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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 § 425.226(a)(1). 

(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 
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 
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