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SUBCHAPTER H—HEALTH CARE INFRASTRUCTURE AND 
MODEL PROGRAMS 

PART 505—ESTABLISHMENT OF THE 
HEALTH CARE INFRASTRUCTURE 
IMPROVEMENT PROGRAM 

Subpart A—Loan Criteria 

Sec. 
505.1 Basis and scope. 
505.3 Definitions. 
505.5 Loan criteria. 
505.7 Terms of the loan. 
505.9 State and local permits. 
505.11 Loan application requirements and 

procedures. 

Subpart B—Forgiveness of Indebtedness 

505.13 Conditions for loan forgiveness. 
505.15 Plan criteria for meeting the condi-

tions for loan forgiveness. 
505.17 Reporting requirements for meeting 

the conditions for loan forgiveness. 
505.19 Approval or denial of loan forgive-

ness. 

AUTHORITY: Secs. 1102 and 1871 of the Social 
Security Act (42 U.S.C 1302 and 1395hh). 

SOURCE: 70 FR 57374, Sept. 30, 2005, unless 
otherwise noted. 

Subpart A—Loan Criteria 

§ 505.1 Basis and scope. 
This part implements section 1016 of 

the Medicare Prescription Drug, Im-
provement and Modernization Act of 
2003 (MMA) which amends section 1897 
of the Act. Section 1897 of the Act as 
amended by section 6045 of the Tsu-
nami Relief Act of 2005 authorizes the 
Secretary to establish a loan program 
by which qualifying hospitals may 
apply for a loan for the capital costs of 
the health care infrastructure improve-
ment projects. Section 1897 of the Act 
appropriates $142,000,000 for the loan 
program including program adminis-
tration. The funds are available begin-
ning July 1, 2004 through September 30, 
2008. This part sets forth the criteria 
that CMS uses to select among quali-
fying hospitals. 

§ 505.3 Definitions. 
For purposes of this subpart, the fol-

lowing definitions apply: 

Eligible project means the project of a 
qualifying hospital that is designed to 
improve the health care infrastructure 
of the hospital, including construction, 
renovation, or other capital improve-
ments. 

Entity is an entity described in sec-
tion 501(c)(3) of the Internal Revenue 
Code of 1986 and exempt from tax under 
section 501(a) of the code. An entity 
must also have at least one existing 
memorandum of understanding or af-
filiation agreement with a hospital lo-
cated in the State in which the entity 
is located and retains clinical out-
patient treatment for cancer on site as 
well as laboratory research, education, 
and outreach for cancer in the same fa-
cility. 

Outreach programs mean formal can-
cer programs for teaching, diagnostic 
screening, therapy or treatment, pre-
vention, or interventions to enhance 
the health and knowledge of their des-
ignated population(s). 

Qualifying hospital means a hospital 
as defined at section 1861(e) of the Act 
(42 U.S,C. 1395x(e)) or an entity (as de-
fined in this section) that is engaged in 
research in the causes, prevention, and 
treatment of cancer; and is either des-
ignated as a cancer center for the Na-
tional Cancer Institute; or designated 
by the State legislature as the official 
cancer institute of the State before De-
cember 8, 2003. 

Unique research resources means re-
sources that are used for the purpose of 
discovering or testing options related 
to the causes, prevention, and treat-
ment of cancer. 

[70 FR 57374, Sept. 30, 2005, as amended at 71 
FR 48143, Aug. 18, 2006] 

§ 505.5 Loan criteria. 
(a) Qualifying criteria. To qualify for 

the loan program, the applicant must 
meet the following conditions: 

(1) Meet the definition of a ‘‘quali-
fying hospital’’ as set forth in § 505.3 of 
this part. 

(2) Request a loan for the capital 
costs of an ‘‘eligible project’’ as defined 
in § 505.3 of this part. The capital costs 
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for which a qualifying hospital may ob-
tain a loan are limited to the reason-
able costs incurred by the hospital, and 
capitalized on the Medicare cost re-
port, for any facility or item of equip-
ment that it has acquired the posses-
sion or use of at the time the loan 
funding is awarded. 

(b) Selection criteria. In selecting loan 
beneficiaries, CMS prioritizes quali-
fying hospitals that meet the following 
criteria: 

(1) The hospital is located in a State 
that, based on population density, is 
defined as a rural State. A rural State 
is one of ten States with the lowest 
population density. An applicant enti-
ty is required to be located in one of 
these ten States. The ten States are 
prioritized beginning with the State 
with the lowest population density. 
Population density is determined based 
on the most recent available U.S. Cen-
sus Bureau data. 

(2) The hospital is located in a State 
with multiple Indian tribes in the 
State. After prioritizing based on para-
graph (b)(1) of this section, States are 
further prioritized based on the States 
with the most Indian tribes. The num-
ber of Indian tribes in a State is based 
on the most recent data available pub-
lished in ‘‘Indian Entities Recognized 
and Eligible to Receive Services from 
the United State Bureau of Indian Af-
fairs.’’ (68 FR 68180) published on De-
cember 5, 2003. 

(c) CMS will send written notice to 
qualifying hospitals that have been se-
lected to participate in the loan pro-
gram under this part. 

§ 505.7 Terms of the loan. 

All loan beneficiaries must agree to 
the following loan terms: 

(a) Loan obligation. An authorized of-
ficial of a qualifying hospital must exe-
cute a promissory note, loan agree-
ment, or a form approved by CMS and 
accompanied by any other documents 
CMS may designate. The loan bene-
ficiary must provide required docu-
mentation in a timely manner. 

(b) Schedule of loan. A loan bene-
ficiary receives a lump sum distribu-
tion for which payment of principal 
and interest is deferred for 60 months 
beginning with the day of award notifi-

cation from CMS. The loan repayment 
period is 20 years. 

(c) Bankruptcy protection. In the event 
a loan beneficiary files for bankruptcy 
protection in a court of competent ju-
risdiction or otherwise proves to be in-
solvent, CMS may terminate the 
deferment period described in para-
graph (b) of this section and require 
immediate payment of the loan. If a 
loan beneficiary should file for bank-
ruptcy protection in a court of com-
petent jurisdiction or should otherwise 
evidence insolvency after the 
deferment period we will require imme-
diate repayment of the outstanding 
principal and interest due. Those pay-
ments may be deducted from any Medi-
care payments otherwise due that hos-
pital. 

(d) Loan forgiveness. CMS does not re-
quire a loan beneficiary to begin mak-
ing payments of principal or interest at 
the end of the 60-month deferment pe-
riod if it determines that the loan ben-
eficiary meets the criteria for loan for-
giveness under section 1897 of the Act, 
as determined by the Secretary. 

(e) Default. If a loan beneficiary fails 
to make any payment in repayment of 
a loan under this subpart within 10 
days of its due date, the loan bene-
ficiary may be considered to have de-
faulted on the loan. Upon default, all 
principal and accrued interest become 
due immediately, and CMS may re-
quire immediate payment of any out-
standing principal and interest due. 
Those payments may be deducted from 
any Medicare payments otherwise due 
that hospital. 

(f) Loan repayment. The loan bene-
ficiary must meet the following condi-
tions: 

(1) Make payments every month for 
20 years until the loan, including inter-
est payments, are paid in full. 

(2) Pay interest on the unpaid prin-
cipal until the full amount of principal 
has been paid. 

(3) Pay interest at a yearly rate 
based upon the rate as fixed by the Sec-
retary of the Treasury and set forth at 
45 CFR 30.13(a). 

(4) If a loan beneficiary fails to make 
any payment in repayment of a loan 
under this subpart within 10 days of its 
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due date, that payment may be de-
ducted from any Medicare payments 
otherwise due to the beneficiary. 

(g) Interest rate and monthly payment 
charges. CMS calculates interest 
charges and payments consistent with 
§ 405.378 of this chapter. 

(h) Loan recipient’s right to prepay. A 
loan beneficiary has the right to make 
payments of principal at any time be-
fore they are due. A loan beneficiary 
may make full prepayment or partial 
prepayment without paying any pre-
payment charge. If a prepayment is 
made, the loan beneficiary must pro-
vide written notice to CMS at CMS, Di-
vision of Accounting Operations, P.O. 
Box 75120, Baltimore, MD 21207–0520. 

§ 505.9 State and local permits. 

With respect to an eligible project, 
the provision of a loan under this part 
shall not— 

(a) Relieve the beneficiary of the 
loan or any obligation to obtain any 
required State or local permit or ap-
proval with respect to the project. 

(b) Limit the right of any unit of 
State or local government to approve 
or regulate any rate of return on pri-
vate equity invested in the project. 

(c) Supersede any State or local law 
(including any regulation) applicable 
to the construction or operation of the 
project. 

§ 505.11 Loan application require-
ments and procedures. 

(a) The loan application must be re-
ceived by CMS no later than 5 p.m. 
e.d.t. on December 29, 2005. 

(b) The requested information must 
be typed or clearly printed in ink and 
the loan beneficiary must mail or de-
liver an original copy of the loan to 
CMS. The loan application must con-
tain the following information: 

(1) Qualifying hospital’s name and 
street address. 

(2) Qualifying hospital’s Medicare 
provider number. 

(3) Name, title, and telephone num-
ber of a contact person submitting the 
application. 

(4) Provide all appropriate supporting 
documentation for each answer made 
on the loan application. 

Subpart B—Forgiveness of 
Indebtedness 

SOURCE: 71 FR 48144, Aug. 18, 2006, unless 
otherwise noted. 

§ 505.13 Conditions for loan forgive-
ness. 

The Secretary may forgive a loan 
provided under this part if the quali-
fying hospital— 

(a) Has been selected to participate 
in the loan program specified in 
§ 505.5(c). 

(b) Has established the following in 
accordance with a plan that meets the 
criteria specified in § 505.15: 

(1) An outreach program for cancer 
prevention, early diagnosis, and treat-
ment that provides services to a sub-
stantial majority of the residents of a 
State or region, including residents of 
rural areas; 

(2) An outreach program for cancer 
prevention, early diagnosis, and treat-
ment that provides services to multiple 
Indian tribes; and 

(3) Unique research resources (such 
as population databases) or an affili-
ation with an entity that has unique 
research resources. 

(c) Submits to CMS, within the time-
frame specified by the Secretary, a— 

(1) Written request for loan forgive-
ness; and 

(2) Loan forgiveness plan that meets 
the criteria specified in § 505.15 of this 
subpart. 

§ 505.15 Plan criteria for meeting the 
conditions for loan forgiveness. 

The qualifying hospital requesting 
loan forgiveness must submit to CMS a 
plan specifying how it will develop, im-
plement, or maintain an existing out-
reach program for cancer prevention, 
early diagnosis, and treatment for a 
substantial majority of the residents of 
a State or region, including residents 
of rural areas and for multiple Indian 
tribes and specifying how the quali-
fying hospital will establish or main-
tain existing unique research resources 
or an affiliation with an entity that 
has unique research resources. 

(a) Outreach programs. The initial 
plan must specify how the hospital will 
establish or develop, implement, or 
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maintain existing outreach programs. 
The plan must— 

(1) Address cancer prevention for can-
cers that are prevalent in the des-
ignated populations or cancers that are 
targeted by the qualifying hospital, 
interventions, and goals for decreasing 
the targeted cancer rates during the 
loan deferment program; and 

(2) Address early diagnosis of cancers 
that are prevalent in the designated 
populations or cancers that are tar-
geted by the qualifying hospital, inter-
ventions, and goals for improving early 
diagnosis rates for the targeted can-
cer(s) during the loan deferment pe-
riod; 

(3) Address cancer treatment for can-
cers that are prevalent in the des-
ignated populations or cancers that are 
targeted by the qualifying hospital, 
interventions, and goals for improving 
cancer treatment rates for the targeted 
cancer(s) during the loan deferment; 
and 

(4) Identify the measures that will be 
used to determine the qualifying hos-
pital’s annual progress in meeting the 
initial goals specified in paragraphs 
(a)(1) through (a)(3) of this section. 

(b) Unique research resources. The plan 
must specify how the qualifying hos-
pital will establish or maintain exist-
ing unique research resources or an af-
filiation with an entity that has unique 
research resources. 

§ 505.17 Reporting requirements for 
meeting the conditions for loan for-
giveness. 

(a) Annual reporting requirements. On 
an annual basis, beginning one year 
from the date that CMS notified the 
qualifying hospital of the loan award, 
the qualifying hospital must submit a 
report to CMS that updates the plan 
specified in § 505.15 by— 

(1) Describing the qualifying hos-
pital’s progress in meeting its initial 
plan goals; 

(2) Describing any changes to the 
qualifying hospital’s initial plan goals; 
and 

(3) Including at least one measure 
used to track the qualifying hospital’s 
progress in meeting its plan goals. 

(b) Review of annual reports. CMS will 
review each qualifying hospital’s an-
nual report to provide the hospital 

with feedback regarding its loan for-
giveness status. If CMS determines 
that the annual report shows that the 
qualifying hospital has fulfilled the 
conditions, plan criteria, and reporting 
requirements for loan forgiveness spec-
ified in §§ 505.13, 505.15, and 505.17, CMS 
will notify the qualifying hospital in 
writing that the loan is forgiven. 

(c) Final annual reporting require-
ments. A qualifying hospital must sub-
mit its final report to CMS at least 6 
months before the end of the loan 
deferment period specified in § 505.7(b). 

§ 505.19 Approval or denial of loan for-
giveness. 

(a) Approval of loan forgiveness. If 
CMS determines that a qualifying hos-
pital has met the conditions, plan cri-
teria, and reporting requirements for 
loan forgiveness specified in §§ 505.13, 
505.15, and 505.17, CMS will send a writ-
ten notification of approval for loan 
forgiveness to the qualifying hospital 
by the earlier of— 

(1) 30 days from the date of receipt of 
the annual report that shows the quali-
fying hospital has satisfied the require-
ments for loan forgiveness; or 

(2) 90 days before the end of the loan 
deferment period defined in § 505.7(b). 

