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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. 



1110 

42 CFR Ch. IV (10–1–23 Edition) § 425.204 

(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 



1112 

42 CFR Ch. IV (10–1–23 Edition) § 425.204 

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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