-
ning on or before January 1, 2018. 

(a) Computing per capita Medicare Part 
A and Part B benchmark expenditures. 
For agreement periods beginning on or 
before January 1, 2018, in computing an 
ACO’s fixed historical benchmark that 
is adjusted for historical growth and 
beneficiary characteristics, including 
health status, CMS determines the per 
capita Parts A and B fee-for-service ex-
penditures for beneficiaries that would 
have been assigned to the ACO in any 
of the 3 most recent years prior to the 
agreement period using the ACO par-
ticipants’ TINs identified at the start 
of the agreement period. CMS does all 
of the following: 

(1) Calculates the payment amounts 
included in Parts A and B fee-for-serv-
ice claims using a 3-month claims run 
out with a completion factor. 

(i) This calculation excludes indirect 
medical education (IME) and dispropor-
tionate share hospital (DSH) payments. 

(ii) This calculation considers indi-
vidually beneficiary identifiable pay-
ments made under a demonstration, 
pilot or time limited program. 

(A) For agreement periods beginning 
before 2018, this calculation considers 
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all individually beneficiary identifiable 
payments, including interim payments, 
made under a demonstration, pilot or 
time limited program. 

(B) For agreement periods beginning 
in 2018, this calculation considers indi-
vidually beneficiary identifiable final 
payments made under a demonstration, 
pilot or time limited program. 

(C) For the 2018 performance year and 
subsequent performance years in agree-
ment periods beginning in 2015, 2016 
and 2017, the benchmark is adjusted to 
reflect only individually beneficiary 
identifiable final payments made under 
a demonstration, pilot or time limited 
program. 

(2) Makes separate expenditure cal-
culations for each of the following pop-
ulations of beneficiaries: ESRD, dis-
abled, aged/dual eligible Medicare and 
Medicaid beneficiaries and aged/non- 
dual eligible Medicare and Medicaid 
beneficiaries. 

(3) Adjusts expenditures for changes 
in severity and case mix using prospec-
tive HCC risk scores. 

(4) Truncation of expenditures: 
(i) For agreement periods beginning 

before 2017— 
(A) Truncates an assigned bene-

ficiary’s total annual Parts A and B 
fee-for-service per capita expenditures 
at the 99th percentile of national Medi-
care fee-for-service expenditures as de-
termined for each benchmark year in 
order to minimize variation from cata-
strophically large claims; and 

(B) For the 2017 performance year 
and any subsequent performance years 
in agreement periods beginning in 2014, 
2015 and 2016, the benchmark is ad-
justed to reflect the use of assignable 
beneficiaries in determining the 99th 
percentile of Medicare fee-for-service 
expenditures for purposes of truncating 
expenditures for assigned beneficiaries 
during each benchmark year as speci-
fied in paragraph (a)(4)(ii) of this sec-
tion. 

(ii) For agreement periods beginning 
in 2017 and 2018, truncates an assigned 
beneficiary’s total annual Parts A and 
B fee-for-service per capita expendi-
tures at the 99th percentile of national 
Medicare fee-for-service expenditures 
for assignable beneficiaries identified 
for the 12-month calendar year cor-
responding to each benchmark year in 

order to minimize variation from cata-
strophically large claims. 

(5) Trending expenditures: 

(i) For agreement periods beginning 
before 2017— 

(A) Using CMS Office of the Actuary 
national Medicare expenditure data for 
each of the years making up the histor-
ical benchmark, determines national 
growth rates and trends expenditures 
for each benchmark year (BY1 and 
BY2) to the third benchmark year 
(BY3) dollars. 

(B) To trend forward the benchmark, 
CMS makes separate calculations for 
expenditure categories for each of the 
following populations of beneficiaries: 

(1) ESRD. 

(2) Disabled. 

(3) Aged/dual eligible Medicare and 
Medicaid beneficiaries. 

(4) Aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 

(C) For the 2017 performance year and 
any subsequent performance years in 
agreement periods beginning in 2014, 
2015 and 2016, the benchmark is ad-
justed to reflect the use of assignable 
beneficiaries to perform each of these 
calculations as specified in paragraph 
(a)(5)(ii) of this section. 

(ii) For agreement periods beginning 
in 2017 and 2018— 

(A) Using CMS Office of the Actuary 
national Medicare expenditure data for 
each of the years making up the histor-
ical benchmark, determines national 
growth rates for assignable bene-
ficiaries identified for the 12-month 
calendar year corresponding to each 
benchmark year, and trends expendi-
tures for each benchmark year (BY1 
and BY2) to the third benchmark year 
(BY3) dollars. 

(B) To trend forward the benchmark, 
CMS makes separate calculations for 
expenditure categories for each of the 
following populations of beneficiaries: 

(1) ESRD. 

(2) Disabled. 

(3) Aged/dual eligible Medicare and 
Medicaid beneficiaries. 

(4) Aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 

(6) Restates BY1 and BY2 trended and 
risk adjusted expenditures in BY3 pro-
portions of ESRD, disabled, aged/dual 
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eligible Medicare and Medicaid bene-
ficiaries and aged/non-dual eligible 
Medicare and Medicaid beneficiaries. 

(7) Weights each year of the bench-
mark for the initial agreement period 
using the following percentages: 

(i) BY3 at 60 percent. 

(ii) BY2 at 30 percent. 

(iii) BY1 at 10 percent. 

(8) The ACO’s benchmark is adjusted 
for the addition and removal of ACO 
participants or ACO providers/suppliers 
in accordance with § 425.118(b) and for a 
change to the beneficiary assignment 
methodology specified in subpart E of 
this part, as applicable, to take into 
account the expenditures for bene-
ficiaries who would have been assigned 
to the ACO in any of the 3 most recent 
years prior to the start of the agree-
ment period. 

(9) The historical benchmark is fur-
ther adjusted at the time of reconcili-
ation for a performance year to ac-
count for changes in severity and case 
mix for newly and continuously as-
signed beneficiaries using prospective 
HCC risk scores and demographic fac-
tors as described under §§ 425.604(a)(1) 
through (3), 425.606(a)(1) through (3), 
and 425.610(a)(1) through (3). 

(b) Updating the benchmark. CMS up-
dates the historical benchmark annu-
ally for each year of the agreement pe-
riod based on the flat dollar equivalent 
of the projected absolute amount of 
growth in national per capita expendi-
tures for Parts A and B services under 
the original Medicare fee-for-service 
program. 

(1) For performance years before 2017, 
CMS updates the historical benchmark 
annually for each year of the agree-
ment period based on the flat dollar 
equivalent of the projected absolute 
amount of growth in national per cap-
ita expenditures for Parts A and B 
services under the original Medicare 
fee-for-service program. 

(i) CMS updates the fixed benchmark 
by the projected absolute amount of 
growth in national per capita expendi-
tures for Parts A and B services under 
the original Medicare fee-for-service 
program using data from CMS’ Office 
of the Actuary. 

(ii) To update the benchmark, CMS 
makes expenditure calculations for 

separate categories for each of the fol-

lowing populations of beneficiaries: 

(A) ESRD. 

(B) Disabled. 

(C) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 

(D) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 

(2) For the 2017 performance year and 

subsequent performance years, CMS 

updates the historical benchmark an-

nually for each year of the agreement 

period based on the flat dollar equiva-

lent of the projected absolute amount 

of growth in national per capita ex-

penditures for Parts A and B services 

under the original Medicare fee-for- 

service program for assignable bene-

ficiaries identified for the 12-month 

calendar year corresponding to the 

year for which the update is calculated. 

(i) CMS updates the fixed benchmark 

by the projected absolute amount of 

growth in national per capita expendi-

tures for Parts A and B services under 

the original Medicare fee-for-service 

program for assignable beneficiaries 

identified for the 12-month calendar 

year corresponding to the year for 

which the update is being calculated 

using data from CMS’ Office of the Ac-

tuary. 

(ii) To update the benchmark, CMS 

makes expenditure calculations for 

separate categories for each of the fol-

lowing populations of beneficiaries: 

(A) ESRD. 

(B) Disabled. 

(C) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 

(D) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 

(c) January 1, 2019 through June 30, 

2019 performance year. In determining 

performance for the January 1, 2019 

through June 30, 2019 performance year 

described in § 425.609(b) CMS does all of 

the following: 

(1) When adjusting the benchmark 

using the methodology set forth in 

paragraph (a)(9) of this section and 

§ 425.609(b), CMS adjusts for severity 

and case mix between BY3 and CY 2019. 

(2) When updating the benchmark 

using the methodology set forth in 

paragraph (b) of this section and 
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§ 425.609(b), CMS updates the bench-
mark based on growth between BY3 
and CY 2019. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 

FR 32842, June 9, 2015; 81 FR 38014, June 10, 

2016; 82 FR 53370, Nov. 15, 2017; 83 FR 60094, 

Nov. 23, 2018; 83 FR 68074, Dec. 31, 2018; 85 FR 

85042, Dec. 28, 2020] 

§ 425.603 Resetting, adjusting, and up-
dating the benchmark for a subse-
quent agreement period beginning 
on or before January 1, 2019. 

(a) An ACO’s benchmark is reset at 
the start of each subsequent agreement 
period. 

(b) For second agreement periods be-
ginning in 2016, CMS establishes, ad-
justs, and updates the rebased histor-
ical benchmark in accordance with 
§ 425.602(a) and (b) with the following 
modifications: 

(1) Rather than weighting each year 
of the benchmark using the percent-
ages provided at § 425.602(a)(7), each 
benchmark year is weighted equally. 

(2) An additional adjustment is made 
to account for the average per capita 
amount of savings generated during 
the ACO’s previous agreement period. 
The adjustment is limited to the aver-
age number of assigned beneficiaries 
(expressed as person years) under the 
ACO’s first agreement period. 

(c) For second or subsequent agree-
ment periods beginning in 2017, 2018 
and on January 1, 2019, CMS establishes 
the rebased historical benchmark by 
determining the per capita Parts A and 
B fee-for-service expenditures for bene-
ficiaries who would have been assigned 
to the ACO in any of the 3 most recent 
years before the agreement period 
using the certified ACO participant list 
submitted before the start of the agree-
ment period as required under § 425.118. 
CMS does all of the following: 

(1) Calculates the payment amounts 
included in Parts A and B fee-for-serv-
ice claims using a 3-month claims run 
out with a completion factor. The cal-
culation— 

(i) Excludes IME and DSH payments; 
and 

(ii) Considers individually bene-
ficiary identifiable payments made 
under a demonstration, pilot or time 
limited program. 

(A) For agreement periods beginning 
before 2018, considers all individually 
beneficiary identifiable payments, in-
cluding interim payments, made under 
a demonstration, pilot or time limited 
program. 

(B) For agreement periods beginning 
in 2018 and on January 1, 2019, con-
siders individually beneficiary identifi-
able final payments made under a dem-
onstration, pilot or time limited pro-
gram. 

(C) For the 2018 and 2019 performance 
years in agreement periods beginning 
in 2017, the benchmark is adjusted to 
reflect only individually beneficiary 
identifiable final payments made under 
a demonstration, pilot or time limited 
program. 

(2) Makes separate expenditure cal-
culations for each of the following pop-
ulations of beneficiaries: 

(i) ESRD. 

(ii) Disabled. 

(iii) Aged/dual eligible Medicare and 
Medicaid beneficiaries. 

(iv) Aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 

(3) Adjusts expenditures for changes 
in severity and case mix using prospec-
tive HCC risk scores. 

(4) Truncates an assigned bene-
ficiary’s total annual Parts A and B 
fee-for-service per capita expenditures 
at the 99th percentile of national Medi-
care fee-for-service expenditures for as-
signable beneficiaries identified for the 
12-month calendar year corresponding 
to each benchmark year in order to 
minimize variation from catastroph-
ically large claims. 

(5) Trends forward expenditures for 
each benchmark year (BY1 and BY2) to 
the third benchmark year (BY3) dollars 
using regional growth rates based on 
expenditures for the ACO’s regional 
service area as determined under para-
graphs (e) and (f) of this section, mak-
ing separate expenditure calculations 
for each of the following populations of 
beneficiaries: 

(i) ESRD. 

(ii) Disabled. 

(iii) Aged/dual eligible Medicare and 
Medicaid beneficiaries. 

(iv) Aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 
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(6) Restates BY1 and BY2 trended and 
risk-adjusted expenditures in BY3 pro-
portions of the following populations of 
beneficiaries: 

(i) ESRD. 

(ii) Disabled. 

(iii) Aged/dual eligible Medicare and 
Medicaid beneficiaries. 

(iv) Aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 

(7) Weights each benchmark year 
equally. 

(8) The ACO’s benchmark is adjusted 
for the following, as applicable: For the 
addition and removal of ACO partici-
pants or ACO providers/suppliers in ac-
cordance with § 425.118(b), and for a 
change to the beneficiary assignment 
methodology specified in subpart E of 
this part. To adjust the benchmark, 
CMS does the following: 

(i) Takes into account the expendi-
tures for beneficiaries who would have 
been assigned to the ACO in any of the 
3 most recent years prior to the start 
of the agreement period. 

(ii) Redetermines the regional adjust-
ment amount under paragraph (c)(9) of 
this section, according to the ACO’s as-
signed beneficiaries for BY3. 

(9) Adjusts the historical benchmark 
based on the ACO’s regional service 
area expenditures, making separate 
calculations for the following popu-
lations of beneficiaries: ESRD, dis-
abled, aged/dual eligible Medicare and 
Medicaid beneficiaries, and aged/non- 
dual eligible Medicare and Medicaid 
beneficiaries. CMS does all of the fol-
lowing: 

(i) Calculates an average per capita 
amount of expenditures for the ACO’s 
regional service area as follows: 

(A) Determines the counties included 
in the ACO’s regional service area 
based on the ACO’s BY3 assigned bene-
ficiary population. 

(B) Determines the ACO’s regional 
expenditures as specified under para-
graphs (e) and (f) of this section for 
BY3. 

(C) Adjusts for differences in severity 
and case mix between the ACO’s as-
signed beneficiary population and the 
assignable beneficiary population for 
the ACO’s regional service area identi-
fied for the 12-month calendar year 
that corresponds to BY3. 

(ii) Calculates the adjustment as fol-
lows: 

(A) Determines the difference be-
tween the average per capita amount of 
expenditures for the ACO’s regional 
service area as specified under para-
graph (c)(9)(i) of this section and the 
average per capita amount of the 
ACO’s rebased historical benchmark 
determined under paragraphs (c)(1) 
through)(8) of this section, for each of 
the following populations of bene-
ficiaries: 

(1) ESRD. 

(2) Disabled. 

(3) Aged/dual eligible Medicare and 
Medicaid beneficiaries. 

(4) Aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 

(B) Applies a percentage, determined 
as follows: 

(1) The first time an ACO’s bench-
mark is rebased using the methodology 
described under paragraph (c) of this 
section, CMS calculates the regional 
adjustment as follows: 

(i) Using 35 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
benchmark, if the ACO is determined 
to have lower spending than the ACO’s 
regional service area; 

(ii) Using 25 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
benchmark, if the ACO is determined 
to have higher spending than the ACO’s 
regional service area. 

(2) The second time that an ACO’s 
benchmark is rebased using the meth-
odology described under paragraph (c) 
of this section, CMS calculates the re-
gional adjustment to the historical 
benchmark as follows: 

(i) Using 70 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
benchmark, unless the Secretary deter-
mines a lower weight should be applied, 
if the ACO is determined to have lower 
spending than the ACO’s regional serv-
ice area; 
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(ii) Using 50 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
benchmark, if the ACO is determined 
to have higher spending than the ACO’s 
regional service area. 

(3) The third or subsequent time that 
an ACO’s benchmark is rebased using 
the methodology described under para-
graph (c) of this section, CMS cal-
culates the regional adjustment to the 
historical benchmark using 70 percent 
of the difference between the average 
per capita amount of expenditures for 
the ACO’s regional service area and the 
average per capita amount of the 
ACO’s rebased historical benchmark, 
unless the Secretary determines a 
lower weight should be applied. 

(4) To determine if an ACO has lower 
or higher spending compared to the 
ACO’s regional service area, CMS does 
the following: 

(i) Multiplies the difference between 
the average per capita amount of ex-
penditures for the ACO’s regional serv-
ice area and the average per capita 
amount of the ACO’s rebased historical 
benchmark for each population of 
beneficiaries (ESRD, Disabled, Aged/ 
dual eligible Medicare and Medicaid 
beneficiaries, Aged/non-dual eligible 
Medicare and Medicaid beneficiaries) 
as calculated under paragraph 
(c)(9)(ii)(A) of this section by the appli-
cable proportion of the ACO’s assigned 
beneficiary population (ESRD, Dis-
abled, Aged/dual eligible Medicare and 
Medicaid beneficiaries, Aged/non-dual 
eligible Medicare and Medicaid bene-
ficiaries) for benchmark year 3 of the 
rebased historical benchmark. 

(ii) Sums the amounts determined in 
paragraph (c)(9)(ii)(B)(4)(i) of this sec-
tion across the populations of bene-
ficiaries (ESRD, Disabled, Aged/dual el-
igible Medicare and Medicaid bene-
ficiaries, Aged/non-dual eligible Medi-
care and Medicaid beneficiaries). 

(iii) If the resulting sum is a net posi-
tive value, the ACO is considered to 
have lower spending compared to the 
ACO’s regional service area. If the re-
sulting sum is a net negative value, the 
ACO is considered to have higher 
spending compared to the ACO’s re-
gional service area. 

(iv) If CMS adjusts the ACO’s bench-
mark, as specified in paragraph (c)(8) of 
this section, CMS redetermines wheth-
er the ACO is considered to have lower 
spending or higher spending compared 
to the ACO’s regional service area for 
purposes of determining the percentage 
used in calculating the adjustment in 
paragraphs (c)(9)(ii)(B)(1) and (2) of this 
section. 

(10) The historical benchmark is fur-
ther adjusted at the time of reconcili-
ation for a performance year to ac-
count for changes in severity and case 
mix for newly and continuously as-
signed beneficiaries using prospective 
HCC risk scores and demographic fac-
tors as described under §§ 425.604(a)(1) 
through (3), 425.606(a)(1) through (3), 
and 425.610(a)(1) through (3). 

(d) For second or subsequent agree-
ment periods beginning in 2017, 2018 
and on January 1, 2019, CMS updates 
the rebased historical benchmark 
under paragraph (c) of this section, an-
nually for each year of the agreement 
period by the growth in risk adjusted 
regional per beneficiary FFS spending 
for the ACO’s regional service area by 
doing all of the following: 

(1) Determining the counties included 
in the ACO’s regional service area 
based on the ACO’s assigned bene-
ficiary population used to determine fi-
nancial reconciliation for the relevant 
performance year. 

(2) Determining growth rates based 
on expenditures for counties in the 
ACO’s regional service area calculated 
under paragraphs (e) and (f) of this sec-
tion, for the performance year com-
pared to BY3 for each of the following 
populations of beneficiaries: 

(i) ESRD. 
(ii) Disabled. 
(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(3) Updating the benchmark by mak-

ing separate calculations for each of 
the following populations of bene-
ficiaries: 

(i) ESRD. 
(ii) Disabled. 
(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
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(e) For second or subsequent agree-
ment periods beginning in 2017, 2018 
and on January 1, 2019, CMS does all of 
the following to determine risk ad-
justed county fee-for-service expendi-
tures for use in calculating the ACO’s 
regional fee-for-service expenditures: 

(1)(i) Determines average county fee- 
for-service expenditures based on ex-
penditures for the assignable popu-
lation of beneficiaries in each county, 
where assignable beneficiaries are iden-
tified for the 12-month calendar year 
corresponding to the relevant bench-
mark or performance year. 

(ii) Makes separate expenditure cal-
culations for each of the following pop-
ulations of beneficiaries: 

(A) ESRD. 
(B) Disabled. 
(C) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(D) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(2) Calculates assignable beneficiary 

expenditures using the payment 
amounts included in Parts A and B fee- 
for-service claims with dates of service 
in the 12-month calendar year for the 
relevant benchmark or performance 
year, using a 3-month claims run out 
with a completion factor. The calcula-
tion— 

(i) Excludes IME and DSH payments; 
and 

(ii) Considers individually bene-
ficiary identifiable payments made 
under a demonstration, pilot or time 
limited program. 

(A) For agreement periods beginning 
before 2018, considers all individually 
beneficiary identifiable payments, in-
cluding interim payments, made under 
a demonstration, pilot or time limited 
program. 

(B) For agreement periods beginning 
in 2018 and on January 1, 2019, con-
siders individually beneficiary identifi-
able final payments made under a dem-
onstration, pilot or time limited pro-
gram. 

(C) For the 2018 and 2019 performance 
years in agreement periods beginning 
in 2017, risk adjusted county fee-for- 
service expenditures are adjusted to re-
flect only individually beneficiary 
identifiable final payments made under 
a demonstration, pilot or time limited 
program. 

(3) Truncates a beneficiary’s total an-
nual Parts A and B fee-for-service per 
capita expenditures at the 99th per-
centile of national Medicare fee-for- 
service expenditures for assignable 
beneficiaries identified for the 12- 
month calendar year that corresponds 
to the relevant benchmark or perform-
ance year, in order to minimize vari-
ation from catastrophically large 
claims. 

(4) Adjusts fee-for-service expendi-
tures for severity and case mix of as-
signable beneficiaries in the county 
using prospective CMS–HCC risk 
scores. The calculation is made accord-
ing to the following populations of 
beneficiaries: 

(i) ESRD. 

(ii) Disabled. 

(iii) Aged/dual eligible Medicare and 
Medicaid beneficiaries. 

(iv) Aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 

(f) For second or subsequent agree-
ment periods beginning in 2017, 2018, 
and on January 1, 2019, CMS calculates 
an ACO’s risk adjusted regional ex-
penditures by— 

(1) Weighting the risk-adjusted coun-
ty-level fee-for-service expenditures de-
termined under paragraph (e) of this 
section according to the ACO’s propor-
tion of assigned beneficiaries in the 
county, determined by the number of 
the ACO’s assigned beneficiaries in the 
applicable population (according to 
Medicare enrollment type) residing in 
the county in relation to the ACO’s 
total number of assigned beneficiaries 
in the applicable population (according 
to Medicare enrollment type) for the 
relevant benchmark or performance 
year for each of the following popu-
lations of beneficiaries: 

(i) ESRD. 

(ii) Disabled. 

(iii) Aged/dual eligible Medicare and 
Medicaid beneficiaries. 

(iv) Aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 

(2) Aggregating the values deter-
mined under paragraph (f)(1) of this 
section for each population of bene-
ficiaries (according to Medicare enroll-
ment type) across all counties within 
the ACO’s regional service area; and 
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(3) Weighting the aggregate expendi-
ture values determined for each popu-
lation of beneficiaries (according to 
Medicare enrollment type) under para-
graph (f)(2) of this section by a weight 
reflecting the proportion of the ACO’s 
overall beneficiary population in the 
applicable Medicare enrollment type 
for the relevant benchmark or perform-
ance year. 

(g) In determining performance for 
the January 1, 2019 through June 30, 
2019 performance year described in 
§ 425.609(b) CMS does all of the fol-
lowing: 

(1) When adjusting the benchmark 
using the methodology set forth in 
paragraph (c)(10) of this section and 
§ 425.609(b), CMS adjusts for severity 
and case mix between BY3 and CY 2019. 

(2) When updating the benchmark 
using the methodology set forth in 
paragraph (d) of this section and 
§ 425.609(b), CMS updates the bench-
mark based on growth between BY3 
and CY 2019. 

[81 FR 38014, June 10, 2016, as amended at 82 
FR 53370, Nov. 15, 2017; 83 FR 60094, Nov. 23, 
2018; 83 FR 68074, Dec. 31, 2018; 85 FR 85042, 
Dec. 28, 2020] 

§ 425.604 Calculation of savings under 
the one-sided model. 

(a) Savings determination. For each 
performance year, CMS determines 
whether the estimated average per cap-
ita Medicare expenditures under the 
ACO for Medicare fee-for-service bene-
ficiaries for Parts A and B services are 
below the applicable updated bench-
mark determined under § 425.602 or 
§ 425.603. 

(1) Newly assigned beneficiaries. CMS 
uses an ACO’s HCC prospective risk 
score to adjust the benchmark for 
changes in severity and case mix in 
this population. 

(2) Continuously assigned beneficiaries. 
(i) CMS uses demographic factors to 
adjust the benchmark for changes in 
the continuously assigned population. 

