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(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)(i) In cases in which the composi-
tion of the ACO’s governing body does 
not meet the requirements of para-
graph (c)(2) of this section, the ACO 
must describe why it seeks to differ 
from these requirements and how the 
ACO will provide meaningful represen-
tation in ACO governance by Medicare 
beneficiaries. 

(ii) For agreement periods beginning 
before January 1, 2024, in cases in 
which the composition of the ACO’s 
governing body does not meet the re-
quirements of paragraph (c)(3) of this 
section, the ACO must describe why it 
seeks to differ from these requirements 
and how the ACO will involve ACO par-

ticipants in innovative ways in ACO 
governance. 

(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; 88 FR 79544, Nov. 16, 

2023] 

§ 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 
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. 
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(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 
§ 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. 
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(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 
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 
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