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(v) Following the provision of the 
standardized written notice to a bene-
ficiary, as specified in paragraphs 
(a)(2)(iii) and (iv) of this section, the 
ACO or ACO participant must provide a 
verbal or written follow-up commu-
nication to the beneficiary. 

(A) The follow-up communication 
must occur no later than the earlier of 
the beneficiary’s next primary care 
service visit or 180 days from the date 
the standardized written notice was 
provided. 

(B) The ACO must retain a record of 
all beneficiaries receiving the follow-up 
communication, and the form and man-
ner in which the communication was 
made available to the beneficiary. The 
ACO must make these records avail-
able to CMS upon request. 

(b) Beneficiary incentive program noti-
fications. (1) Beginning July 1, 2019, an 
ACO that operates a beneficiary incen-
tive program under § 425.304(c) shall en-
sure that the ACO or its ACO partici-
pants notify assigned beneficiaries of 
the availability of the beneficiary in-
centive program, including a descrip-
tion of the qualifying services for 
which an assigned beneficiary is eligi-
ble to receive an incentive payment (as 
described in § 425.304(c)). 

(2) Notification of the information 
specified in paragraph (b)(1) of this sec-
tion must be carried out by an ACO or 
ACO participant during each relevant 
performance year by providing each as-
signed beneficiary with a standardized 
written notice prior to or at the first 
primary care visit of the performance 
year in the form and manner specified 
by CMS. 

(c) The beneficiary notifications 
under this section meet the definition 
of marketing materials and activities 
under § 425.20 and therefore must meet 
all applicable marketing requirements 
described in § 425.310. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32840, June 9, 2015; 83 FR 68068, Dec. 31, 
2018; 86 FR 65684, Nov. 19, 2021; 87 FR 70233, 
Nov. 18, 2022] 

§ 425.314 Audits and record retention. 

(a) Right to audit. The ACO must 
agree, and must require its ACO par-
ticipants, ACO providers/suppliers, and 
other individuals or entities per-
forming functions or services related to 

ACO activities to agree, that the CMS, 
DHHS, the Comptroller General, the 
Federal Government or their designees 
have the right to audit, inspect, inves-
tigate, and evaluate any books, con-
tracts, records, documents and other 
evidence of the ACO, ACO participants, 
and ACO providers/suppliers, and other 
individuals or entities performing func-
tions or services related to ACO activi-
ties that pertain to all of the following: 

(1) The ACO’s compliance with 
Shared Savings Program. 

(2) The quality of services performed 
and determination of amount due to or 
from CMS under the participation 
agreement. 

(3) The ability of the ACO to bear the 
risk of potential losses and to repay 
any losses to CMS. 

(4) The ACO’s operation of a bene-
ficiary incentive program. 

(b) Maintenance of records. An ACO 
must agree, and must require its ACO 
participants, ACO providers/suppliers, 
and other individuals or entities per-
forming functions or services related to 
ACO activities to agree to the fol-
lowing: 

(1) To maintain and give CMS, DHHS, 
the Comptroller General, the Federal 
Government or their designees access 
to all books, contracts, records, docu-
ments, and other evidence (including 
data related to Medicare utilization 
and costs, quality performance meas-
ures, shared savings distributions, in-
formation related to operation of a 
beneficiary incentive program, and 
other financial arrangements related 
to ACO activities) sufficient to enable 
the audit, evaluation, investigation, 
and inspection of the ACO’s compliance 
with program requirements, quality of 
services performed, right to any shared 
savings payment, or obligation to 
repay losses, ability to bear the risk of 
potential losses, and ability to repay 
any losses to CMS. 

(2) To maintain such books, con-
tracts, records, documents, and other 
evidence for a period of 10 years from 
the final date of the agreement period 
or from the date of completion of any 
audit, evaluation, or inspection, which-
ever is later, unless— 

(i) CMS determines there is a special 
need to retain a particular record or 
group of records for a longer period and 
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