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(b) The agreement must be signed by 
an authorized official of CMS, the 
PACE organization and the State ad-
ministering agency. 

(c) CMS may only sign program 
agreements with PACE organizations 
that are located in States with ap-
proved State plan amendments elect-
ing PACE as an optional benefit under 
their Medicaid State plan. 

[64 FR 66279, Nov. 24, 1999, as amended at 67 
FR 61505, Oct. 1, 2002] 

§ 460.32 Content and terms of PACE 
program agreement. 

(a) Required content. A PACE program 
agreement must include the following 
information: 

(1) A designation of the service area 
of the organization’s program. The 
area may be identified by county, zip 
code, street boundaries, census tract, 
block, or tribal jurisdictional area, as 
applicable. CMS and the State admin-
istering agency must approve any 
change in the designated service area. 

(2) The organization’s commitment 
to meet all applicable requirements 
under Federal, State, and local laws 
and regulations, including provisions of 
the Civil Rights Act, the Age Discrimi-
nation Act, and the Americans With 
Disabilities Act. 

(3) The effective date and term of the 
agreement. 

(4) A description of the organiza-
tional structure of the PACE organiza-
tion and information on administrative 
contacts, including the following: 

(i) Name and phone number of the 
program director. 

(ii) Name of all governing body mem-
bers. 

(iii) Name and phone number of a 
contact person for the governing body. 

(5) A participant bill of rights ap-
proved by CMS and an assurance that 
the rights and protections will be pro-
vided. 

(6) A description of the process for 
handling participant grievances and 
appeals. 

(7) A statement of the organization’s 
policies on eligibility, enrollment, vol-
untary disenrollment, and involuntary 
disenrollment. 

(8) A description of services available 
to participants. 

(9) A description of the organization’s 
quality improvement program. 

(10) A statement of the levels of per-
formance required by CMS on standard 
quality measures. 

(11) A statement of the data and in-
formation required by CMS and the 
State administering agency to be col-
lected on participant care. 

(12) The state’s Medicaid capitation 
rate or Medicaid payment rate method-
ology, and the methodology used to 
calculate the Medicare capitation rate. 

(13) A description of procedures that 
the organization will follow if the 
PACE program agreement is termi-
nated. 

(b) Optional content. (1) An agreement 
may provide additional requirements 
for individuals to qualify as PACE pro-
gram eligible individuals, in accord-
ance with § 460.150(b)(4). 

(2) An agreement may contain any 
additional terms and conditions agreed 
to by the parties if the terms and con-
ditions are consistent with sections 
1894 and 1934 of the Act and regulations 
in this part. 

[64 FR 66279, Nov. 24, 1999, as amended at 71 
FR 71334, Dec. 8, 2006; 84 FR 25672, June 3, 
2019] 

§ 460.34 Duration of PACE program 
agreement. 

An agreement is effective for a con-
tract year, but may be extended for ad-
ditional contract years in the absence 
of a notice by a party to terminate. 

Subpart D—Sanctions, Enforce-
ment Actions, and Termi-
nation 

§ 460.40 Violations for which CMS may 
impose sanctions. 

(a) In addition to other remedies au-
thorized by law, CMS may impose any 
of the sanctions specified in §§ 460.42 
and 460.46 if CMS determines that a 
PACE organization commits any of the 
following violations: 

(1) Fails substantially to provide to a 
participant medically necessary items 
and services that are covered PACE 
services, if the failure has adversely af-
fected (or has substantial likelihood of 
adversely affecting) the participant. 

(2) Involuntarily disenrolls a partici-
pant in violation of § 460.164. 
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(3) Discriminates in enrollment or 
disenrollment among Medicare bene-
ficiaries or Medicaid beneficiaries, or 
both, who are eligible to enroll in a 
PACE program, on the basis of an indi-
vidual’s health status or need for 
health care services. 

(4) Engages in any practice that 
would reasonably be expected to have 
the effect of denying or discouraging 
enrollment, except as permitted by 
§ 460.150, by Medicare beneficiaries or 
Medicaid beneficiaries whose medical 
condition or history indicates a need 
for substantial future medical services. 

(5) Imposes charges on participants 
enrolled under Medicare or Medicaid 
for premiums in excess of the pre-
miums permitted. 

(6) Misrepresents or falsifies informa-
tion that is furnished— 

(i) To CMS or the State under this 
part; or 

(ii) To an individual or any other en-
tity under this part. 

(7) Prohibits or otherwise restricts a 
covered health care professional from 
advising a participant who is a patient 
of the professional about the partici-
pant’s health status, medical care, or 
treatment for the participant’s condi-
tion or disease, regardless of whether 
the PACE program provides benefits 
for that care or treatment, if the pro-
fessional is acting within his or her 
lawful scope of practice. 

(8) Operates a physician incentive 
plan that does not meet the require-
ments of section 1876(i)(8) of the Act. 

