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§§ 425.661–425.669 [Reserved] 

EFFECTIVE DATE NOTE: At 89 FR 79171, 
Sept. 27, 2024, §§ 425.661 through 425.669 were 
added and reserved, effective Oct. 15, 2024. 

§ 425.670 Adjustments to mitigate the 
impact of significant, anomalous, 
and highly suspect billing activity 
on Shared Savings Program finan-
cial calculations involving calendar 
year 2023. 

(a) General. This section describes ad-
justments CMS makes to Shared Sav-
ings Program calculations to mitigate 
the impact of significant, anomalous, 
and highly suspect billing activity oc-
curring in calendar year 2023. 

(b) Significant, anomalous, and highly 
suspect billing activity for a HCPCS or 
CPT code impacting Shared Savings Pro-
gram calculations. CMS has determined 
that the billing of the following HCPCS 
codes represents significant, anoma-
lous, and highly suspect billing activ-
ity for calendar year 2023 that warrants 
adjustment— 

(1) A4352 (Intermittent urinary cath-
eter; Coude (curved) tip, with or with-
out coating (Teflon, silicone, silicone 
elastomeric, or hydrophilic, etc.), 
each); and 

(2) A4353 (Intermittent urinary cath-
eter, with insertion supplies). 

(c) Applicability of adjustments to per-
formance year and benchmark year cal-
culations. Notwithstanding any other 
provision in this part, CMS adjusts the 
following Shared Savings Program cal-
culations, as applicable, to exclude all 
Medicare Parts A and B fee-for-service 
payment amounts on DMEPOS claims 
(claim types 72 and 82) associated with 
a HCPCS code specified in paragraph 
(b) of this section for the period speci-
fied in paragraph (d) of this section: 

(1) Calculation of Medicare Parts A 
and B fee-for-service expenditures for 
an ACO’s assigned beneficiaries for all 
purposes including the following: Es-
tablishing, adjusting, updating, and re-
setting the ACO’s historical bench-
mark and determining performance 
year expenditures. 

(2) Calculation of fee-for-service ex-
penditures for assignable beneficiaries 
as used in determining county-level 
fee-for-service expenditures and na-
tional Medicare fee-for-service expendi-

tures, including the following calcula-
tions: 

(i) Determining average county fee- 
for-service expenditures based on ex-
penditures for the assignable popu-
lation of beneficiaries in each county 
in the ACO’s regional service area ac-
cording to §§ 425.601(c) and 425.654(a) for 
purposes of calculating the ACO’s re-
gional fee-for-service expenditures. 

(ii) Determining the 99th percentile 
of national Medicare fee-for-service ex-
penditures for assignable beneficiaries 
for purposes of the following: 

(A) Truncating assigned beneficiary 
expenditures used in calculating bench-
mark expenditures under § 425.652(a)(4), 
and performance year expenditures 
under §§ 425.605(a)(3) and 425.610(a)(4). 

(B) Truncating expenditures for as-
signable beneficiaries in each county 
for purposes of determining county fee- 
for-service expenditures according to 
§§ 425.601(c)(3) and 425.654(a)(3). 

(C) Truncating expenditures for as-
signable beneficiaries for purposes of 
determining truncated national per 
capita fee-for service expenditures for 
purposes of calculating the ACPT ac-
cording to § 425.660(b)(3). 

(iii) Determining truncated national 
per capita fee-for-service Medicare ex-
penditures for assignable beneficiaries 
for purposes of calculating the ACPT 
according to § 425.660(b)(3). 

(iv) Determining national per capita 
expenditures for Parts A and B services 
under the original Medicare fee-for- 
service program for assignable bene-
ficiaries for purposes of capping the re-
gional adjustment to the ACO’s histor-
ical benchmark according to 
§ 425.656(c)(3) and capping the prior sav-
ings adjustment according to 
§ 425.658(c)(1)(ii). 