(b) Denial of loan forgiveness. If CMS 
determines that a qualifying hospital 
has not met the conditions, plan cri-
teria, or reporting requirements for 
loan forgiveness specified in § 505.13, 
§ 505.15, or § 505.17 of this part, CMS will 
send a written notification of denial of 
loan forgiveness to the qualifying hos-
pital at least 30 days before the end of 
the loan deferment period defined in 
§ 505.7(b). 

PART 510—COMPREHENSIVE CARE 
FOR JOINT REPLACEMENT MODEL 

Subpart A—General Provisions 

Sec. 
510.1 Basis and scope. 
510.2 Definitions. 

Subpart B—Comprehensive Care for Joint 
Replacement Program Participants 

510.100 Episodes being tested. 
510.105 Geographic areas. 
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Subpart C—Scope of Episodes 

510.200 Time periods, included and excluded 
services, and attribution. 

510.205 Beneficiary inclusion criteria. 
510.210 Determination of the episode. 

Subpart D—Pricing and Payment 

510.300 Determination of episode target 
prices. 

510.305 Determination of the NPRA and rec-
onciliation process. 

510.310 Appeals process. 
510.315 Composite quality scores for deter-

mining reconciliation payment eligi-
bility and quality incentive payments. 

510.320 Treatment of incentive programs or 
add-on payments under existing Medi-
care payment systems. 

510.325 Allocation of payments for services 
that straddle the episode. 

Subpart E—Quality Measures, Beneficiary 
Protections, and Compliance Enforcement 

510.400 Quality measures and reporting. 
510.405 Beneficiary choice and beneficiary 

notification. 
510.410 Compliance enforcement. 

Subpart F—Financial Arrangements and 
Beneficiary Incentives 

510.500 Financial arrangements under the 
CJR model. 

510.505 Distribution arrangements. 
510.510 Enforcement authority. 
510.515 Beneficiary incentives under the 

CJR model. 

Subpart G—Waivers 

510.600 Waiver of direct supervision require-
ment for certain post-discharge home 
visits. 

510.605 Waiver of certain telehealth require-
ments. 

510.610 Waiver of SNF 3-day rule. 
510.615 Waiver of certain post-operative bill-

ing restrictions. 
510.620 Waiver of deductible and coinsur-

ance that otherwise apply to reconcili-
ation payments or repayments. 

Subparts H–J [Reserved] 

Subpart K—Model Termination 

510.900 Termination of the CJR model. 

AUTHORITY: Secs. 1102, 1115A, and 1871 of 
the Social Security Act (42 U.S.C. 1302, 
1315(a), and 1395hh). 

SOURCE: 80 FR 73540, Nov. 24, 2015, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 510.1 Basis and scope. 
(a) Basis. This part implements the 

test of the Comprehensive Care for 
Joint Replacement model under sec-
tion 1115A of the Act. Except as specifi-
cally noted in this part, the regula-
tions under this part must not be con-
strued to affect the payment, coverage, 
program integrity, or other require-
ments (such as those in parts 412 and 
482 of this chapter) that apply to pro-
viders and suppliers under this chapter. 

(b) Scope. This part sets forth the fol-
lowing: 

(1) The participants in the Com-
prehensive Care for Joint Replacement 
model. 

(2) The episodes being tested in the 
model. 

(3) The methodology for pricing and 
payment under the model. 

(4) Quality performance standards 
and quality reporting requirements. 

(5) Safeguards to ensure preservation 
of beneficiary choice and beneficiary 
notification. 

§ 510.2 Definitions. 
For the purposes of this part, the fol-

lowing definitions are applicable unless 
otherwise stated: 

ACO stands for accountable care or-
ganization. 

Actual episode payment means the 
sum of Medicare claims payments for 
items and services that are included in 
the episode in accordance with 
§ 510.200(b), excluding the items and 
services described in § 510.200(d). 

Alignment payment means a payment 
from a CJR collaborator to a partici-
pant hospital under a sharing arrange-
ment, for only the purpose of sharing 
the participant hospital’s responsi-
bility for repayments to Medicare. 

Anchor hospitalization means the ini-
tial hospital stay upon admission for a 
lower extremity joint replacement. 

BPCI stands for the Bundled Pay-
ment for Care Improvement initiative. 

CCN stands for CMS certification 
number. 

CEC stands for Comprehensive ESRD 
Care Initiative. 

CJR collaborator means one of the fol-
lowing Medicare-enrolled persons or 
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entities that enters into a sharing ar-
rangement: 

(1) Skilled nursing facility (SNF). 
(2) Home health agency (HHA). 
(3) Long-term care hospital (LTCH). 
(4) Inpatient rehabilitation facility 

(IRF). 
(5) Physician. 
(6) Nonphysician practitioner. 
(7) Provider or supplier of outpatient 

therapy services. 
(8) Physician group practice (PGP). 
CJR reconciliation report means the re-

port prepared after each reconciliation 
that CMS provides to each participant 
hospital notifying the participant hos-
pital of the outcome of the reconcili-
ation. 

Collaborator agreement means a writ-
ten, signed agreement between a CJR 
collaborator and a participant hospital 
that meets the requirements of 
§ 510.500(c). 

Composite quality score means a score 
computed for each participant hospital 
to summarize the hospital’s level of 
quality performance and improvement 
on specified quality measures as de-
scribed in § 510.315. 

Core-based statistical area (CBSA) 
means a statistical geographic entity 
consisting of the county or counties as-
sociated with at least one core (urban-
ized area or urban cluster) of at least 
10,000 population, plus adjacent coun-
ties having a high degree of social and 
economic integration with the core as 
measured through commuting ties with 
the counties containing the core. 

Critical access hospital (CAH) means a 
hospital designated under subpart F of 
part 485 of this chapter. 

Distribution arrangement means a fi-
nancial arrangement between a PGP 
that is a CJR collaborator and a prac-
tice collaboration agent in which the 
PGP distributes some or all of a 
gainsharing payment that it received 
from a participant hospital. 

Distribution payment means a pay-
ment made by a PGP that is a CJR col-
laborator to a practice collaboration 
agent under a distribution arrange-
ment. 

DME stands for durable medical 
equipment. 

EFT stands for electronic funds 
transfer. 

Episode of care (or Episode) means all 
Medicare Part A and B items and serv-
ices described in § 510.200(b) (and ex-
cluding the items and services de-
scribed in § 510.200(d)) that are fur-
nished to a beneficiary described in 
§ 510.205 during the time period that be-
gins with the beneficiary’s admission 
to an anchor hospitalization and ends 
on the 90th day after the date of dis-
charge from the anchor hospitaliza-
tion, with the day of discharge itself 
being counted as the first day of the 90- 
day post-discharge period. 

Episode target price means the amount 
determined in accordance with § 510.300 
and applied to an episode in deter-
mining a net payment reconciliation 
amount. 

ESRD stands for end stage renal dis-
ease. 

Gainsharing payment means a pay-
ment from a participant hospital to a 
CJR collaborator, under a sharing ar-
rangement, composed of only reconcili-
ation payments or internal cost sav-
ings or both. 

HCAHPS stands for Hospital Con-
sumer Assessment of Healthcare Pro-
viders and Systems. 

HCPCS stands for CMS Common Pro-
cedure Coding System. 

HHA stands for home health agency. 
Historical episode payment means the 

most recent 3 years of expenditures for 
an episode in a given participant hos-
pital. 

ICD–CM stands for International 
Classification of Diseases, Clinical 
Modification. 

Inpatient prospective payment systems 
(IPPS) means the payment systems for 
subsection (d) hospitals as defined in 
section 1886(d)(1)(B) of the Act. 

Internal cost savings means the meas-
urable, actual, and verifiable cost sav-
ings realized by the participant hos-
pital resulting from care redesign un-
dertaken by the participant hospital in 
connection with providing items and 
services to beneficiaries within specific 
CJR episodes of care. Internal cost sav-
ings does not include savings realized 
by any individual or entity that is not 
the participant hospital. 

IPF stands for inpatient psychiatric 
facility. 

IPPS hospital (or hospital) means a 
provider subject to the prospective 
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payment system specified in 
§ 412.1(a)(1) of this chapter. 

IRF stands for inpatient rehabilita-
tion facility. 

Lower-extremity joint replacement 
(LEJR) means any procedure that is 
within MS–DRG 469 or 470, including 
lower-extremity joint replacement pro-
cedures or reattachment of a lower ex-
tremity. 

LTCH stands for long-term care hos-
pital. 

Medicare severity diagnosis-related 
group (MS–DRG) means, for the pur-
poses of this model, the classification 
of inpatient hospital discharges up-
dated in accordance with § 412.10 of this 
chapter. 

Medicare-dependent, small rural hos-
pital (MDH) means a specific type of 
hospital that meets the classification 
criteria specified under § 412.108 of this 
chapter. 

Member of the PGP or PGP member 
means a physician, nonphysician prac-
titioner, or therapist who is an owner 
or employee of the PGP and who has 
reassigned to the PGP his or her right 
to receive Medicare payment. 

Metropolitan Statistical Area (MSA) 
means a core-based statistical area as-
sociated with at least one urbanized 
area that has a population of at least 
50,000. 

Net payment reconciliation amount 
(NPRA) means the amount determined 
in accordance with § 510.305(e). 

Nonphysician practitioner means (ex-
cept for purposes of subpart G of this 
part) one of the following: 

(1) A physician assistant who satis-
fies the qualifications set forth at 
§ 410.74(a)(2)(i) and (ii) of this chapter. 

(2) A nurse practitioner who satisfies 
the qualifications set forth at § 410.75(b) 
of this chapter. 

(3) A clinical nurse specialist who 
satisfies the qualifications set forth at 
§ 410.76(b) of this chapter. 

(4) A certified registered nurse anes-
thetist (as defined at § 410.69(b)). 

(5) A clinical social worker (as de-
fined at § 410.73(a)). 

(6) A registered dietician or nutrition 
professional (as defined at § 410.134). 

NPI stands for National Provider 
Identifier. 

OIG stands for the Department of 
Health and Human Services Office of 
the Inspector General. 

PAC stands for post-acute care. 
Participant hospital means an IPPS 

hospital (other than those hospitals 
specifically excepted under § 510.100(b)) 
with a CCN primary address in one of 
the geographic areas selected for par-
ticipation in the CJR model in accord-
ance with § 510.105, as of the date of se-
lection or any time thereafter during 
any performance period. 

PBPM stands for per-beneficiary-per- 
month. 

Performance year means one of the 
years in which the CJR model is being 
tested. Performance years for the 
model correlate to calendar years with 
the exception of performance year 1, 
which is April 1, 2016 through Decem-
ber 31, 2016. 

PGP stands for physician group prac-
tice. 

Physician has the meaning set forth 
in section 1861(r) of the Act. 

Post-episode spending amount means 
the sum of Medicare Parts A and B 
payments for items and services that 
are furnished to a beneficiary within 30 
days after the end of the beneficiary’s 
episode. 

Practice collaboration agent means a 
PGP member who has entered into a 
distribution arrangement with the 
same PGP of which he or she is a mem-
ber and who has not entered into a col-
laborator agreement with a participant 
hospital. 

Provider of outpatient therapy services 
means a provider or supplier furnishing 
one or more of the following: 

(1) Outpatient physical therapy serv-
ices as defined in § 410.60 of this chap-
ter. 

(2) Outpatient occupational therapy 
services as defined in § 410.59 of this 
chapter. 

(3) Outpatient speech-language pa-
thology services as defined in § 410.62 of 
this chapter. 

Quality improvement points are points 
that CMS adds to a participant hos-
pital’s composite quality score for a 
measure if the hospital’s performance 
percentile on an individual quality 
measure increases from the previous 
performance year by at least 3 deciles 
on the performance percentile scale. 
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Quality performance points are points 
that CMS adds to a participant hos-
pital’s composite quality score for a 
measure based on the performance per-
centile scale and for successful data 
submission of patient-reported out-
comes. 

Reconciliation payment means a pay-
ment made by CMS to a CJR partici-
pant hospital as determined in accord-
ance with § 510.305(f). 

Region means one of the nine U.S. 
census divisions, as defined by the U.S. 
Census Bureau. 

Repayment amount means the amount 
owed by a participant hospital to CMS, 
as reflected on a reconciliation report. 

Rural hospital means an IPPS hos-
pital that meets one of the following 
definitions: 

(1) Is located in a rural area as de-
fined under § 412.64 of this chapter. 

(2) Is located in a rural census tract 
defined under § 412.103(a)(1) of this 
chapter. 

(3) Has reclassified as a rural hospital 
under § 412.103 of this chapter. 

Rural referral center (RRC) has the 
same meaning given this term under 
§ 412.96 of this chapter. 

Sharing arrangement means a finan-
cial arrangement between a partici-
pant hospital and a CJR collaborator 
for the sole purpose of making 
gainsharing payments or alignment 
payments under the CJR model. 

SNF stands for skilled nursing facil-
ity. 

Sole community hospital (SCH) means a 
hospital that meets the classification 
criteria specified in § 412.92 of this 
chapter. 

Therapist means one of the following 
as defined at § 484.4: 

(1) Physical therapist. 
(2) Occupational therapist. 
(3) Speech-language pathologist. 
TIN stands for taxpayer identifica-

tion number. 
TKA/THA stands for total knee 

arthroplasty/total hip arthroplasty. 

Subpart B—Comprehensive Care 
for Joint Replacement Pro-
gram Participants 

§ 510.100 Episodes being tested. 
(a) Initiation of an episode. An episode 

is initiated when a participant hospital 

admits a Medicare beneficiary de-
scribed in § 510.205 for an anchor hos-
pitalization. 

(b) Exclusions. A hospital is excluded 
from being a participant hospital, but 
only so long as any of the following 
conditions apply: 

(1) The hospital is an episode 
initiator for an LEJR episode in the 
risk-bearing period of Models 2 or 4 of 
BPCI. 

(2) The hospital is participating in 
Model 1 of BPCI. 

