
1168 

42 CFR Ch. IV (10–1–24 Edition) § 425.304 

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). 

(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 
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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. Program integ-
rity history issues include, but are not 
limited to, a history of Medicare pro-
gram exclusions or other sanctions, 
noncompliance with the requirements 
of the Shared Savings Program, or vio-
lations of laws specified at § 425.208(b). 

(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, as amended at 89 
FR 54717, July 1, 2024] 

§ 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. 

(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 
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