(v) Determining national growth 
rates that are used as part of the blend-
ed growth rates used to trend forward 
BY1 and BY2 expenditures to BY3 ac-
cording to § 425.652(a)(5)(ii) and as part 
of the blended growth rates used to up-
date the benchmark according to 
§§ 425.601(b)(2) and 425.652(b)(2)(i). 

(3) Calculation of Medicare Parts A 
and B fee-for-service revenue of ACO 
participants for purposes of calculating 
the ACO’s loss recoupment limit under 
the BASIC track as specified in 
§ 425.605(d). 
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(4) Calculation of total Medicare 
Parts A and B fee-for-service revenue 
of ACO participants and total Medicare 
Parts A and B fee-for-service expendi-
tures for the ACO’s assigned bene-
ficiaries for purposes of identifying 
whether an ACO is a high revenue ACO 
or low revenue ACO, as defined under 
§ 425.20, and determining an ACO’s eli-
gibility to receive advance investment 
payments according to § 425.630. 

(5) Calculation or recalculation of 
the amount of the ACO’s repayment 
mechanism arrangement according to 
§ 425.204(f)(4). 

(d) Period of adjustment. CMS adjusts 
the Shared Savings Program calcula-
tions specified in paragraph (c) of this 
section for significant, anomalous, and 
highly suspect billing activity identi-
fied pursuant to paragraph (b) of this 
section for calendar year 2023, when 
calendar year 2023 is either a perform-
ance year or a benchmark year. 

(e) Adjustments for growth rates used in 
calculating the ACPT. In addition to ad-
justments described in paragraph (c) of 
this section, CMS makes adjustments 
for payments associated with a HCPCS 
code specified in paragraph (b) of this 
section for BY3 in projecting per capita 
growth in Parts A and B fee-for-service 
expenditures, according to 
§ 425.660(b)(1), for purposes of calcu-
lating the ACPT for agreement periods 
beginning on January 1, 2024. 

[89 FR 79171, Sept. 27, 2024] 

EFFECTIVE DATE NOTE: At 89 FR 79171, 
Sept. 27, 2024, § 425.670 was added, effective 
Oct. 15, 2024. 

Subpart H—Data Sharing With 
ACOs 

§ 425.700 General rules. 

(a) CMS shares aggregate reports 
with the ACO. 

(b) CMS shares beneficiary identifi-
able data with ACOs on the condition 
that the ACO, its ACO participants, 
ACO providers/suppliers, and other in-
dividuals or entities performing func-
tions or services related to the ACO’s 
activities observe all relevant statu-
tory and regulatory provisions regard-
ing the appropriate use of data and the 
confidentiality and privacy of individ-
ually identifiable health information 

and comply with the terms of the data 
use agreement described in this sub-
part. 

(c) The ACO must not limit or re-
strict appropriate sharing of medical 
record data with providers and sup-
pliers both within and outside the ACO 
in accordance with applicable law. 

§ 425.702 Aggregate reports. 

CMS shares aggregate reports with 
ACOs as follows: 

(a) Aggregate reports are shared at 
the start of the agreement period based 
on beneficiary claims data used to cal-
culate the benchmark, and each quar-
ter thereafter during the agreement pe-
riod. 

(b) These aggregate reports include, 
when available, the following informa-
tion, deidentified in accordance with 45 
CFR 164.514(b): 

(1) Aggregated metrics on the as-
signed beneficiary population. 

(2) Utilization and expenditure data 
at the start of the agreement period 
based on historical beneficiaries used 
to calculate the benchmark. 

(c)(1)(i) For performance years 2012 
through 2015, at the beginning of the 
agreement period, during each quarter 
(and in conjunction with the annual 
reconciliation), and at the beginning of 
each performance year, CMS, upon the 
ACO’s request for the data for purposes 
of population-based activities relating 
to improving health or reducing 
growth in health care costs, process de-
velopment, case management, and care 
coordination, will provide the ACO 
with information regarding prelimi-
narily prospectively assigned bene-
ficiaries whose data was used to gen-
erate the aggregate data reports under 
paragraphs (a) and (b) of this section. 
The information includes the fol-
lowing: 

(A) Beneficiary name. 
(B) Date of birth. 
(C) HICN. 
(D) Sex. 
(ii) For performance year 2016 and 

subsequent performance years, at the 
beginning of the agreement period, dur-
ing each quarter (and in conjunction 
with the annual reconciliation), and at 
the beginning of each performance 
year, CMS, upon the ACO’s request for 
the data for purposes of population- 
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based activities relating to improving 
health or reducing growth in health 
care costs, protocol development, case 
management, and care coordination, 
provides the ACO with information 
about its fee-for-service population. 