(3) These exclusions cease to apply as 
of the date that the hospital no longer 
meets any of the conditions specified 
in this paragraph. 

§ 510.105 Geographic areas. 

(a) General. The geographic areas for 
inclusion in the CJR model are ob-
tained based on a stratified random 
sampling of certain MSAs in the 
United States. All counties within each 
of the selected MSAs are selected for 
inclusion in the CJR model. 

(b) Stratification criteria. Geographic 
areas in the United States are strati-
fied according to the characteristics 
that CMS determines are necessary to 
ensure that the model is tested on a 
broad range of different types of hos-
pitals that may face different obstacles 
and incentives for improving quality 
and controlling costs. 

(c) Exclusions. CMS excludes from the 
selection of geographic areas MSAs 
that met the following criteria: 

(1) Had fewer than 400 episodes be-
tween July 1, 2013 and June 30, 2014. 

(2) Had fewer than 400 non-Model 1, 2, 
or 4 BPCI episodes as of October 1, 2015. 

(3) Failed either or both of the fol-
lowing rules regarding participation in 
BPCI: 

(i) More than 50 percent of eligible 
episodes initiated in a BPCI Model 2 or 
4 initiating hospital. 

(ii) More than 50 percent of eligible 
episodes that included SNF or HHA 
services, where the SNF or HHA serv-
ices were furnished by a BPCI Model 3 
initiating HHA or SNF. 

(4) For MSAs including both Mary-
land and non-Maryland counties, more 
than 50 percent of eligible episodes 
were initiated at a Maryland hospital. 
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Subpart C—Scope of Episodes 

§ 510.200 Time periods, included and 
excluded services, and attribution. 

(a) Time periods. All episodes must 
begin on or after April 1, 2016 and end 
on or before December 31, 2020. 

(b) Included services. All Medicare 
Parts A and B items and services are 
included in the episode, except as spec-
ified in paragraph (d) of this section. 
These services include, but are not lim-
ited to, the following: 

(1) Physicians’ services. 
(2) Inpatient hospital services (in-

cluding hospital readmissions). 
(3) IPF services. 
(4) LTCH services. 
(5) IRF services. 
(6) SNF services. 
(7) HHA services. 
(8) Hospital outpatient services. 
(9) Outpatient therapy services. 
(10) Clinical laboratory services. 
(11) DME. 
(12) Part B drugs and biologicals. 
(13) Hospice services. 
(14) PBPM payments under models 

tested under section 1115A of the Act. 
(c) Episode attribution. All items and 

services included in the episode are at-
tributed to the participant hospital at 
which the anchor hospitalization oc-
curs. 

(d) Excluded services. The following 
items, services, and payments are ex-
cluded from the episode: 

(1) Hemophilia clotting factors pro-
vided in accordance with § 412.115 of 
this chapter. 

(2) New technology add-on payments, 
as defined in part 412, subpart F of this 
chapter. 

(3) Transitional pass-through pay-
ments for medical devices as defined in 
§ 419.66 of this chapter. 

(4) Items and services unrelated to 
the anchor hospitalization, as deter-
mined by CMS. Excluded services in-
clude, but are not limited to, the fol-
lowing: 

(i) Inpatient hospital admissions for 
MS–DRGs that group to the following 
categories of diagnoses: 

(A) Oncology. 
(B) Trauma medical. 
(C) Chronic disease surgical, such as 

prostatectomy. 

(D) Acute disease surgical, such as 
appendectomy. 

(ii) Medicare Part B services, as iden-
tified by the principal ICD–CM diag-
nosis code on the claim (based on the 
ICD–CM version in use during the per-
formance year) that group to the fol-
lowing categories of diagnoses: 

(A) Acute disease diagnoses, such as 
severe head injury. 

(B) Certain chronic disease diagnoses, 
as specified by CMS on a diagnosis-by- 
diagnosis basis depending on whether 
the condition was likely to have been 
affected by the LEJR procedure and re-
covery period or whether substantial 
services were likely to be provided for 
the chronic condition during the epi-
sode. Such chronic disease diagnoses 
are posted on the CMS Web site and 
may be revised in accordance with 
paragraph (e) of this section. 

(iii) Certain PBPM payments under 
models tested under section 1115A of 
the Act. PBPM model payments that 
CMS determines to be primarily used 
for care coordination or care manage-
ment services for clinical conditions in 
excluded categories of diagnoses, as de-
scribed in this paragraph. 

(A) The list of excluded PBPM pay-
ments is posted on the CMS Web site 
and are revised in accordance with 
paragraph (e) of this section. 

(B) Notwithstanding the foregoing, 
all PBPM model payments funded from 
CMS’ Innovation Center appropriation 
are excluded from the episode. 

(5) Certain incentive programs and 
add on payments under existing Medi-
care payment systems in accordance 
with § 510.300(b)(6) of this chapter. 

(6) Payments for otherwise included 
items and services in excess of 2 stand-
ard deviations above the mean regional 
episode payment in accordance with 
§ 510.300(b)(5) of this chapter. 

(e) Updating the lists of excluded serv-
ices. (1) The list of excluded MS–DRGs, 
ICD–CM diagnosis codes, and CMS 
model PBPM payments are posted on 
the CMS Web site. 

(2) On an annual basis, or more fre-
quently as needed, CMS updates the 
list of excluded services to reflect an-
nual coding changes or other issues 
brought to CMS’s attention. 

(3) CMS applies the following stand-
ards when revising the list of excluded 
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services for reasons other than to re-
flect annual coding changes: 

(i) Items or services that are directly 
related to the LEJR procedure or the 
quality or safety of LEJR care would 
be included in the episode. 

(ii) Items or services for chronic con-
ditions that may be affected by the 
LEJR procedure or post-surgical care 
would be related and included in the 
episode. 

(iii) Items and services for chronic 
conditions that are generally not af-
fected by the LEJR procedure or post- 
surgical care would be excluded from 
the episode. 

(iv) Items and services for acute clin-
ical conditions not arising from exist-
ing, episode-related chronic clinical 
conditions or complications of LEJR 
surgery would be excluded from the 
episode. 

(v) PBPM payments under CMS mod-
els determined to be primarily used for 
care coordination or care management 
services for clinical conditions in ex-
cluded categories of diagnoses, as de-
scribed in § 510.200(d), would be ex-
cluded from the episode. 

(4) CMS posts the following to the 
CMS Web site: 

(i) Potential revisions to the exclu-
sion to allow for public comment; and 

(ii) An updated exclusions list after 
consideration of public comment. 

§ 510.205 Beneficiary inclusion cri-
teria. 

(a) Episodes tested in the CJR model 
include only those in which care is fur-
nished to beneficiaries who meet all of 
the following criteria upon admission 
to the anchor hospitalization: 

(1) Are enrolled in Medicare Parts A 
and Part B. 

(2) Eligibility for Medicare is not on 
the basis of end stage renal disease, as 
described in § 406.13 of this chapter. 

(3) Are not enrolled in any managed 
care plan (for example, Medicare Ad-
vantage, health care prepayment plans, 
or cost-based health maintenance orga-
nizations). 

(4) Are not covered under a United 
Mine Workers of America health care 
plan. 

(5) Have Medicare as their primary 
payer. 

(b) If at any time during the episode 
a beneficiary no longer meets all of the 
criteria in this section, the episode is 
canceled in accordance with § 510.210(b). 

§ 510.210 Determination of the episode. 
(a) General. The episode begins with 

the admission of a Medicare bene-
ficiary described in § 510.205 to a partic-
ipant hospital for an anchor hos-
pitalization and ends on the 90th day 
after the date of discharge, with the 
day of discharge itself being counted as 
the first day in the 90-day post-dis-
charge period. 

(b) Cancellation of an episode. The epi-
sode is canceled and is not included in 
the determination of NPRA as specified 
in § 510.305 if the beneficiary does any 
of the following during the episode: 

(1) Ceases to meet any criterion list-
ed in § 510.205. 

(2) Is readmitted to any participant 
hospital for another anchor hos-
pitalization. 

(3) Initiates an LEJR episode under 
BPCI. 

(4) Dies. 

Subpart D—Pricing and Payment 
§ 510.300 Determination of episode tar-

get prices. 
(a) General. CMS establishes episode 

target prices for participant hospitals 
for each performance year of the model 
as specified in this section. Episode 
target prices are established according 
to the following: 

(1) MS–DRG assigned at discharge for 
anchor hospitalization and presence of 
hip fracture diagnosis for anchor hos-
pitalization— 

(i) MS–DRG 469 with hip fracture; 
(ii) MS–DRG 469 without hip fracture; 
(iii) MS–DRG 470 with hip fracture; 

or 
(iv) MS–DRG 470 without hip frac-

ture. 
(2) Applicable time period for perform-

ance year episode target prices. Episode 
target prices are updated to account 
for Medicare payment updates no less 
than 2 times per year, for updated epi-
sode target prices effective October 1 
and January 1, and at other intervals if 
necessary. 

(3) Episodes that straddle performance 
years or payment updates. The episode 
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target price that applies to the type of 
episode as of the date of admission for 
the anchor hospitalization is the epi-
sode target price that applies to the 
episode. 

(4) Identifying episodes with hip frac-
ture. CMS develops a list of ICD–CM hip 
fracture diagnosis codes that, when re-
ported in the principal diagnosis code 
files on the claim for the anchor hos-
pitalization, represent a bone fracture 
for which a hip replacement procedure, 
either a partial hip arthroplasty or a 
total hip arthroplasty, could be the pri-
mary surgical treatment. The list of 
ICD–CM hip fracture diagnosis codes 
used to identify hip fracture episodes is 
posted on the CMS Web site. 

(i) On an annual basis, or more fre-
quently as needed, CMS updates the 
list of ICD–CM hip fracture diagnosis 
codes to reflect coding changes or 
other issues brought to CMS’ atten-
tion. 

(ii) CMS applies the following stand-
ards when revising the list of ICD–CM 
hip fracture diagnosis codes. 

(A) The ICD–CM diagnosis code is suf-
ficiently specific that it represents a 
bone fracture for which a physician 
could determine that a hip replace-
ment procedure, either a PHA or a 
THA, could be the primary surgical 
treatment. 

(B) The ICD–CM diagnosis code is the 
primary reason (that is, principal diag-
nosis code) for the anchor hospitaliza-
tion. 

(iii) CMS posts the following to the 
CMS Web site: 

(A) Potential ICD–CM hip fracture di-
agnosis codes for public comment; and 

(B) A final ICD–CM hip fracture diag-
nosis code list after consideration of 
public comment. 

(b) Episode target price. (1) CMS cal-
culates episode target prices based on a 
blend of each participant hospital’s 
hospital-specific and regional episode 
expenditures. The region corresponds 
to the U.S. Census Division associated 
with the primary address of the CCN of 
the participant hospital and the re-
gional component is based on all hos-
pitals in said region, except as follows. 
In cases where an MSA selected for 
participation in CJR spans more than 
one U.S. Census Division, the entire 
MSA will be grouped into the U.S. Cen-

sus Division where the largest city by 
population in the MSA is located for 
target price and reconciliation calcula-
tions. The calendar years used for his-
torical expenditure calculations are as 
follows: 

(i) Episodes beginning in 2012 through 
2014 for performance years 1 and 2. 

(ii) Episodes beginning in 2014 
through 2016 for performance years 3 
and 4. 

(iii) Episodes beginning in 2016 
through 2018 for performance year 5. 

(2) Specifically, the blend consists of 
the following: 

(i) Two-thirds of the participant hos-
pital’s own historical episode payments 
and one-third of the regional historical 
episode payments for performance 
years 1 and 2. 

(ii) One-third of the hospital’s own 
historical episode payments and two- 
thirds of the regional historical episode 
payments for performance year 3. 

(iii) Regional historical episode pay-
ments for performance years 4 and 5. 

(3) Exception for low-volume hospitals. 
Episode target prices for participant 
hospitals with fewer than 20 CJR epi-
sodes in total across the 3 historical 
years of data used to calculate the epi-
sode target price are based on 100 per-
cent regional historical episode pay-
ments. 

(4) Exception for recently merged or 
split hospitals. Hospital-specific histor-
ical episode payments for participant 
hospitals that have undergone a merg-
er, consolidation, spin off or other reor-
ganization that results in a new hos-
pital entity without 3 full years of his-
torical claims data are determined 
using the historical episode payments 
attributed to their predecessor(s). 

(5) Exception for high episode spending. 
Episode payments are capped at 2 
standard deviations above the mean re-
gional episode payment for both the 
hospital-specific and regional compo-
nents of the target price. 

(6) Exclusion of incentive programs and 
add-on payments under existing Medicare 
payment systems. Certain incentive pro-
grams and add-on payments are ex-
cluded from historical episode pay-
ments by using the CMS Price (Pay-
ment) Standardization Detailed Meth-
odology used for the Medicare spending 
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per beneficiary measure in the Hospital 
Value-Based Purchasing Program. 

(7) Communication of episode target 
prices. CMS communicates episode tar-
get prices to participant hospitals be-
fore the performance period in which 
they apply. 

(c) Discount factor. A participant hos-
pital’s episode target prices incor-
porate applicable discount factors to 
reflect Medicare’s portion of reduced 
expenditures from the CJR model as 
described in this section. 

(1) Discount factor for reconciliation 
payments. The applicable discount fac-
tor for reconciliation payments in all 
performance years is 3.0 percent. 

(2) Discount factors for repayment 
amounts. The applicable discount factor 
for repayment amounts are— 

(i) Not applicable in performance 
year 1, as the requirement for hospital 
repayment under the CJR model is 
waived in performance year 1; 

(ii) In performance years 2 and 3, 2.0 
percent; and 

(iii) In performance years 4 and 5, 3.0 
percent. 

(3) Discount factors affected by the 
quality incentive payment and composite 
performance years. In all performance 
years, the discount factor may be af-
fected by the quality incentive pay-
ment and composite quality score as 
provided in § 510.315 to create a dif-
ferent effective discount factor used for 
calculating reconciliation payments 
and repayment amounts. 