(ii) If the prospective HCC risk score 
is lower in the performance year for 
this population, CMS will adjust the 
benchmark for changes in severity and 
case mix in this population using this 
lower prospective HCC risk score. 

(3) Assigned beneficiary changes in 
demographics and health status are 

used to adjust benchmark expenditures 
as described in § 425.602(a) or § 425.603(c). 
In adjusting the benchmark for health 
status and demographic changes CMS 
makes adjustments for separate cat-
egories for each of the following popu-
lations of beneficiaries: 

(i) ESRD. 
(ii) Disabled. 
(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(4)(i) For performance years before 

2017 to minimize variation from cata-
strophically large claims, CMS trun-
cates an assigned beneficiary’s total 
annual Parts A and B fee-for-service 
per capita expenditures at the 99th per-
centile of national Medicare fee-for- 
service expenditures as determined for 
each performance year. 

(ii) For the 2017 performance year 
and subsequent performance years, to 
minimize variation from catastroph-
ically large claims, CMS truncates an 
assigned beneficiary’s total annual 
Parts A and B fee-for-service per capita 
expenditures at the 99th percentile of 
national Medicare fee-for-service ex-
penditures as determined for the appli-
cable performance year for assignable 
beneficiaries identified for the 12- 
month calendar year corresponding to 
the performance year. 

(5) CMS uses a 3 month claims run 
out with a completion factor to cal-
culate an ACO’s per capita expendi-
tures for each performance year. 

(6) Calculations of the ACO’s expendi-
tures will include the payment 
amounts included in Part A and B fee- 
for-service claims. 

(i) These calculations will exclude in-
direct medical education (IME) and dis-
proportionate share hospital (DSH) 
payments. 

(ii) These calculations will take into 
consideration individually beneficiary 
identifiable payments made under a 
demonstration, pilot or time limited 
program. 

(A) For performance years beginning 
before 2018, these calculations will take 
into consideration all individually ben-
eficiary identifiable payments, includ-
ing interim payments, made under a 
demonstration, pilot or time limited 
program. 
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(B) For performance year 2018 and 
subsequent performance years, these 
calculations will take into consider-
ation individually beneficiary identifi-
able final payments made under a dem-
onstration, pilot or time limited pro-
gram. 

(7) In order to qualify for a shared 
savings payment, the ACO’s average 
per capita Medicare expenditures for 
the performance year must be below 
the applicable updated benchmark by 

at least the minimum savings rate es-
tablished for the ACO under paragraph 
(b) of this section. 

(b) Minimum savings rate (MSR). CMS 
uses a sliding scale, based on the num-
ber of beneficiaries assigned to the 
ACO under subpart E of this part, to es-
tablish the MSR for an ACO partici-
pating under the one-sided model. The 
MSR under the one-sided model for an 
ACO based on the number of assigned 
beneficiaries is as follows: 

(c) Qualification for shared savings 
payment—(1) For performance years (or a 
performance period) beginning on or be-
fore January 1, 2020. In order to qualify 
for shared savings, an ACO must meet 
or exceed its minimum savings rate de-
termined under paragraph (b) of this 
section, meet the minimum quality 
performance standards established 
under § 425.502, and otherwise maintain 
its eligibility to participate in the 
Shared Savings Program under this 
part. 

(2) For the performance year beginning 
on January 1, 2021. To qualify for shared 
savings, an ACO must meet or exceed 
its minimum savings rate determined 
under paragraph (b) of this section, 
meet the quality performance standard 

established under § 425.512, and other-
wise maintain its eligibility to partici-
pate in the Shared Savings Program 
under this part. 

(d) Final sharing rate—(1) For perform-
ance years (or a performance period) be-
ginning on or before January 1, 2020. An 
ACO that meets all the requirements 
for receiving shared savings payments 
under the one-sided model will receive 
a shared savings payment of up to 50 
percent of all savings under the up-
dated benchmark, as determined on the 
basis of its quality performance under 
§ 425.502 (up to the performance pay-
ment limit described in paragraph 
(e)(2) of this section). 

(2) For the performance year beginning 
on January 1, 2021. An ACO that meets 
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all the requirements for receiving 
shared savings payments under Track 1 
will receive a shared savings payment 
of 50 percent of all the savings under 
the updated benchmark (up to the per-
formance payment limit described in 
paragraph (e)(2) of this section). 

(e) Performance payment. (1) If an ACO 
qualifies for savings by meeting or ex-
ceeding the MSR, the final sharing rate 
will apply to an ACO’s savings on a 
first dollar basis. 

(2) The amount of shared savings an 
eligible ACO receives under the one- 
sided model may not exceed 10 percent 
of its updated benchmark. 

(f) Notification of savings. CMS noti-
fies an ACO in writing regarding 
whether the ACO qualifies for a shared 
savings payment, and if so, the amount 
of the payment due. 

(g) January 1, 2019 through June 30, 
2019 performance year. Shared savings 
for the January 1, 2019 through June 30, 
2019 performance year are calculated as 
described in § 425.609. 

[76 FR 67973, Nov. 2, 2011, as amended at 81 
FR 38016, June 10, 2016; 82 FR 53370, Nov. 15, 
2017; 83 FR 60094, Nov. 23, 2018; 83 FR 68074, 
Dec. 31, 2018; 85 FR 85042, Dec. 28, 2020] 

§ 425.605 Calculation of shared savings 
and losses under the BASIC track. 

(a) General rules. For each perform-
ance year, CMS determines whether 
the estimated average per capita Medi-
care Parts A and B fee-for-service ex-
penditures for Medicare fee-for-service 
beneficiaries assigned to the ACO are 
above or below the updated benchmark 
determined under § 425.601 or § 425.652, 
as applicable. In order to qualify for a 
shared savings payment under the 
BASIC track, or to be responsible for 
sharing losses with CMS, an ACO’s av-
erage per capita Medicare Parts A and 
B fee-for-service expenditures for its 
assigned beneficiary population for the 
performance year must be below or 
above the updated benchmark, respec-
tively, by at least the minimum sav-
ings or loss rate under paragraph (b) of 
this section except as provided in para-
graph (h) of this section. 

(1) CMS uses an ACO’s prospective 
HCC risk score to adjust the bench-
mark for changes in severity and case 
mix in the assigned beneficiary popu-

lation between BY3 and the perform-
ance year. 

(i) For agreement periods beginning 
before January 1, 2024: 

(A) Positive adjustments in prospec-
tive HCC risk scores are subject to a 
cap of 3 percent. 

(B) This cap is the maximum increase 
in risk scores for each agreement pe-
riod, such that any positive adjustment 
between BY3 and any performance year 
in the agreement period cannot be larg-
er than 3 percent. 

(ii) For agreement periods beginning 
on January 1, 2024, and in subsequent 
years: 

(A) Positive adjustments in prospec-
tive HCC risk scores are subject to a 
cap equal to the ACO’s aggregate 
growth in demographic risk scores be-
tween BY3 and the performance year 
(positive or negative) plus 3 percentage 
points. 

(B) The cap described in paragraph 
(a)(1)(ii)(A) of this section will apply to 
prospective HCC risk score growth for 
a population described in paragraph 
(a)(2) of this section only if the ACO’s 
aggregate growth in prospective HCC 
risk scores between BY3 and the per-
formance year across all of the popu-
lations described in paragraph (a)(2) of 
this section exceeds this cap. If the cap 
described in paragraph (a)(1)(ii)(A) of 
this section is determined to apply, the 
value of the cap is the maximum in-
crease in risk scores for the applicable 
performance year, such that any posi-
tive adjustment between BY3 and the 
performance year cannot be larger 
than the value of the cap for any of the 
populations described in paragraph 
(a)(2) of this section. 

(C) The aggregate growth in demo-
graphic risk scores for purposes of 
paragraph (a)(1)(ii)(A) of this section 
and the aggregate growth in prospec-
tive HCC risk scores for purposes of 
paragraph (a)(1)(ii)(B) of this section is 
calculated by taking a weighted aver-
age of the growth in demographic risk 
scores or prospective HCC risk scores, 
as applicable, across the populations 
described in paragraph (a)(2) of this 
section. When calculating the weighted 
average growth in demographic risk 
scores or prospective HCC risk scores, 
as applicable, the weight applied to the 
growth in risk scores (expressed as a 
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ratio of the ACO’s performance year 
risk score to the ACO’s BY3 risk score) 
for each Medicare enrollment type is 
equal to the product of the historical 
benchmark expenditures for that en-
rollment type and the performance 
year person years for that enrollment 
type. 

(2) In risk adjusting the benchmark 
as described in §§ 425.601(a)(10) and 
425.652(a)(10), CMS makes separate ad-
justments for each of the following 
populations of beneficiaries: 

(i) ESRD. 
(ii) Disabled. 
(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(3) To minimize variation from cata-

strophically large claims, CMS trun-
cates an assigned beneficiary’s total 
annual Medicare Parts A and B fee-for- 
service per capita expenditures at the 
99th percentile of national Medicare 
Parts A and B fee-for-service expendi-
tures as determined for the applicable 
performance year for assignable bene-
ficiaries identified for the 12-month 
calendar year corresponding to the per-
formance year. 

(4) CMS uses a 3-month claims run 
out with a completion factor to cal-
culate an ACO’s per capita expendi-
tures for each performance year. 

(5) Calculations of the ACO’s expendi-
tures include the payment amounts in-
cluded in Medicare Parts A and B fee- 
for-service claims. 

(i) These calculations exclude indi-
rect medical education (IME) and dis-
proportionate share hospital (DSH) 
payments, and the supplemental pay-
ment for IHS/Tribal hospitals and 
Puerto Rico hospitals. 

(ii) These calculations take into con-
sideration individually beneficiary 
identifiable final payments made under 
a demonstration, pilot or time limited 
program. 

(6) In order to qualify for a shared 
savings payment, the ACO’s average 
per capita Medicare Parts A and B fee- 
for-service expenditures for the per-
formance year must be below the appli-
cable updated benchmark by at least 
the minimum savings rate established 
for the ACO under paragraph (b) of this 
section except as provided in paragraph 
(h) of this section. 

(b) Minimum savings or loss rate. (1) 
For ACOs under a one-sided model of 
the BASIC track’s glide path, as speci-
fied under paragraphs (d)(1)(i) and (ii) 
of this section, CMS uses a sliding 
scale, based on the number of bene-
ficiaries assigned to the ACO under 
subpart E of this part, to establish the 
MSR for the ACO as follows: 
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(2) Prior to entering a two-sided 
model of the BASIC track, the ACO 
must select the MSR/MLR. For an ACO 
making this selection as part of an ap-
plication for, or renewal of, participa-
tion in a two-sided model of the BASIC 
track, the selection applies for the du-
ration of the agreement period under 
the BASIC track. For an ACO making 
this selection during an agreement pe-
riod, as part of the application cycle 
prior to entering a two-sided model of 
the BASIC track, the selection applies 
for the remaining duration of the appli-
cable agreement period under the 
BASIC track. 

(i) The ACO must choose from the 
following options for establishing the 
MSR/MLR: 

(A) Zero percent MSR/MLR. 

(B) Symmetrical MSR/MLR in a 0.5 
percent increment between 0.5 and 2.0 
percent. 

(C) Symmetrical MSR/MLR that var-
ies, based on the number of bene-
ficiaries assigned to the ACO under 
subpart E of this part. The MSR is the 
same as the MSR that would apply 
under paragraph (b)(1) of this section 
for an ACO under a one-sided model of 
the BASIC track’s glide path, and is 
based on the number of assigned bene-
ficiaries. The MLR under the BASIC 
track is equal to the negative MSR. 

(ii) The ACO selects its MSR/MLR as 
part of one the following: 

(A) Application for, or renewal of, 
program participation in a two-sided 
model of the BASIC track. 

(B) Election to participate in a two- 
sided model of the BASIC track during 
an agreement period under § 425.226. 

(C) Automatic transition from Level 
B to Level C of the BASIC track’s glide 
path under § 425.600(a)(4)(i). 

(D) Automatic transition from Level 
B to Level E of the BASIC track’s glide 
path under § 425.600(a)(4)(i)(B)(2)(ii). 

(E) Automatic transition from Level 
A to Level E of the BASIC track’s glide 
path under § 425.600(h)(2). 

(3) Except as provided in paragraph 
(h) of this section, in order to qualify 
for a shared savings payment, an ACO’s 
average per capita Medicare Parts A 
and B fee-for-service expenditures for 
its assigned beneficiary population for 
the performance year must be below its 

updated benchmark by at least the 
MSR established for the ACO. 

(4) To be responsible for sharing 
losses with the Medicare program, an 
ACO’s average per capita Medicare 
Parts A and B fee-for-service expendi-
tures for its assigned beneficiary popu-
lation for the performance year must 
be above its updated benchmark costs 
for the year by at least the MLR estab-
lished for the ACO. 

(c) Qualification for shared savings 
payment—(1) For performance years be-
ginning on or before January 1, 2020. To 
qualify for shared savings, an ACO 
must meet the minimum savings rate 
requirement established under para-
graph (b) of this section, meet the min-
imum quality performance standards 
established under § 425.502, and other-
wise maintain its eligibility to partici-
pate in the Shared Savings Program 
under this part. 

(2) For performance years beginning on 
or after January 1, 2021. To qualify for 
shared savings, an ACO must— 

(i) Meet either the minimum savings 
rate requirement established under 
paragraph (b) of this section, or the cri-
teria described in paragraph (h) of this 
section; 

(ii) Meet either the quality perform-
ance standard or alternative quality 
performance standard established 
under § 425.512; and 

(iii) Otherwise maintain its eligi-
bility to participate in the Shared Sav-
ings Program under this part. 

(d) Levels of risk and potential reward. 
(1) The following levels of risk and po-
tential reward apply to an ACO in the 
BASIC track, as permitted under 
§ 425.600(d) or § 425.600(g). 

(i) Level A (one-sided model)—(A)Final 
sharing rate—(1) For performance years 
beginning on or before January 1, 2020. 
An ACO that meets all the require-
ments for receiving shared savings pay-
ments under the BASIC track, Level A, 
receives a shared savings payment of 
up to 40 percent of all the savings 
under the updated benchmark, as de-
termined on the basis of its quality 
performance under § 425.502 (up to the 
performance payment limit described 
in paragraph (d)(1)(i)(B) of this sec-
tion). 

(2) For performance years beginning on 
January 1, 2021, or January 1, 2022. An 
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ACO that meets all the requirements 
for receiving shared savings payments 
under the BASIC track, Level A, re-
ceives a shared savings payment of 40 
percent of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(i)(B) of this section). 

(3) For the performance year beginning 
on January 1, 2023. An ACO that meets 
all the requirements for receiving 
shared savings payments under the 
BASIC track, Level A, receives a 
shared savings payment equal to a per-
centage of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(i)(B) of this section). The 
percentage is as follows: 

(i) 40 percent for an ACO that meets 
the quality performance standard by 
meeting the criteria specified in 
§ 425.512(a)(2) or (a)(4)(i). 

(ii) 40 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(4)(ii). 

(4) For performance years beginning on 
or after January 1, 2024. An ACO that 
meets all the requirements for receiv-
ing shared savings payments under the 
BASIC track, Level A, receives a 
shared savings payment equal to a per-
centage of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(i)(B) of this section). Ex-
cept as provided in paragraph (h) of 
this section, the percentage is as fol-
lows: 

(i) 40 percent for an ACO that meets 
the quality performance standard by 
meeting the criteria specified in 
§ 425.512(a)(2) or (a)(5)(i). 

(ii) 40 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(5)(ii). 

(B) Performance payment. (1) If an 
ACO qualifies for savings by meeting or 
exceeding the MSR, or as provided in 
paragraph (h) of this section, the final 
sharing rate specified in paragraph 

(d)(1)(i)(A) of this section applies to an 

ACO’s savings on a first dollar basis. 

(2) The amount of shared savings an 

eligible ACO receives under the BASIC 

track, Level A, may not exceed 10 per-

cent of its updated benchmark. 

(ii) Level B (one-sided model)—(A) 

Final sharing rate—(1) For performance 
years beginning on or before January 1, 
2020. An ACO that meets all the re-

quirements for receiving shared sav-

ings payments under the BASIC track, 

Level B, receives a shared savings pay-

ment of up to 40 percent of all the sav-

ings under the updated benchmark, as 

determined on the basis of its quality 

performance under § 425.502 (up to the 

performance payment limit described 

in paragraph (d)(1)(ii)(B) of this sec-

tion). 

(2) (2) For performance years beginning 
on January 1, 2021, or January 1, 2022. An 

ACO that meets all the requirements 

for receiving shared savings payments 

under the BASIC track, Level B, re-

ceives a shared savings payment of 40 

percent of all the savings under the up-

dated benchmark (up to the perform-

ance payment limit described in para-

graph (d)(1)(ii)(B) of this section). 

(3) For the performance year beginning 
on January 1, 2023. An ACO that meets 
all the requirements for receiving 
shared savings payments under the 
BASIC track, Level B, receives a 
shared savings payment equal to a per-
centage of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(ii)(B) of this section). The 
percentage is as follows: 

(i) 40 percent for an ACO that meets 
the quality performance standard by 
meeting the criteria specified in 
§ 425.512(a)(2) or (a)(4)(i). 

(ii) 40 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(4)(ii). 

(4) For performance years beginning on 
or after January 1, 2024. An ACO that 
meets all the requirements for receiv-
ing shared savings payments under the 
BASIC track, Level B, receives a 
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shared savings payment equal to a per-
centage of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(ii)(B) of this section). Ex-
cept as provided in paragraph (h) of 
this section, the percentage is as fol-
lows: 

(i) 40 percent for an ACO that meets 
the quality performance standard by 
meeting the criteria specified in 
§ 425.512(a)(2) or (a)(5)(i). 

(ii) 40 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(5)(ii). 

(B) Performance payment. (1) If an 
ACO qualifies for savings by meeting or 
exceeding the MSR, or as provided in 
paragraph (h) of this section, the final 
sharing rate specified in paragraph 
(d)(1)(ii)(A) of this section applies to an 
ACO’s savings on a first dollar basis. 

(2) The amount of shared savings an 
eligible ACO receives under the BASIC 
track, Level B, may not exceed 10 per-
cent of its updated benchmark. 

(iii) Level C (two-sided model)—(A) 
Final sharing rate—(1) For performance 
years beginning on or before January 1, 
2020. An ACO that meets all the re-
quirements for receiving shared sav-
ings payments under the BASIC track, 
Level C, receives a shared savings pay-
ment of up to 50 percent of all the sav-
ings under the updated benchmark, as 
determined on the basis of its quality 
performance under § 425.502 (up to the 
performance payment limit described 
in paragraph (d)(1)(iii)(B) of this sec-
tion). 

(2) For performance years beginning on 
January 1, 2021, or January 1, 2022. An 
ACO that meets all the requirements 
for receiving shared savings payments 
under the BASIC track, Level C, re-
ceives a shared savings payment of 50 
percent of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(iii)(B) of this section). 

(3) For the performance year beginning 
on January 1, 2023. An ACO that meets 
all the requirements for receiving 
shared savings payments under the 
BASIC track, Level C, receives a 

shared savings payment equal to a per-
centage of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(iii)(B) of this section). The 
percentage is as follows: 

(i) 50 percent for an ACO that meets 
the quality performance standard by 
meeting the criteria specified in 
§ 425.512(a)(2) or (a)(4)(i). 

(ii) 50 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(4)(ii). 

(4) For performance years beginning on 
or after January 1, 2024. An ACO that 
meets all the requirements for receiv-
ing shared savings payments under the 
BASIC track, Level C, receives a 
shared savings payment equal to a per-
centage of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(iii)(B) of this section). Ex-
cept as provided in paragraph (h) of 
this section, the percentage is as fol-
lows: 

(i) 50 percent for an ACO that meets 
the quality performance standard by 
meeting the criteria specified in 
§ 425.512(a)(2) or (a)(5)(i). 

(ii) 50 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(5)(ii). 

(B) Performance payment. (1) If an 
ACO qualifies for savings by meeting or 
exceeding the MSR, or as provided in 
paragraph (h) of this section, the final 
sharing rate specified in paragraph 
(d)(1)(iii)(A) of this section applies to 
an ACO’s savings on a first dollar basis. 

(2) The amount of shared savings an 
eligible ACO receives under the BASIC 
track, Level C may not exceed 10 per-
cent of its updated benchmark. 

(C) Shared loss rate. For an ACO that 
is required to share losses with the 
Medicare program for expenditures 
over the updated benchmark, the 
amount of shared losses is determined 
based on a fixed 30 percent loss sharing 
rate. 
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(D) Loss recoupment limit. (1) Except 
as provided in paragraph (d)(1)(iii)(D)(2) 
of this section, the amount of shared 
losses for which an eligible ACO is lia-
ble may not exceed 2 percent of total 
Medicare Parts A and B fee-for-service 
revenue of the ACO participants in the 
ACO. 

(2) Instead of the revenue-based loss 
recoupment limit determined under 
paragraph (d)(1)(iii)(D)(1) of this sec-
tion, the loss recoupment limit for the 
ACO is 1 percent of the ACO’s updated 
benchmark as determined under 
§ 425.601 or § 425.652, if the amount de-
termined under paragraph 
(d)(1)(iii)(D)(1) of this section exceeds 
the amount that is 1 percent of the 
ACO’s updated benchmark as deter-
mined under § 425.601 or § 425.652. 

(iv) Level D (two-sided model)—(A) 
Final sharing rate—(1) For performance 
years beginning on or before January 1, 
2020. An ACO that meets all the re-
quirements for receiving shared sav-
ings payments under the BASIC track, 
Level D, receives a shared savings pay-
ment of up to 50 percent of all the sav-
ings under the updated benchmark, as 
determined on the basis of its quality 
performance under § 425.502 (up to the 
performance payment limit described 
in paragraph (d)(1)(iv)(B) of this sec-
tion). 

(2) For performance years beginning on 
January 1, 2021, or January 1, 2022. An 
ACO that meets all the requirements 
for receiving shared savings payments 
under the BASIC track, Level D, re-
ceives a shared savings payment of 50 
percent of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(iv)(B) of this section). 

(3) For the performance year beginning 
on January 1, 2023. An ACO that meets 
all the requirements for receiving 
shared savings payments under the 
BASIC track, Level D, receives a 
shared savings payment equal to a per-
centage of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(iv)(B) of this section). The 
percentage is as follows: 

(i) 50 percent for an ACO that meets 
the quality performance standard by 
meeting the criteria specified in 
§ 425.512(a)(2) or (a)(4)(i). 

(ii) 50 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(4)(ii). 

(4) For performance years beginning on 
or after January 1, 2024. An ACO that 
meets all the requirements for receiv-
ing shared savings payments under the 
BASIC track, Level D, receives a 
shared savings payment equal to a per-
centage of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(iv)(B) of this section). Ex-
cept as provided in paragraph (h) of 
this section, the percentage is as fol-
lows: 

(i) 50 percent for an ACO that meets 
the quality performance standard by 
meeting the criteria specified in 
§ 425.512(a)(2) or (a)(5)(i). 

(ii) 50 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(5)(ii). 

(B) Performance payment. (1) If an 
ACO qualifies for savings by meeting or 
exceeding the MSR, or as provided in 
paragraph (h) of this section, the final 
sharing rate specified in paragraph 
(d)(1)(iv)(A) of this section applies to 
an ACO’s savings on a first dollar basis. 

(2) The amount of shared savings an 
eligible ACO receives under the BASIC 
track, Level D, may not exceed 10 per-
cent of its updated benchmark. 

(C) Shared loss rate. For an ACO that 
is required to share losses with the 
Medicare program for expenditures 
over the updated benchmark, the 
amount of shared losses is determined 
based on a fixed 30 percent loss sharing 
rate. 

(D) Loss recoupment limit. (1) Except 
as provided in paragraph (d)(1)(iv)(D)(2) 
of this section, the amount of shared 
losses for which an eligible ACO is lia-
ble may not exceed 4 percent of total 
Medicare Parts A and B fee-for-service 
revenue of the ACO participants in the 
ACO. 

(2) Instead of the revenue-based loss 
recoupment limit determined under 
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paragraph (d)(1)(iv)(D)(1) of this sec-
tion, the loss recoupment limit for the 
ACO is 2 percent of the ACO’s updated 
benchmark as determined under 
§ 425.601 or § 425.652, if the amount de-
termined under paragraph 
(d)(1)(iv)(D)(1) of this section exceeds 
the amount that is 2 percent of the 
ACO’s updated benchmark as deter-
mined under § 425.601 or § 425.652. 