(9) Employs or contracts with any in-
dividual who is excluded from partici-
pation in Medicare or Medicaid under 
section 1128 or section 1128A of the Act 
(or with any entity that employs or 
contracts with that individual) for the 
provision of health care, utilization re-
view, medical social work, or adminis-
trative services. 

(10) Makes payment to any individual 
or entity that is included on the pre-
clusion list, defined in § 422.2 of this 
chapter. 

(b) If CMS or the State administering 
agency makes a determination under 
§ 460.50 that could lead to termination 
of a PACE program agreement, CMS 
may impose any of the sanctions speci-
fied at §§ 460.42 and 460.46. If CMS or the 
State administering agency determines 

that the circumstances in § 460.50(b)(1) 
exist, neither CMS nor the State ad-
ministrating agency has to determine 
that the circumstances in § 460.50(b)(2) 
exist prior to imposing a CMP or en-
rollment and/or payment suspension. 

[64 FR 66279, Nov. 24, 1999, as amended at 81 
FR 80561, Nov. 15, 2016; 83 FR 16756, Apr. 16, 
2018; 84 FR 25672, June 3, 2019; 88 FR 22345, 
Apr. 12, 2023] 

§ 460.42 Suspension of enrollment or 
payment by CMS. 

(a) Enrollment. If a PACE organiza-
tion commits one or more violations 
specified in § 460.40, CMS may suspend 
enrollment of Medicare beneficiaries 
after the date CMS notifies the organi-
zation of the violation. 

(b) Payment. If a PACE organization 
commits one or more violations speci-
fied in § 460.40, for individuals enrolled 
after the date CMS notifies the PACE 
organization of the violation, CMS may 
take the following actions: 

(1) Suspend Medicare payment to the 
PACE organization. 

(2) Deny payment to the State for 
medical assistance for services fur-
nished under the PACE program agree-
ment. 

(c) Term of suspension. A suspension 
or denial of payment remains in effect 
until CMS is satisfied that the fol-
lowing conditions are met: 

(1) The PACE organization has cor-
rected the cause of the violation. 

(2) The violation is not likely to 
recur. 

§ 460.46 Civil money penalties. 

(a) CMS may impose civil money pen-
alties up to the maximum amounts 
specified in paragraphs (a)(1) through 
(4) of this section. These amounts will 
be adjusted in accordance with the 
Federal Civil Penalties Inflation Ad-
justment Act Improvements Act of 2015 
(Sec. 701 of Pub. L. 114–74) and updated 
amounts specified in 45 CFR part 102. 

(1) For each violation regarding en-
rollment or disenrollment specified in 
§ 460.40(a)(3) or (4), $100,000 plus $15,000 
for each individual not enrolled as a re-
sult of the PACE organization’s dis-
crimination in enrollment or 
disenrollment or practice that would 
deny or discourage enrollment. 
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(2) For each violation regarding ex-
cessive premiums specified in 
§ 460.40(a)(5), $25,000 plus double the ex-
cess amount above the permitted pre-
mium charged a participant by the 
PACE organization. (The excess 
amount charged is deducted from the 
penalty and returned to the partici-
pant). 

(3) For each misrepresentation or fal-
sification of information, specified in 
§ 460.40(a)(6)(i), $100,000. 

(4) For any other violation specified 
in § 460.40, $25,000. 

(b) The provisions of section 1128A of 
the Act (other than subsections (a) and 
(b)) apply to a civil money penalty 
under this section in the same manner 
as they apply to a civil money penalty 
or proceeding under section 1128A(a). 

[64 FR 66279, Nov. 24, 1999, as amended at 84 
FR 25672, June 3, 2019] 

§ 460.48 Additional actions by CMS or 
the State. 

After consultation with the State ad-
ministering agency, if CMS determines 
that the PACE organization is not in 
substantial compliance with require-
ments in this part, CMS or the State 
administering agency may take one or 
more of the following actions: 

(a) Condition the continuation of the 
PACE program agreement upon timely 
execution of a corrective action plan. 

(b) Withhold some or all payments 
under the PACE program agreement 
until the organization corrects the de-
ficiency. 

(c) Terminate the PACE program 
agreement. 

§ 460.50 Termination of PACE program 
agreement. 

(a) Termination of agreement by CMS or 
State. CMS or a State administering 
agency may terminate at any time a 
PACE program agreement for cause, 
including, but not limited to the cir-
cumstances in paragraphs (b) or (c) of 
this section. 

(b) Termination due to uncorrected defi-
ciencies. CMS or the State admin-
istering agency may terminate a PACE 
program agreement if CMS or the 
State administering agency determines 
that both of the following cir-
cumstances exist: 

(1) Either— 

(i) There are significant deficiencies 
in the quality of care furnished to par-
ticipants; or 

(ii) The PACE organization failed to 
comply substantially with conditions 
for a PACE program or PACE organiza-
tion under this part, or with terms of 
its PACE program agreement, includ-
ing making payment to an individual 
or entity that is included on the pre-
clusion list, defined in § 422.2 of this 
chapter. 