(d) Data sharing. (1) CMS makes 
available to participant hospitals, 
through the most appropriate means, 
data that CMS determines may be use-
ful to participant hospitals to do the 
following: 

(i) Determine appropriate ways to in-
crease the coordination of care. 

(ii) Improve quality. 
(iii) Enhance efficiencies in the deliv-

ery of care. 
(iv) Otherwise achieve the goals of 

the CJR model described in this sec-
tion. 

(2) Beneficiary-identifiable data. (i) 
CMS makes beneficiary-identifiable 
data available to a participant hospital 
in accordance with applicable privacy 
laws and only in response to the hos-
pital’s request for such data for a bene-
ficiary who has been furnished a 

billable service by the participant hos-
pital corresponding to the episode defi-
nitions for CJR. 

(ii) The minimum data necessary to 
achieve the goals of the CJR model, as 
determined by CMS, may be provided 
under this section for a participant 
hospital’s baseline period and no less 
frequently than on a quarterly basis 
throughout the hospital’s participation 
in the CJR model. 

[80 FR 73540, Nov. 24, 2015, as amended at 81 
FR 11451, Mar. 4, 2016] 

§ 510.305 Determination of the NPRA 
and reconciliation process. 

(a) General. Providers and suppliers 
furnishing items and services included 
in the episode bill for such items and 
services in accordance with existing 
rules and as if this part were not in ef-
fect. 

(b) Reconciliation. CMS uses a series 
of reconciliation processes, which CMS 
performs as described in paragraphs (d) 
and (f) of this section after the end of 
each performance year, to establish 
final payment amounts to participant 
hospitals for CJR episodes for a given 
performance year. Following the end of 
each performance year, CMS deter-
mines actual episode payments for 
each episode for the performance year 
(other than episodes that have been 
canceled in accordance with § 510.210(b)) 
and determines the amount of a rec-
onciliation payment or repayment 
amount. 

(c) Data used. CMS uses the most re-
cent claims data available to perform 
each reconciliation calculation. 

(d) Annual reconciliation. (1) Begin-
ning 2 months after the end of each 
performance year, CMS performs a rec-
onciliation calculation to establish an 
NPRA for each participant hospital. 

(2) CMS— 
(i) Calculates the NPRA for each par-

ticipant hospital in accordance with 
paragraph (e) of this section including 
the adjustments provided for in para-
graph (e)(1)(iv) of this section; and 

(ii) Assesses whether hospitals meet 
specified quality requirements under 
§ 510.315. 

(e) Calculation of the NPRA. By com-
paring the episode target prices de-
scribed in § 510.300 and the participant 
hospital’s actual episode spending for 
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the performance year and applying the 
adjustments in paragraph (e)(1)(v) of 
this section, CMS establishes an NPRA 
for each participant hospital for each 
performance year. 

(1) Initial calculation. In calculating 
the NPRA for each participant hospital 
for each performance year, CMS does 
the following: 

(i) Determines actual episode pay-
ments for each episode included in the 
performance year (other than episodes 
that have been canceled in accordance 
with § 510.210(b)) using claims data that 
is available 2 months after the end of 
the performance year. Actual episode 
payments are capped at the amount de-
termined in accordance with 
§ 510.300(b)(5) for the performance year. 

(ii) Multiplies each episode target 
price, after applying any reduction to 
the discount percentage as provided in 
§ 510.315(f) by the number of episodes in-
cluded in the performance year (other 
than episodes that have been canceled 
in accordance with § 510.210(b)) to which 
that episode target price applies. 

(iii) Aggregates the amounts com-
puted in paragraph (e)(1)(ii) of this sec-
tion for all episodes included in the 
performance year (other than episodes 
that have been canceled in accordance 
with § 510.210(b)). 

(iv) Subtracts the amount deter-
mined under paragraph (e)(1)(i) of this 
section from the amount determined 
under paragraph (e)(1)(iii) of this sec-
tion. 

(v) Makes the following adjustments: 
(A) Increases in post-episode spending. 

If the average post-episode Medicare 
Parts A and B spending for a partici-
pant hospital in any given performance 
year is greater than 3 standard devi-
ations above the regional average post- 
episode spending for the same perform-
ance year, then the spending amount 
exceeding three standard deviations 
above the regional average post-epi-
sode spending for the same perform-
ance year is applied to the NPRA. 

(B) Limitation on loss. Except as pro-
vided in paragraph (e)(1)(v)(D) of this 
section, the total amount any partici-
pant hospital is responsible for repay-
ing to Medicare for a performance year 
cannot exceed the following: 

(1) For performance year 2 only, 5 
percent of the amount calculated in 

paragraph (e)(1)(iii) of this section for 
the performance year. 

(2) For performance year 3, 10 percent 
of the amount calculated in paragraph 
(e)(1)(iii) of this section for the per-
formance year. 

(3) For performance years 4, and 5, 20 
percent of the amount calculated in 
paragraph (e)(1)(iii) of this section for 
the performance year. 

(4) As provided in paragraph (h)(6)(i) 
of this section, the subsequent rec-
onciliation calculation reassesses the 
limitation on loss for a given perform-
ance year by applying the limitations 
on loss to the aggregate of the 2 rec-
onciliation calculations. 

(C) Limitation on gain. The total 
amount of any reconciliation payment 
made to a participant hospital for a 
performance year cannot exceed the 
following: 

(1) For performance years 1 and 2, 5 
percent of the amount calculated in 
paragraph (e)(1)(iii) of this section for 
the performance year. 

(2) For performance year 3, 10 percent 
of the amount calculated in paragraph 
(e)(1)(iii) of this section for the per-
formance year. 

(3) For performance years 4, and 5, 20 
percent of the amount calculated in 
paragraph (e)(1)(iii) of this section for 
the performance year. 

(4) As provided in paragraph (h)(6)(i) 
of this section, the subsequent rec-
onciliation calculation reassesses the 
limitation on gain for a given perform-
ance year by applying the limitation 
on gain limits to the aggregate of the 
two reconciliation calculations. 

(D) Financial loss limits for rural hos-
pitals, SCHs, MDHs, and RRCs. If a par-
ticipant hospital is a rural hospital, 
SCH, MDH or RRC, then for perform-
ance year 2, the total repayment 
amount for which the participant hos-
pital is responsible cannot exceed 3 
percent of the amount calculated in 
paragraph (e)(1)(iii) of this section. For 
performance years 3 through 5, the 
total repayment amount cannot exceed 
5 percent of the amount calculated in 
paragraph (e)(1)(iii) of this section. 

(f) Determination of reconciliation or re-
payment amount—(1) Determination of 
the reconciliation or repayment amount. 
(i) Subject to paragraph (f)(1)(iii) of 
this section, for performance year 1, 
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the reconciliation payment (if any) is 
equal to the NPRA. 

(ii) Subject to paragraph (f)(1)(iii) of 
this section, for performance years 2 
through 5, results from the subsequent 
reconciliation calculation for a prior 
year’s reconciliation, as described in 
paragraph (h)(6)(i) of this section, are 
applied to the current year’s NPRA in 
order to determine the reconciliation 
or repayment amount. 

(iii) The reconciliation or repayment 
amount may be adjusted as provided in 
§ 510.410(b). 

(2) Reconciliation payment. If the 
amount described in paragraph (f)(1) of 
this section is positive and the com-
posite quality score described in 
§ 510.315 is acceptable (defined as great-
er than or equal to 4.00), good (defined 
as greater than or equal to 6.0 and less 
than or equal to 13.2), or excellent (de-
fined as greater than 13.2), Medicare 
pays the participant hospital a rec-
onciliation payment in an amount 
equal to the amount described in para-
graph (f)(1) of this section. 

(3) Repayment amount. If the amount 
described in paragraph (f)(1) of this sec-
tion is negative, the participant hos-
pital pays to Medicare an amount 
equal to the amount described in para-
graph (f)(1) of this section, in accord-
ance with § 405.371 of this chapter. CMS 
waives this requirement for perform-
ance year 1. 

(g) Determination of eligibility for rec-
onciliation based on quality. (1) CMS as-
sesses each participant hospital’s per-
formance on quality metrics, as de-
scribed in § 510.315, to determine wheth-
er the participant hospital is eligible 
to receive a reconciliation payment for 
a performance year. 

(2) If the hospital’s composite quality 
score described in § 510.315 is acceptable 
(defined as greater than or equal to 
4.00), good (defined as greater than or 
equal to 6.0 and less than or equal to 
13.2), or excellent (defined as greater 
than 13.2), and the hospital is deter-
mined to have a positive NPRA under 
§ 510.305(e)), the hospital is eligible for 
a reconciliation payment. 

(3) If the hospital’s composite quality 
score described in § 510.315 is below ac-
ceptable, defined as less than 4.00 for a 
performance year, the hospital is not 
eligible for a reconciliation payment. 

(4) If the hospital is found to be en-
gaged in an inappropriate and systemic 
under delivery of care, the quality of 
the care provided must be considered 
to be seriously compromised and the 
hospital must be ineligible to receive 
or retain a reconciliation payment for 
any period in which such under deliv-
ery of care was found to occur. 

(h) Reconciliation report. CMS issues 
each participant hospital a CJR rec-
onciliation report for the performance 
year. Each CJR reconciliation report 
contains the following: 

(1) Information on the participant 
hospital’s composite quality score de-
scribed in § 510.315. 

(2) The total actual episode payments 
for the participant hospital. 

(3) The NPRA. 
(4) Whether the participant hospital 

is eligible for a reconciliation payment 
or must make a repayment to Medi-
care. 

(5) The NPRA and subsequent rec-
onciliation calculation amount for the 
previous performance year, as applica-
ble. 

(6) The reconciliation payment or re-
payment amount. 

(i) Subsequent reconciliation calcula-
tion. (A) Fourteen months after the end 
of each performance year, CMS per-
forms an additional calculation, using 
claims data available at that time, to 
account for final claims run-out and 
any additional overlap between the 
CJR model and other CMS models and 
programs as described in paragraph 
(h)(6)(i)(B) of this section. 

(B) The subsequent reconciliation 
calculation accounts for cases in which 
a portion of the CJR discount percent-
age is paid out to an ACO as shared 
savings by reducing the reconciliation 
payment amount for a CJR hospital, if 
available, by the amount of the dis-
count percentage paid out to the ACO 
as shared savings. This adjustment is 
only made when the participant hos-
pital is a participant or provider/sup-
plier in the ACO and the beneficiary in 
the CJR episode is assigned to one of 
the following ACO models or program: 

(1) The Pioneer ACO model. 
(2) The Medicare Shared Savings Pro-

gram. 
(3) The Next Generation ACO model. 
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(4) The Comprehensive ESRD Care 
Initiative. 

(C) The additional calculation occurs 
concurrently with the reconciliation 
process for the most recent perform-
ance year. If the result of the subse-
quent calculation is different than 
zero, CMS applies the stop-loss and 
stop-gain limits in paragraph (e) of this 
section to the calculations in aggre-
gate for that performance year (the ini-
tial reconciliation and the subsequent 
calculation) to ensure the amount does 
not exceed the stop-loss or stop-gain 
limits. CMS then applies the subse-
quent calculation amount to the NPRA 
for the most recent performance year 
in order to determine the reconcili-
ation amount or repayment amount for 
the most recent performance year. Be-
cause hospitals will not have financial 
repayment responsibility for perform-
ance year 1, for the performance year 2 
reconciliation report only, the subse-
quent calculation amount (for perform-
ance year 1) is applied to the perform-
ance year 1 NPRA to ensure that the 
combined amount is not less than 0. If 
the combined performance year 1 
NPRA and subsequent calculation for 
performance year 1 is less than 0, the 
subsequent calculation amount would 
be capped at the value that would re-
sult in a net amount of 0 for the com-
bined performance year 1 NPRA and 
subsequent calculation. 

[80 FR 73540, Nov. 24, 2015, as amended at 81 
FR 11451, Mar. 4, 2016] 

§ 510.310 Appeals process. 
(a) Notice of calculation error (first level 

of appeal). Subject to the limitations 
on review in subpart d of this part, if a 
participant hospital wishes to dispute 
the calculation that involves a matter 
related to payment, reconciliation 
amounts, repayment amounts, or de-
terminations associated with quality 
measures affecting payment, the hos-
pital is required to provide written no-
tice of the error, in a form and manner 
specified by CMS. 

(1) Unless the participant hospital 
provides such notice, the CJR rec-
onciliation report is deemed final 45 
calendar days after it is issued. 

(2) If CMS receives a timely notice of 
a calculation error, CMS responds in 
writing within 30 calendar days to ei-

ther confirm that there was an error in 
the calculation or verify that the cal-
culation is correct, although CMS re-
serves the right to an extension upon 
written notice to the participant hos-
pital. 

(3) If a participant hospital does not 
submit timely notice of a calculation 
error in accordance with the timelines 
and processes specified by CMS, then 
CMS deems final the CJR reconcili-
ation report and proceeds with the pay-
ment or repayment processes, as appli-
cable. 

(4) Only participant hospitals may 
use the dispute resolution process de-
scribed in this part. 

(b) Dispute resolution process (second 
level of appeal). (1) If the participant 
hospital is dissatisfied with CMS’s re-
sponse to the notice of a calculation 
error, the participant hospital may re-
quest a reconsideration review in a 
form and manner as specified by CMS. 

(2) The reconsideration review re-
quest must provide a detailed expla-
nation of the basis for the dispute and 
include supporting documentation for 
the participant hospital’s assertion 
that CMS or its representatives did not 
accurately calculate the NPRA, the 
reconciliation payment, or the repay-
ment amount in accordance with 
§ 510.305. 

(3) If CMS does not receive a request 
for reconsideration from the partici-
pant hospital within 10 calendar days 
of the issue date of CMS’s response to 
the participant hospital’s notice of cal-
culation error, then CMS’s response to 
the calculation error is deemed final 
and CMS proceeds with reconciliation 
payment or repayment processes, as 
applicable, as described in § 510.305. 