(v) Level E (two-sided model)—(A) 
Final sharing rate—(1) For performance 
years beginning on or before January 1, 
2020. An ACO that meets all the re-
quirements for receiving shared sav-
ings payments under the BASIC track, 
Level E, receives a shared savings pay-
ment of up to 50 percent of all the sav-
ings under the updated benchmark, as 
determined on the basis of its quality 
performance under § 425.502 (up to the 
performance payment limit described 
in paragraph (d)(1)(v)(B) of this sec-
tion). 

(2) For performance years beginning on 
January 1, 2021, or January 1, 2022. An 
ACO that meets all the requirements 
for receiving shared savings payments 
under the BASIC track, Level E, re-
ceives a shared savings payment of 50 
percent of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(v)(B) of this section). 

(3) For the performance year beginning 
on January 1, 2023. An ACO that meets 
all the requirements for receiving 
shared savings payments under the 
BASIC track, Level E, receives a 
shared savings payment equal to a per-
centage of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(v)(B) of this section). The 
percentage is as follows: 

(i) 50 percent for an ACO that meets 
the quality performance standard by 
meeting the criteria specified in 
§ 425.512(a)(2) or (a)(4)(i). 

(ii) 50 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(4)(ii). 

(4) For performance years beginning on 
or after January 1, 2024. An ACO that 
meets all the requirements for receiv-

ing shared savings payments under the 
BASIC track, Level E, receives a 
shared savings payment equal to a per-
centage of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (d)(1)(v)(B) of this section). Ex-
cept as provided in paragraph (h) of 
this section, the percentage is as fol-
lows: 

(i) 50 percent for an ACO that that 
meets the quality performance stand-
ard by meeting the criteria specified in 
§ 425.512(a)(2) or (a)(5)(i). 

(ii) 50 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(5)(ii). 

(B) Performance payment. (1) If an 
ACO qualifies for savings by meeting or 
exceeding the MSR, or as provided in 
paragraph (h) of this section, the final 
sharing rate specified in paragraph 
(d)(1)(v)(A) of this section applies to an 
ACO’s savings on a first dollar basis. 

(2) The amount of shared savings an 
eligible ACO receives under the BASIC 
track, Level E, may not exceed 10 per-
cent of its updated benchmark. 

(C) Shared loss rate. For an ACO that 
is required to share losses with the 
Medicare program for expenditures 
over the updated benchmark, the 
amount of shared losses is determined 
based on a fixed 30 percent loss sharing 
rate. 

(D) Loss recoupment limit. (1) Except 
as provided in paragraph (d)(1)(v)(D)(2) 
of this section, the amount of shared 
losses for which an eligible ACO is lia-
ble may not exceed the percentage, as 
specified in § 414.1415(c)(3)(i)(A) of this 
chapter, of total Medicare Parts A and 
B fee-for-service revenue of the ACO 
participants in the ACO. 

(2) Instead of the revenue-based loss 
recoupment limit determined under 
paragraph (d)(1)(v)(D)(1) of this section, 
the loss recoupment limit for the ACO 
is 1 percentage point higher than the 
percentage, as specified in 
§ 414.1415(c)(3)(i)(B) of this chapter, 
based on the ACO’s updated benchmark 
as determined under § 425.601 or 
§ 425.652, if the amount determined 
under paragraph (d)(1)(v)(D)(1) of this 
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section exceeds this percentage of the 
ACO’s updated benchmark as deter-
mined under § 425.601 or § 425.652. 

(2) Level E risk and reward as speci-
fied in paragraph (d)(1)(v) of this sec-
tion applies to an ACO eligible to enter 
the BASIC track that is determined to 
be experienced with performance-based 
risk Medicare ACO initiatives as speci-
fied under § 425.600(d) or § 425.600(g). 

(e) Notification of savings and losses. 
(1) CMS notifies an ACO in writing re-
garding whether the ACO qualifies for 
a shared savings payment, and if so, 
the amount of the payment due. 

(2) CMS provides written notification 
to an ACO of the amount of shared 
losses, if any, that it must repay to the 
program. 

(3) If an ACO has shared losses, the 
ACO must make payment in full to 
CMS within 90 days of receipt of notifi-
cation. 

(f) Extreme and uncontrollable cir-
cumstances. The following adjustment 
is made in calculating the amount of 
shared losses, after the application of 
the shared loss rate and the loss 
recoupment limit. 

(1) CMS determines the percentage of 
the ACO’s performance year assigned 
beneficiary population affected by an 
extreme and uncontrollable cir-
cumstance. 

(2) CMS reduces the amount of the 
ACO’s shared losses by an amount de-
termined by multiplying the shared 
losses by the percentage of the total 
months in the performance year af-
fected by an extreme and uncontrol-
lable circumstance, and the percentage 
of the ACO’s assigned beneficiaries who 
reside in an area affected by an ex-
treme and uncontrollable cir-
cumstance. 

(i) For an ACO that is liable for a 
pro-rated share of losses under 
§ 425.221(b)(2)(ii), the amount of shared 
losses determined for the performance 
year during which the termination be-
comes effective is adjusted according 
to this paragraph (f)(2). 

(ii) [Reserved] 
(3) CMS applies determinations made 

under the Quality Payment Program 
with respect to— 

(i) Whether an extreme and uncon-
trollable circumstance has occurred; 
and 

(ii) The affected areas. 

(4) CMS has sole discretion to deter-
mine the time period during which an 
extreme and uncontrollable cir-
cumstance occurred and the percentage 
of the ACO’s assigned beneficiaries re-
siding in the affected areas. 

(g) July 1, 2019 through December 31, 
2019 performance year. Shared savings or 
shared losses for the July 1, 2019 
through December 31, 2019 performance 
year are calculated as described in 
§ 425.609. 

(h) Calculation of shared savings for 
certain BASIC track ACOs not meeting 
MSR requirement. An ACO that does not 
meet the minimum savings rate re-
quirement established under paragraph 
(b) of this section but meets the other 
criteria described in paragraphs 
(c)(2)(ii) and (iii) of this section may 
qualify for a shared savings payment as 
provided in this paragraph. 

(1) To qualify for a shared savings 
payment under this paragraph, an ACO 
must meet all of the following criteria: 

(i) The ACO has average per capita 
Medicare Parts A and B fee-for-service 
expenditures for the performance year 
below the updated benchmark deter-
mined under § 425.652. 

(ii) The ACO is a low revenue ACO as 
defined in § 425.20 as determined at the 
time of financial reconciliation for the 
performance year. 

(iii) The ACO has at least 5,000 as-
signed beneficiaries for the relevant 
performance year as determined at the 
time of financial reconciliation for the 
performance year. 

(iv) The ACO is participating in an 
agreement period beginning on Janu-
ary 1, 2024, or in subsequent years. 

(2) The ACO’s shared savings pay-
ment will be calculated as described in 
paragraph (d) of this section according 
to the ACO’s applicable level of the 
BASIC track with the exception that 
the final sharing rate applied will 
equal one-half of the applicable per-
centage described in paragraph 
(d)(1)(i)(A)(4), (d)(1)(ii)(A)(4), 
(d)(1)(iii)(A)(4), (d)(1)(iv)(A)(4), or 
(d)(1)(v)(A)(4) of this section. 

[83 FR 68075, Dec. 31, 2018, as amended at 85 

FR 85042, Dec. 28, 2020; 87 FR 70237, Nov. 18, 

2022] 
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§ 425.606 Calculation of shared savings 
and losses under Track 2. 

(a) General rule. For each perform-
ance year, CMS determines whether 
the estimated average per capita Medi-
care expenditures under the ACO for 
Medicare fee-for-service beneficiaries 
for Parts A and B services are above or 
below the updated benchmark deter-
mined under § 425.602 or § 425.603. In 
order to qualify for a shared savings 
payment under Track 2, or to be re-
sponsible for sharing losses with CMS, 
an ACO’s average per capita Medicare 
expenditures under the ACO for Medi-
care fee-for-service beneficiaries for 
Parts A and B services for the perform-
ance year must be below or above the 
updated benchmark, respectively, by at 
least the minimum savings or loss rate 
under paragraph (b) of this section. 

(1) Newly assigned beneficiaries. CMS 
uses an ACO’s HCC prospective risk 
score to adjust the benchmark for 
changes in severity and case mix in 
this population. 

(2) Continuously assigned beneficiaries. 
(i) CMS uses demographic factors to 
adjust the benchmark for changes in 
the continuously assigned beneficiary 
population. 

(ii) If the prospective HCC risk score 
is lower in the performance year for 
this population, CMS will adjust the 
benchmark for changes in severity and 
case mix for this population using this 
lower prospective HCC risk score. 

(3) Assigned beneficiary changes in 
demographics and health status are 
used to adjust benchmark expenditures 
as described in § 425.602(a) or § 425.603(c). 
In adjusting the benchmark for health 
status and demographic changes CMS 
makes separate adjustments for each of 
the following populations of bene-
ficiaries: 

(i) ESRD. 
(ii) Disabled. 
(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(4)(i) For performance years before 

2017 to minimize variation from cata-
strophically large claims, CMS trun-
cates an assigned beneficiary’s total 
annual Parts A and B fee-for-service 
per capita expenditures at the 99th per-
centile of national Medicare fee-for- 

service expenditures as determined for 
each performance year. 

(ii) For the 2017 performance year 
and subsequent performance years, to 
minimize variation from catastroph-
ically large claims, CMS truncates an 
assigned beneficiary’s total annual 
Parts A and B fee-for-service per capita 
expenditures at the 99th percentile of 
national Medicare fee-for-service ex-
penditures as determined for the appli-
cable performance year for assignable 
beneficiaries identified for the 12- 
month calendar year corresponding to 
the performance year. 

(5) CMS uses a 3 month claims run 
out with a completion factor to cal-
culate an ACO’s per capita expendi-
tures for each performance year. 

(6) Calculations of the ACO’s expendi-
tures will include the payment 
amounts included in Part A and B fee- 
for-service claims. 

(i) These calculations will exclude in-
direct medical education (IME) and dis-
proportionate share hospital (DSH) 
payments. 

(ii) These calculations will take into 
consideration individually beneficiary 
identifiable payments made under a 
demonstration, pilot or time limited 
program. 

(A) For performance years beginning 
before 2018, these calculations will take 
into consideration all individually ben-
eficiary identifiable payments, includ-
ing interim payments, made under a 
demonstration, pilot or time limited 
program. 

(B) For performance year 2018 and 
subsequent performance years, these 
calculations will take into consider-
ation individually beneficiary identifi-
able final payments made under a dem-
onstration, pilot or time limited pro-
gram. 

(7) In order to qualify for a shared 
savings payment, the ACO’s average 
per capita Medicare expenditures for 
the performance year must be below 
the applicable updated benchmark by 
at least the minimum savings rate es-
tablished for the ACO under paragraph 
(b) of this section. 

(b) Minimum savings or loss rate. (1)(i) 
For agreement periods beginning in 
2012 through 2015, the ACO’s MSR and 
MLR are set at 2 percent. 
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(ii) For agreement periods beginning 
in 2016 and subsequent years, as part of 
the ACO’s application for, or renewal 
of, program participation, the ACO 
must choose from the following options 
for establishing the MSR/MLR for the 
duration of the agreement period: 

(A) Zero percent MSR/MLR. 

(B) Symmetrical MSR/MLR in a 0.5 
percent increment between 0.5–2.0 per-
cent. 

(C) Symmetrical MSR/MLR that var-
ies, based on the number of bene-
ficiaries assigned to the ACO under 
subpart E of this part. The MSR for an 
ACO under Track 2 is the same as the 
MSR that would apply in the one-sided 
model under § 425.604(b) and is based on 
the number of assigned beneficiaries. 
The MLR under Track 2 is equal to the 
negative MSR. 

(2) To qualify for shared savings 
under Track 2, an ACO’s average per 
capita Medicare expenditures for the 
performance year must be below its up-
dated benchmark costs for the year by 
at least the MSR established for the 
ACO. 

(3) To be responsible for sharing 
losses with the Medicare program, an 
ACO’s average per capita Medicare ex-
penditures for the performance year 
must be above its updated benchmark 
costs for the year by at least the MLR 
established for the ACO. 

(c) Qualification for shared savings 
payment—(1) For performance years (or a 
performance period) beginning on or be-
fore January 1, 2020. To qualify for 
shared savings, an ACO must meet the 
minimum savings rate requirement es-
tablished under paragraph (b) of this 
section, meet the minimum quality 
performance standards established 
under § 425.502, and otherwise maintain 
its eligibility to participate in the 
Shared Savings Program under this 
part. 

(2) For the performance year beginning 
on January 1, 2021. To qualify for shared 
savings, an ACO must meet the min-
imum savings rate requirement estab-
lished under paragraph (b) of this sec-
tion, meet the quality performance 
standard established under § 425.512, 
and otherwise maintain its eligibility 
to participate in the Shared Savings 
Program under this part. 

(d) Final sharing rate—(1) For perform-
ance years (or a performance period) be-
ginning on or before January 1, 2020. An 
ACO that meets all the requirements 
for receiving shared savings payments 
under Track 2 will receive a shared sav-
ings payment of up to 60 percent of all 
the savings under the updated bench-
mark, as determined on the basis of its 
quality performance under § 425.502 (up 
to the performance payment limit de-
scribed in paragraph (e)(2) of this sec-
tion). 

(2) For the performance year beginning 
on January 1, 2021. An ACO that meets 
all the requirements for receiving 
shared savings payments under Track 2 
will receive a shared savings payment 
of 60 percent of all the savings under 
the updated benchmark (up to the per-
formance payment limit described in 
paragraph (e)(2) of this section). 

(e) Performance payment. (1) If an ACO 
qualifies for savings by meeting or ex-
ceeding the MSR, the final sharing rate 
will apply to an ACO’s savings on a 
first dollar basis. 

(2) The amount of shared savings an 
eligible ACO receives under Track 2 
may not exceed 15 percent of its up-
dated benchmark. 

(f) Shared loss rate—(1) For perform-
ance years (or a performance period) be-
ginning on or before January 1, 2020. For 
an ACO that is required to share losses 
with the Medicare program for expend-
itures over the updated benchmark, the 
amount of shared losses is determined 
based on the inverse of its final sharing 
rate described in paragraph (d)(1) of 
this section (that is, 1 minus the final 
shared savings rate determined under 
paragraph (d)(1) of this section). The 
shared loss rate— 

(i) May not exceed 60 percent; and 
(ii) May not be less than 40 percent. 
(2) For the performance year beginning 

on January 1, 2021. For an ACO that is 
required to share losses with the Medi-
care program for expenditures over the 
updated benchmark, the amount of 
shared losses is determined as follows: 

(i) If the ACO meets the quality per-
formance standard established in 
§ 425.512, CMS determines the shared 
loss rate as follows: 

(A) Calculate the quotient of the 
MIPS Quality performance category 
points earned divided by the total 
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MIPS Quality performance category 
points available. 

(B) Calculate the product of the 
quotient determined in paragraph 
(f)(2)(i)(A) of this section and 60 per-
cent. 

(C) Calculate the shared loss rate as 
1 minus the product determined in 
paragraph (f)(2)(i)(B) of this section. 
The shared loss rate— 

(1) May not exceed 60 percent; and 
(2) May not be less than 40 percent. 
(ii) If the ACO fails to meet the qual-

ity performance standard established 
in § 425.512, the shared loss rate is 60 
percent. 

(g) Loss recoupment limit. The amount 
of shared losses for which an eligible 
ACO is liable may not exceed the fol-
lowing percentages of its updated 
benchmark as determined under 
§ 425.602 or § 425.603: 

(1) 5 percent in the first performance 
year of participation in Track 2 under 
the Shared Savings Program. 

(2) 7.5 percent in the second perform-
ance year. 

(3) 10 percent in the third and any 
subsequent performance year. 

(h) Notification of savings and losses. 
(1) CMS notifies an ACO in writing re-
garding whether the ACO qualifies for 
a shared savings payment, and if so, 
the amount of the payment due. 

(2) CMS provides written notification 
to an ACO of the amount of shared 
losses, if any, that it must repay to the 
program. 

(3) If an ACO has shared losses, the 
ACO must make payment in full to 
CMS within 90 days of receipt of notifi-
cation. 

(i) Extreme and uncontrollable cir-
cumstances. For performance year 2017 
and subsequent performance years, the 
following adjustment is made in calcu-
lating the amount of shared losses, 
after the application of the shared loss 
rate in paragraph (f) of this section and 
the loss recoupment limit in paragraph 
(g) of this section. 

(1) CMS determines the percentage of 
the ACO’s performance year assigned 
beneficiary population affected by an 
extreme and uncontrollable cir-
cumstance. 

(2) CMS reduces the amount of the 
ACO’s shared losses by an amount de-
termined by multiplying the shared 

losses by the percentage of the total 
months in the performance year af-
fected by an extreme and uncontrol-
lable circumstance, and the percentage 
of the ACO’s assigned beneficiaries who 
reside in an area affected by an ex-
treme and uncontrollable cir-
cumstance. 

(i) For an ACO that is liable for a 
pro-rated share of losses under 
§ 425.221(b)(2)(ii) or (b)(3)(i), the amount 
of shared losses determined for the per-
formance year during which the termi-
nation becomes effective is adjusted 
according to this paragraph (i)(2). 

(ii) [Reserved] 

(3) CMS applies determinations made 
under the Quality Payment Program 
with respect to— 

(i) Whether an extreme and uncon-
trollable circumstance has occurred; 
and 

(ii) The affected areas. 

(4) CMS has sole discretion to deter-
mine the time period during which an 
extreme and uncontrollable cir-
cumstance occurred and the percentage 
of the ACO’s assigned beneficiaries re-
siding in the affected areas. 

(j) January 1, 2019 through June 30, 
2019. Shared savings or shared losses 
for the January 1, 2019 through June 30, 
2019 performance year are calculated as 
described in § 425.609. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32842, June 9, 2015; 81 FR 38017, June 10, 
2016; 82 FR 53370, Nov. 15, 2017; 82 FR 60918, 
Dec. 26, 2017; 83 FR 60094, Nov. 23, 2018; 83 FR 
68077, Dec. 31, 2018; 85 FR 85043, Dec. 28, 2020] 

§ 425.608 Determining first year per-
formance for ACOs beginning April 
1 or July 1, 2012. 

(a) For April 1 and July 1, 2012 start-
ers, first year (defined as 21 and 18 
months respectively) performance will 
be based on an optional interim pay-
ment calculation (based on the ACO’s 
first 12 months of participation) and a 
final reconciliation at the end of the 
ACO’s first performance year. Unless 
stated otherwise, for purposes of the 
interim payment calculation and first 
year reconciliation, the methodology 
under subpart E of this part for assign-
ing beneficiaries and the methodology 
described in § 425.602 through § 425.606 
for calculating shared savings and 
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losses will apply, and quality perform-
ance will be assessed as described in 
subpart F of this part. 

(b) In the interim payment calcula-
tion, based on the ACO’s first 12 
months of performance— 

(1) CMS compares the first 12 months 
of per capita beneficiary expenditures 
to a historical benchmark updated for 
the period which includes the ACO’s 
first 12 months of participation, taking 
into account changes in health status 
and demographics; and 

(2) Quality performance is based on 
GPRO quality data reported for CY 
2012. 

(c)(1) The interim payment calcula-
tion is reconciled with the ACO’s per-
formance for its complete first per-
formance year, defined as 21 months for 
April 1, 2012 starters and 18 months for 
July 1, 2012 starters. 

(2) The first year reconciliation takes 
into account expenditures spanning the 
entire 21 or 18 months of the first per-
formance year. 

(3) First performance year expendi-
tures are summed over beneficiaries as-
signed in two overlapping 12 month as-
signment windows. 

(i) The first window will be the first 
12 months used for interim payment 
calculation. 

(ii) The second window will be 
CY2013. 

(4) Expenditures for the first per-
formance year are the sum of aggre-
gate expenditure dollars accounting for 
the ACO’s first 6 or 9 months of per-
formance within CY 2012 for bene-
ficiaries assigned for the interim pay-
ment calculation and aggregate dollars 
calculated for CY2013 for beneficiaries 
assigned for CY 2013. 

(5) Adjustments for health status and 
demographic changes are performed as 
described in § 425.604 through § 425.606 
with the following exceptions: 

(i) Beneficiaries from the CY2013 as-
signment window are identified as con-
tinuously assigned or newly assigned 
relative to the previous calendar year. 

(ii) The adjustment factor identified 
for purposes of the interim payment 
calculation is applied to the 6 months 
or 9 months of the ACO’s first perform-
ance year that lie within CY2012. 

(6) The updated benchmark, stated in 
aggregate dollars, is the sum of the in-

terim updated benchmark for the aver-
age fraction of expenditures incurred in 
the latter 6 or 9 months of CY 2012 and 
an updated aggregate benchmark rep-
resenting CY 2013. 

(7) A savings percentage (based on a 
comparison of summed expenditures to 
summed updated benchmark dollars) 
for the ACO’s 18 or 21 month perform-
ance year is compared to the ACO’s 
MSR or MLR. The reconciled amount 
of the shared savings or losses owed to 
or by the ACO for the performance year 
is net of any interim payments of 
shared savings or losses. 

(8) Quality performance for the first 
year reconciliation is based on com-
plete and accurate reporting, of all re-
quired quality measures, for CYs 2012 
and 2013. 

(d) An ACO with a start date of April 
1, 2012 or July 1, 2012 has the option to 
request an interim payment calcula-
tion based on quality and financial per-
formance for its first 12 months of pro-
gram participation. As required under 
§ 425.204(f), the ACO requesting an in-
terim payment calculation must have a 
mechanism in place to pay back the in-
terim payment if final reconciliation 
determines an overpayment. 

(e) Unless otherwise stated, program 
requirements which apply in the course 
of a performance year apply to the in-
terim payment calculation and first 
year reconciliation. 

§ 425.609 Determining performance for 
6-month performance years during 
CY 2019. 

(a) General. An ACO’s financial and 
quality performance for a 6-month per-
formance year during 2019 are deter-
mined as described in this section. 

(b) January 2019 through June 2019. 
For ACOs participating in a 6-month 
performance year from January 1, 2019, 
through June 30, 2019, under 
§ 425.200(b)(2)(ii)(B) and for ACOs eligi-
ble for pro-rated shared savings or lia-
ble for pro-rated shared losses in ac-
cordance with § 425.221(b)(3)(i) for the 
performance period from January 1, 
2019, through June 30, 2019, CMS rec-
onciles the ACO for the period from 
January 1, 2019, through June 30, 2019, 
after the conclusion of CY 2019, based 
on the 12-month calendar year and pro- 
rates shared savings or shared losses to 
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reflect the ACO’s participation from 
January 1, 2019, through June 30, 2019. 
CMS does all of the following to deter-
mine financial and quality perform-
ance: 

(1) Uses the ACO participant list in 
effect for the performance year begin-
ning January 1, 2019, to determine ben-
eficiary assignment, using claims for 
the entire calendar year, as specified in 
§§ 425.402 and 425.404, and according to 
the ACO’s track as specified in § 425.400. 

(i) For ACOs under preliminary pro-
spective assignment with retrospective 
reconciliation the assignment window 
is CY 2019. 

(ii) For ACOs under prospective as-
signment— 

(A) Medicare fee-for-service bene-
ficiaries are prospectively assigned to 
the ACO based on the beneficiary’s use 
of primary care services in the most re-
cent 12 months for which data are 
available; and 

(B) Beneficiaries remain prospec-
tively assigned to the ACO at the end 
of CY 2019 if they do not meet any of 
the exclusion criteria under § 425.401(b) 
during the calendar year. 

(2) Uses the ACO’s quality perform-
ance for the 2019 reporting period to de-
termine the ACO’s quality performance 
score as specified in § 425.502. 

(i) The ACO participant list finalized 
for the first performance year of the 
ACO’s agreement period beginning on 
July 1, 2019, is used to determine the 
quality reporting samples for the 2019 
reporting year for the following ACOs: 

(A) An ACO that extends its partici-
pation agreement for a 6-month per-
formance year from January 1, 2019, 
through June 30, 2019, under 
§ 425.200(b)(2)(ii)(B), and enters a new 
agreement period beginning on July 1, 
2019. 

(B) An ACO that participates in the 
program for the first 6 months of a 12- 
month performance year during 2019 
and is eligible for pro-rated shared sav-
ings or liable for pro-rated shared 
losses in accordance with 
§ 425.221(b)(3)(i). 

