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(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

§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ment period, unless superseded by a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).

(i) 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
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
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§425.300

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

42 CFR Ch. IV (10-1-24 Edition)

§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
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) For performance years starting
on January 1, 2019 through 2024, the
percentage of eligible clinicians par-
ticipating in the ACO that use CEHRT
to document and communicate clinical
care to their patients or other health
care providers meets or exceeds the ap-
plicable percentage specified 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.

1166



		Superintendent of Documents
	2025-02-13T15:07:10-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