(4) A CMS reconsideration official no-
tifies the participant hospital in writ-
ing within 15 calendar days of receiving 
the participant hospital’s review re-
quest of the following: 

(i) The date, time, and location of the 
review. 

(ii) The issues in dispute. 
(iii) The review procedures. 
(iv) The procedures (including format 

and deadlines) for submission of evi-
dence. 

(5) The CMS reconsideration official 
takes all reasonable efforts to schedule 
the review to occur no later than 30 

VerDate Sep<11>2014 13:33 Nov 18, 2016 Jkt 238196 PO 00000 Frm 00841 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT 31lp
ow

el
l o

n 
D

S
K

54
D

X
V

N
1O

F
R

 w
ith

 $
$_

JO
B



832 

42 CFR Ch. IV (10–1–16 Edition) § 510.315 

days after the date of receipt of the no-
tification. 

(6) The provisions at § 425.804(b), (c), 
and (e) of this chapter are applicable to 
reviews conducted in accordance with 
the reconsideration review process for 
CJR. 

(7) The CMS reconsideration official 
issues a written determination within 
30 days of the review. The determina-
tion is final and binding. 

(c) Exception to the process. If the par-
ticipant hospital contests a matter 
that does not involve an issue con-
tained in, or a calculation which con-
tributes to, a CJR reconciliation re-
port, a notice of calculation error is 
not required. An example of such a 
matter is termination of the partici-
pant hospital from the model. In those 
instances, if CMS does not receive a re-
quest for reconsideration from the par-
ticipant hospital within 10 calendar 
days of the notice of the initial deter-
mination, the initial determination is 
deemed final and CMS proceeds with 
action indicated in the initial deter-
mination. 

(d) Limitations on review. In accord-
ance with section 1115A(d)(2) of the 
Act, there is no administrative or judi-
cial review under sections 1869 or 1878 
of the Act or otherwise for the fol-
lowing: 

(1) The selection of models for testing 
or expansion under section 1115A of the 
Act. 

(2) The selection of organizations, 
sites, or participants to test those 
models selected. 

(3) The elements, parameters, scope, 
and duration of such models for testing 
or dissemination. 

(4) Determinations regarding budget 
neutrality under section 1115A(b)(3) of 
Act. 

(5) The termination or modification 
of the design and implementation of a 
model under section 1115A(b)(3)(B) of 
Act. 

(6) Decisions about expansion of the 
duration and scope of a model under 
section 1115A(c) of the Act, including 
the determination that a model is not 
expected to meet criteria described in 
paragraph (d)(1) or (2) of this section. 

§ 510.315 Composite quality scores for 
determining reconciliation payment 
eligibility and quality incentive 
payments. 

(a) General. A participant hospital’s 
eligibility for a reconciliation payment 
under § 510.305(g), and the determina-
tion of quality incentive payments 
under paragraph (f) of this section, for 
a performance year depend on the hos-
pital’s composite quality score (includ-
ing any quality performance points and 
quality improvement points earned) for 
that performance year. 

(b) Composite quality score. CMS cal-
culates a composite quality score for 
each participant hospital for each per-
formance year, which equals the sum of 
the following: 

(1) The hospital’s quality perform-
ance points for the hospital-level risk- 
standardized complication rate fol-
lowing elective primary total hip 
arthroplasty and/or total knee 
arthroplasty measure (NQF #1550) de-
scribed in § 510.400(a)(1). This measure 
is weighted at 50 percent of the com-
posite quality score. 

(2) The hospital’s quality perform-
ance points for the Hospital Consumer 
Assessment of Healthcare Providers 
and Systems Survey measure (NQF 
#0166) described in § 510.400(a)(2). This 
measure is weighted at 40 percent of 
the composite quality score. 

(3) Any additional quality improve-
ment points the hospital may earn as a 
result of demonstrating improvement 
on either or both of the quality meas-
ures in paragraphs (b)(1) and (2) of this 
section, as described in paragraph (d) of 
this section. 

(4) If applicable, 2 additional points 
for successful THA/TKA voluntary data 
submission of patient-reported out-
comes and limited risk variable data, 
as described in § 510.400(b). Successful 
submission is weighted at 10 percent of 
the composite quality score. 

(c) Quality performance points. CMS 
computes quality performance points 
for each quality measure based on the 
participant hospital’s performance per-
centile relative to the national dis-
tribution of all hospitals’ performance 
on that measure. 

(1) For the hospital-level risk-stand-
ardized complication rate following 
elective primary total hip arthroplasty 
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and/or total knee arthroplasty measure 
(NQF #1550) described in § 510.400(a)(1), 
CMS assigns the participant hospital 
measure value to a performance per-
centile and then quality performance 
points are assigned based on the fol-
lowing performance percentile scale: 

(i) 10.00 points for ≥90th. 
(ii) 9.25 points for ≥80th and <90th. 
(iii) 8.50 points for ≥70th and <80th; 
(iv) 7.75 points for ≥60th and <70th. 
(v) 7.00 points for ≥50th and <60th. 
(vi) 6.25 points for ≥40th and <50th. 
(vii) 5.50 points for ≥30th and <40th. 
(viii) [Reserved] 
(ix) 0.0 points for <30th. 
(2) For the Hospital Consumer As-

sessment of Healthcare Providers and 
Systems Survey measure (NQF #0166) 
described in § 510.400(a)(2), CMS assigns 
the participant hospital measure value 
to a performance percentile and qual-
ity performance points are assigned 
based on the following performance 
percentile scale: 

(i) 8.00 points for ≥90th. 
(ii) 7.40 points for ≥80th and <90th. 
(iii) 6.80 points for ≥70th and <80th. 
(iv) 6.20 points for ≥60th and <70th. 
(v) 5.60 points for ≥50th and <60th. 
(vi) 5.00 points for ≥40th and <50th. 
(vii) 4.40 points for ≥30th and <40th. 
(viii) [Reserved] 
(ix) 0.0 points for <30th. 
(d) Quality improvement points. If a 

participant hospital’s quality perform-
ance percentile on an individual meas-
ure described in § 510.400(a) increases 
from the previous performance year by 
at least 3 deciles on the performance 
percentile scale, then the hospital is el-
igible to receive quality improvement 
points equal to 10 percent of the total 
available points for that individual 
measure. 

(e) Exception for hospitals without a 
measure value. In the case of a partici-
pant hospital without a measure value 
that would allow CMS to assign quality 
performance points for that quality 
measure, CMS assigns the 50th per-
centile quality performance points to 
the hospital for the individual meas-
ure. 

(1) A participant hospital will not 
have a measure value for the— 

(i) Hospital-level risk-standardized 
complication rate following elective 
primary total hip arthroplasty and/or 

total knee arthroplasty measure (NQF 
#1550) described in § 510.400(a)(1) if the 
hospital does not meet the minimum 25 
case count; or 

(ii) Hospital Consumer Assessment of 
Healthcare Providers and Systems Sur-
vey measure (NQF #0166) described in 
§ 510.400(a)(2) if the hospital does not 
meet the minimum of 100 completed 
survey and does not have 4 consecutive 
quarters of HCAHPS data. 

(ii) For either of the measures de-
scribed in paragraphs (e)(1) or (2) of 
this section, if CMS identifies an error 
in the data used to calculate the meas-
ure and suppresses the measure value. 

(f) Quality incentive payments. CMS 
provides incentive payments to partici-
pant hospitals that demonstrate good 
or excellent quality performance on 
the composite quality scores described 
in paragraph (b) of this section. These 
incentive payments are implemented 
in the form of the following reductions 
to the applicable discount factors de-
scribed in § 510.300(c): 

(1) A 1.0 percentage point reduction 
to the applicable discount factor for 
participant hospitals with good quality 
performance, defined as composite 
quality scores that are greater than or 
equal to 6.0 and less than or equal to 
13.2. 

(2) A 1.5 percentage point reduction 
to the applicable discount factor for 
participant hospitals with excellent 
quality performance, defined as com-
posite quality scores that are greater 
than 13.2. 

§ 510.320 Treatment of incentive pro-
grams or add-on payments under 
existing Medicare payment systems. 

The CJR model does not replace any 
existing Medicare incentive programs 
or add-on payments. The target price 
and NPRA for a participant hospital 
are independent of, and do not affect, 
any incentive programs or add-on pay-
ments under existing Medicare pay-
ment systems. 

§ 510.325 Allocation of payments for 
services that straddle the episode. 

(a) General. Services included in the 
episode that straddle the episode are 
prorated so that only the portion at-
tributable to care furnished during the 
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episode are included in the calculation 
of actual episode payments. 

(b) Proration of services. Payments for 
services that straddle the episode are 
prorated using the following method-
ology: 

(1) Non-IPPS inpatient services and 
other inpatient services. Non-IPPS inpa-
tient services, and services furnished 
by other inpatient providers that ex-
tend beyond the end of the episode are 
prorated according to the percentage of 
the actual length of stay (in days) that 
falls within the episode. 

(2) Home health agency services. Home 
health services paid under the prospec-
tive payment system in part 484, sub-
part E of this chapter are prorated ac-
cording to the percentage of days, 
starting with the first billable service 
date (‘‘start of care date’’) and through 
and including the last billable service 
date, that occur during the episode. 
This methodology is applied in the 
same way if the home health services 
begin (the start of care date) prior to 
the start of the episode. 

(3) IPPS services. IPPS claim amounts 
that extend beyond the end of the epi-
sode are prorated according to the geo-
metric mean length of stay, using the 
following methodology: 

(i) The first day of the IPPS stay is 
counted as 2 days. 

(ii) If the actual length of stay that 
occurred during the episode is equal to 
or greater than the MS–DRG geometric 
mean, the normal MS–DRG payment is 
fully allocated to the episode. 

(iii) If the actual length of stay that 
occurred during the episode is less than 
the geometric mean, the normal MS– 
DRG payment amount is allocated to 
the episode based on the number of in-
patient days that fall within the epi-
sode. 

(iv) If the full amount is not allo-
cated to the episode, any remainder 
amount is allocated to the post-episode 
spending calculation (defined in § 510.2). 

Subpart E—Quality Measures, 
Beneficiary Protections, and 
Compliance Enforcement 

§ 510.400 Quality measures and report-
ing. 

(a) Reporting of quality measures. The 
following quality measures are used for 

public reporting, for determining 
whether a participant hospital is eligi-
ble for reconciliation payments under 
§ 510.305(g), and whether a participant 
hospital is eligible for quality incen-
tive payments under § 510.315(f) in the 
performance year: 

(1) Hospital-level risk-standardized 
complication rate following elective 
primary total hip arthroplasty and/or 
total knee arthroplasty. 

(2) Hospital Consumer Assessment of 
Healthcare Providers and Systems Sur-
vey. 

(b) Requirements for successful vol-
untary data submission of patient-re-
ported outcomes and limited risk variable 
data. To be eligible to receive the addi-
tional points added to the composite 
quality score for successful voluntary 
data submission of patient-reported 
outcomes and limited risk variable 
data, as described in § 510.315(b)(4), par-
ticipant hospitals must submit the 
THA/TKA patient-reported outcome 
and limited risk variable data re-
quested by CMS related to the pre- and 
post-operative periods for elective pri-
mary total hip and/or total knee 
arthroplasty procedures. The data 
must be submitted within 60 days of 
the end of the most recent performance 
period and be accompanied by the pa-
tient-reported outcomes and limited 
risk variable data (eleven elements fi-
nalized) as outlined in § 510.315(b)(4). 

(1) For each eligible procedure all 
eleven risk variable data elements are 
required to be submitted. The eleven 
risk variables are as follows: 

(i) Date of birth. 
(ii) Race. 
(iii) Ethnicity. 
(iv) Date of admission to anchor hos-

pitalization. 
(v) Date of eligible THA/TKA proce-

dure. 
(vi) Medicare Health Insurance Claim 

Number. 
(vii) Body mass index. 
(viii) Use of chronic (≥90 day) nar-

cotics. 
(ix) Total painful joint count. 
(x) Quantified spinal pain. 
(xi) Single Item Health Literacy 

Screening (SILS2) questionnaire. 
(2) Hospitals must also submit the 

amount of requested THA/TKA patient- 
reported outcomes data required for 
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each year of the model in order to be 
considered successful in submitting 
voluntary data. 

(i) The amount of requested THA/ 
TKA patient-reported outcomes data to 
submit, in order to be considered suc-
cessful will increase each subsequent 
year of the model over the 5 years of 
the model. 

(ii) A phase-in approach that deter-
mines the amount of requested THA/ 
TKA patient-reported outcomes data to 
submit over the 5 years of the program 
will be applied so that in year 1 suc-
cessful submission of data would mean 
CMS received all requested THA/TKA 
patient-reported outcomes and limited 
risk variable data on both of the fol-
lowing: 

(A) Greater than or equal to 50 per-
cent of eligible procedures or greater 
than or equal to 50 eligible patients 
during the data collection period. 

(B) Submission of requested THA/ 
TKA PRO and limited risk variable 
data is completed within 60 days of the 
most recent performance period. 

(3) For years 1 through 5 of the model 
an increasing amount of data is re-
quested by CMS for each performance 
period as follows: 

(i) Year 1 (2016). Submit pre-operative 
data on primary elective THA/TKA 
procedures for ≥50% or ≥50 eligible pro-
cedures performed between July 1, 2016 
and August 31, 2016, unless CMS re-
quests a more limited data set, in 
which case, submit all requested data 
elements. 

(ii) Year 2 (2017). Submit— 
(A) Post-operative data on primary 

elective THA/TKA procedures for ≥50% 
or ≥50 eligible procedures performed be-
tween July 1, 2016 through August 31, 
2016; and 

(B) Pre-operative data on primary 
elective THA/TKA procedures for ≥60% 
or ≥75 procedures performed between 
September 1, 2016 through June 30, 2017, 
unless CMS requests a more limited 
data set, in which case, submit all re-
quested data elements. 