(ii) The ACO’s latest certified ACO 
participant list is used to determine 
the quality reporting samples for the 
2019 reporting year for an ACO that ex-
tends its participation agreement for 
the 6-month performance year from 

January 1, 2019, through June 30, 2019, 
under § 425.200(b)(2)(ii)(B), and does not 
enter a new agreement period begin-
ning on July 1, 2019. 

(3) Uses the methodology for calcu-
lating shared savings or shared losses 
applicable to the ACO under the terms 
of the participation agreement that 
was in effect on January 1, 2019. 

(i) The ACO’s historical benchmark is 
determined according to either § 425.602 
(first agreement period) or § 425.603 
(second agreement period) except as 
follows: 

(A) The benchmark is adjusted for 
changes in severity and case mix be-
tween BY3 and CY 2019 using the meth-
odology that accounts separately for 
newly and continuously assigned bene-
ficiaries using prospective HCC risk 
scores and demographic factors as de-
scribed under §§ 425.604(a)(1) through 
(3), 425.606(a)(1) through (3), and 
425.610(a)(1) through (3). 

(B) The benchmark is updated to CY 
2019 according to the methodology de-
scribed under § 425.602(b), § 425.603(b), or 
§ 425.603(d), based on whether the ACO 
is in its first or second agreement pe-
riod, and for an ACO in a second agree-
ment period, the date on which that 
agreement period began. 

(ii) The ACO’s financial performance 
is determined based on the track the 
ACO is participating under during the 
performance year starting on January 
1, 2019 (§ 425.604, § 425.606 or § 425.610), un-
less otherwise specified. In determining 
ACO financial performance, CMS does 
all of the following: 

(A) Average per capita Medicare 
Parts A and B fee-for-service expendi-
tures for CY 2019 are calculated for the 
ACO’s performance year assigned bene-
ficiary population identified in para-
graph (b)(1) of this section. 

(B) Expenditures calculated in para-
graph (b)(3)(ii)(A) of this section are 
compared to the ACO’s updated bench-
mark determined according to para-
graph (b)(3)(i) of this section. 

(C)(1) The ACO’s performance year 
assigned beneficiary population identi-
fied in paragraph (b)(1) of this section 
is used to determine the MSR for 
Track 1 ACOs and the variable MSR/ 
MLR for ACOs in a two-sided model 
that selected this option at the start of 
their agreement period. For two-sided 
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model ACOs that selected a fixed MSR/ 
MLR at the start of the ACO’s agree-
ment period, this fixed MSR/MLR is ap-
plied. In the event an ACO’s perform-
ance year assigned population identi-
fied in paragraph (b)(1) of this section 
is below 5,000 beneficiaries, the MSR/ 
MLR is determined according to 
§ 425.110(b). 

(2) To qualify for shared savings an 
ACO must do all of the following: 

(i) Have average per capita Medicare 
Parts A and B fee-for-service expendi-
tures for its assigned beneficiary popu-
lation for CY 2019 below its updated 
benchmark costs for the year by at 
least the MSR established for the ACO 
based on the track the ACO is partici-
pating under during the performance 
year starting on January 1, 2019 
(§ 425.604, § 425.606 or § 425.610) and para-
graph (b)(3)(ii)(C)(1) of this section. 

(ii) Meet the minimum quality per-
formance standards established under 
§ 425.502 and according to paragraph 
(b)(2) of this section. 

(iii) Otherwise maintain its eligi-
bility to participate in the Shared Sav-
ings Program under this part. 

(3) To be responsible for sharing 
losses with the Medicare program, an 
ACO’s average per capita Medicare 
Parts A and B fee-for-service expendi-
tures for its assigned beneficiary popu-
lation for CY 2019 must be above its up-
dated benchmark costs for the year by 
at least the MLR established for the 
ACO based on the track the ACO is par-
ticipating under during the perform-
ance year starting on January 1, 2019 
(§ 425.606 or § 425.610) and paragraph 
(b)(3)(ii)(C)(1) of this section. 

(D) For an ACO that meets all the re-
quirements to receive a shared savings 
payment under paragraph 
(b)(3)(ii)(C)(2) of this section— 

(1) The final sharing rate, determined 
based on the track the ACO is partici-
pating under during the performance 
year starting on January 1, 2019 
(§ 425.604, § 425.606 or § 425.610), is applied 
to all savings under the updated bench-
mark specified under paragraph 
(b)(3)(i) of this section, not to exceed 
the performance payment limit for the 
ACO based on its track; and 

(2) After applying the applicable per-
formance payment limit, CMS pro- 
rates any shared savings amount deter-

mined under paragraph (b)(3)(ii)(D)(1) 
of this section by multiplying the 
amount by one-half, which represents 
the fraction of the calendar year cov-
ered by the period from January 1, 2019, 
through June 30, 2019. 

(E) For an ACO responsible for shared 
losses under paragraph (b)(3)(ii)(C)(3) of 
this section— 

(1) The shared loss rate, determined 
based on the track the ACO is partici-
pating under during the performance 
year starting on January 1, 2019 
(§ 425.606 or § 425.610), is applied to all 
losses under the updated benchmark 
specified under paragraph (b)(3)(i) of 
this section, not to exceed the loss 
recoupment limit for the ACO based on 
its track; and 

(2) After applying the applicable loss 
recoupment limit, CMS pro-rates any 
shared losses amount determined under 
paragraph (b)(3)(ii)(E)(1) of this section 
by multiplying the amount by one-half, 
which represents the fraction of the 
calendar year covered by the period 
from January 1, 2019, through June 30, 
2019. 

(c) July 2019 through December 2019. 
For ACOs entering an agreement pe-
riod beginning on July 1, 2019, the 
ACO’s first performance year is from 
July 1, 2019, through December 31, 2019, 
as specified in § 425.200(c)(3). CMS rec-
onciles the ACO for the period from 
July 1, 2019, through December 31, 2019, 
after the conclusion of CY 2019, based 
on the 12-month calendar year and pro- 
rates shared savings or shared losses to 
reflect the ACO’s participation from 
July 1, 2019, through December 31, 2019. 
CMS does all of the following to deter-
mine financial and quality perform-
ance: 

(1) Uses the ACO participant list in 
effect for the performance year begin-
ning on July 1, 2019, to determine bene-
ficiary assignment, using claims for 
the entire calendar year, consistent 
with the methodology the ACO selected 
at the start of its agreement period 
under § 425.400(a)(4)(ii). 

(i) For ACOs under preliminary pro-
spective assignment with retrospective 
reconciliation the assignment window 
is CY 2019. 

(ii) For ACOs under prospective as-
signment— 
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(A) The assignment window is the 
same as the assignment window that 
applies under paragraph (b)(1)(ii)(A) of 
this section for ACOs under prospective 
assignment for the 6-month perform-
ance year from January 1, 2019, 
through June 30, 2019; and 

(B) Beneficiaries remain prospec-
tively assigned to the ACO at the end 
of CY 2019 if they do not meet any of 
the exclusion criteria under § 425.401(b) 
during the calendar year. 

(2) Uses the ACO’s quality perform-
ance for the 2019 reporting period to de-
termine the ACO’s quality performance 
score as specified in § 425.502. The ACO 
participant list finalized for the first 
performance year of the ACO’s agree-
ment period beginning on July 1, 2019, 
is used to determine the quality report-
ing samples for the 2019 reporting year 
for all ACOs. 

(3) Uses the methodology for calcu-
lating shared savings or shared loses 
applicable to the ACO for its first per-
formance year under its agreement pe-
riod beginning on July 1, 2019. 

(i) The ACO’s historical benchmark is 
determined according to § 425.601 except 
as follows: 

(A) The benchmark is adjusted for 
changes in severity and case mix be-
tween BY3 and CY 2019 based on growth 
in prospective HCC risk scores, subject 
to a cap of positive 3 percent as de-
scribed under § 425.605(a)(1) or 
§ 425.610(a)(2). 

(B) The benchmark is updated to CY 
2019 according to the methodology de-
scribed under § 425.601(b). 

(ii) The ACO’s financial performance 
is determined based on the track the 
ACO is participating under during the 
performance year starting on July 1, 
2019 (§ 425.605 (BASIC track) or § 425.610 
(ENHANCED track)), unless otherwise 
specified. In determining ACO financial 
performance, CMS does all of the fol-
lowing: 

(A) Average per capita Medicare 
Parts A and B fee-for-service expendi-
tures for CY 2019 are calculated for the 
ACO’s performance year assigned bene-
ficiary population identified in para-
graph (c)(1) of this section. 

(B) Expenditures calculated in para-
graph (c)(3)(ii)(A) of this section are 
compared to the ACO’s updated bench-

mark determined according to para-
graph (c)(3)(i) of this section. 

(C)(1) The ACO’s performance year 
assigned beneficiary population identi-
fied in paragraph (c)(1) of this section 
is used to determine the MSR for ACOs 
in BASIC track Level A or Level B, and 
the variable MSR/MLR for ACOs in a 
two-sided model that selected this op-
tion at the start of their agreement pe-
riod. In the event a two-sided model 
ACO selected a fixed MSR/MLR at the 
start of its agreement period, and the 
ACO’s performance year assigned popu-
lation identified in paragraph (c)(1) of 
this section is below 5,000 beneficiaries, 
the MSR/MLR is determined based on 
the number of assigned beneficiaries as 
specified in § 425.110(b)(3)(iii). 

(2) To qualify for shared savings an 
ACO must do all of the following: 

(i) Have average per capita Medicare 
Parts A and B fee-for-service expendi-
tures for its assigned beneficiary popu-
lation for CY 2019 below its updated 
benchmark costs for the year by at 
least the MSR established for the ACO 
based on the track the ACO is partici-
pating under during the performance 
year starting on July 1, 2019 (§ 425.605 or 
§ 425.610) and paragraph (c)(3)(ii)(C)(1) of 
this section. 

(ii) Meet the minimum quality per-
formance standards established under 
§ 425.502 and according to paragraph 
(c)(2) of this section. 

(iii) Otherwise maintain its eligi-
bility to participate in the Shared Sav-
ings Program under this part. 

(3) To be responsible for sharing 
losses with the Medicare program, an 
ACO’s average per capita Medicare 
Parts A and B fee-for-service expendi-
tures for its assigned beneficiary popu-
lation for CY 2019 must be above its up-
dated benchmark costs for the year by 
at least the MLR established for the 
ACO based on the track the ACO is par-
ticipating under during the perform-
ance year starting on July 1, 2019 
(§ 425.605 or § 425.610) and paragraph 
(c)(3)(ii)(C)(1) of this section. 

(D) For an ACO that meets all the re-
quirements to receive a shared savings 
payment under paragraph 
(c)(3)(ii)(C)(2) of this section— 

(1) The final sharing rate, determined 
based on the track the ACO is partici-
pating under during the performance 
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year starting on July 1, 2019 (§ 425.605 or 
§ 425.610), is applied to all savings under 
the updated benchmark specified under 
paragraph (c)(3)(i) of this section, not 
to exceed the performance payment 
limit for the ACO based on its track; 
and 

(2) After applying the applicable per-
formance payment limit, CMS pro- 
rates any shared savings amount deter-
mined under paragraph (c)(3)(ii)(D)(1) 
of this section by multiplying the 
amount by one-half, which represents 
the fraction of the calendar year cov-
ered by the July 1, 2019 through Decem-
ber 31, 2019 performance year. 

(E) For an ACO responsible for shared 
losses under paragraph (c)(3)(ii)(C)(3) of 
this section— 

(1) The shared loss rate, determined 
based on the track the ACO is partici-
pating under during the performance 
year starting on July 1, 2019 (§ 425.605 or 
§ 425.610), is applied to all losses under 
the updated benchmark specified under 
paragraph (c)(3)(i) of this section, not 
to exceed the loss recoupment limit for 
the ACO based on its track; and 

(2) After applying the applicable loss 
recoupment limit, CMS pro-rates any 
shared losses amount determined under 
paragraph (c)(3)(ii)(E)(1) of this section 
by multiplying the amount by one-half, 
which represents the fraction of the 
calendar year covered by the July 1, 
2019 through December 31, 2019 per-
formance year. 

(d) Extreme and uncontrollable cir-
cumstances. For ACOs affected by ex-
treme and uncontrollable cir-
cumstances during CY 2019— 

(1) In calculating the amount of 
shared losses owed, CMS makes adjust-
ments to the amount determined in 
paragraph (b)(3)(ii)(E)(1) or 
(c)(3)(ii)(E)(1) of this section, as speci-
fied in § 425.605(f), § 425.606(i), or 
§ 425.610(i), as applicable; and 

(2) In determining the ACO’s quality 
performance score for the 2019 quality 
reporting period, CMS uses the alter-
native scoring methodology specified 
in § 425.502(f). 

(e) Notification of savings and losses. 
(1) CMS notifies the ACO of shared sav-
ings or shared losses separately for the 
January 1, 2019 through June 30, 2019 
performance year (or performance pe-
riod) and the July 1, 2019 through De-

cember 31, 2019 performance year, con-
sistent with the notification require-
ments specified in §§ 425.604(f), 
425.605(e), 425.606(h), and 425.610(h), as 
applicable: 

(i) CMS notifies an ACO in writing 
regarding whether the ACO qualifies 
for a shared savings payment, and if so, 
the amount of the payment due. 

(ii) CMS provides written notifica-
tion to an ACO of the amount of shared 
losses, if any, that it must repay to the 
program. 

(iii) If an ACO has shared losses, the 
ACO must make payment in full to 
CMS within 90 days of receipt of notifi-
cation. 

(2) If an ACO is reconciled for both 
the January 1, 2019 through June 30, 
2019 performance year (or performance 
period) and the July 1, 2019 through De-
cember 31, 2019 performance year, CMS 
issues a separate notice of shared sav-
ings or shared losses for each perform-
ance year (or performance period), and 
if the ACO has shared savings for one 
performance year (or performance pe-
riod) and shared losses for the other 
performance year (or performance pe-
riod), CMS reduces the amount of 
shared savings by the amount of shared 
losses. 

(i) If any amount of shared savings 
remains after completely repaying the 
amount of shared losses owed, the ACO 
is eligible to receive payment for the 
remainder of the shared savings. 

(ii) If the amount of shared losses 
owed exceeds the amount of shared sav-
ings earned, the ACO is accountable for 
payment of the remaining balance of 
shared losses in full. 

[83 FR 60094, Nov. 23, 2018, as amended at 83 
FR 68078, Dec. 31, 2018] 

§ 425.610 Calculation of shared savings 
and losses under the ENHANCED 
track. 

(a) General rule. For each perform-
ance year, CMS determines whether 
the estimated average per capita Medi-
care expenditures under the ACO for 
Medicare fee-for-service beneficiaries 
for Parts A and B services are above or 
below the updated benchmark deter-
mined under § 425.601, 425.602, 425.603, or 
425.652. In order to qualify for a shared 
savings payment under the EN-
HANCED track, or to be responsible for 
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sharing losses with CMS, an ACO’s av-
erage per capita Medicare expenditures 
under the ACO for Medicare fee-for- 
service beneficiaries for Parts A and B 
services for the performance year must 
be below or above the updated bench-
mark, respectively, by at least the 
minimum savings or loss rate under 
paragraph (b) of this section. 

(1) Risk adjustment for ACOs in 
agreement periods beginning on or be-
fore January 1, 2019. CMS does the fol-
lowing to adjust the benchmark each 
performance year: 

(i) Newly assigned beneficiaries. CMS 
uses an ACO’s prospective HCC risk 
score to adjust the benchmark for 
changes in severity and case mix in 
this population. 

(ii) Continuously assigned beneficiaries. 
(A) CMS uses demographic factors to 
adjust the benchmark for changes in 
the continuously assigned beneficiary 
population. 

(B) If the prospective HCC risk score 
is lower in the performance year for 
this population, CMS adjusts the 
benchmark for changes in severity and 
case mix for this population using this 
lower prospective HCC risk score. 

(2) Risk adjustment for ACOs in 
agreement periods beginning on July 1, 
2019, and in subsequent years. CMS uses 
an ACO’s prospective HCC risk score to 
adjust the benchmark for changes in 
severity and case mix in the assigned 
beneficiary population between BY3 
and the performance year. 

(i) For agreement periods beginning 
before January 1, 2024: 

(A) Positive adjustments in prospec-
tive HCC risk scores are subject to a 
cap of 3 percent. 

(B) This cap is the maximum increase 
in risk scores for each agreement pe-
riod, such that any positive adjustment 
between BY3 and any performance year 
in the agreement period cannot be larg-
er than 3 percent. 

(ii) For agreement periods beginning 
on January 1, 2024, and in subsequent 
years: 

(A) Positive adjustments in prospec-
tive HCC risk scores are subject to a 
cap equal to the ACO’s aggregate 
growth in demographic risk scores be-
tween BY3 and the performance year 
(positive or negative) plus 3 percentage 
points. 

(B) The cap described in paragraph 

(a)(2)(ii)(A) of this section will apply to 

prospective HCC risk score growth for 

a population described in paragraph 

(a)(3) of this section only if the ACO’s 

aggregate growth in prospective HCC 

risk scores between BY3 and the per-

formance year across all of the popu-

lations described in paragraph (a)(3) of 

this section exceeds this cap. If the cap 

described in paragraph (a)(2)(ii)(A) of 

this section is determined to apply, the 

value of the cap is the maximum in-

crease in risk scores for the applicable 

performance year, such that any posi-

tive adjustment between BY3 and the 

performance year cannot be larger 

than the value of the cap for any of the 

populations described in paragraph 

(a)(3) of this section. 

(C) The aggregate growth in demo-

graphic risk scores for purposes of 

paragraph (a)(2)(ii)(A) of this section 

and the aggregate growth in prospec-

tive HCC risk scores for purposes of 

paragraph (a)(2)(ii)(B) of this section is 

calculated by taking a weighted aver-

age of the growth in demographic risk 

scores or prospective HCC risk scores, 

as applicable, across the populations 

described in paragraph (a)(3) of this 

section. When calculating the weighted 

average growth in demographic risk 

scores or prospective HCC risk scores, 

as applicable, the weight applied to the 

growth in risk scores (expressed as a 

ratio of the ACO’s performance year 

risk score to the ACO’s BY3 risk score) 

for each Medicare enrollment type is 

equal to the product of the historical 

benchmark expenditures for that en-

rollment type and the performance 

year person years for that enrollment 

type. 

(3) In risk adjusting the benchmark 

as described in §§ 425.601(a)(10), 

425.602(a)(9), 425.603(c)(10), and 

425.652(a)(10) CMS makes separate ad-

justments for each of the following 

populations of beneficiaries: 

(i) ESRD. 

(ii) Disabled. 

(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 

(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
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(4)(i) For performance years before 
2017 to minimize variation from cata-
strophically large claims, CMS trun-
cates an assigned beneficiary’s total 
annual Parts A and B fee-for-service 
per capita expenditures at the 99th per-
centile of national Medicare fee-for- 
service expenditures as determined for 
each performance year. 

(ii) For the 2017 performance year 
and subsequent performance years, to 
minimize variation from catastroph-
ically large claims, CMS truncates an 
assigned beneficiary’s total annual 
Parts A and B fee-for-service per capita 
expenditures at the 99th percentile of 
national Medicare fee-for-service ex-
penditures as determined for the appli-
cable performance year for assignable 
beneficiaries identified for the 12- 
month calendar year corresponding to 
the performance year. 

(5) CMS uses a 3-month claims run 
out with a completion factor to cal-
culate an ACO’s per capita expendi-
tures for each performance year. 

(6) Calculations of the ACO’s expendi-
tures will include the payment 
amounts included in Part A and B fee- 
for-service claims. 

(i) These calculations will exclude in-
direct medical education (IME) and dis-
proportionate share hospital (DSH) 
payments, and the supplemental pay-
ment for IHS/Tribal hospitals and 
Puerto Rico hospitals. 

(ii) These calculations will take into 
consideration individually beneficiary 
identifiable payments made under a 
demonstration, pilot or time limited 
program. 

(A) For performance years beginning 
before 2018, these calculations will take 
into consideration all individually ben-
eficiary identifiable payments, includ-
ing interim payments, made under a 
demonstration, pilot or time limited 
program. 

(B) For performance year 2018 and 
subsequent performance years, these 
calculations will take into consider-
ation individually beneficiary identifi-
able final payments made under a dem-
onstration, pilot or time limited pro-
gram. 

(7) In order to qualify for a shared 
savings payment, the ACO’s average 
per capita Medicare expenditures for 
the performance year must be below 

the applicable updated benchmark by 
at least the minimum savings rate es-
tablished for the ACO under paragraph 
(b) of this section. 

(b) Minimum savings or loss rate. (1) As 
part of the ACO’s application for, or re-
newal of, program participation, the 
ACO must choose from the following 
options for establishing the MSR/MLR 
for the duration of the agreement pe-
riod: 

(i) Zero percent MSR/MLR 

(ii) Symmetrical MSR/MLR in a 0.5 
percent increment between 0.5–2.0 per-
cent. 

(iii) Symmetrical MSR/MLR that 
varies, based on the number of bene-
ficiaries assigned to the ACO under 
subpart E of this part. The MSR for an 
ACO under the ENHANCED track is 
the same as the MSR that would apply 
in the one-sided model under either 
§ 425.604(b) (for ACOs entering an agree-
ment period on or before January 1, 
2019) or § 425.605(b)(1) (for ACOs enter-
ing an agreement period on July 1, 
2019, and in subsequent years) and is 
based on the number of assigned bene-
ficiaries. The MLR under the EN-
HANCED track is equal to the negative 
MSR. 

(2) To qualify for shared savings 
under the ENHANCED track, an ACO’s 
average per capita Medicare expendi-
tures for the performance year must be 
below its updated benchmark costs for 
the year by at least the MSR estab-
lished for the ACO. 

(3) To be responsible for sharing 
losses with the Medicare program, an 
ACO’s average per capita Medicare ex-
penditures for the performance year 
must be above its updated benchmark 
costs for the year by at least the MLR 
established for the ACO. 

(c) Qualification for shared savings 
payment—(1) For performance years (or a 
performance period) beginning on or be-
fore January 1, 2020. To qualify for 
shared savings, an ACO must meet the 
minimum savings rate requirement es-
tablished under paragraph (b) of this 
section, meet the minimum quality 
performance standards established 
under § 425.502, and otherwise maintain 
its eligibility to participate in the 
Shared Savings Program under this 
part. 
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(2) For performance years beginning on 
or after January 1, 2021. To qualify for 
shared savings, an ACO must meet the 
minimum savings rate requirement es-
tablished under paragraph (b) of this 
section, meet the quality performance 
standard established under § 425.512, 
and otherwise maintain its eligibility 
to participate in the Shared Savings 
Program under this part. 

(d) Final sharing rate—(1) For perform-
ance years (or a performance period) be-
ginning on or before January 1, 2020. An 
ACO that meets all the requirements 
for receiving shared savings payments 
under the ENHANCED track will re-
ceive a shared savings payment of up 
to 75 percent of all the savings under 
the updated benchmark, as determined 
on the basis of its quality performance 
under § 425.502 (up to the performance 
payment limit described in paragraph 
(e)(2) of this section). 

(2) For performance years beginning on 
January 1, 2021, or January 1, 2022. An 
ACO that meets all the requirements 
for receiving shared savings payments 
under the ENHANCED track will re-
ceive a shared savings payment of 75 
percent of all the savings under the up-
dated benchmark (up to the perform-
ance payment limit described in para-
graph (e)(2) of this section). 

(3) For the performance year beginning 
on January 1, 2023. An ACO that meets 
all the requirements for receiving 
shared savings payments under the EN-
HANCED track will receive a shared 
savings payment equal to a percentage 
of all the savings under the updated 
benchmark (up to the performance pay-
ment limit described in paragraph 
(e)(2) of this section). The percentage is 
as follows: 

(i) 75 percent for an ACO that meets 
the quality performance standard by 
meeting the criteria specified in 
§ 425.512(a)(2) or (a)(4)(i). 

(ii) 75 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(4)(ii). 

(4) For performance years beginning on 
or after January 1, 2024. An ACO that 
meets all the requirements for receiv-
ing shared savings payments under the 

ENHANCED track will receive a shared 
savings payment equal to a percentage 
of all the savings under the updated 
benchmark (up to the performance pay-
ment limit described in paragraph 
(e)(2) of this section). The percentage is 
as follows: 

(i) 75 percent for an ACO that meets 
the quality performance standard by 
meeting the criteria specified in 
§ 425.512(a)(2) or (a)(5)(i). 