(A) For an ACO participating under 
preliminary prospective assignment 
with retrospective reconciliation as 
specified under § 425.400(a)(2), the fol-
lowing information is made available 
regarding preliminarily prospectively 
assigned beneficiaries and beneficiaries 
that received a primary care service 
during the previous 12 months from one 
of the ACO participants that submits 
claims for primary care services used 
to determine the ACO’s assigned popu-
lation under subpart E of this part: 

(1) Beneficiary name. 
(2) Date of birth. 
(3) Beneficiary identifier. 
(4) Sex. 
(B) For an ACO participating under 

preliminary prospective assignment 
with retrospective reconciliation as 
specified under § 425.400(a)(2), informa-
tion in the following categories, which 
represents the minimum data nec-
essary for ACOs to conduct health care 
operations work, is made available re-
garding preliminarily prospectively as-
signed beneficiaries: 

(1) Demographic data such as enroll-
ment status. 

(2) Health status information such as 
risk profile and chronic condition sub-
group. 

(3) Utilization rates of Medicare serv-
ices such as the use of evaluation and 
management, hospital, emergency, and 
post-acute services, including the dates 
and place of service. 

(4) Expenditure information related 
to utilization of services. 

(C) The information under para-
graphs (c)(1)(ii)(A) and (B) of this sec-
tion is made available to ACOs partici-
pating under prospective assignment as 
specified under § 425.400(a)(3), but is 
limited to the ACO’s prospectively as-
signed beneficiaries. 

(iii) For performance year 2024 and 
subsequent performance years, CMS, 
upon the ACO’s request for the data for 
purposes of population-based activities 
relating to improving health or reduc-
ing growth in health care costs, pro-
tocol development, case management, 

and care coordination, provides the 
ACO with information about its fee-for- 
service population. 

(A) The following information is 
made available to ACOs regarding 
beneficiaries eligible for Medicare 
CQMs as defined at § 425.20: 

(1) Beneficiary name. 

(2) Date of birth. 

(3) Beneficiary identifier. 

(4) Sex. 

(B) Information in the following cat-
egories, which represents the minimum 
data necessary for ACOs to conduct 
health care operations work, is made 
available to ACOs regarding bene-
ficiaries eligible for Medicare CQMs as 
defined at § 425.20: 

(1) Demographic data such as enroll-
ment status. 

(2) Health status information such as 
risk profile and chronic condition sub-
group. 

(3) Utilization rates of Medicare serv-
ices such as the use of evaluation and 
management, hospital, emergency, and 
post-acute services, including the dates 
and place of service. 

(2) In its request for these data, the 
ACO must certify that it is seeking the 
following information: 

(i) As a HIPAA-covered entity, and 
the request reflects the minimum data 
necessary for the ACO to conduct its 
own health care operations work that 
falls within the first or second para-
graph of the definition of health care 
operations at 45 CFR 164.501. 

(ii) As the business associate of its 
ACO participants and ACO providers/ 
suppliers, who are HIPAA-covered enti-
ties, and the request reflects the min-
imum data necessary for the ACO to 
conduct health care operations work 
that falls within the first or second 
paragraph of the definition of health 
care operations at 45 CFR 164.501 on be-
half of those participants. 