(iii) Year 3 (2018). Submit— 
(A) POST-operative data on primary 

elective THA/TKA procedures for ≥60% 
or ≥75 procedures performed between 
September 1, 2016 and June 30, 2017; and 

(B) Pre-operative data on primary 
elective THA/TKA procedures for ≥70% 

or ≥100 procedures performed between 
July 1, 2017 and June 30, 2018, unless 
CMS requests a more limited data set, 
in which case, submit all requested 
data elements. 

(iv) Year 4 (2019). Submit— 
(A) Post-operative data on primary 

elective THA/TKA procedures for ≥70% 
or ≥100 procedures performed between 
July 1, 2017 and June 30, 2018; and 

(B) Pre-operative data on primary 
elective THA/TKA procedures for ≥80% 
or ≥200 procedures performed between 
July 1, 2018 and June 30, 2019, unless 
CMS requests a more limited data set, 
in which case, submit all requested 
data elements. 

(v) Year 5 (2020). Submit— 
(A) Post-operative data on primary 

elective THA/TKA procedures for ≥80% 
or ≥200 procedures performed between 
July 1, 2018 and June 30, 2019 and 

(B) Pre-operative data on primary 
elective THA/TKA procedures for ≥80% 
or ≥200 procedures performed between 
July 1, 2019 and June 30, 2020, unless 
CMS requests a more limited data set, 
in which case, submit all requested 
data elements. 

(c) Public reporting. CMS— 
(1) Makes the quality measurement 

results calculated for the complication 
and patient survey quality measures 
described in paragraph (a) of this sec-
tion for each participant hospital in 
each performance year publicly avail-
able on the CMS Web site in a form and 
manner as determined by CMS; 

(2) Shares each participant hospital’s 
quality metrics with the hospital prior 
to display on the Web site; and 

(3) Does not publicly report the vol-
untary patient-reported outcomes and 
limited risk variable data during this 
model, but does indicate whether a hos-
pital has voluntarily submitted such 
data. 

§ 510.405 Beneficiary choice and bene-
ficiary notification. 

(a) Beneficiary choice. The CJR model 
does not restrict Medicare bene-
ficiaries’ ability to choose any Medi-
care enrolled provider or supplier, or 
any physician or practitioner who has 
opted out of Medicare. 
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(1) As part of discharge planning and 
referral, participant hospitals must in-
form beneficiaries of all Medicare par-
ticipating post-acute care providers in 
an area and must identify those post- 
acute care providers with whom they 
have sharing arrangements. Partici-
pant hospitals may recommend pre-
ferred providers and suppliers, con-
sistent with applicable statutes and 
regulations. Participant hospitals may 
not limit beneficiary choice to any list 
of providers or suppliers in any manner 
other than that permitted under appli-
cable statutes and regulations. Partici-
pant hospitals must respect patient 
and family preferences when they are 
expressed. 

(2) Participant hospitals may not 
charge any CJR collaborator a fee to be 
included on any list of preferred pro-
viders or suppliers, nor may the partic-
ipant hospital accept such payments. 

(b) Required beneficiary notification— 
(1) Hospital detailed notification. Each 
participant hospital must provide writ-
ten notice to any Medicare beneficiary 
that meets the criteria in § 510.205 of 
his or her inclusion in the CJR model. 
The notice must be upon admission to 
the participant hospital or imme-
diately following the decision to sched-
ule an LEJR surgery, whichever occurs 
later. The beneficiary notification 
must contain all of the following: 

(i) A detailed explanation of the 
model and how it might be expected to 
affect the beneficiary’s care. 

(ii) Notification that the beneficiary 
retains freedom of choice to choose 
providers and services. 

(iii) Explanation of how patients can 
access care records and claims data 
through an available patient portal, 
and how they can share access to their 
Blue Button® electronic health infor-
mation with caregivers. 

(iv) A statement that all existing 
Medicare beneficiary protections con-
tinue to be available to the bene-
ficiary. These include the ability to re-
port concerns of substandard care to 
Quality Improvement Organizations 
and 1–800–MEDICARE. 

(v) A list of the providers and sup-
pliers with whom the participant hos-
pital has a collaborator agreement. 

(2) Physician provision of notice. A par-
ticipant hospital must require any phy-

sician that is a CJR collaborator to 
provide written notice of the structure 
of the model and the existence of the 
physician’s sharing arrangement with 
the participant hospital to any Medi-
care beneficiary that meets the cri-
teria specified in § 510.205. The notice 
must be provided at the time that the 
decision to undergo LEJR surgery is 
made. 

(3) PAC provider/supplier notification. 
A participant hospital must require 
any provider or supplier, other than 
the treating physician discussed in 
paragraph (b)(2) of this section, with 
whom it has executed a collaborator 
agreement to provide written notice of 
the existence of its sharing arrange-
ment with the participant hospital to 
any Medicare beneficiary that meets 
the criteria specified in § 510.205. The 
notice must be provided no later than 
the time at which the beneficiary first 
receives services from the provider or 
supplier during the CJR episode. 

(4) Discharge planning notice. A par-
ticipant hospital must provide the ben-
eficiary with a written notice of any 
potential financial liability, associated 
with non-covered services rec-
ommended or presented as an option as 
part of discharge planning, no later 
than the time that the beneficiary dis-
cusses a particular PAC option or at 
the time the beneficiary is discharged, 
whichever occurs earlier. 

(i) If the hospital knows or should 
have known that the beneficiary is 
considering or has decided to receive a 
non-covered post-acute service or other 
non-covered associated service or sup-
ply, the hospital must notify the bene-
ficiary that the service would not be 
covered by Medicare. 

(ii) If the hospital is discharging a 
beneficiary to a SNF prior to the oc-
currence of a 3 day hospital stay, and 
the beneficiary is being transferred to 
or is considering a SNF that would not 
qualify under the SNF 3-day waiver in 
§ 510.610, the hospital notify the bene-
ficiary in accordance with paragraph 
(b)(4)(i) of this section that the bene-
ficiary will be responsible for costs as-
sociated with that stay except those 
which would be covered by Medicare 
Part B during a non-covered inpatient 
SNF stay. 
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§ 510.410 Compliance enforcement. 

(a) General. Participant hospitals 
must comply with all of the require-
ments outlined in this part. Except as 
specifically noted in this part, the reg-
ulations under this part must not be 
construed to affect the payment, cov-
erage, program integrity, or other re-
quirements (such as those in parts 412 
and 482 of this chapter) that apply to 
providers and suppliers under this 
chapter. 

(b) Failure to comply. (1) CMS may 
take one or more of the remedial ac-
tions set forth in paragraph (b)(2) of 
this section if a participant hospital or 
any of the participant hospital’s CJR 
collaborators— 

(i) Fails to comply with any applica-
ble requirements of this part or is iden-
tified as noncompliant through moni-
toring by HHS (including CMS and 
OIG) of the CJR model, including but 
not limited to the following: 

(A) Avoiding potentially high cost 
patients. 

(B) Targeting potentially low cost 
patients. 

(C) Failing to provide medically ap-
propriate services or systematically 
engaging in the over or under delivery 
of appropriate care. 

(D) Failing to provide beneficiaries 
with complete and accurate informa-
tion, including required notices. 

(E) Failing to allow beneficiary 
choice of medically necessary options, 
including non-surgical options. 

(F) Failing to follow the require-
ments related to collaborator agree-
ments; 

(ii) Has signed a collaborator agree-
ment with a CJR collaborator if the 
agreement is noncompliant with the 
requirements of this part; 

(iii) Takes any action that threatens 
the health or safety of patients; 

(iv) Avoids at-risk Medicare bene-
ficiaries, as this term is defined in 
§ 425.20; 

(v) Avoids patients on the basis of 
payer status; 

(vi) Is subject to sanctions or final 
actions of an accrediting organization 
or federal, state, or local government 
agency that could lead to the inability 
to comply with the requirements and 
provisions of this part; 

(vii) Takes any action that CMS de-
termines for program integrity reasons 
is not in the best interests of the CJR 
model, or fails to take any action that 
CMS determines for program integrity 
reasons should have been taken to fur-
ther the best interests of the CJR 
model; 

(viii) Is subject to action by HHS (in-
cluding OIG and CMS) or the Depart-
ment of Justice to redress an allega-
tion of fraud or significant misconduct, 
including intervening in a False Claims 
Act qui tam matter, issuing a pre-de-
mand or demand letter under a civil 
sanction authority, or similar actions; 
or 

(ix) Is subject to action involving 
violations of the physician self-referral 
law, civil monetary penalties law, fed-
eral anti-kickback statute, antitrust 
laws, or any other applicable Medicare 
laws, rules, or regulations that are rel-
evant to the CJR model. 

(2) Remedial actions include the fol-
lowing: 

(i) Issue a warning letter to the par-
ticipant hospital. 

(ii) Require the participant hospital 
to develop a corrective action plan, 
commonly referred to as a CAP. 

(iii) Reduce or eliminate a partici-
pant hospital’s reconciliation payment. 

(iv) Require a participant hospital to 
terminate a collaborator agreement 
with a CJR collaborator and prohibit 
further engagement in the CJR model 
by that CJR collaborator. 

(v) Terminate the participant hos-
pital’s participation in the CJR model. 

(3) CMS may add 25 percent to a re-
payment amount on a participant hos-
pital’s reconciliation report if all of 
the following criteria are satisfied: 

(i) CMS has required a corrective ac-
tion plan from a participant hospital. 

(ii) The participant hospital is not 
due a positive reconciliation payment 
but instead owes a repayment amount 
to CMS. 

(iii) The participant hospital fails to 
timely comply with the corrective ac-
tion plan or is noncompliant with the 
model’s requirements. 
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Subpart F—Financial Arrange-
ments and Beneficiary Incen-
tives 

§ 510.500 Financial arrangements 
under the CJR model. 

(a) General. (1) A participant hospital 
may elect to enter into sharing ar-
rangements. 

(2) A participant hospital must not 
make a gainsharing payment or receive 
an alignment payment except in ac-
cordance with a sharing arrangement. 
Any gainsharing payments or align-
ment payments made in accordance 
with a sharing arrangement must be 
made only from the participant hos-
pital to the CJR collaborator with 
whom the participant hospital has 
signed a collaborator agreement con-
taining a sharing arrangement. 

(3) CMS may review any sharing ar-
rangement for compliance with the re-
quirements of this part and to ensure 
that it does not pose a risk to bene-
ficiary access, beneficiary freedom of 
choice, or quality of care. 

(4) The participant hospital has ulti-
mate responsibility for fully complying 
with all provisions of the CJR model. 

(5) If a participant hospital enters 
into a sharing arrangement, it must 
update its compliance program to in-
clude oversight of sharing arrange-
ments and compliance with the re-
quirements of the CJR model. 

(6) The board or other governing body 
of the participant hospital must have 
responsibility for overseeing the par-
ticipant hospital’s participation in the 
CJR model, its arrangements with CJR 
collaborators, its payment of 
gainsharing payments and receipt of 
alignment payments, and its use of 
beneficiary incentives in the CJR 
model. 

(7) Participant hospitals must de-
velop and maintain a written set of 
policies for selecting providers and sup-
pliers for sharing gains and risk as CJR 
collaborators. This set of policies must 
contain criteria for selection of CJR 
collaborators related to, and inclusive 
of, the quality of care to be delivered 
by the CJR collaborator to bene-
ficiaries during a CJR episode. The se-
lection criteria cannot be based di-
rectly or indirectly on the volume or 
value of referrals or business otherwise 

generated by, between or among the 
participant hospital, CJR collabo-
rators, and any individual or entity af-
filiated with a participant hospital or 
CJR collaborator. All collaborator 
agreements must require the CJR col-
laborator to have met, or agree to 
meet, the quality criteria for selection. 

(b) Sharing arrangement requirements. 
Each sharing arrangement must com-
ply with the following criteria: 

(1) The sharing arrangement must be 
set forth in a collaborator agreement 
that complies with the requirements of 
paragraph (c) of this section. 

(2) The sharing arrangement must 
comply with all relevant laws and reg-
ulations, including the applicable fraud 
and abuse laws and all applicable pay-
ment and coverage requirements. 

(3) An individual or entity’s partici-
pation in a sharing arrangement must 
be voluntary and without penalty for 
nonparticipation. 

(4) The parties must enter into a 
sharing arrangement before care is fur-
nished to CJR beneficiaries under the 
terms of the sharing arrangement. 

(5)(i) To be eligible to receive a 
gainsharing payment, a CJR collabo-
rator must meet quality criteria for 
the calendar year for which the 
gainsharing payment is determined by 
the participant hospital. The quality 
criteria must be established by the par-
ticipant hospital and directly related 
to CJR episodes of care. 

(ii) To be eligible to receive a 
gainsharing payment or make an align-
ment payment, a CJR collaborator 
other than a PGP must directly furnish 
a billable service to a CJR beneficiary 
during a CJR episode that occurred in 
the calendar year in which the savings 
or loss was created. 

(iii) To be eligible to receive a 
gainsharing payment, a PGP that is a 
CJR collaborator must meet the fol-
lowing criteria: 

(A) The PGP must have billed for an 
item or service that was rendered by 
one or more members of the PGP to a 
CJR beneficiary during a CJR episode 
that occurred during the calendar year 
in which the participant hospital’s in-
ternal cost savings was generated, or 
to which the NPRA applied, the latter 
of which is contained in a reconcili-
ation payment. 
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(B) The PGP must contribute to a 
participant hospital’s care redesign in 
the CJR model and be clinically in-
volved in the care of CJR beneficiaries. 
The following is a non-exhaustive list 
of ways in which a PGP might be clini-
cally involved in the care of CJR bene-
ficiaries: 

(1) Provide care coordination services 
to CJR beneficiaries during and/or 
after inpatient admission. 

(2) Engage with a participant hos-
pital in care redesign strategies, and 
actually perform a role in imple-
menting such strategies, that are de-
signed to improve the quality of care 
for LEJR episodes and reduce the 
LEJR episode spending. 