(ii) 75 percent multiplied by the 
ACO’s health equity adjusted quality 
performance score calculated according 
to § 425.512(b) for an ACO that meets 
the alternative quality performance 
standard by meeting the criteria speci-
fied in § 425.512(a)(5)(ii). 

(e) Performance payment. (1) If an ACO 
qualifies for savings by meeting or ex-
ceeding the MSR, the final sharing rate 
will apply to an ACO’s savings on a 
first dollar basis. 

(2) The amount of shared savings an 
eligible ACO receives under the EN-
HANCED track may not exceed 20 per-
cent of its updated benchmark. 

(f) Shared loss rate—(1) For perform-
ance years (or a performance period) be-
ginning on or before January 1, 2020. For 
an ACO that is required to share losses 
with the Medicare program for expend-
itures over the updated benchmark, the 
amount of shared losses is determined 
based on the inverse of its final sharing 
rate described in paragraph (d)(1) of 
this section (that is, 1 minus the final 
shared savings rate determined under 
paragraph (d)(1) of this section). The 
shared loss rate— 

(i) May not exceed 75 percent; and 

(ii) May not be less than 40 percent. 

(2) For performance years beginning on 
January 1, 2021, or January 1, 2022. For 
an ACO that is required to share losses 
with the Medicare program for expend-
itures over the updated benchmark, the 
amount of shared losses is determined 
as follows: 

(i) If the ACO meets the quality per-
formance standard established in 
§ 425.512, CMS determines the shared 
loss rate as follows: 

(A) Calculate the quotient of the 
MIPS Quality performance category 
points earned divided by the total 
MIPS Quality performance category 
points available. 
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(B) Calculate the product of the 
quotient determined in paragraph 
(f)(2)(i)(A) of this section, and 75 per-
cent. 

(C) Calculate the shared loss rate as 
1 minus the product determined in 
paragraph (f)(2)(i)(B) of this section. 
The shared loss rate— 

(1) May not exceed 75 percent; and 
(2) May not be less than 40 percent. 
(ii) If the ACO fails to meet the qual-

ity performance standard established 
in § 425.512, the shared loss rate is 75 
percent. 

(3) For the performance year beginning 
on January 1, 2023. For an ACO that is 
required to share losses with the Medi-
care program for expenditures over the 
updated benchmark, the amount of 
shared losses is determined as follows: 

(i) If the ACO meets either the qual-
ity performance standard established 
in § 425.512 applicable for the perform-
ance year by meeting the criteria spec-
ified in § 425.512(a)(2) or (a)(4)(i), or the 
alternative quality performance stand-
ard established in § 425.512(a)(4)(ii), 
CMS determines the shared loss rate as 
follows: 

(A) Calculate the product of 75 per-
cent and the ACO’s health equity ad-
justed quality performance score cal-
culated according to § 425.512(b). 

(B) Calculate the shared loss rate as 
1 minus the product determined in 
paragraph (f)(3)(i)(A) of this section. 
The shared loss rate— 

(1) May not exceed 75 percent; and 
(2) May not be less than 40 percent. 
(ii) If the ACO fails to meet either 

the quality performance standard or 
the alternative quality performance 
standard established in § 425.512 appli-
cable for the performance year, the 
shared loss rate is 75 percent. 

(4) For performance years beginning on 
or after January 1, 2024. For an ACO 
that is required to share losses with 
the Medicare program for expenditures 
over the updated benchmark, the 
amount of shared losses is determined 
as follows: 

(i) If the ACO meets either the qual-
ity performance standard established 
in § 425.512 applicable for the perform-
ance year by meeting the criteria spec-
ified in § 425.512(a)(2) or (a)(5)(i), or the 
alternative quality performance stand-
ard established in § 425.512(a)(5)(ii), 

CMS determines the shared loss rate as 
follows: 

(A) Calculate the product of 75 per-
cent and the ACO’s health equity ad-
justed quality performance score cal-
culated according to § 425.512(b). 

(B) Calculate the shared loss rate as 
1 minus the product determined in 
paragraph (f)(4)(i)(A) of this section. 
The shared loss rate— 

(1) May not exceed 75 percent; and 
(2) May not be less than 40 percent. 
(ii) If the ACO fails to meet either 

the quality performance standard or 
the alternative quality performance 
standard established in § 425.512 for the 
applicable performance year, the 
shared loss rate is 75 percent. 

(g) Loss recoupment limit. The amount 
of shared losses for which an eligible 
ACO is liable may not exceed 15 per-
cent of its updated benchmark as de-
termined under § 425.601, 425.602, 425.603 
or 425.652. 

(h) Notification of savings and losses. 
(1) CMS notifies an ACO in writing re-
garding whether the ACO qualifies for 
a shared savings payment, and if so, 
the amount of the payment due. 

(2) CMS provides written notification 
to an ACO of the amount of shared 
losses, if any, that it must repay to the 
program. 

(3) If an ACO has shared losses, the 
ACO must make payment in full to 
CMS within 90 days of receipt of notifi-
cation. 

(i) Extreme and uncontrollable cir-
cumstances. For performance year 2017 
and subsequent performance years, the 
following adjustment is made in calcu-
lating the amount of shared losses, 
after the application of the shared loss 
rate in paragraph (f) of this section and 
the loss recoupment limit in paragraph 
(g) of this section. 

(1) CMS determines the percentage of 
the ACO’s performance year assigned 
beneficiary population affected by an 
extreme and uncontrollable cir-
cumstance. 

(2) CMS reduces the amount of the 
ACO’s shared losses by an amount de-
termined by multiplying the shared 
losses by the percentage of the total 
months in the performance year af-
fected by an extreme and uncontrol-
lable circumstance, and the percentage 
of the ACO’s assigned beneficiaries who 
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reside in an area affected by an ex-
treme and uncontrollable cir-
cumstance. 

(i) For an ACO that is liable for a 
pro-rated share of losses under 
§ 425.221(b)(2)(ii) or (b)(3)(i), the amount 
of shared losses determined for the per-
formance year during which the termi-
nation becomes effective is adjusted 
according to this paragraph (i)(2). 

(ii) [Reserved] 
(3) CMS applies determinations made 

under the Quality Payment Program 
with respect to— 

(i) Whether an extreme and uncon-
trollable circumstance has occurred; 
and 

(ii) The affected areas. 
(4) CMS has sole discretion to deter-

mine the time period during which an 
extreme and uncontrollable cir-
cumstance occurred and the percentage 
of the ACO’s assigned beneficiaries re-
siding in the affected areas. 

(j) January 1, 2019 through June 30, 
2019 performance year. Shared savings or 
shared losses for the January 1, 2019 
through June 30, 2019 performance year 
are calculated as described in § 425.609. 

(k) July 1, 2019 through December 31, 
2019 performance year. Shared savings or 
shared losses for the July 1, 2019 
through December 31, 2019 performance 
year are calculated as described in 
§ 425.609. 

[80 FR 32842, June 9, 2015, as amended at 81 
FR 38017, June 10, 2016; 82 FR 53370, Nov. 15, 
2017; 82 FR 60918, Dec. 26, 2017; 83 FR 60096, 
Nov. 23, 2018; 83 FR 68079, Dec. 31, 2018; 85 FR 
85044, Dec. 28, 2020; 87 FR 70240, Nov. 18, 2022] 

EDITORIAL NOTE: At 81 FR 38017, June 10, 
2016, in § 425.610, paragraph (a)(2)(ii), the 
phrase ‘‘adjust for changes’’ was removed, 
and in its place the phrase ‘‘adjust the 
benchmark for changes’’ was added, however, 
the phrase ‘‘adjust for changes’’ does not ap-
pear in this paragraph, so the amendment 
could not be incorporated. 

§ 425.611 Adjustments to Shared Sav-
ings Program calculations to ad-
dress the COVID–19 pandemic. 

(a) General. This section describes ad-
justments CMS makes to Shared Sav-
ings Program calculations to address 
the impact of the COVID–19 pandemic. 

(b) Episodes of care for treatment of 
COVID–19. (1) CMS identifies an episode 
of care for treatment of COVID–19 
based on either of the following: 

(i) Discharges for inpatient services 
eligible for the 20 percent adjustment 
under section 1886(d)(4)(C) of the Act. 

(ii) Discharges for acute care inpa-
tient services for treatment of COVID– 
19 from facilities that are not paid 
under the inpatient prospective pay-
ment system, such as CAHs, when the 
date of discharge occurs within the 
Public Health Emergency as defined in 
§ 400.200 of this chapter. 

(2) CMS defines the episode of care as 
starting in the month in which the in-
patient stay begins as identified by the 
admission date, all months during the 
inpatient stay, and the month fol-
lowing the end of the inpatient stay as 
indicated by the discharge date. 

(c) Applicability of adjustments. Not-
withstanding any other provision in 
this part, CMS adjusts the following 
Shared Savings Program calculations 
to exclude all Parts A and B fee-for- 
service payment amounts for a bene-
ficiary’s episode of care for treatment 
of COVID–19 as described in paragraph 
(b) of this section: 

(1) Calculation of Medicare Parts A 
and B fee-for-service expenditures for 
an ACO’s assigned beneficiaries for all 
purposes including the following: Es-
tablishing, adjusting, updating, and re-
setting the ACO’s historical bench-
mark and determining performance 
year expenditures. 

(2) Calculation of fee-for-service ex-
penditures for assignable beneficiaries 
as used in determining county-level 
fee-for-service expenditures and na-
tional Medicare fee-for-service expendi-
tures, including the following calcula-
tions: 

(i) Determining average county fee- 
for-service expenditures based on ex-
penditures for the assignable popu-
lation of beneficiaries in each county 
in the ACO’s regional service area ac-
cording to §§ 425.601(c), 425.603(e), and 
425.654(a) for purposes of calculating 
the ACO’s regional fee-for-service ex-
penditures. 

(ii) Determining the 99th percentile 
of national Medicare fee-for-service ex-
penditures for assignable beneficiaries 
for purposes of the following: 

(A) Truncating assigned beneficiary 
expenditures used in calculating bench-
mark expenditures under 
§§ 425.601(a)(4), 425.602(a)(4), 425.603(c)(4), 
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and 425.652(a)(4), and performance year 
expenditures under §§ 425.604(a)(4), 
425.605(a)(3), 425.606(a)(4), and 
425.610(a)(4). 

(B) Truncating expenditures for as-
signable beneficiaries in each county 
for purposes of determining county fee- 
for-service expenditures according to 
§§ 425.601(c)(3), 425.603(e)(3), and 
425.654(a)(3). 

(iii) Determining national per capita 
expenditures for Parts A and B services 
under the original Medicare fee-for- 
service program for assignable bene-
ficiaries for purposes of capping the re-
gional adjustment to the ACO’s histor-
ical benchmark according to 
§§ 425.601(a)(8)(ii)(C) and 425.656(c)(3), 
and capping the prior savings adjust-
ment according to § 425.652(a)(8)(iv). 

(iv) Determining the flat dollar 
equivalent of the projected absolute 
amount of growth in national per cap-
ita expenditures for Parts A and B 
services under the original Medicare 
fee-for-service program for assignable 
beneficiaries, for purposes of updating 
the ACO’s historical benchmark ac-
cording to § 425.602(b)(2). 

(v) Determining national growth 
rates that are used as part of the blend-
ed growth rates used to trend forward 
BY1 and BY2 expenditures to BY3 ac-
cording to §§ 425.601(a)(5)(ii) and 
425.652(a)(5)(ii) and as part of the blend-
ed growth rates used to trend the 
benchmark and update the benchmark 
according to §§ 425.601(b)(2) and 
425.652(b)(2)(i). 

(3) Calculation of Medicare Parts A 
and B fee-for-service revenue of ACO 
participants for purposes of calculating 
the ACO’s loss recoupment limit under 
the BASIC track as specified in 
§ 425.605(d). 

(4) Calculation of total Medicare 
Parts A and B fee-for-service revenue 
of ACO participants and total Medicare 
Parts A and B fee-for-service expendi-
tures for the ACO’s assigned bene-
ficiaries for purposes of identifying 
whether an ACO is a high revenue ACO 
or low revenue ACO, as defined under 
§ 425.20, determining an ACO’s eligi-
bility for participation options accord-
ing to § 425.600(d), and determining an 
ACO’s eligibility to receive advance in-
vestment payments according to 
§ 425.630. 

(5) Calculation or recalculation of 
the amount of the ACO’s repayment 
mechanism arrangement according to 
§ 425.204(f)(4). 

[85 FR 27625, May 8, 2020, as amended at 85 

FR 85044, Dec. 28, 2020; 87 FR 70241, Nov. 18, 

2022] 

§ 425.612 Waivers of payment rules or 
other Medicare requirements. 

(a) General. CMS may waive certain 
payment rules or other Medicare re-
quirements as determined necessary to 
carry out the Shared Savings Program 
under this part. 

(1) SNF 3-day rule. For performance 
year 2017 and subsequent performance 
years, CMS waives the requirement in 
section 1861(i) of the Act for a 3-day in-
patient hospital stay prior to a Medi-
care-covered post-hospital extended 
care service for eligible beneficiaries 
assigned to ACOs participating in a 
two-sided model and as provided in 
paragraph (a)(1)(iv) of this section dur-
ing a grace period for beneficiaries ex-
cluded from prospective assignment to 
an ACO in a two-sided model, who re-
ceive otherwise covered post-hospital 
extended care services furnished by an 
eligible SNF that has entered into a 
written agreement to partner with the 
ACO for purposes of this waiver. Eligi-
ble SNFs include providers furnishing 
SNF services under swing bed agree-
ments. All other provisions of the stat-
ute and regulations regarding Medicare 
Part A post-hospital extended care 
services continue to apply. ACOs iden-
tified under paragraph (a)(1)(vi) of this 
section may request to use the SNF 3- 
day rule waiver for performance years 
beginning on July 1, 2019, and in subse-
quent years. 

(i) ACOs must submit to CMS supple-
mental application information suffi-
cient to demonstrate the ACO has the 
capacity to identify and manage bene-
ficiaries who would be either directly 
admitted to a SNF or admitted to a 
SNF after an inpatient hospitalization 
of fewer than 3-days in the form and 
manner specified by CMS. Application 
materials include but are not limited 
to, the following: 

(A) An attestation that it has estab-
lished and will make available to CMS 
upon request the following narratives 
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describing how the ACO plans to imple-
ment the waiver: 

(1) A communication plan between 
the ACO and its SNF affiliates. 

(2) A care management plan for bene-
ficiaries admitted to a SNF affiliate. 

(3) A beneficiary evaluation and ad-
mission plan approved by the ACO 
medical director and the healthcare 
professional responsible for the ACO’s 
quality improvement and assurance 
processes under § 425.112. 

(B) A list of SNFs with whom the 
ACO will partner along with executed 
written SNF affiliate agreements be-
tween the ACO and each listed SNF. 

(ii) In order to be eligible to receive 
covered SNF services under the waiver, 
a beneficiary must meet the following 
requirements: 

(A) In the case of a beneficiary who is 
assigned to an ACO that has selected 
preliminary prospective assignment 
with retrospective reconciliation under 
§ 425.400(a)(2), the beneficiary must ap-
pear on the list of preliminarily pro-
spectively assigned beneficiaries at the 
beginning of the performance year or 
on the first, second, or third quarterly 
preliminary prospective assignment 
list for the performance year in which 
they are admitted to the eligible SNF, 
and the SNF services must be provided 
after the beneficiary first appeared on 
the preliminary prospective assign-
ment list for the performance year. 

(B) In the case of a beneficiary who is 
assigned to an ACO that has selected 
prospective assignment under 
§ 425.400(a)(3), the beneficiary must be 
prospectively assigned to the ACO for 
the performance year in which they are 
admitted to the eligible SNF. 

(C) Does not reside in a SNF or other 
long-term care setting. 

(D) Is medically stable. 

(E) Does not require inpatient or fur-
ther inpatient hospital evaluation or 
treatment. 

(F) Have certain and confirmed diag-
noses. 

(G) Have an identified skilled nursing 
or rehabilitation need that cannot be 
provided as an outpatient. 

(H) Have been evaluated and ap-
proved for admission to the SNF within 
3 days prior to the SNF admission by 
an ACO provider/supplier who is a phy-

sician, consistent with the ACO’s bene-
ficiary evaluation and admission plan. 

(iii) SNFs eligible to partner and 
enter into written agreements with 
ACOs for purposes of this waiver must 
do the following: 

(A) Providers eligible to be included 
in the CMS 5-star Quality Rating Sys-
tem must have and maintain an overall 
rating of 3 or higher. 

(B) Sign a SNF affiliate agreement 
with the ACO that includes elements 
determined by CMS including but not 
limited to the following: 

(1) Agreement to comply with the re-
quirements and conditions of this part, 
including but not limited to those spec-
ified in the participation agreement 
with CMS. 

(2) Effective dates of the SNF affil-
iate agreement. 

(3) Agreement to implement and 
comply with the ACO’s beneficiary 
evaluation and admission plan and the 
care management plan. 

(4) Agreement to validate the eligi-
bility of a beneficiary to receive cov-
ered SNF services in accordance with 
the waiver prior to admission. 

(5) Remedial processes and penalties 
that will apply for non-compliance. 

(iv) For a beneficiary who was in-
cluded on the ACO’s prospective assign-
ment list or preliminary prospective 
assignment list at the beginning of the 
performance year or on the first, sec-
ond, or third quarterly preliminary 
prospective assignment list for the per-
formance year, for an ACO for which a 
waiver of the SNF 3-day rule has been 
approved under paragraph (a)(1) of this 
section, but who was subsequently re-
moved from the assignment list for the 
performance year, CMS makes pay-
ment for SNF services furnished to the 
beneficiary by a SNF affiliate if the 
following conditions are met: 

(A)(1) The beneficiary was prospec-
tively assigned to an ACO that selected 
prospective assignment under 
§ 425.400(a)(3) at the beginning of the 
applicable performance year, but was 
excluded in the most recent quarterly 
update to the assignment list under 
§ 425.401(b), and the beneficiary was ad-
mitted to a SNF affiliate within 90 
days following the date that CMS de-
livered the quarterly exclusion list to 
the ACO; or 
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(2) The beneficiary was identified as 
preliminarily prospectively assigned to 
an ACO that has selected preliminary 
prospective assignment with retrospec-
tive reconciliation under § 425.400(a)(2) 
in the report provided under 
§ 425.702(c)(1)(ii)(A) at the beginning of 
the performance year or for the first, 
second, or third quarter of the perform-
ance year, the SNF services were pro-
vided after the beneficiary first ap-
peared on the preliminary prospective 
assignment list for the performance 
year, and the beneficiary meets the cri-
teria to be assigned to an ACO under 
§ 425.401(a)(1) and (2). 

(B) But for the beneficiary’s removal 
from the ACO’s assignment list, CMS 
would have made payment to the SNF 
affiliate for such services under the 
waiver under paragraph (a)(1) of this 
section. 

(v) The following beneficiary protec-
tions apply when a beneficiary receives 
SNF services without a prior 3-day in-
patient hospital stay from a SNF affil-
iate that intended to provide services 
under a SNF 3-day rule waiver under 
paragraph (a)(1) of this section, the 
SNF affiliate services were non-covered 
only because the SNF affiliate stay was 
not preceded by a qualifying hospital 
stay under section 1861(i) of the Act, 
and in the case of a beneficiary where 
the ACO selected one of the following: 

(A) Prospective assignment under 
§ 425.400(a)(3), the beneficiary was not 
prospectively assigned to the ACO for 
the performance year in which they re-
ceived the SNF services, or was pro-
spectively assigned but was later ex-
cluded and the 90-day grace period, de-
scribed in paragraph (a)(1)(iv)(A) of 
this section, has lapsed. 

(B) Preliminary prospective assign-
ment with retrospective reconciliation 
under § 425.400(a)(2), the beneficiary was 
not identified as preliminarily prospec-
tively assigned to the ACO for the per-
formance year in the report provided 
under § 425.702(c)(1)(ii)(A) at the begin-
ning of the performance year or for the 
first, second, or third quarter of the 
performance year before the SNF serv-
ices were provided to the beneficiary. 

(C) A SNF is presumed to intend to 
provide services pursuant to the SNF 3- 
day rule waiver under paragraph (a)(1) 
of this section if the SNF submitting 

the claim is a SNF affiliate of an ACO 
for which such a waiver has been ap-
proved. 

(D) CMS makes no payments for SNF 
services to a SNF affiliate of an ACO 
for which a waiver of the SNF 3-day 
rule has been approved when the SNF 
affiliate admits a FFS beneficiary who 
was not prospectively or preliminarily 
prospectively assigned to the ACO 
prior to the SNF admission or was pro-
spectively assigned but was later ex-
cluded and the 90-day grace period 
under paragraph (a)(1)(iv)(A) of this 
section has lapsed. 

(E) In the event that CMS makes no 
payment for SNF services furnished by 
a SNF affiliate as a result of paragraph 
(a)(1)(v)(D) of this section and the only 
reason the claim was non-covered is 
due to the lack of a qualifying inpa-
tient stay, the following beneficiary 
protections will apply: 

(1) The SNF must not charge the ben-
eficiary for the expenses incurred for 
such services; and 

(2) The SNF must return to the bene-
ficiary any monies collected for such 
services; and 

(3) The ACO may be required to sub-
mit a corrective action plan under 
§ 425.216(b) for CMS approval. If after 
being given an opportunity to act upon 
the corrective action plan the ACO 
fails to come into compliance with the 
requirements of paragraph (a)(1), ap-
proval for the SNF 3-day rule waiver 
under this section will be terminated 
as provided under paragraph (d) of this 
section. 

(vi) The following ACOs may request 
to use the SNF 3-day rule waiver: 

(A) An ACO participating in perform-
ance-based risk within the BASIC 
track under § 425.605. 

(B) An ACO participating in the EN-
HANCED track under § 425.610. 

(2) [Reserved] 
(b) Review and determination of request 

to use waivers. (1) In order to obtain a 
determination regarding whether the 
ACO may use waivers under this sec-
tion, an ACO must submit a waiver re-
quest to CMS in the form and manner 
and by a deadline specified by CMS. 

(2) An ACO executive who has the au-
thority to legally bind the ACO must 
certify to the best of his or her knowl-
edge, information, and belief that the 
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information contained in the waiver re-
quest submitted under paragraph (b)(1) 
of this section is accurate, complete, 
and truthful. 

(3) CMS evaluates an ACO’s waiver 
request to determine whether it satis-
fies the requirements of this part and 
approves or denies waiver requests ac-
cordingly. Waiver requests are ap-
proved or denied on the basis of the fol-
lowing: 

(i) Information contained in and sub-
mitted with the waiver request by a 
deadline specified by CMS. 

(ii) Supplemental information sub-
mitted by a deadline specified by CMS 
in response to a CMS request for infor-
mation. 

(iii) Screening of the ACO, ACO par-
ticipants, ACO providers/suppliers, and 
other individuals or entities providing 
services to Medicare beneficiaries in 
accordance with the terms of the waiv-
er. 

(iv) Other information available to 
CMS. 

(4) CMS may deny a waiver request if 
an ACO fails to submit requested infor-
mation by the deadlines established by 
CMS. 

(c) Effective and termination date of 
waivers. (1) Waivers are effective upon 
CMS notification of approval for the 
waiver or the start date of the partici-
pation agreement, whichever is later. 

(2) Waivers do not extend beyond the 
end of the participation agreement. 

(3) If CMS terminates the participa-
tion agreement under § 425.218, the 
waiver ends on the date specified by 
CMS in the termination notice. 

(4) If the ACO terminates the partici-
pation agreement, the waiver ends on 
the effective date of termination as 
specified in the written notification re-
quired under § 425.220. 

(d) Monitoring and termination of waiv-
ers. (1) ACOs with approved waivers are 
required to post their use of the waiver 
as part of public reporting under 
§ 425.308. 

(2) CMS monitors and audits the use 
of such waivers in accordance with 
§ 425.316. 

(3) CMS reserves the right to deny or 
revoke a waiver if an ACO, its ACO par-
ticipants, ACO providers/suppliers or 
other individuals or entities providing 
services to Medicare beneficiaries are 

not in compliance with the require-

ments of this part or if any of the fol-

lowing occur: 

(i) The waiver is not used as de-

scribed in the ACO’s waiver request 

under paragraph (b)(1) of this section. 