(iii) As an organized health care ar-
rangement (as defined at 45 CFR 
160.103), and the request reflects the 
minimum data necessary for the ACO 
to conduct health care operations work 
that falls within the first or second 
paragraph of the definition of health 
care operations at 45 CFR 164.501 on be-
half of the organized health care ar-
rangement. 
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(d) For an ACO eligible to be rec-
onciled under § 425.609(b), CMS shares 
with the ACO quarterly aggregate re-
ports as provided in paragraphs (b) and 
(c)(1)(ii) of this section for CY 2019. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32844, June 9, 2015; 83 FR 60096, Nov. 23, 
2018; 83 FR 68081, Dec. 31, 2018; 87 FR 70249, 
Nov. 18, 2022; 88 FR 79551, Nov. 16, 2023] 

§ 425.704 Beneficiary-identifiable 
claims data. 

Subject to providing the beneficiary 
with the opportunity to decline data 
sharing as described in this § 425.708, 
and subject to having a valid DUA in 
place, CMS, upon the ACO’s request for 
the data for purposes of evaluating the 
performance of its ACO participants or 
its ACO providers/suppliers, conducting 
quality assessment and improvement 
activities, and conducting population- 
based activities relating to improved 
health, will provide the ACO with bene-
ficiary identifiable claims data for pre-
liminarily prospectively and prospec-
tively assigned beneficiaries and other 
beneficiaries who receive primary care 
services from an ACO participant that 
submits claims for primary care serv-
ices used to determine the ACO’s as-
signed population under subpart E of 
this part during the performance year. 

(a) If an ACO wishes to receive bene-
ficiary identifiable claims data, it 
must sign a DUA and it must submit a 
formal request for data. ACOs may ac-
cess requested data as often as once per 
month. 

(b) The ACO must certify that it is 
requesting claims data about any of 
the following: 

(1) Its own patients, as a HIPAA-cov-
ered entity, and the request reflects 
the minimum data necessary for the 
ACO to conduct its own health care op-
erations work that falls within the 
first or second paragraph of the defini-
tion of health care operations at 45 
CFR 164.501. 

(2) The patients of its HIPAA-covered 
entity ACO participants or its ACO 
providers/suppliers as the business as-
sociate of these HIPAA covered enti-
ties, and the request reflects the min-
imum data necessary for the ACO to 
conduct health care operations work 
that falls within the first or second 
paragraph of the definition of health 

care operations at 45 CFR 164.501 on be-
half of those participants. 

(3) The patients of the organized 
health care arrangement (as defined at 
45 CFR 160.103) in which the ACO is par-
ticipating with its ACO participants 
and ACO providers/suppliers, and the 
request reflects the minimum data nec-
essary for the ACO to conduct health 
care operations work that falls within 
the first or second paragraph of the 
definition of health care operations at 
45 CFR 164.501 on behalf of the orga-
nized health care arrangement. 

(c) The use of identifiers and claims 
data will be limited to developing proc-
esses and engaging in appropriate ac-
tivities related to coordinating care 
and improving the quality and effi-
ciency of care that are applied uni-
formly to all Medicare beneficiaries 
with primary care services at the ACO, 
and that these data will not be used to 
reduce, limit or restrict care for spe-
cific beneficiaries. 

(d) To ensure that beneficiaries have 
a meaningful opportunity to decline 
having their claims data shared with 
the ACO, the ACO may only request 
claims data about a beneficiary if— 

(1) For an ACO participating under— 
(i) Preliminary prospective assign-

ment with retrospective reconciliation 
as specified under § 425.400(a)(2), the 
beneficiary’s name appears on the pre-
liminary prospective assignment list 
provided to the ACO at the beginning 
of the performance year, during each 
quarter (and in conjunction with the 
annual reconciliation) or the bene-
ficiary has received a primary care 
service from an ACO participant upon 
whom assignment is based (under sub-
part E of this part) during the most re-
cent 12-month period; or 

(ii) Prospective assignment as speci-
fied under § 425.400(a)(3), the bene-
ficiary’s name appears on the prospec-
tive assignment list provided to the 
ACO at the beginning of the perform-
ance year. 