(3) In coordination with other pro-
viders and suppliers (such as members 
of the PGP, participant hospitals, post- 
acute care providers), implement strat-
egies designed to address and manage 
the comorbidities of CJR beneficiaries. 

(6) No entity or individual, whether a 
party to a collaborator agreement or 
not, may condition the opportunity to 
make or receive gainsharing payments 
or to make or receive alignment pay-
ments on the volume or value of refer-
rals or business otherwise generated 
by, between or among the participant 
hospital, CJR collaborators, and any 
individual or entity affiliated with a 
participant hospital or CJR collabo-
rator. 

(7) Gainsharing payments, if any, 
must be— 

(i) Derived solely from reconciliation 
payments, or internal cost savings, or 
both; 

(ii) Actually and proportionally re-
lated to the care of beneficiaries in a 
CJR episode; 

(iii) Distributed on an annual basis 
(not more than once per calendar year); 

(iv) Not be a loan, advance payments, 
or payments for referrals or other busi-
ness; and 

(v) Be clearly identified and comply 
with all provisions in this part, as well 
as all applicable laws, statutes, and 
rules. 

(8) Alignment payments from a CJR 
collaborator to a participant hospital 
may be made at any interval that is 
agreed upon by both parties, and 
must— 

(i) Not be issued, distributed, or paid 
prior to the calculation by CMS of a re-
payment amount reflected in a rec-
onciliation report; and 

(ii) Not be a loan, advance payments, 
or payments for referrals or other busi-
ness. 

(9) A participant hospital must not 
make a gainsharing payment to a CJR 
collaborator that is subject to any ac-
tion for noncompliance with this part 
or the fraud and abuse laws, or for the 
provision of substandard care in CJR 
episodes or other integrity problems. 

(10) In a calendar year, the aggregate 
amount of all gainsharing payments 
distributed by a participant hospital 
that are derived from a CJR reconcili-
ation payment may not exceed the 
amount of the reconciliation payment 
the participant hospital receives from 
CMS. 

(11) In a calendar year, the aggregate 
amount of all alignment payments re-
ceived by the participant hospital must 
not exceed 50 percent of the participant 
hospital’s repayment amount. No 
alignment payments may be collected 
by a participant hospital if it does not 
owe a repayment amount. 

(12) The aggregate amount of all 
alignment payments from any one CJR 
collaborator to a participant hospital 
must not be greater than 25 percent of 
the participant hospital’s repayment 
amount. 

(13) A sharing arrangement must not 
induce the participant hospital, CJR 
collaborator, or any employees or con-
tractors of the participant hospital or 
CJR collaborator to reduce or limit 
medically necessary services to any 
Medicare beneficiary. 

(14) A sharing arrangement must not 
restrict the ability of a CJR collabo-
rator to make decisions in the best in-
terests of its patients, including the se-
lection of devices, supplies, and treat-
ments. 

(15) The methodology for determining 
gainsharing payments must be based, 
at least in part, on criteria related to, 
and inclusive of, the quality of care to 
be delivered to CJR beneficiaries dur-
ing an episode and must not directly 
account for the volume or value of re-
ferrals or business otherwise generated 
by, between or among the participant 
hospital, CJR collaborators, and any 
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individual or entity affiliated with a 
participant hospital or CJR collabo-
rator. 

(16) The methodology for determining 
alignment payments must not directly 
account for the volume or value of re-
ferrals or business otherwise generated 
by, between or among the participant 
hospital, CJR collaborators, and any 
individual or entity affiliated with a 
participant hospital or CJR collabo-
rator. 

(17) The total amount of a 
gainsharing payment for a calendar 
year paid to an individual physician or 
nonphysician practitioner who is a CJR 
collaborator must not exceed 50 per-
cent of the total Medicare approved 
amounts under the Physician Fee 
Schedule (PFS) for services furnished 
to the participant hospital’s CJR bene-
ficiaries during a CJR episode by that 
physician or nonphysician practitioner. 

(18) The total amount of gainsharing 
payments for a calendar year paid to a 
PGP that is a CJR collaborator must 
not exceed 50 percent of the total Medi-
care approved amounts under the Phy-
sician Fee Schedule for services that 
are billed by the PGP and furnished 
during a calendar year by members of 
the PGP to the participant hospital’s 
CJR beneficiaries during CJR episodes. 

(19) The participant hospital’s deter-
mination of internal cost savings must 
satisfy the following criteria: 

(i) Internal cost savings are cal-
culated in accordance with generally 
accepted accounting principles and 
Government Auditing Standards (The 
Yellow Book). 

(ii) All amounts determined to be in-
ternal cost savings must reflect actual, 
internal cost savings achieved by the 
participant hospital through imple-
mentation of care redesign elements 
identified and documented by the par-
ticipant hospital. Internal cost savings 
does not include savings realized by 
any individual or entity that is not the 
participant hospital. 

(iii) Internal cost savings may not re-
flect ‘‘paper’’ savings from accounting 
conventions or past investment in fixed 
costs. 

(20) All gainsharing payments and 
any alignment payments must meet 
the requirements set forth in this sec-
tion and be administered by the partic-

ipant hospital in accordance with gen-
erally accepted accounting principles. 
In no event may the participant hos-
pital receive any amounts from a CJR 
collaborator under a sharing arrange-
ment that are not alignment pay-
ments. 

(21) All gainsharing payments and 
alignment payments must be made 
through EFT. 

(c) Contents of collaborator agreement. 
Each collaborator agreement must sat-
isfy the following criteria: 

(1) The collaborator agreement must 
contain a description of the sharing ar-
rangement between the participant 
hospital and the CJR collaborator re-
garding gainsharing payments and 
alignment payments. This description 
must specify the following: 

(i) The parties to the sharing ar-
rangement. 

(ii) The date of the sharing arrange-
ment. 

(iii) The purpose and scope of the 
sharing arrangement. 

(iv) The financial or economic terms 
of the sharing arrangement, including 
the frequency of payment, and the 
methodology and accounting formula 
for determining the amount of any 
gainsharing payment or alignment 
payment. 

(v) Safeguards to ensure that align-
ment payments are made solely for 
purposes related to sharing responsi-
bility for funds needed to repay Medi-
care in the CJR model. 

(vi) Plans regarding care redesign. 
(vii) Changes in care coordination or 

delivery that is applied to the partici-
pant hospital or CJR collaborators or 
both. 

(viii) A description of how success 
will be measured. 

(ix) Management and staffing infor-
mation, including type of personnel or 
contractors that will be primarily re-
sponsible for carrying out changes to 
care under the CJR model. 

(2) The collaborator agreement must 
contain a requirement that the CJR 
collaborator and its employees and 
contractors must comply with the ap-
plicable provisions of this part (includ-
ing requirements regarding beneficiary 
notifications, access to records, record 
retention, and participation in any 
evaluation, monitoring, compliance, 
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and enforcement activities performed 
by CMS or its designees) and all other 
applicable laws and regulations. 

(3) The collaborator agreement must 
require the CJR collaborator to be in 
compliance with all Medicare provider 
enrollment requirements at § 424.500 of 
this chapter, including having a valid 
and active TIN or NPI, during the term 
of the agreement. 

(4) The collaborator agreement must 
require the CJR collaborator to have a 
compliance program that includes 
oversight of the collaborator agree-
ment and compliance with the require-
ments of the CJR model. 

(5) The collaborator agreement must 
set forth a specific methodology for ac-
cruing, calculating, and verifying the 
internal cost savings generated by the 
participant hospital based on the care 
redesign elements specifically associ-
ated with the particular CJR collabo-
rator. 

(i) The methodology must set out the 
specific care redesign elements to be 
undertaken by the participant hospital 
or the CJR collaborator or both. 

(ii) The methodology must be based, 
at least in part, on criteria related to, 
and inclusive of, the quality of care to 
be delivered to CJR beneficiaries dur-
ing an episode and must not directly 
account for the volume or value of re-
ferrals or business otherwise generated 
by, between or among the participant 
hospital, CJR collaborators, and any 
individual or entity affiliated with a 
participant hospital or CJR collabo-
rator. 

(iii) The specific methodologies for 
accruing and calculating internal cost 
savings must be transparent, measur-
able, and verifiable in accordance with 
generally accepted accounting prin-
ciples and Government Auditing Stand-
ards (The Yellow Book). 

(6) The collaborator agreement must 
set forth the quality criteria estab-
lished by the participant hospital that 
will be used in determining the 
gainsharing payment. 

(7) The collaborator agreement must 
require the participant hospital to re-
coup gainsharing payments paid to 
CJR collaborators if gainsharing pay-
ments contain funds derived from a 
CMS overpayment on a reconciliation 

report, or were based on the submission 
of false or fraudulent data. 

(d) Documentation requirements. (1) 
Documentation of any collaborator 
agreement containing a sharing ar-
rangement must be contemporaneous 
with the establishment of the arrange-
ment. 

(2) A participant hospital must main-
tain accurate current and historical 
lists of all CJR collaborators, including 
names and addresses of each CJR col-
laborator. The participant hospital 
must update the lists on at least a 
quarterly basis and publicly report the 
current and historical lists of CJR col-
laborators on a public-facing Web page 
on the participant hospital’s Web site. 

(3) The participant hospital and CJR 
collaborator must maintain contem-
poraneous documentation of the pay-
ment or receipt of any gainsharing 
payment or alignment payment. The 
documentation must identify at least 
the following: The nature of the pay-
ment (gainsharing payment or align-
ment payment); the identity of the par-
ties making and receiving the pay-
ment; the date of the payment; the 
amount of the payment; and the date 
and amount of any recoupment of all 
or a portion of a CJR collaborator’s 
gainsharing payment. 

(4) The participant hospital must 
keep records of the following: 

(i) Its process for determining and 
verifying the eligibility of CJR collabo-
rators to participate in Medicare. 

(ii) Information confirming the orga-
nizational readiness of the participant 
hospital to measure and track internal 
cost savings. 

(iii) The participant hospital’s plan 
to track internal cost savings. 

(iv) Information on the accounting 
systems used to track internal cost 
savings. 

(v) A description of current health in-
formation technology, including sys-
tems to track reconciliation payments 
and internal cost savings. 

(vi) The participant hospital’s plan to 
track gainsharing payments and align-
ment payments. 

(vii) Whether the participant hospital 
recouped any gainsharing payments re-
ceived by a CJR collaborator that con-
tain funds derived from a CMS over-
payment on a reconciliation report, or 
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were based on the submission of false 
or fraudulent data. 

(e) Access to records and record reten-
tion. All participant hospitals and CJR 
collaborators who enter into sharing 
arrangements must: 

(1) Provide to CMS, the OIG, and the 
Comptroller General or their designees 
scheduled and unscheduled access to all 
books, contracts, records, documents, 
and other evidence (including data re-
lated to utilization and payments, 
quality criteria, billings, lists of CJR 
collaborators, sharing arrangements, 
and distribution arrangements, and the 
documentation required under para-
graph (d) of this section) sufficient to 
enable the audit, evaluation, inspec-
tion, or investigation of the individ-
ual’s or entity’s compliance with CJR 
requirements, the quality of services 
furnished, the obligation to repay any 
reconciliation payments owed to CMS, 
or the calculation, distribution, re-
ceipt, or recoupment of gainsharing 
payments, alignment payments, or dis-
tribution payments. 

(2) Maintain all such books, con-
tracts, records, documents, and other 
evidence for a period of 10 years from 
the last day of the participant hos-
pital’s participation in the CJR model 
or from the date of completion of any 
audit, evaluation, inspection, or inves-
tigation, whichever is later, unless— 

(i) CMS determines that there is a 
special need to retain a particular 
record or group of records for a longer 
period and notifies the participant hos-
pital at least 30 calendar days before 
the normal disposition date; or 

(ii) There has been a dispute or alle-
gation of fraud or similar fault against 
the participant hospital or any CJR 
collaborator, in which case the records 
must be maintained for an additional 6 
years from the date of any resulting 
final resolution of the dispute or alle-
gation of fraud or similar fault. 

§ 510.505 Distribution arrangements. 

(a) General. (1) A PGP that has en-
tered into a collaborator agreement 
with a participant hospital may dis-
tribute all or a portion of any 
gainsharing payment it receives from 
the hospital only in accordance with a 
distribution arrangement. 

(2) All distribution arrangements 
must comply with the provisions of 
paragraph (b) of this section and all ap-
plicable laws and regulations, includ-
ing the fraud and abuse laws. 

(b) Requirements. (1) All distribution 
arrangements must be in writing and 
signed by the PGP and practice col-
laboration agent. 

(2) Participation in a distribution ar-
rangement must be voluntary and 
without penalty for nonparticipation. 

(3) The distribution arrangement 
must require the practice collaboration 
agent to comply with the requirements 
set forth in this part. 

(4) The opportunity to receive a dis-
tribution payment must not be condi-
tioned directly or indirectly on the vol-
ume or value of referrals or business 
otherwise generated by, between or 
among the participant hospital, PGP, 
other CJR collaborators, practice col-
laboration agents, and any individual 
or entity affiliated with a participant 
hospital, CJR collaborator, or practice 
collaboration agent. 

(5) Methodologies for determining 
distribution payments must not di-
rectly account for volume or value of 
referrals, or business otherwise gen-
erated, by, between or among the par-
ticipant hospital, PGP, other CJR col-
laborators, practice collaboration 
agents, and any individual or entity af-
filiated with a participant hospital, 
CJR collaborator, or practice collabo-
ration agent. 

(6) A practice collaboration agent is 
eligible to receive a distribution pay-
ment only if the PGP billed for an item 
or service furnished by the practice 
collaboration agent to a CJR bene-
ficiary during a CJR episode that oc-
curred during the calendar year in 
which the participating hospital ac-
crued the internal cost savings or 
earned the reconciliation payment that 
comprise the gainsharing payment 
made to the PGP. 