(ii) The ACO does not successfully 

meet the quality reporting standard 

under subpart F of this part. 

(iii) CMS identifies a program integ-

rity issue affecting the ACO’s use of 

the waiver. 

(4) CMS reserves the right to take 
compliance action, including termi-
nation, against an ACO for noncompli-
ance with program rules, including 
misuse of a waiver under this section, 
as specified at §§ 425.216 and 425.218. 

(e) Other rules governing use of waiv-
ers. (1) Waivers under this section do 
not protect financial or other arrange-
ments between or among ACOs, ACO 
participants, ACO providers/suppliers, 
or other individual or entities pro-
viding services to Medicare bene-
ficiaries from liability under the fraud 
and abuse laws or any other applicable 
laws. 

(2) Waivers under this section do not 
protect any person or entity from li-
ability for any violation of law or regu-
lation for any conduct other than the 
conduct permitted by a waiver under 
paragraph (a) of this section. 

(3) ACOs must ensure compliance 
with all claims submission require-
ments, except those expressly waived 
under paragraph (a) of this section. 

(f) Waiver for payment for telehealth 
services. For performance year 2020 and 
subsequent performance years, CMS 
waives the originating site require-
ments in section 1834(m)(4)(C)(i) and 
(ii) of the Act and makes payment for 
telehealth services furnished to a bene-
ficiary, if the following conditions are 
met: 

(1) The beneficiary was prospectively 
assigned to an ACO that is an applica-
ble ACO for purposes of § 425.613 at the 
beginning of the applicable perform-
ance year, but the beneficiary was ex-
cluded in the most recent quarterly up-
date to the prospective assignment list 
under § 425.401(b). 

(2) The telehealth services are pro-
vided by a physician or practitioner 
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billing under the TIN of an ACO partic-
ipant in the ACO within 90 days fol-
lowing the date CMS delivers the quar-
terly exclusion list to the ACO. 

(3) But for the beneficiary’s exclusion 
from the ACO’s prospective assignment 
list, CMS would have made payment to 
the ACO participant for such services 
under § 425.613. 

[80 FR 32843, June 9, 2015, as amended at 81 
FR 80561, Nov. 15, 2016; 82 FR 53371, Nov. 15, 
2017; 83 FR 68080, Dec. 31, 2018; 84 FR 63204, 
Nov. 15, 2019; 87 FR 70242, Nov. 18, 2022] 

§ 425.613 Telehealth services. 

(a) General. Payment is available for 
otherwise covered telehealth services 
furnished on or after January 1, 2020, 
by a physician or other practitioner 
billing through the TIN of an ACO par-
ticipant in an applicable ACO, without 
regard to the geographic requirements 
under section 1834(m)(4)(C)(i) of the 
Act, in accordance with the require-
ments of this section. 

(1) For purposes of this section: 
(i) An applicable ACO is an ACO that 

is participating under a two-sided 
model under § 425.600 and has elected 
prospective assignment under 
§ 425.400(a)(3) for the performance year. 

(ii) The home of the beneficiary is 
treated as an originating site under 
section 1834(m)(4)(C)(ii) of the Act. 

(2) For payment to be made under 
this section, the following require-
ments must be met: 

(i) The beneficiary is prospectively 
assigned to the ACO for the perform-
ance year in which the beneficiary re-
ceived the telehealth service. 

(ii) The physician or practitioner who 
furnishes the telehealth service must 
bill under the TIN of an ACO partici-
pant that is included on the certified 
ACO participant list under § 425.118 for 
the performance year in which the 
service is rendered. 

(iii) The originating site must com-
ply with applicable State licensing re-
quirements. 

(iv) When the originating site is the 
beneficiary’s home, the telehealth 
services must not be inappropriate to 
furnish in the home setting. Services 
that are typically furnished in an inpa-
tient setting may not be furnished as a 
telehealth service when the originating 
site is the beneficiary’s home. 

(v) CMS does not pay a facility fee 
when the originating site is the bene-
ficiary’s home. 

(b) Beneficiary protections. (1) When a 
beneficiary who is not prospectively as-
signed to an applicable ACO or in a 90- 
day grace period under § 425.612(f) re-
ceives a telehealth service from a phy-
sician or practitioner billing through 
the TIN of an ACO participant partici-
pating in an applicable ACO, CMS 
makes no payment for the telehealth 
service to the ACO participant. 

(2) In the event that CMS makes no 
payment for a telehealth service fur-
nished by a physician or practitioner 
billing through the TIN of an ACO par-
ticipant, and the only reason the claim 
was non-covered is because the bene-
ficiary is not prospectively assigned to 
the ACO or in the 90-day grace period 
under § 425.612(f), all of the following 
beneficiary protections apply: 

(i) The ACO participant must not 
charge the beneficiary for the expenses 
incurred for such service. 

(ii) The ACO participant must return 
to the beneficiary any monies collected 
for such service. 

(iii) The ACO may be required to sub-
mit a corrective action plan under 
§ 425.216(b) for CMS approval. If the 
ACO is required to submit a corrective 
action plan and, after being given an 
opportunity to act upon the corrective 
action plan, the ACO fails to imple-
ment the corrective action plan or 
demonstrate improved performance 
upon completion of the corrective ac-
tion plan, CMS may terminate the par-
ticipation agreement as specified under 
§ 425.216(b)(2). 

(c) Termination date for purposes of 
payment for telehealth services. (1) Pay-
ment for telehealth services under 
paragraph (a) of this section does not 
extend beyond the end of the applicable 
ACO’s participation agreement. 

(2) If CMS terminates the participa-
tion agreement under § 425.218, pay-
ment for telehealth services under 
paragraph (a) of this section is not 
made with respect to telehealth serv-
ices furnished beginning on the date 
specified by CMS in the termination 
notice. 

(3) If the ACO terminates the partici-
pation agreement, payment for tele-
health services under paragraph (a) of 
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this section is not made with respect to 
telehealth services furnished beginning 
on the effective date of termination as 
specified in the written notification re-
quired under § 425.220. 

(d) Monitoring of telehealth services. (1) 
CMS monitors and audits the use of 
telehealth services by the ACO and its 
ACO participants and ACO providers/ 
suppliers, in accordance with § 425.316. 

(2) CMS reserves the right to take 
compliance action, up to and including 
termination of the participation agree-
ment, as specified in §§ 425.216 and 
425.218, with respect to an applicable 
ACO for non-compliance with program 
requirements, including inappropriate 
use of telehealth services. 

[83 FR 68081, Dec. 31, 2018] 

§§ 425.614–425.629 [Reserved] 

§ 425.630 Option to receive advance in-
vestment payments. 

(a) Purpose. Advance investment pay-
ments are intended to encourage low- 
revenue ACOs that are inexperienced 
with risk to participate in the Shared 
Savings Program and to provide addi-
tional resources to such ACOs in order 
to support care improvement for under-
served beneficiaries. 

(b) Eligibility. An ACO is eligible to 
receive advance investment payments 
as specified in this section if CMS de-
termines that all of the following cri-
teria are met: 

(1) The ACO is not a renewing or a re- 
entering ACO. 

(2) The ACO has applied to partici-
pate in the Shared Savings Program 
under any level of the BASIC track’s 
glide path and is eligible to participate 
in the Shared Savings Program. 

(3) The ACO is inexperienced with 
performance-based risk Medicare ACO 
initiatives. 

(4) The ACO is a low revenue ACO. 

(c) Application procedure. To obtain a 
determination regarding whether an 
ACO may receive advance investment 
payments, the ACO must submit to 
CMS complete supplemental informa-
tion as part of its application to par-
ticipate in the Shared Savings Pro-
gram (filed pursuant to § 425.202) in the 
form and manner and by a deadline 
specified by CMS. 

(d) Application contents and review. (1) 
General. An ACO must submit to CMS 
supplemental application information 
sufficient for CMS to determine wheth-
er the ACO is eligible to receive ad-
vance investment payments. In addi-
tion, the ACO must submit a proposed 
spend plan as part of the supplemental 
application information. 

(2) Spend plan. The spend plan must: 
(i) Describe how the ACO will spend 

its advance investment payments dur-
ing the agreement period to build care 
coordination capabilities (including co-
ordination with community-based or-
ganizations, as appropriate), address 
specific health disparities, and meet 
other criteria under this section. 

(ii) Identify the categories of goods 
and services that will be purchased 
with advance investment payment 
funds (including any allowable uses 
under paragraph (e) of this section), 
the dollar amounts to be spent on the 
various categories, and such other in-
formation as may be specified by CMS. 

(iii) State that the ACO has estab-
lished a separate designated account 
for the deposit and expenditure of all 
advance investment payments in ac-
cordance with paragraph (e)(4) of this 
section. 

(3) CMS review. CMS will review the 
supplemental application information 
to determine whether an ACO meets 
the eligibility criteria and other re-
quirements for advance investment 
payments and will approve or deny the 
advance investment payment applica-
tion accordingly. CMS may review an 
ACO’s spend plan at any time and re-
quire the ACO to modify its spend plan 
to comply with the requirements of 
this paragraph (d) and paragraph (e) of 
this section. 

(e) Use and management of advance in-
vestment payments. (1) Allowable uses. 
An ACO must use an advance invest-
ment payment to improve the quality 
and efficiency of items and services 
furnished to beneficiaries by investing 
in increased staffing, health care infra-
structure, and the provision of ac-
countable care for underserved bene-
ficiaries, which may include addressing 
social determinants of health. Expendi-
tures of advance investment payments 
must comply with the beneficiary in-
centive provision at § 425.304, paragraph 
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(e)(2) of this section, and all other ap-
plicable laws and regulations. 

(2) Prohibited uses. Advance invest-
ment payments may not be used for 
any expense other than allowable uses 
under paragraph (e)(1) of this section. 
In the case of an ACO participating in 
Level E of the BASIC track, the repay-
ment of any shared losses incurred as 
specified in a written notice in accord-
ance with § 425.605(e)(2). 

(3) Duration for spending payments. An 
ACO may spend an advance investment 
payment over its entire agreement pe-
riod. An ACO must repay to CMS any 
unspent funds remaining at the end of 
the ACO’s agreement period. 

(4) Segregation of advance investment 
payments. An ACO must segregate ad-
vance investment payments from all 
other revenues by establishing and 
maintaining a separate account into 
which all advance investment pay-
ments will be deposited immediately 
and from which all disbursements of 
such funds are made only for allowable 
uses in accordance with this paragraph. 

(f) Payment methodology. An ACO re-
ceives two types of advance investment 
payments: a one-time payment of 
$250,000 and quarterly payments cal-
culated pursuant to the methodology 
defined in paragraph (f)(2) of this sec-
tion. CMS notifies in writing each ACO 
of its determination of the amount of 
advance investment payment. If CMS 
does not make any advance investment 
payment, the notice will specify the 
reason(s) why and inform the ACO of 
its right to request reconsideration re-
view in accordance with the procedures 
specified in subpart I of this part. 

(1) Frequency of payments. An ACO 
will receive the one-time payment at 
the beginning of Performance Year 1 of 
the ACO’s agreement period. An ACO 
will receive quarterly payments each 
quarter for the first two performance 
years of the ACO’s agreement period. 
An ACO may receive no more than 
eight quarterly payments. 

(2) Quarterly payment amount calcula-
tion methodology. CMS does all of the 

following in determining the quarterly 
payment amount prior to the start of 
the quarter. 

(i) Determines the ACO’s assigned 
beneficiary population. The assigned 
beneficiaries used in determining the 
quarterly payment amount are the 
beneficiaries most recently assigned to 
the ACO under § 425.400(a)(2) (for an 
ACO under preliminary prospective as-
signment with retrospective reconcili-
ation) or § 425.400(a)(3) (for an ACO 
under prospective assignment), based 
on the certified ACO participant list 
for the relevant performance year. 

(ii) Assigns each beneficiary a risk 
factors-based score. For each bene-
ficiary in the assigned population iden-
tified in paragraph (f)(2)(i) of this sec-
tion, CMS applies the following re-
quirements in assigning a risk factors- 
based score: 

(A) The risk factors-based score will 
be set to 100 if the beneficiary is en-
rolled in the Medicare Part D LIS or is 
dually eligible for Medicare and Med-
icaid. 

(B) The risk factors-based score will 
be set to the Area Deprivation Index 
national percentile rank matched to 
the beneficiary’s mailing address if the 
beneficiary is not enrolled in the LIS 
or is not dually eligible for Medicare 
and Medicaid and sufficient data is 
available to match the beneficiary to 
an Area Deprivation Index national 
percentile rank. 

(C) The risk factors-based score will 
be set to 50 if the beneficiary is not en-
rolled in the LIS or is not dually eligi-
ble for Medicare and Medicaid and suf-
ficient data is not available to match 
the beneficiary to an Area Deprivation 
Index national percentile rank. 

(iii) Determines a beneficiary’s pay-
ment amount. For each beneficiary in 
the assigned population identified in 
paragraph (f)(2)(i) of this section, CMS 
determines the payment amount that 
corresponds to the beneficiary’s risk 
factors-based score determined in para-
graph (f)(2)(ii) of this section. The ben-
eficiary payment amount is as follows: 
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TABLE 1 TO PARAGRAPH (f)(2)(iii) 

Risk fac-
tors-based 

score 
1–24 25–34 35–44 45–54 55–64 65–74 75–84 85–100 

Payment 
amount $0 $20 $24 $28 $32 $36 $40 $45 

(iv) Calculates the ACO’s quarterly 
payment amount. The ACO’s quarterly 
payment amount is the sum of the ben-
eficiary payment amounts cor-
responding to each assigned bene-
ficiary’s risk factors-based score, speci-
fied in paragraph (f)(2)(iii) of this sec-
tion, capped at 10,000 beneficiaries. If 
the ACO has more than 10,000 assigned 
beneficiaries according to paragraph 
(f)(2)(i) of this section, CMS will cal-
culate the quarterly payment amount 
based on the 10,000 assigned bene-
ficiaries with the highest risk factors- 
based scores determined according to 
paragraph (f)(2)(ii) of this section. 

(g) Recoupment and recovery of ad-
vance investment payments, and notice of 
bankruptcy. (1) CMS will recoup ad-
vance investment payments made to an 
ACO from any shared savings the ACO 
earns until CMS has recouped in full 
the amount of advance investment pay-
ments made to the ACO. For both re-
newing and re-entering ACOs, CMS will 
carry forward any remaining balance 
owed to subsequent performance 
year(s) in which the ACO achieves 
shared savings, including in any per-
formance year(s) in a subsequent agree-
ment period. 

(2) If the amount of shared savings 
earned by the ACO is revised upward by 
CMS for any reason, CMS will reduce 
the redetermined amount of shared 
savings by the amount of advance in-
vestment payments made to the ACO 
as of the date of the redetermination. 
If the amount of shared savings earned 
by the ACO is revised downward by 
CMS for any reason, the ACO will not 
receive a refund of any portion of the 
advance investment payments pre-
viously recouped or otherwise repaid. 

(3) Except as provided for in para-
graphs (g)(4) of this section and 
§ 425.316(e)(3), for each performance 
year, CMS will not recover an amount 
of advance investment payments great-

er than the shared savings earned by an 
ACO in that performance year. 

(4) If an ACO terminates its partici-
pation agreement during the agree-
ment period in which it received an ad-
vance investment payment, the ACO 
must repay all advance investment 
payments it received. CMS will provide 
written notification to the ACO of the 
amount due and the ACO must pay 
such amount no later than 90 days 
after the receipt of such notification. 

(5) In the event of bankruptcy— 
(i) If an ACO has filed a bankruptcy 

petition, whether voluntary or involun-
tary, the ACO must provide written no-
tice of the bankruptcy to CMS and to 
the U.S. Attorney’s Office in the dis-
trict where the bankruptcy was filed, 
unless final payment for the agreement 
period has been made by either CMS or 
the ACO and all administrative or judi-
cial review proceedings relating to any 
payments under the Shared Savings 
Program have been fully and finally re-
solved. 

(ii) The notice of bankruptcy must be 
sent by certified mail no later than 5 
days after the petition has been filed 
and must contain a copy of the filed 
bankruptcy petition (including its 
docket number). The notice to CMS 
must be addressed to the CMS Office of 
Financial Management at 7500 Security 
Boulevard, Mailstop C3–01–24, Balti-
more, MD 21244 or such other address 
as may be specified on the CMS website 
for purposes of receiving such notices. 

(h) Termination of advance investment 
payments. (1) General. Except as pro-
vided in paragraph (h)(2) of this sec-
tion, CMS may terminate an ACO’s ad-
vance investment payments if the 
ACO— 

(i) Fails to comply with the require-
ments of this section; or 

(ii) Meets any of the grounds for ACO 
termination set forth in § 425.218(b). 

(2) Eligibility sanction. CMS will ter-
minate an ACO’s advance investment 
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payments in accordance with 
§ 425.316(e) if the ACO no longer meets 
the eligibility requirements specified 
in paragraphs (b)(3) and (b)(4) of this 
section. 

(3) No pre-termination actions. CMS 
may immediately terminate an ACO’s 
advance investment payments without 
taking any of the pre-termination ac-
tions set forth in § 425.216. 

[87 FR 70242, Nov. 18, 2022] 

§§ 425.631–425.649 [Reserved] 

§ 425.650 Benchmarking methodology. 

(a) Scope and purpose. The method-
ology by which CMS establishes, ad-
justs, updates and resets an ACO’s his-
torical benchmark is described within 
this subpart G. The benchmarking 
methodology for agreement periods be-
ginning before January 1, 2024, is speci-
fied in §§ 425.601, 425.602, and 425.603. The 
benchmarking methodology for agree-
ment periods beginning on or after 
January 1, 2024, is specified in §§ 425.652 
through 425.660. 

(b) [Reserved] 

[87 FR 70243, Nov. 18, 2022] 

§ 425.652 Establishing, adjusting, and 
updating the benchmark for agree-
ment periods beginning on January 
1, 2024, and in subsequent years. 

(a) Computing per capita Medicare Part 
A and Part B benchmark expenditures for 
an ACO’s first agreement period. For 
agreement periods beginning on Janu-
ary 1, 2024, and in subsequent years, in 
computing an ACO’s historical bench-
mark for its first agreement period 
under the Shared Savings Program, 
CMS determines the per capita Parts A 
and B fee-for-service expenditures for 
beneficiaries that would have been as-
signed to the ACO in any of the 3 most 
recent years prior to the start of the 
agreement period using the ACO par-
ticipant TINs identified before the 
start of the agreement period as re-
quired under § 425.118(a) and the bene-
ficiary assignment methodology se-
lected by the ACO for the first perform-
ance year of the agreement period as 
required under § 425.226(a)(1). CMS does 
all of the following: 

(1) Calculates the payment amounts 
included in Parts A and B fee-for-serv-

ice claims using a 3-month claims run 
out with a completion factor. 

(i) This calculation excludes indirect 
medical education (IME) and dispropor-
tionate share hospital (DSH) payments, 
and the supplemental payment for IHS/ 
Tribal hospitals and Puerto Rico hos-
pitals. 

(ii) This calculation includes individ-
ually beneficiary identifiable final pay-
ments made under a demonstration, 
pilot or time limited program. 

(2) Makes separate expenditure cal-
culations for each of the following pop-
ulations of beneficiaries: ESRD, dis-
abled, aged/dual eligible Medicare and 
Medicaid beneficiaries and aged/non- 
dual eligible Medicare and Medicaid 
beneficiaries. 

(3) Adjusts expenditures for changes 
in severity and case mix using prospec-
tive HCC risk scores. 

(4) Truncates an assigned bene-
ficiary’s total annual Parts A and B 
fee-for-service per capita expenditures 
at the 99th percentile of national Medi-
care fee-for-service expenditures for as-
signable beneficiaries identified for the 
12-month calendar year corresponding 
to each benchmark year in order to 
minimize variation from catastroph-
ically large claims. 

(5) Trends forward expenditures for 
each benchmark year (BY1 and BY2) to 
the third benchmark year (BY3) dollars 
using a blend of national and regional 
growth rates. 

(i) To trend forward the benchmark, 
CMS makes separate calculations for 
expenditure categories for each of the 
following populations of beneficiaries: 

(A) ESRD. 

(B) Disabled. 

(C) Aged/dual eligible Medicare and 
Medicaid beneficiaries. 

(D) Aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 

(ii) National growth rates are com-
puted using CMS Office of the Actuary 
national Medicare expenditure data for 
each of the years making up the histor-
ical benchmark for assignable bene-
ficiaries identified for the 12-month 
calendar year corresponding to each 
benchmark year. 

(iii) Regional growth rates are com-
puted using expenditures for the ACO’s 
regional service area for each of the 
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years making up the historical bench-
mark as follows: 

(A) Determine the counties included 
in the ACO’s regional service area 
based on the ACO’s assigned bene-
ficiary population for the relevant 
benchmark year. 

(B) Determine the ACO’s regional ex-
penditures as specified under § 425.654 of 
this section. 

(iv) The national and regional growth 
rates are blended together by taking a 
weighted average of the two. The 
weight applied to the— 

(A) National growth rate is cal-
culated as the share of assignable bene-
ficiaries in the ACO’s regional service 
area for BY3 that are assigned to the 
ACO in BY3, as calculated in paragraph 
(a)(5)(v) of this section; and 

(B) Regional growth rate is equal to 
1 minus the weight applied to the na-
tional growth rate. 

(v) CMS calculates the share of as-
signable beneficiaries in the ACO’s re-
gional service area that are assigned to 
the ACO by doing all of the following: 

(A) Calculating the county-level 
share of assignable beneficiaries that 
are assigned to the ACO for each coun-
ty in the ACO’s regional service area. 
The assignable population of bene-
ficiaries is identified for the assign-
ment window corresponding to BY3 
that is consistent with the assignment 
window that applies under the bene-
ficiary assignment methodology se-
lected by the ACO for the performance 
year according to § 425.400(a)(4)(ii). 

(B) Weighting the county-level 
shares according to the ACO’s propor-
tion of assigned beneficiaries in the 
county, determined by the number of 
the ACO’s assigned beneficiaries resid-
ing in the county in relation to the 
ACO’s total number of assigned bene-
ficiaries. 

(C) Aggregating the weighted county- 
level shares for all counties in the 
ACO’s regional service area. 

(6) Restates BY1 and BY2 trended and 
risk adjusted expenditures using BY3 
proportions of ESRD, disabled, aged/ 
dual eligible Medicare and Medicaid 
beneficiaries and aged/non-dual eligible 
Medicare and Medicaid beneficiaries. 

(7) Weights each year of the bench-
mark for an ACO’s initial agreement 
period using the following percentages: 

(i) BY3 at 60 percent. 
(ii) BY2 at 30 percent. 
(iii) BY1 at 10 percent. 
(8) Adjusts the historical benchmark 

based on the ACO’s regional service 
area expenditures (as specified under 
§ 425.656), or for savings generated by 
the ACO, if any, in the 3 most recent 
years prior to the start of the agree-
ment period, if applicable (as specified 
under § 425.658), or a combination of 
these two adjustments. CMS does all of 
the following to determine the adjust-
ment(s) applied to the historical bench-
mark: 

(i) Computes the regional adjustment 
in accordance with § 425.656 and the 
prior savings adjustment in accordance 
with § 425.658. 

(ii) If an ACO is not eligible to re-
ceive a prior savings adjustment under 
§ 425.658(b)(3)(i), the ACO will receive 
the regional adjustment to its bench-
mark as described in § 425.656. 

(iii) If an ACO is eligible to receive a 
prior savings adjustment, CMS com-
pares the pro-rated positive average 
per capita savings amount calculated 
in § 425.658(b)(3)(ii) with the regional 
adjustment described in § 425.656(c), ex-
pressed as a single per capita value by 
taking a person-year weighted average 
of the Medicare enrollment type-spe-
cific regional adjustment values. 

(A) If the regional adjustment, ex-
pressed as a single value, is negative or 
zero, calculate the sum of the regional 
adjustment value and the pro-rated 
positive average per capita savings 
amount. 

(1) If the sum is positive, the ACO 
will receive a prior savings adjustment 
in place of the negative regional ad-
justment equal to the lesser of 50 per-
cent of the positive sum and the cap 
described in paragraph (a)(8)(iv) of this 
section. The adjustment will be applied 
as a flat dollar amount to the following 
populations of beneficiaries: ESRD, 
disabled, aged/dual eligible Medicare 
and Medicaid beneficiaries, and aged/ 
non-dual eligible Medicare and Med-
icaid beneficiaries. 