(2) The beneficiary has been notified 
in compliance with § 425.708 that the 
ACO has requested access to bene-
ficiary identifiable claims data in order 
to improve the quality of care that is 
furnished to the beneficiary and, where 
applicable, coordinate care offered to 
the beneficiary; and 
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(3) The beneficiary did not exercise 
the opportunity to decline having his/ 
her claims data shared with the ACO as 
provided in § 425.708. 

(e) At the ACO’s request, CMS con-
tinues to provide ACOs with updates to 
the requested beneficiary identifiable 
claims data, subject to beneficiary’s 
opportunity to decline data sharing 
under § 425.708. 

(f) If an ACO requests beneficiary 
identifiable information, compliance 
with the terms of the data use agree-
ment described in § 425.710 is a condi-
tion of an ACO’s participation in the 
Shared Savings Program. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32844, June 9, 2015; 83 FR 68082, Dec. 31, 
2018; 87 FR 70249, Nov. 18, 2022] 

§ 425.706 Minimum necessary data. 

(a) ACOs must limit their identifi-
able data requests to the minimum 
necessary to accomplish a permitted 
use of the data. The minimum nec-
essary Parts A and B data elements 
may include but are not limited to the 
following data elements: 

(1) Beneficiary ID. 

(2) Procedure code. 

(3) Gender. 

(4) Diagnosis code. 

(5) Claim ID. 

(6) The from and through dates of 
service. 

(7) The provider or supplier ID. 

(8) The claim payment type. 

(9) Date of birth and death, if applica-
ble. 

(10) TIN. 

(11) NPI. 

(b) The minimum necessary Part D 
data elements may include but are not 
limited to the following data elements: 

(1) Beneficiary ID. 

(2) Prescriber ID. 

(3) Drug service date. 

(4) Drug product service ID. 

(5) Quantity dispensed. 

(6) Days supplied. 

(7) Brand name. 

(8) Generic name. 

(9) Drug strength. 

(10) TIN. 

(11) NPI. 

(12) Indication if on formulary. 

(13) Gross drug cost. 

§ 425.708 Beneficiaries may decline 
claims data sharing. 

(a) Beneficiaries must receive notifi-
cation about the Shared Savings Pro-
gram and the opportunity to decline 
claims data sharing and instructions 
on how to inform CMS directly of their 
preference. 

(1) FFS beneficiaries are notified 
about the opportunity to decline 
claims data sharing through CMS ma-
terials such as the Medicare & You 
Handbook and through the notifica-
tions required under § 425.312. 

(2) The notifications provided under 
§ 425.312 must state that the ACO may 
have requested beneficiary identifiable 
claims data about the beneficiary for 
purposes of its care coordination and 
quality improvement work, and inform 
the beneficiary how to decline having 
his or her claims information shared 
with the ACO in the form and manner 
specified by CMS. 

(3) Beneficiary requests to decline 
claims data sharing will remain in ef-
fect unless and until a beneficiary sub-
sequently contacts CMS to amend that 
request to permit claims data sharing 
with ACOs. 

(b) The opportunity to decline having 
claims data shared with an ACO under 
paragraph (a) of this section does not 
apply to the information that CMS pro-
vides to ACOs under § 425.702(c). 

(c) In accordance with 42 U.S.C. 
290dd–2 and the implementing regula-
tions at 42 CFR part 2, CMS does not 
share beneficiary identifiable claims 
data relating to the diagnosis and 
treatment of alcohol and substance 
abuse without the explicit written con-
sent of the beneficiary. 

(d) The provisions of this section re-
late only to the sharing of Medicare 
claims data between the Medicare pro-
gram and the ACO under the Shared 
Savings Program and are in no way in-
tended to impede existing or future 
data sharing under other authorities. 

[76 FR 67973, Nov. 2, 2011, as amended at 80 
FR 32840, June 9, 2015] 

§ 425.710 Data use agreement. 

(a)(1) Before receiving any bene-
ficiary identifiable data, ACOs must 
enter into a DUA with CMS. Under the 
DUA, the ACO must comply with the 
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