(7) When a PGP receives a 
gainsharing payment from a partici-
pant hospital in accordance with a 
sharing arrangement, all monies con-
tained in such a gainsharing payment 
must be shared only with the physician 
or nonphysician practitioners that are 
PGP members that furnished a service 
to a CJR beneficiary during an episode 
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of care in the calendar year from which 
the NPRA, as that term is defined in 
this part, or internal cost savings was 
generated, either or both of which are 
the only permitted sources of funds for 
a gainsharing payment. 

(8) The total amount of distribution 
payments for a calendar year paid to a 
practice collaboration agent must not 
exceed 50 percent of the total Medicare 
approved amounts under the Physician 
Fee Schedule for services billed by the 
PGP and furnished by the practice col-
laboration agent to the participant 
hospital’s CJR beneficiaries during a 
CJR episode. 

(9) With respect to the distribution of 
any gainsharing payment received by a 
PGP, the total amount of all distribu-
tion payments must not exceed the 
amount of the gainsharing payment. 

(10) All distribution payments must 
be made through EFT. 

(11) The practice collaboration 
agents must retain their ability to 
make decisions in the best interests of 
the patient, including the selection of 
devices, supplies, and treatments. 

(12) The distribution arrangement 
must not— 

(i) Induce a practice collaboration 
agent to reduce or limit medically nec-
essary services to any Medicare bene-
ficiary; or 

(ii) Reward the provision of items 
and services that are medically unnec-
essary. 

(13) The PGP must maintain contem-
poraneous documentation regarding 
distribution arrangements in accord-
ance with § 510.500(e), including the rel-
evant written agreements, the date and 
amount of any distribution payment, 
the identity of each practice collabora-
tion agent who received a distribution 
payment, and a description of the 
methodology and accounting formula 
for determining the amount of any dis-
tribution payment. 

(14) The PGP may not enter into a 
distribution arrangement with any 
member of the PGP that has a collabo-
rator agreement in effect with a partic-
ipant hospital. 

§ 510.510 Enforcement authority. 
(a) OIG authority. OIG authority is 

not limited or restricted by the provi-
sions of the CJR model, including the 

authority to audit, evaluate, inves-
tigate, or inspect the participant hos-
pital, CJR collaborators, or any other 
person or entity or their records, data, 
or information, without limitation. 

(b) Other authorities. None of the pro-
visions of the CJR model limits or re-
stricts the authority of any other gov-
ernment agency permitted by law to 
audit, evaluate, investigate, or inspect 
the participant hospital, CJR collabo-
rators, or any other person or entity or 
their records, data, or information, 
without limitation. 

§ 510.515 Beneficiary incentives under 
the CJR model. 

(a) General. Participant hospitals 
may choose to provide in-kind patient 
engagement incentives to beneficiaries 
in a CJR episode, subject to the fol-
lowing conditions: 

(1) The incentive must be provided 
directly by the participant hospital or 
by an agent of the hospital under the 
hospital’s direction and control to the 
beneficiary during a CJR episode of 
care. 

(2) The item or service provided must 
be reasonably connected to medical 
care provided to a beneficiary during 
an episode. 

(3) The item or service must be a pre-
ventive care item or service or an item 
or service that advances a clinical 
goal, as listed in paragraph (b) of this 
section, for a beneficiary in a CJR epi-
sode by engaging the beneficiary in 
better managing his or her own health. 

(4) The item or service must not be 
tied to the receipt of items or services 
outside the CJR episode of care. 

(5) The item or service must not be 
tied to the receipt of items or services 
from a particular provider or supplier. 

(6) The availability of the items or 
services must not be advertised or pro-
moted except that a beneficiary may 
be made aware of the availability of 
the items or services at the time the 
beneficiary could reasonably benefit 
from them. 

(7) The cost of the items or services 
must not be shifted to another federal 
health care program, as defined at sec-
tion 1128B(f) of the Act. 

(b) Goals of the CJR model. The fol-
lowing are the particular clinical goals 
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of the CJR model, which may be ad-
vanced through beneficiary incentives: 

(1) Beneficiary adherence to drug 
regimens. 

(2) Beneficiary adherence to a care 
plan. 

(3) Reduction of readmissions and 
complications resulting from LEJR 
procedures. 

(4) Management of chronic diseases 
and conditions that may be affected by 
the lower extremity joint replacement 
procedure. 

(c) Documentation of beneficiary incen-
tives. (1) Participant hospitals must 
maintain documentation of items and 
services furnished as beneficiary incen-
tives that exceed $25 in retail value. 

(2) The documentation must be con-
temporaneous with the provision of the 
items and services and must include at 
least the following: 

(i) The date the incentive is provided. 
(ii) The identity of the beneficiary to 

whom the item or service was provided. 
(3) The participant hospital must re-

tain the required documentation in ac-
cordance with paragraph (e) of this sec-
tion. 

(d) Technology provided to a bene-
ficiary. (1) Items or services involving 
technology provided to a beneficiary 
may not exceed $1,000 in retail value 
for any one beneficiary in any one CJR 
episode. 

(2) Items or services involving tech-
nology provided to a beneficiary must 
be the minimum necessary to advance 
a clinical goal, as listed in paragraph 
(b) of this section, for a beneficiary in 
a CJR episode. 

(3) Items of technology exceeding $100 
in retail value must— 

(i) Remain the property of the partic-
ipant hospital; and 

(ii) Be retrieved from the beneficiary 
at the end of the CJR episode. The par-
ticipant hospital must document all re-
trieval attempts, including the ulti-
mate date of retrieval. Documented, 
diligent, good faith attempts to re-
trieve items of technology will be 
deemed to meet the retrieval require-
ment. 

(e) Documentation and maintenance of 
records. All participant hospitals that 
provide in-kind patient engagement in-
centives to beneficiaries in CJR epi-
sodes must: 

(1) Provide to CMS, the OIG, and the 
Comptroller General or their des-
ignee(s) scheduled and unscheduled ac-
cess to all books, contracts, records, 
documents, and other evidence suffi-
cient to enable the audit, evaluation, 
inspection, or investigation of the par-
ticipant hospital’s compliance with 
CJR requirements for beneficiary in-
centives. 

(2) Maintain all such books, con-
tracts, records, documents, and other 
evidence for a period of 10 years from 
the last day of the participant hos-
pital’s participation in the CJR model 
or from the date of completion of any 
audit, evaluation, inspection, or inves-
tigation, whichever is later, unless— 

(i) CMS determines that there is a 
special need to retain a particular 
record or group of records for a longer 
period and notifies the participant hos-
pital at least 30 calendar days before 
the normal disposition rate; or 

(ii) There has been a dispute or alle-
gation of fraud or similar fault against 
the participant hospital, in which case 
the records must be maintained for an 
additional 6 years from the date of any 
resulting final resolution of the dispute 
or allegation of fraud or similar fault. 

Subpart G—Waivers 

§ 510.600 Waiver of direct supervision 
requirement for certain post-dis-
charge home visits. 

(a) General. CMS waives the require-
ment in § 410.26(b)(5) of this chapter 
that services and supplies furnished in-
cident to a physician’s service must be 
furnished under the direct supervision 
of the physician (or other practitioner) 
to permit home visits as specified in 
this section. The services furnished 
under this waiver are not considered to 
be ‘‘hospital services,’’ even when fur-
nished by the clinical staff of the hos-
pital. 

(b) General supervision of qualified per-
sonnel. The waiver of the direct super-
vision requirement in § 410.26(b)(5) of 
this chapter applies only in the fol-
lowing circumstances: 

(1) The home visit is furnished during 
the episode to a beneficiary who has 
been discharged from an anchor hos-
pitalization. 
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(2) The home visit is furnished at the 
beneficiary’s home or place of resi-
dence. 

(3) The beneficiary does not qualify 
for home health services under sections 
1835(a) and 1814(a) of the Act at the 
time of any such home visit. 

(4) The visit is furnished by clinical 
staff under the general supervision of a 
physician or non-physician practi-
tioner. Clinical staff are individuals 
who work under the supervision of a 
physician or other qualified health care 
professional, and who are allowed by 
law, regulation, and facility policy to 
perform or assist in the performance of 
a specific professional service, but do 
not individually report that profes-
sional service. 

(5) No more than 9 visits are fur-
nished to the beneficiary during the 
episode. 

(c) Payment. Up to 9 post-discharge 
home visits per CJR episode may be 
billed under Part B by the physician or 
nonphysician practitioner or by the 
participant hospital to which the su-
pervising physician has reassigned his 
or her billing rights. 

(d) Other requirements. All other Medi-
care rules for coverage and payment of 
services incident to a physician’s serv-
ice continue to apply. 

§ 510.605 Waiver of certain telehealth 
requirements. 

(a) Waiver of the geographic site re-
quirements. Except for the geographic 
site requirements for a face-to-face en-
counter for home health certification, 
CMS waives the geographic site re-
quirements of section 1834(m)(4)(C)(i)(I) 
through (III) of the Act for episodes 
being tested in the CJR model, but 
only for services that— 

(1) May be furnished via telehealth 
under existing requirements; and 

(2) Are included in the episode in ac-
cordance with § 510.200(b). 

(b) Waiver of the originating site re-
quirements. Except for the originating 
site requirements for a face-to-face en-
counter for home health certification, 
CMS waives the originating site re-
quirements under section 
1834(m)(4)(C)(ii)(I) through (VIII) of the 
Act for episodes being tested in the 
CJR model to permit a telehealth visit 
to originate in the beneficiary’s home 

or place of residence, but only for serv-
ices that— 

(1) May be furnished via telehealth 
under existing requirements; and 

(2) Are included in the CJR episode in 
accordance with § 510.200(b). 

(c) Waiver of selected payment provi-
sions. (1) CMS waives the payment re-
quirements under section 1834(m)(2)(A) 
so that the facility fee normally paid 
by Medicare to an originating site for a 
telehealth service is not paid if the 
service is originated in the bene-
ficiary’s home or place of residence. 

(2) CMS waives the payment require-
ments under section 1834(m)(2)(B) to 
allow the distant site payment for tele-
health home visit HCPCS codes unique 
to this model to more accurately re-
flect the resources involved in fur-
nishing these services in the home by 
basing payment upon the comparable 
office visit relative value units for 
work and malpractice under the Physi-
cian Fee Schedule. 

(d) Other requirements. All other re-
quirements for Medicare coverage and 
payment of telehealth services con-
tinue to apply, including the list of 
specific services approved to be fur-
nished by telehealth. 

§ 510.610 Waiver of SNF 3-day rule. 
(a) Waiver of the SNF 3-day rule. For 

episodes being tested in the CJR model 
in performance years 2 through 5, CMS 
waives the SNF 3-day rule for coverage 
of a SNF stay for a CJR beneficiary fol-
lowing the anchor hospitalization, but 
only if the SNF is identified on the ap-
plicable calendar quarter list of quali-
fied SNFs at the time of CJR bene-
ficiary admission to the SNF. 

(1) CMS determines the qualified 
SNFs for each calendar quarter based 
on a review of the most recent rolling 
12 months of overall star ratings on the 
Five-Star Quality Rating System for 
SNFs on the Nursing Home Compare 
Web site. Qualified SNFs are rated an 
overall of 3 stars or better for at least 
7 of the 12 months. 

(2) CMS posts to the CMS Web site 
the list of qualified SNFs in advance of 
the calendar quarter and the waiver 
only applies for a beneficiary who has 
been discharged from an anchor hos-
pitalization if the SNF is included on 
the applicable calendar quarter list for 

VerDate Sep<11>2014 13:33 Nov 18, 2016 Jkt 238196 PO 00000 Frm 00855 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT 31lp
ow

el
l o

n 
D

S
K

54
D

X
V

N
1O

F
R

 w
ith

 $
$_

JO
B



846 

42 CFR Ch. IV (10–1–16 Edition) § 510.615 

the date of the beneficiary’s admission 
to the SNF. 

(b) Other requirements. All other Medi-
care rules for coverage and payment of 
Part A-covered SNF services continue 
to apply. 

§ 510.615 Waiver of certain post-opera-
tive billing restrictions. 

(a) Waiver to permit certain services to 
be billed separately during the 90-day 
post-operative global surgical period. 
CMS waives the billing requirements 
for global surgeries to allow the sepa-
rate billing of certain post-discharge 
home visits described under § 510.600, 
including those related to recovery 
from the surgery, as described in para-
graph (b) of this section, for episodes 
being tested in the CJR model. 

(b) Services to which the waiver applies. 
Up to 9 post-discharge home visits, in-
cluding those related to recovery from 
the surgery, per CJR episode may be 
billed separately under Part B by the 
physician or nonphysician practitioner, 
or by the participant hospital to which 
the physician or nonphysician practi-
tioner has reassigned his or her billing 
rights. 

(c) Other requirements. All other Medi-
care rules for global surgery billing 
during the 90-day post-operative period 
continue to apply. 

§ 510.620 Waiver of deductible and co-
insurance that otherwise apply to 
reconciliation payments or repay-
ments. 

(a) Waiver of deductible and coinsur-
ance. CMS waives the requirements of 
sections 1813 and 1822(a) of the Act for 
Medicare Part A and Part B payment 
systems only to the extent necessary 
to make reconciliation payments or re-
ceive repayments based on the NPRA 
that reflect the episode payment meth-
odology under the final payment model 
for CJR participant hospitals. 

(b) Reconciliation payments or repay-
ments. Reconciliation payments or re-
payments do not affect the beneficiary 
cost-sharing amounts for the Part A 
and Part B services provided under the 
CJR model. 

Subparts H–J [Reserved] 

Subpart K—Model Termination 

§ 510.900 Termination of the CJR 
model. 

CMS may terminate the CJR model 
for reasons including but not limited to 
the following: 

(a) CMS determines that it no longer 
has the funds to support the CJR 
model. 

(b) CMS terminates the model in ac-
cordance with section 1115A(b)(3)(B) of 
the Act. As provided by section 
1115A(d)(2) of the Act, termination of 
the model is not subject to administra-
tive or judicial review. 
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