(2) If the sum is negative, the ACO 
will receive a reduced negative re-
gional adjustment amount equal to the 
negative sum. The adjustment will be 
applied as a flat dollar amount to the 
following populations of beneficiaries: 
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ESRD, disabled, aged/dual eligible 
Medicare and Medicaid beneficiaries, 
and aged/non-dual eligible Medicare 
and Medicaid beneficiaries. 

(B) If the regional adjustment, ex-
pressed as a single value, is positive, 
the ACO will receive an adjustment to 
the benchmark equal to the higher of 
the following: 

(1) The positive regional adjustment 
amount. The adjustment will be cal-
culated as described in § 425.656(c) and 
applied separately to the following 
populations of beneficiaries: ESRD, 
disabled, aged/dual eligible Medicare 
and Medicaid beneficiaries, and aged/ 
non-dual eligible Medicare and Med-
icaid beneficiaries. 

(2) A prior savings adjustment equal 
to the lesser of 50 percent of the pro- 
rated positive average per capita sav-
ings amount described in 
§ 425.658(b)(3)(ii) and the cap described 
in paragraph (a)(8)(iv) of this section. 
The adjustment will be applied as a flat 
dollar amount to the following popu-
lations of beneficiaries: ESRD, dis-
abled, aged/dual eligible Medicare and 
Medicaid beneficiaries, and aged/non- 
dual eligible Medicare and Medicaid 
beneficiaries. 

(iv) The cap on the prior savings ad-
justment calculated in either para-
graph (a)(8)(iii)(A)(1) or paragraph 
(a)(8)(iii)(B)(2) of this section is equal 
to 5 percent of national per capita ex-
penditures for Parts A and B services 
under the original Medicare fee-for- 
service program in BY3 for assignable 
beneficiaries identified for the 12- 
month calendar year corresponding to 
BY3 using data from the CMS Office of 
the Actuary and expressed as a single 
value by taking a person-year weighted 
average of the Medicare enrollment 
type-specific values. 

(9) For the second and each subse-
quent performance year during the 
term of the agreement period, the 
ACO’s benchmark is adjusted for the 
following, as applicable: For the addi-
tion and removal of ACO participants 
or ACO providers/suppliers in accord-
ance with § 425.118(b), for a change to 
the ACO’s beneficiary assignment 
methodology selection under 
§ 425.226(a)(1), and for a change to the 
beneficiary assignment methodology 
specified in subpart E of this part. To 

adjust the benchmark, CMS does the 
following: 

(i) Takes into account the expendi-
tures of beneficiaries who would have 
been assigned to the ACO in any of the 
3 most recent years prior to the start 
of the agreement period. 

(ii) Redetermines the regional adjust-
ment amount under § 425.656 according 
to the ACO’s assigned beneficiaries for 
BY3, and based on the assignable popu-
lation of beneficiaries identified for the 
assignment window corresponding to 
BY3 that is consistent with the assign-
ment window that applies under the 
beneficiary assignment methodology 
selected by the ACO for the perform-
ance year according to § 425.226(a)(1). 

(iii) Redetermines the offset factor 
used in determining the negative re-
gional adjustment amount under 
§ 425.656(c)(4) and (5). 

(iv) Redetermines the proration fac-
tor used in calculating the prior sav-
ings adjustment under § 425.658(b)(3)(ii) 
to account for changes in the ACO’s as-
signed beneficiary population in the 
benchmark years of the ACO’s current 
agreement period due to the addition 
and removal of ACO participants or 
ACO providers/suppliers in accordance 
with § 425.118(b), a change to the ACO’s 
beneficiary assignment methodology 
selection under § 425.400(a)(4)(ii), or 
changes to the beneficiary assignment 
methodology under subpart E of this 
part. 

(v) In accordance with paragraph 
(a)(8) of this section, CMS redetermines 
the adjustment to the historical bench-
mark based on the redetermined re-
gional adjustment (as specified under 
§ 425.656), or the prior savings adjust-
ment (as specified under § 425.658), or a 
combination of these two adjustments. 

(10) The historical benchmark is fur-
ther adjusted at the time of reconcili-
ation for a performance year to ac-
count for changes in severity and case 
mix of the ACO’s assigned beneficiary 
population as described under 
§§ 425.605(a) and 425.610(a). 

(b) Updating the benchmark. For all 
agreement periods beginning on Janu-
ary 1, 2024, and in subsequent years, 
CMS updates the historical benchmark 
annually for each year of the agree-
ment period using a three-way blend 
calculated as a weighted average of a 
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two-way blend of national and regional 
growth rates determined after the end 
of each performance year and a fixed 
projected growth rate determined at 
the beginning of the ACO’s agreement 
period called the Accountable Care 
Prospective Trend (ACPT). 

(1) To update the benchmark, CMS 
makes separate calculations for ex-
penditure categories for each of the fol-
lowing populations of beneficiaries: 

(i) ESRD. 
(ii) Disabled. 
(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(2) CMS computes the two-way blend 

of national and regional growth rates 
as follows: 

(i) Computes national growth rates 
using CMS Office of the Actuary na-
tional Medicare expenditure data for 
BY3 and the performance year for as-
signable beneficiaries identified for the 
12-month calendar year corresponding 
to each year. 

(ii) Computes regional growth rates 
using expenditures for the ACO’s re-
gional service area for BY3 and the per-
formance year, computed as follows: 

(A) Determine the counties included 
in the ACO’s regional service area 
based on the ACO’s assigned bene-
ficiary population for the year. 

(B) Determine the ACO’s regional ex-
penditures as specified under § 425.654. 

(iii) The national and regional 
growth rates are blended together by 
taking a weighted average of the two. 
The weight applied to the— 

(A) National growth rate is cal-
culated as the share of assignable bene-
ficiaries in the ACO’s regional service 
area that are assigned to the ACO for 
the applicable performance year as 
specified in paragraph (b)(2)(iv) of this 
section; and 

(B) Regional growth rate is equal to 
1 minus the weight applied to the na-
tional growth rate. 

(iv) CMS calculates the share of as-
signable beneficiaries in the ACO’s re-
gional service area that are assigned to 
the ACO by doing all of the following: 

(A) Calculating the county-level 
share of assignable beneficiaries that 
are assigned to the ACO for each coun-
ty in the ACO’s regional service area. 

The assignable population of bene-
ficiaries is identified for the assign-
ment window corresponding to the per-
formance year that is consistent with 
the assignment window that applies 
under the beneficiary assignment 
methodology selected by the ACO for 
the performance year according to 
§ 425.400(a)(4)(ii). 

(B) Weighting the county-level 
shares according to the ACO’s propor-
tion of assigned beneficiaries in the 
county, determined by the number of 
the ACO’s assigned beneficiaries resid-
ing in the county in relation to the 
ACO’s total number of assigned bene-
ficiaries. 

(C) Aggregating the weighted county- 
level shares for all counties in the 
ACO’s regional service area. 

(3) CMS computes the ACPT as de-
scribed in § 425.660. 

(4) The two-way blend computed 
under paragraph (b)(2) of this section 
and the ACPT are blended together by 
taking a weighted average of the two. 

(i) Absent unforeseen circumstances, 
the weight applied to the components 
of the blend is as follows— 

(A) Two-way blend is equal to two- 
thirds; and 

(B) ACPT is equal to one-third. 
(ii) CMS has sole discretion to deter-

mine whether an unforeseen cir-
cumstance exists that warrants a re-
duction to the weight of the ACPT and 
the reduced weight that will apply to 
the ACPT. 

(5) If an ACO’s average per capita 
Medicare expenditures for the perform-
ance year are above its updated bench-
mark for the year determined as de-
scribed in paragraph (b)(4) of this sec-
tion by at least the MLR or negative 
MSR established for the ACO, CMS will 
compute a recalculated updated bench-
mark using the two-way blend de-
scribed in paragraph (b)(2) of this sec-
tion. 

(i) If the ACO’s average per capita 
Medicare expenditures for the perform-
ance year are above the recalculated 
updated benchmark by a smaller 
amount than the amount by which 
they are above the updated benchmark 
determined as described in paragraph 
(b)(4) of this section, CMS will use the 
recalculated updated benchmark to de-
termine the following: 
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(A) The ACO’s responsibility for shar-
ing losses with the Medicare program 
for ACOs in two-sided models as de-
scribed under §§ 425.605 and 425.610. 

(B) The ACO’s financial performance 
for purposes of monitoring ACO finan-
cial performance as described under 
§ 425.316(d). 

(ii) If the ACO’s average per capita 
Medicare expenditures for the perform-
ance year are below the recalculated 
updated benchmark, the ACO will nei-
ther be responsible for sharing losses 
with the Medicare program nor eligible 
for sharing in savings. 

(c) Resetting the benchmark. (1) An 
ACO’s benchmark is reset at the start 
of each subsequent agreement period. 

(2) For second or subsequent agree-
ments periods beginning on January 1, 
2024, and in subsequent years, CMS es-
tablishes, adjusts, and updates the 
rebased historical benchmark in ac-
cordance with paragraphs (a) and (b) of 
this section except that rather than 
weighting each year of the benchmark 
using the percentages provided in para-
graph (a)(7) of this section, each bench-
mark year is weighted equally. 

[87 FR 70244, Nov. 18, 2022] 

§ 425.654 Calculating county expendi-
tures and regional expenditures. 

(a) Calculating county expenditures. 
For agreement periods beginning on 
January 1, 2024, and in subsequent 
years, CMS does all of the following to 
determine risk adjusted county fee-for- 
service expenditures for use in calcu-
lating the ACO’s regional fee-for-serv-
ice expenditures: 

(1)(i) Determines average county fee- 
for-service expenditures based on ex-
penditures for the assignable popu-
lation of beneficiaries in each county 
in the ACO’s regional service area. The 
assignable population of beneficiaries 
is identified for the assignment window 
corresponding to the relevant bench-
mark or performance year that is con-
sistent with the assignment window 
that applies under the beneficiary as-
signment methodology selected by the 
ACO for the performance year accord-
ing to § 425.400(a)(4)(ii). 

(ii) Makes separate expenditure cal-
culations for each of the following pop-
ulations of beneficiaries: 

(A) ESRD. 

(B) Disabled. 
(C) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(D) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(2) Calculates assignable beneficiary 

expenditures using the payment 
amounts included in Parts A and B fee- 
for-service claims with dates of service 
in the 12-month calendar year for the 
relevant benchmark or performance 
year, using a 3-month claims run out 
with a completion factor. The calcula-
tion— 

(i) Excludes IME and DSH payments, 
and the supplemental payment for IHS/ 
Tribal hospitals and Puerto Rico hos-
pitals; and 

(ii) Considers individually bene-
ficiary identifiable final payments 
made under a demonstration, pilot or 
time limited program. 

(3) Truncates a beneficiary’s total an-
nual Parts A and B fee-for-service per 
capita expenditures at the 99th per-
centile of national Medicare fee-for- 
service expenditures for assignable 
beneficiaries identified for the 12- 
month calendar year that corresponds 
to the relevant benchmark or perform-
ance year, in order to minimize vari-
ation from catastrophically large 
claims. 

(4) Adjusts fee-for-service expendi-
tures for severity and case mix of as-
signable beneficiaries in the county 
using prospective HCC risk scores. The 
calculation is made according to the 
following populations of beneficiaries: 

(i) ESRD. 
(ii) Disabled. 
(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(b) Calculating regional expenditures. 

For all agreement periods beginning on 
January 1, 2024, and in subsequent 
years, CMS calculates an ACO’s risk 
adjusted regional expenditures by: 

(1) Weighting the risk adjusted coun-
ty-level fee-for-service expenditures de-
termined under paragraph (a) of this 
section according to the ACO’s propor-
tion of assigned beneficiaries in the 
county, determined by the number of 
the ACO’s assigned beneficiaries in the 
applicable population (according to 
Medicare enrollment type) residing in 
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the county in relation to the ACO’s 
total number of assigned beneficiaries 
in the applicable population (according 
to Medicare enrollment type) for the 
relevant benchmark or performance 
year for each of the following popu-
lations of beneficiaries: 

(i) ESRD. 
(ii) Disabled. 
(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(2) Aggregating the values deter-

mined under paragraph (b)(1) of this 
section for each population of bene-
ficiaries (according to Medicare enroll-
ment type) across all counties within 
the ACO’s regional service area. 

[87 FR 70246, Nov. 18, 2022] 

§ 425.656 Calculating the regional ad-
justment to the historical bench-
mark. 

(a) General. This section describes the 
methodology for calculating the re-
gional adjustment to the historical 
benchmark based on the ACO’s re-
gional service area expenditures, mak-
ing separate calculations for the fol-
lowing populations of beneficiaries: 
ESRD, disabled, aged/dual eligible 
Medicare and Medicaid beneficiaries, 
and aged/non-dual eligible Medicare 
and Medicaid beneficiaries. This sec-
tion applies to regional adjustment 
calculations for agreement periods be-
ginning on January 1, 2024, and in sub-
sequent years. 

(b) Calculation of an average per capita 
expenditure amount for the ACO’s re-
gional service area. To compute an aver-
age per capita expenditure amount for 
the ACO’s regional service area, CMS 
does all of the following: 

(1) Determines the counties included 
in the ACO’s regional service area 
based on the ACO’s BY3 assigned bene-
ficiary population. 

(2) Determines the ACO’s regional ex-
penditures as specified under § 425.654 
for BY3. 

(3) Adjusts for differences in severity 
and case mix between the ACO’s as-
signed beneficiary population for BY3 
and the assignable population of bene-
ficiaries for the ACO’s regional service 
area for BY3. The assignable popu-
lation of beneficiaries is identified 

using the assignment window cor-
responding to BY3 that is consistent 
with the assignment window that ap-
plies under the beneficiary assignment 
methodology selected by the ACO for 
the performance year according to 
§ 425.400(a)(4)(ii). 

(c) Calculation of the adjustment. To 
calculate the adjustment, CMS does all 
of the following: 

(1) Determines the difference between 
the average per capita amount of ex-
penditures for the ACO’s regional serv-
ice area as specified under paragraph 
(b)(1) of this section and the average 
per capita amount of the ACO’s histor-
ical benchmark determined under 
§ 425.652(a)(1) through (7) and (c)(2), for 
each of the following populations of 
beneficiaries: 

(i) ESRD. 
(ii) Disabled. 
(iii) Aged/dual eligible Medicare and 

Medicaid beneficiaries. 
(iv) Aged/non-dual eligible Medicare 

and Medicaid beneficiaries. 
(2) Applies a percentage, as deter-

mined in paragraph (d) of this section. 
(3) Caps the per capita dollar amount 

for each Medicare enrollment type 
(ESRD, disabled, aged/dual eligible 
Medicare and Medicaid beneficiaries, 
aged/non-dual eligible Medicare and 
Medicaid beneficiaries) calculated 
under paragraph (c)(2) of this section at 
a dollar amount equal to a percentage 
of national per capita expenditures for 
Parts A and B services under the origi-
nal Medicare fee-for-service program in 
BY3 for assignable beneficiaries in that 
enrollment type identified for the 12- 
month calendar year corresponding to 
BY3 using data from the CMS Office of 
the Actuary. The cap is applied as fol-
lows: 

(i) For positive adjustments, the per 
capita dollar amount for a Medicare 
enrollment type is capped at 5 percent 
of the national per capita expenditure 
amount for the enrollment type for 
BY3. 

(ii) For negative adjustments, the per 
capita dollar amount for a Medicare 
enrollment type is capped at negative 
1.5 percent of the national per capita 
expenditure amount for the enrollment 
type for BY3. 

(4) For negative adjustments, CMS 
will multiply the regional adjustments 
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calculated in paragraphs (c)(2) or (3) of 
this section by 1 minus an offset factor 
equal to the sum of the following— 

(i) Proportion of the ACO’s BY3 as-
signed beneficiaries that are dually eli-
gible for Medicare and Medicaid; and 

(ii) The difference between the ACO’s 
weighted average prospective HCC risk 
score for BY3 taken across the four 
Medicare enrollment types and 1. When 
calculating the weighted average pro-
spective HCC risk score, the weight ap-
plied to the prospective HCC risk score 
for BY3 for each Medicare enrollment 
type is equal to the product of the BY3 
per capita expenditures for that enroll-
ment type and the BY3 person years for 
that enrollment type. 

(5) The offset factor described in 
paragraph (c)(4) of this section is sub-
ject to a minimum value of zero (rep-
resenting no offset to the negative re-
gional adjustment) and a maximum 
value of 1 (representing a full offset to 
the negative regional adjustment). 

(d) Phase-in of weights used in regional 
adjustment calculation. (1) The first 
time that an ACO’s benchmark is ad-
justed based on the ACO’s regional 
service area expenditures, CMS cal-
culates the regional adjustment as fol-
lows: 

(i) Using 35 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s initial or rebased 
historical benchmark, if the ACO is de-
termined to have lower spending than 
the ACO’s regional service area. 

(ii) Using 15 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s initial or rebased 
historical benchmark, if the ACO is de-
termined to have higher spending than 
the ACO’s regional service area. 

(2) The second time that an ACO’s 
benchmark is adjusted based on the 
ACO’s regional service area expendi-
tures, CMS calculates the regional ad-
justment as follows: 

(i) Using 50 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
benchmark if the ACO is determined to 

have lower spending than the ACO’s re-
gional service area. 

(ii) Using 25 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
benchmark if the ACO is determined to 
have higher spending than the ACO’s 
regional service area. 

(3) The third time that an ACO’s 
benchmark is adjusted based on the 
ACO’s regional service area expendi-
tures, CMS calculates the regional ad-
justment as follows: 

(i) Using 50 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
benchmark if the ACO is determined to 
have lower spending than the ACO’s re-
gional service area. 

(ii) Using 35 percent of the difference 
between the average per capita amount 
of expenditures for the ACO’s regional 
service area and the average per capita 
amount of the ACO’s rebased historical 
benchmark if the ACO is determined to 
have higher spending than the ACO’s 
regional service area. 

(4) The fourth or subsequent time 
that an ACO’s benchmark is adjusted 
based on the ACO’s regional service 
area expenditures, CMS calculates the 
regional adjustment to the historical 
benchmark using 50 percent of the dif-
ference between the average per capita 
amount of expenditures for the ACO’s 
regional service area and the average 
per capita amount of the ACO’s rebased 
historical benchmark. 

(5) To determine if an ACO has lower 
or higher spending compared to the 
ACO’s regional service area, CMS does 
the following: 

(i) Multiplies the difference between 
the average per capita amount of ex-
penditures for the ACO’s regional serv-
ice area and the average per capita 
amount of the ACO’s historical bench-
mark for each population of bene-
ficiaries (ESRD, disabled, aged/dual eli-
gible Medicare and Medicaid bene-
ficiaries, aged/non-dual eligible Medi-
care and Medicaid beneficiaries) as cal-
culated under paragraph (c)(1) of this 
section by the applicable proportion of 
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the ACO’s assigned beneficiary popu-

lation (ESRD, disabled, aged/dual eligi-

ble Medicare and Medicaid bene-

ficiaries, aged/non-dual eligible Medi-

care and Medicaid beneficiaries) for 

BY3 of the historical benchmark. 

(ii) Sums the amounts determined in 

paragraph (d)(5)(i) of this section 

across the populations of beneficiaries 

(ESRD, disabled, aged/dual eligible 

Medicare and Medicaid beneficiaries, 

aged/non-dual eligible Medicare and 

Medicaid beneficiaries). 

(iii) If the resulting sum is a net posi-

tive value, the ACO is considered to 

have lower spending compared to the 

ACO’s regional service area. If the re-

sulting sum is a net negative value, the 

ACO is considered to have higher 

spending compared to the ACO’s re-

gional service area. 

(iv) If during the term of the agree-

ment period CMS adjusts the ACO’s 

benchmark, as specified in 

§ 425.652(a)(9), CMS redetermines wheth-

er the ACO is considered to have lower 

spending or higher spending compared 

to the ACO’s regional service area for 

purposes of determining the percentage 

in paragraphs (d)(1) through (3) of this 

section used in calculating the regional 

adjustment. 

(e) Special rules for determining the 
weights used in the regional adjustment 
calculation for a re-entering ACO. For a 

re-entering ACO whose prior agreement 

period benchmark was calculated ac-
cording to § 425.603(c), CMS determines 
the weight used in the regional adjust-
ment calculation described in para-
graphs (b) through (d) of this section 
by considering the agreement period 
the ACO is entering into according to 
§ 425.600(f) in combination with either 
of the following— 

(1) The weight previously applied to 
calculate the regional adjustment to 
the ACO’s benchmark under 
§ 425.603(c)(9) in its most recent prior 
agreement period; or 

(2) For a new ACO identified as a re- 
entering ACO, CMS considers the 
weight previously applied to calculate 
the regional adjustment to the bench-
mark under § 425.603(c)(9) in its most re-
cent prior agreement period of the ACO 
in which the majority of the new ACO’s 

participants were participating pre-
viously. 

[87 FR 70246, Nov. 18, 2022] 

§ 425.658 Calculating the prior savings 
adjustment to the historical bench-
mark. 

(a) General. For agreement periods 
beginning on January 1, 2024, and in 
subsequent years, CMS calculates an 
adjustment to the historical bench-
mark to account for savings generated 
in the 3 years prior to the start of the 
ACO’s current agreement period for re-
newing or re-entering ACOs that were 
reconciled for one or more performance 
years in the Shared Savings Program 
during this period. 

(b) Calculate average per capita savings 
amount. (1) Calculate total per capita 
savings or losses for each performance 
year during the 3 years prior to the 
start of the ACO’s current agreement 
period. CMS applies the following re-
quirements in determining the amount 
of per capita savings or losses for each 
performance year: 

(i) Per capita savings or losses will be 
set to zero for a performance year if 
the ACO was not reconciled for the per-
formance year. 

(ii) If an ACO generated savings for a 
performance year but was not eligible 
to receive a shared savings payment for 
that year due to noncompliance with 
the requirements of this part, per cap-
ita savings for that year will be set to 
zero. 

(iii) For a new ACO identified as re- 
entering ACO, per capita savings or 
losses will be determined based on the 
per capita savings or losses of the ACO 
in which the majority of the ACO’s 
ACO participants were participating. 

(2) Take the simple average of the per 
capita savings or losses calculated in 
paragraph (b)(1) of this section, includ-
ing values of zero, if applicable. 

(3) Determine the ACO’s eligibility 
for the prior savings adjustment as fol-
lows: 

(i) If the average per capita amount 
computed in paragraph (b)(2) of this 
section is less than or equal to zero, 
the ACO is not eligible to receive an 
adjustment for prior savings. The ACO 
will receive the regional adjustment to 
its benchmark as described in § 425.656. 
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(ii) If the average per capita amount 
computed in paragraph (b)(2) of this 
section is positive, apply a proration 
factor to account for any upward 
growth in the ACO’s assigned popu-
lation in the benchmark years of the 
ACO’s current agreement period as 
compared to the size of the assigned 
population when the ACO was rec-
onciled for the corresponding perform-
ance years in its prior agreement pe-
riod. 

(c) Applicability of the prior savings ad-
justment. CMS compares the pro-rated 
average per capita savings amount de-
termined in paragraph (b)(3)(ii) of this 
section with the regional adjustment 
described in § 425.656(c), to determine 
the applicability of the prior savings 
adjustment, the regional adjustment or 
a combination of these two adjust-
ments in accordance with § 425.652(a)(8). 

[87 FR 70248, Nov. 18, 2022] 

§ 425.660 Accountable Care Prospec-
tive Trend (ACPT). 

(a) General. For agreement periods 
beginning on January 1, 2024, and in 
subsequent years, CMS incorporates a 
fixed projected growth rate determined 
at the beginning of the ACO’s agree-
ment period called the Accountable 
Care Prospective Trend (ACPT) into 
the blended update factor described in 
§ 425.652(b) when updating an ACO’s 
benchmark for each performance year 
of the agreement period. 

(b) Determination of ACPT. An ACPT 
is a flat dollar amount calculated using 
one or more annualized growth rates 
based on national fee-for-service Medi-
care expenditures projected by the 
CMS Office of the Actuary. In deter-
mining the ACPT for an enrollment 
type for each performance year, CMS 
does all of the following: 

(1) Projects per capita growth in 
Parts A and B fee-for-service expendi-
tures for benchmark year 3 (BY3) and 
each performance year of the ACO’s 
agreement period. The calculation— 

(i) Excludes IME and DSH payments, 
and the supplemental payment for IHS/ 
Tribal hospitals and Puerto Rico hos-
pitals; and 

(ii) Makes separate expenditure cal-
culations for each of the following pop-
ulations of beneficiaries: 

(A) ESRD. 

(B) Aged/Disabled. 

(2) Calculates one or more annualized 

growth rates for the population of 

beneficiaries described in paragraph 

(b)(1)(ii)(A) of this section (the ESRD 

ACPT) and one or more annualized 

growth rates for the population of 

beneficiaries described in paragraph 

(b)(1)(ii)(B) of this section (the Aged/ 

Disabled ACPT). These annualized 

growth rates will remain fixed over the 

ACO’s agreement period. The 

annualized growth rate is an annual 

rate of growth in projected expendi-

tures during the ACO’s 5-year agree-

ment period relative to BY3, calculated 

as follows— 

(i) Using a uniform annualized pro-

jected rate of growth over each of the 

5 performance years of the 5-year 

agreement period; or 

(ii) If annualization as specified in 

paragraph (b)(2)(i) of this section is de-

termined not to reasonably fit the an-

ticipated growth curve, CMS will apply 

an alternative annualization technique 

using two or more annualized growth 

rates reflecting the projected rates of 

growth during the 5 performance years 

comprising the 5-year agreement pe-
riod. 

(3) For each performance year, multi-
plies the applicable annualized growth 
rate described in paragraph (b)(2) of 
this section by BY3 truncated national 
per capita fee-for-service Medicare ex-
penditures for assignable beneficiaries 
for each Medicare enrollment type 
(ESRD, disabled, aged/dual eligible 
Medicare and Medicaid beneficiaries, 
and aged/non-dual eligible Medicare 
and Medicaid beneficiaries) identified 
for the 12-month calendar year cor-
responding to BY3 to express the 
annualized growth rate as a flat dollar 
amount as follows: 

(i) The ESRD ACPT is used for the 
ESRD population. 

(ii) The Aged/Disabled ACPT is used 
for the following populations: disabled, 
aged/dual eligible Medicare and Med-
icaid beneficiaries, and aged/non-dual 
eligible Medicare and Medicaid bene-
ficiaries. 

(4) Adjusts the flat dollar amounts 
described in paragraph (b)(3) of this 
section for each performance year for 
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differences in severity and case mix be-
tween the ACO’s BY3 assigned bene-
ficiary population and the national as-
signable FFS population for each Medi-
care enrollment type identified for the 
12-month calendar year corresponding 
to BY3. 

(5) Divides the risk adjusted flat dol-
lar amounts described in paragraph 
(b)(4) of this section by the ACO’s his-
torical benchmark expenditures de-
scribed in § 425.652(a) for each Medicare 
enrollment type to calculate the per-
cent increase to be included in the 
blended update factor described in 
§ 425.652(b)(4). 

[87 FR 70248, Nov. 18, 2022] 

Subpart H—Data Sharing With 
ACOs 

§ 425.700 General rules. 

(a) CMS shares aggregate reports 
with the ACO. 

(b) CMS shares beneficiary identifi-
able data with ACOs on the condition 
that the ACO, its ACO participants, 
ACO providers/suppliers, and other in-
dividuals or entities performing func-
tions or services related to the ACO’s 
activities observe all relevant statu-
tory and regulatory provisions regard-
ing the appropriate use of data and the 
confidentiality and privacy of individ-
ually identifiable health information 
and comply with the terms of the data 
use agreement described in this sub-
part. 

(c) The ACO must not limit or re-
strict appropriate sharing of medical 
record data with providers and sup-
pliers both within and outside the ACO 
in accordance with applicable law. 

§ 425.702 Aggregate reports. 

CMS shares aggregate reports with 
ACOs as follows: 

(a) Aggregate reports are shared at 
the start of the agreement period based 
on beneficiary claims data used to cal-
culate the benchmark, and each quar-
ter thereafter during the agreement pe-
riod. 

(b) These aggregate reports include, 
when available, the following informa-
tion, deidentified in accordance with 45 
CFR 164.514(b): 

(1) Aggregated metrics on the as-
signed beneficiary population. 

(2) Utilization and expenditure data 
at the start of the agreement period 
based on historical beneficiaries used 
to calculate the benchmark. 

(c)(1)(i) For performance years 2012 
through 2015, at the beginning of the 
agreement period, during each quarter 
(and in conjunction with the annual 
reconciliation), and at the beginning of 
each performance year, CMS, upon the 
ACO’s request for the data for purposes 
of population-based activities relating 
to improving health or reducing 
growth in health care costs, process de-
velopment, case management, and care 
coordination, will provide the ACO 
with information regarding prelimi-
narily prospectively assigned bene-
ficiaries whose data was used to gen-
erate the aggregate data reports under 
paragraphs (a) and (b) of this section. 
The information includes the fol-
lowing: 

(A) Beneficiary name. 

(B) Date of birth. 

(C) HICN. 

(D) Sex. 

(ii) For performance year 2016 and 
subsequent performance years, at the 
beginning of the agreement period, dur-
ing each quarter (and in conjunction 
with the annual reconciliation), and at 
the beginning of each performance 
year, CMS, upon the ACO’s request for 
the data for purposes of population- 
based activities relating to improving 
health or reducing growth in health 
care costs, process development, case 
management, and care coordination, 
provides the ACO with information 
about its fee-for-service population. 

(A) For an ACO participating under 
preliminary prospective assignment 
with retrospective reconciliation as 
specified under § 425.400(a)(2), the fol-
lowing information is made available 
regarding preliminarily prospectively 
assigned beneficiaries and beneficiaries 
that received a primary care service 
during the previous 12 months from one 
of the ACO participants that submits 
claims for primary care services used 
to determine the ACO’s assigned popu-
lation under subpart E of this part: 

(1) Beneficiary name. 

(2) Date of birth. 
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(3) Health Insurance Claim Number 
(HICN). 

(4) Sex. 
(B) For an ACO participating under 

preliminary prospective assignment 
with retrospective reconciliation as 
specified under § 425.400(a)(2), informa-
tion in the following categories, which 
represents the minimum data nec-
essary for ACOs to conduct health care 
operations work, is made available re-
garding preliminarily prospectively as-
signed beneficiaries: 

(1) Demographic data such as enroll-
ment status. 

(2) Health status information such as 
risk profile and chronic condition sub-
group. 

(3) Utilization rates of Medicare serv-
ices such as the use of evaluation and 
management, hospital, emergency, and 
post-acute services, including the dates 
and place of service. 

(4) Expenditure information related 
to utilization of services. 

(C) The information under para-
graphs (c)(1)(ii)(A) and (B) of this sec-
tion is made available to ACOs partici-
pating under prospective assignment as 
specified under § 425.400(a)(3), but is 
limited to the ACO’s prospectively as-
signed beneficiaries. 

(2) In its request for these data, the 
ACO must certify that it is seeking the 
following information: 

(i) As a HIPAA-covered entity, and 
the request reflects the minimum data 
necessary for the ACO to conduct its 
own health care operations work that 
falls within the first or second para-
graph of the definition of health care 
operations at 45 CFR 164.501. 

(ii) As the business associate of its 
ACO participants and ACO providers/ 
suppliers, who are HIPAA-covered enti-
ties, and the request reflects the min-
imum data necessary for the ACO to 
conduct health care operations work 
that falls within the first or second 
paragraph of the definition of health 
care operations at 45 CFR 164.501 on be-
half of those participants. 

(iii) As an organized health care ar-
rangement (as defined at 45 CFR 
160.103), and the request reflects the 
minimum data necessary for the ACO 
to conduct health care operations work 
that falls within the first or second 
paragraph of the definition of health 

care operations at 45 CFR 164.501 on be-
half of the organized health care ar-
rangement. 

(d) For an ACO eligible to be rec-
onciled under § 425.609(b), CMS shares 
with the ACO quarterly aggregate re-
ports as provided in paragraphs (b) and 
(c)(1)(ii) of this section for CY 2019. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32844, June 9, 2015; 83 FR 60096, Nov. 23, 
2018; 83 FR 68081, Dec. 31, 2018; 87 FR 70249, 
Nov. 18, 2022] 

§ 425.704 Beneficiary-identifiable 
claims data. 

Subject to providing the beneficiary 
with the opportunity to decline data 
sharing as described in this § 425.708, 
and subject to having a valid DUA in 
place, CMS, upon the ACO’s request for 
the data for purposes of evaluating the 
performance of its ACO participants or 
its ACO providers/suppliers, conducting 
quality assessment and improvement 
activities, and conducting population- 
based activities relating to improved 
health, will provide the ACO with bene-
ficiary identifiable claims data for pre-
liminarily prospectively and prospec-
tively assigned beneficiaries and other 
beneficiaries who receive primary care 
services from an ACO participant that 
submits claims for primary care serv-
ices used to determine the ACO’s as-
signed population under subpart E of 
this part during the performance year. 

(a) If an ACO wishes to receive bene-
ficiary identifiable claims data, it 
must sign a DUA and it must submit a 
formal request for data. ACOs may ac-
cess requested data as often as once per 
month. 

(b) The ACO must certify that it is 
requesting claims data about any of 
the following: 

(1) Its own patients, as a HIPAA-cov-
ered entity, and the request reflects 
the minimum data necessary for the 
ACO to conduct its own health care op-
erations work that falls within the 
first or second paragraph of the defini-
tion of health care operations at 45 
CFR 164.501. 

(2) The patients of its HIPAA-covered 
entity ACO participants or its ACO 
providers/suppliers as the business as-
sociate of these HIPAA covered enti-
ties, and the request reflects the min-
imum data necessary for the ACO to 
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conduct health care operations work 
that falls within the first or second 
paragraph of the definition of health 
care operations at 45 CFR 164.501 on be-
half of those participants. 

(3) The patients of the organized 
health care arrangement (as defined at 
45 CFR 160.103) in which the ACO is par-
ticipating with its ACO participants 
and ACO providers/suppliers, and the 
request reflects the minimum data nec-
essary for the ACO to conduct health 
care operations work that falls within 
the first or second paragraph of the 
definition of health care operations at 
45 CFR 164.501 on behalf of the orga-
nized health care arrangement. 

(c) The use of identifiers and claims 
data will be limited to developing proc-
esses and engaging in appropriate ac-
tivities related to coordinating care 
and improving the quality and effi-
ciency of care that are applied uni-
formly to all Medicare beneficiaries 
with primary care services at the ACO, 
and that these data will not be used to 
reduce, limit or restrict care for spe-
cific beneficiaries. 

(d) To ensure that beneficiaries have 
a meaningful opportunity to decline 
having their claims data shared with 
the ACO, the ACO may only request 
claims data about a beneficiary if— 

(1) For an ACO participating under— 
(i) Preliminary prospective assign-

ment with retrospective reconciliation 
as specified under § 425.400(a)(2), the 
beneficiary’s name appears on the pre-
liminary prospective assignment list 
provided to the ACO at the beginning 
of the performance year, during each 
quarter (and in conjunction with the 
annual reconciliation) or the bene-
ficiary has received a primary care 
service from an ACO participant upon 
whom assignment is based (under sub-
part E of this part) during the most re-
cent 12-month period; or 

(ii) Prospective assignment as speci-
fied under § 425.400(a)(3), the bene-
ficiary’s name appears on the prospec-
tive assignment list provided to the 
ACO at the beginning of the perform-
ance year. 

(2) The beneficiary has been notified 
in compliance with § 425.708 that the 
ACO has requested access to bene-
ficiary identifiable claims data in order 
to improve the quality of care that is 

furnished to the beneficiary and, where 
applicable, coordinate care offered to 
the beneficiary; and 

(3) The beneficiary did not exercise 
the opportunity to decline having his/ 
her claims data shared with the ACO as 
provided in § 425.708. 

(e) At the ACO’s request, CMS con-
tinues to provide ACOs with updates to 
the requested beneficiary identifiable 
claims data, subject to beneficiary’s 
opportunity to decline data sharing 
under § 425.708. 

(f) If an ACO requests beneficiary 
identifiable information, compliance 
with the terms of the data use agree-
ment described in § 425.710 is a condi-
tion of an ACO’s participation in the 
Shared Savings Program. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32844, June 9, 2015; 83 FR 68082, Dec. 31, 
2018; 87 FR 70249, Nov. 18, 2022] 

§ 425.706 Minimum necessary data. 

(a) ACOs must limit their identifi-
able data requests to the minimum 
necessary to accomplish a permitted 
use of the data. The minimum nec-
essary Parts A and B data elements 
may include but are not limited to the 
following data elements: 

(1) Beneficiary ID. 
(2) Procedure code. 
(3) Gender. 
(4) Diagnosis code. 
(5) Claim ID. 
(6) The from and through dates of 

service. 
(7) The provider or supplier ID. 
(8) The claim payment type. 
(9) Date of birth and death, if applica-

ble. 
(10) TIN. 
(11) NPI. 
(b) The minimum necessary Part D 

data elements may include but are not 
limited to the following data elements: 

(1) Beneficiary ID. 
(2) Prescriber ID. 
(3) Drug service date. 
(4) Drug product service ID. 
(5) Quantity dispensed. 
(6) Days supplied. 
(7) Brand name. 
(8) Generic name. 
(9) Drug strength. 
(10) TIN. 
(11) NPI. 
(12) Indication if on formulary. 
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(13) Gross drug cost. 

§ 425.708 Beneficiaries may decline 
claims data sharing. 

(a) Beneficiaries must receive notifi-
cation about the Shared Savings Pro-
gram and the opportunity to decline 
claims data sharing and instructions 
on how to inform CMS directly of their 
preference. 

(1) FFS beneficiaries are notified 
about the opportunity to decline 
claims data sharing through CMS ma-
terials such as the Medicare & You 
Handbook and through the notifica-
tions required under § 425.312. 

(2) The notifications provided under 
§ 425.312 must state that the ACO may 
have requested beneficiary identifiable 
claims data about the beneficiary for 
purposes of its care coordination and 
quality improvement work, and inform 
the beneficiary how to decline having 
his or her claims information shared 
with the ACO in the form and manner 
specified by CMS. 

(3) Beneficiary requests to decline 
claims data sharing will remain in ef-
fect unless and until a beneficiary sub-
sequently contacts CMS to amend that 
request to permit claims data sharing 
with ACOs. 

(b) The opportunity to decline having 
claims data shared with an ACO under 
paragraph (a) of this section does not 
apply to the information that CMS pro-
vides to ACOs under § 425.702(c). 

(c) In accordance with 42 U.S.C. 
290dd–2 and the implementing regula-
tions at 42 CFR part 2, CMS does not 
share beneficiary identifiable claims 
data relating to the diagnosis and 
treatment of alcohol and substance 
abuse without the explicit written con-
sent of the beneficiary. 

(d) The provisions of this section re-
late only to the sharing of Medicare 
claims data between the Medicare pro-
gram and the ACO under the Shared 
Savings Program and are in no way in-
tended to impede existing or future 
data sharing under other authorities. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32840, June 9, 2015] 

§ 425.710 Data use agreement. 

(a)(1) Before receiving any bene-
ficiary identifiable data, ACOs must 
enter into a DUA with CMS. Under the 

DUA, the ACO must comply with the 
limitations on use and disclosure that 
are imposed by HIPAA, the applicable 
DUA, and the statutory and regulatory 
requirements of the Shared Savings 
Program. 

(2) If the ACO misuses or discloses 
data in a manner that violates any ap-
plicable statutory or regulatory re-
quirements or that is otherwise non- 
compliant with the provisions of the 
DUA, it will no longer be eligible to re-
ceive data under subpart H of this part, 
may be terminated from the Shared 
Savings Program under § 425.218, and 
may be subject to additional sanctions 
and penalties available under the law. 

(b) [Reserved] 

Subpart I—Reconsideration 
Review Process 

§ 425.800 Preclusion of administrative 
and judicial review. 

(a) There is no reconsideration, ap-
peal, or other administrative or judi-
cial review of the following determina-
tions under this part: 

(1) The specification of quality and 
performance standards under §§ 425.500, 
425.502, 425.510, and 425.512. 

(2) The assessment of the quality of 
care furnished by an ACO under the 
performance standards established in 
§ 425.502 or § 425.512, as applicable. 

(3) The assignment of Medicare fee- 
for-service beneficiaries under Subpart 
E of this part. 

(4) The initial determination or re-
vised initial determination of whether 
an ACO is eligible for shared savings, 
and the amount of such shared savings, 
including the initial determination or 
revised initial determination of the es-
timated average per capita Medicare 
expenditures under the ACO for Medi-
care fee-for-service beneficiaries as-
signed to the ACO and the average 
benchmark for the ACO in accordance 
with section 1899(d) of the Act, as im-
plemented under §§ 425.601, 425.602, 
425.603, 425.604, 425.605, 425.606, 425.610, 
and 425.652. 

(5) The percent of shared savings 
specified by the Secretary and the 
limit on the total amount of shared 
savings established under §§ 425.604, 
425.605, 425.606, and 425.610. 
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(6) The termination of an ACO for 
failure to meet the quality perform-
ance standards established under 
§ 425.502 or § 425.512, as applicable. 

(7) The termination of a beneficiary 
incentive program established under 
§ 425.304(c). 

(b) [Reserved] 

[76 FR 67973, Nov. 2, 2011, as amended at 81 
FR 38017, June 10, 2016; 83 FR 68082, Dec. 31, 
2018; 85 FR 85044, Dec. 28, 2020; 87 FR 70249, 
Nov. 18, 2022] 

§ 425.802 Request for review. 

(a) An ACO may appeal an initial de-
termination that is not prohibited 
from administrative or judicial review 
under § 425.800 by requesting a reconsid-
eration review by a CMS reconsider-
ation official. 

(1) An ACO that wants to request re-
consideration review by a CMS recon-
sideration official must submit a writ-
ten request by an authorized official 
for receipt by CMS within 15 days of 
the notice of the initial determination. 

(i) If the 15th day is a weekend or a 
Federal holiday, then the timeframe is 
extended until the end of the next busi-
ness day. 

(ii) Failure to submit a request for 
reconsideration within 15 days will re-
sult in denial of the request for recon-
sideration. 

(2) The reconsideration review must 
be held on the record (review of sub-
mitted documentation). 

(b) An ACO that requests a reconsid-
eration review for termination will re-
main operational throughout the re-
view process. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32845, June 9, 2015] 

§ 425.804 Reconsideration review proc-
ess. 

(a) Acknowledgement of reconsideration 
review request. The reconsideration offi-
cial sends an acknowledgement of the 
reconsideration review request to the 
ACO and CMS that includes the fol-
lowing: 

(1) Review procedures. 
(2) Procedures for submission of evi-

dence including format and timelines. 
(3) A briefing schedule that permits 

each party to submit only one written 
brief, including any evidence, for con-
sideration by the reconsideration offi-

cial in support of the party’s position. 
The submission of any additional briefs 
or supplemental evidence will be at the 
sole discretion of the reconsideration 
official. 

(b) Burden of proof, standard of proof, 
and standards of review. The burden of 
proof is on the ACO to demonstrate to 
the reconsideration official with con-
vincing evidence that the initial deter-
mination is not consistent with the re-
quirements of this part or applicable 
statutory authority. 

(c) Reconsideration official. The recon-
sideration official is an independent 
CMS official who did not participate in 
the initial determination that is being 
reviewed. 

(d) Evidence. (1) The reconsideration 
official’s review will be based only on 
evidence submitted by the reconsider-
ation official’s requested deadline, un-
less otherwise requested by the recon-
sideration official. 

(2) Documentation submitted for the 
record as evidence cannot be docu-
mentation that was not previously sub-
mitted to CMS by the applicable dead-
line and in the requested format. 

(3) All evidence submitted by the 
ACO and CMS, in preparation for the 
reconsideration review will be shared 
with the other party to the hearing. 

(e) The reconsideration official will 
notify CMS and the ACO of his or her 
recommendation. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32845, June 9, 2015] 

§ 425.806 On-the-record review of re-
consideration official’s rec-
ommendation by independent CMS 
official. 

(a)(1) If CMS or the ACO disagrees 
with the recommendation of the recon-
sideration official, it may request an 
on the record review of the initial de-
termination and recommendation by 
an independent CMS official who was 
not involved in the initial determina-
tion or the reconsideration review 
process. 

(2) In order to request an on-the- 
record review, CMS or the ACO must 
submit an explanation of why it dis-
agrees with the recommendation by 
the timeframe and in the format indi-
cated in the reconsideration official’s 
recommendation letter. 
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(b) The on-the-record review process 
is based only on evidence presented 
during the reconsideration review. 

(c) The independent CMS official con-
siders the recommendation of the re-
consideration official and makes a 
final agency determination. 

§ 425.808 Effect of independent CMS 
official’s decision. 

(a) The decision of the independent 
CMS official is final and binding. 

(b) The reconsideration review proc-
ess under this subpart must not be con-
strued to negate, diminish, or other-
wise alter the applicability of existing 
laws, rules, and regulations or deter-
minations made by other government 
agencies. 

§ 425.810 Effective date of decision. 

(a) If the initial determination deny-
ing an ACO’s application to participate 
in the Shared Savings Program is 
upheld, the application will remain de-
nied based on the effective date of the 
original notice of denial. 

(b) If the initial determination to ter-
minate an agreement with an ACO is 
upheld, the decision to terminate the 
agreement is effective as of the date in-
dicated in the initial notice of termi-
nation. 

(c) If the initial determination to ter-
minate an ACO is reversed, the ACO is 
reinstated into the Shared Savings 
Program, retroactively back to the 
original date of termination. 

PART 426—REVIEW OF NATIONAL 
COVERAGE DETERMINATIONS 
AND LOCAL COVERAGE DETER-
MINATIONS 

Subpart A—General Provisions 

Sec. 
426.100 Basis and scope. 
426.110 Definitions. 
426.120 Calculation of deadlines. 
426.130 Party submissions. 

Subpart B [Reserved] 

Subpart C—General Provisions for the 
Review of LCDs and NCDs 

426.300 Review of LCDs, NCDs, and deemed 
NCDs. 

426.310 LCD and NCD reviews and individual 
claim appeals. 

426.320 Who may challenge an LCD or NCD. 
426.325 What may be challenged. 
426.330 Burden of proof. 
426.340 Procedures for review of new evi-

dence. 

Subpart D—Review of an LCD 

426.400 Procedure for filing an acceptable 
complaint concerning a provision (or pro-
visions) of an LCD. 

426.403 Submitting new evidence once an ac-
ceptable complaint is filed. 

426.405 Authority of the ALJ. 
426.406 Ex parte contacts. 
426.410 Docketing and evaluating the ac-

ceptability of LCD complaints. 
426.415 CMS’ role in the LCD review. 
426.416 Role of Medicare Managed Care Or-

ganizations (MCOs) and State agencies in 
the LCD review. 

426.417 Contractor’s statement regarding 
new evidence. 

426.418 LCD record furnished to the ag-
grieved party. 

426.419 LCD record furnished to the ALJ. 
426.420 Retiring or revising an LCD under 

review. 
426.423 Withdrawing a complaint regarding 

an LCD under review. 
426.425 LCD review. 
426.431 ALJ’s review of the LCD to apply 

the reasonableness standard. 
426.432 Discovery. 
426.435 Subpoenas. 
426.440 Evidence. 
426.444 Dismissals for cause. 
426.445 Witness fees. 
426.446 Record of hearing. 
426.447 Issuance and notification of an 

ALJ’s decision. 
426.450 Mandatory provisions of an ALJ’s 

decision. 
426.455 Prohibited provisions of an ALJ’s 

decision. 
426.457 Optional provisions of an ALJ’s deci-

sion. 
426.458 ALJ’s LCD review record. 
426.460 Effect of an ALJ’s decision. 
426.462 Notice of an ALJ’s decision. 
426.463 Future new or revised LCDs. 
426.465 Appealing part or all of an ALJ’s de-

cision. 
426.468 Decision to not appeal an ALJ’s de-

cision. 
426.470 Board’s role in docketing and evalu-

ating the acceptability of appeals of ALJ 
decisions. 

426.476 Board review of an ALJ’s decision. 
426.478 Retiring or revising an LCD during 

the Board’s review of an ALJ’s decision. 
426.480 Withdrawing an appeal of an ALJ’s 

decision. 
426.482 Issuance and notification of a Board 

decision. 
426.484 Mandatory provisions of a Board de-

cision. 
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