(2) Within 30 days of the date of the 
receipt of written notice of a deter-
mination made under paragraph (b)(1) 
of this section, the PACE organization 
failed to develop and successfully ini-
tiate a plan to correct the deficiencies, 
or failed to continue implementation 
of the plan of correction. 

(c) Termination due to health and safe-
ty risk. CMS or a State administering 
agency may terminate a PACE pro-
gram agreement if CMS or the State 
administering agency determines that 
the PACE organization cannot ensure 
the health and safety of its partici-
pants. This determination may result 
from the identification of deficiencies 
that CMS or the State administering 
agency determines cannot be cor-
rected. 

(d) Termination of agreement by PACE 
organization. A PACE organization may 
terminate an agreement after timely 
notice to CMS, the State administering 
agency, and participants, as follows: 

(1) To CMS and the State admin-
istering agency, 90 days before termi-
nation. 

(2) To participants, 60 days before 
termination. 

[64 FR 66279, Nov. 24, 1999, as amended at 81 
FR 80561, Nov. 15, 2016; 83 FR 16756, Apr. 16, 
2018] 

§ 460.52 Transitional care during ter-
mination. 

(a) The PACE organization must de-
velop a detailed written plan for phase- 
down in the event of termination, 
which describes how the organization 
plans to take the following actions: 

(1) Inform participants, the commu-
nity, CMS and the State administering 
agency in writing about termination 
and transition procedures. 
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(2) Assist participants to obtain rein-
statement of conventional Medicare 
and Medicaid benefits. 

(3) Transition participants’ care to 
other providers. 

(4) Terminate marketing and enroll-
ment activities. 

(b) An entity whose PACE program 
agreement is in the process of being 
terminated must provide assistance to 
each participant in obtaining necessary 
transitional care through appropriate 
referrals and making the participant’s 
medical records available to new pro-
viders. 

§ 460.54 Termination procedures. 

(a) Except as provided in paragraph 
(b) of this section, if CMS terminates 
an agreement with a PACE organiza-
tion, it furnishes the PACE organiza-
tion with the following: 

(1) A reasonable opportunity to de-
velop and implement a corrective ac-
tion plan to correct the deficiencies 
that were the basis of CMS’s deter-
mination that cause exists for termi-
nation. 

(2) Reasonable notice and oppor-
tunity for hearing (including the right 
to appeal an initial determination) be-
fore terminating the agreement. 

(b) CMS may terminate an agreement 
without invoking the procedures de-
scribed in paragraph (a) of this section 
if CMS determines that a delay in ter-
mination, resulting from compliance 
with these procedures before termi-
nation, would pose an imminent and 
serious risk to the health of partici-
pants enrolled with the organization. 

§ 460.56 Procedures for imposing sanc-
tions and civil money penalties. 

CMS provides notice and a right to 
request a hearing according to the pro-
cedures set forth in either of the fol-
lowing: 

(a) Section 422.756(a) and (b) of this 
chapter if CMS imposes a suspension of 
enrollment or payment under § 460.42 or 
§ 460.48(b). 

(b) Section 422.756(e)(2)(v) of this 
chapter if CMS imposes civil money 
penalties under § 460.46. 

[86 FR 6132, Jan. 19, 2021] 

Subpart E—PACE Administrative 
Requirements 

§ 460.60 PACE organizational struc-
ture. 

(a) Program director. The organization 
must employ, or contract with in ac-
cordance with § 460.70, a program direc-
tor who is responsible for oversight and 
administration of the entity. 

(b) Medical director. The organization 
must employ, or contract with in ac-
cordance with § 460.70, a medical direc-
tor who is responsible for the delivery 
of participant care, for clinical out-
comes, and for the implementation, as 
well as oversight, of the quality im-
provement program. 

(c) Organizational chart. (1) The PACE 
organization must have a current orga-
nizational chart showing officials in 
the PACE organization and relation-
ships to any other organizational enti-
ties. 

(2) The chart for a corporate entity 
must indicate the PACE organization’s 
relationship to the corporate board and 
to any parent, affiliate, or subsidiary 
corporate entities. 

(3) Except as provided in paragraph 
(d) of this section, a PACE organiza-
tion planning a change in organiza-
tional structure must notify CMS and 
the State administering agency, in 
writing, at least 14 days before the 
change takes effect. 

(d) Change of ownership. A PACE or-
ganization planning a change of owner-
ship must comply with all require-
ments in 42 CFR part 422, subpart L, 
and must notify CMS and the State ad-
ministering agency, in writing, at least 
60 days before the anticipated effective 
date of the change. 

[64 FR 66279, Nov. 24, 1999, as amended at 67 
FR 61505, Oct. 1, 2002; 71 FR 71334, Dec. 8, 2006; 
84 FR 25673, June 3, 2019] 

§ 460.62 Governing body. 
(a) Governing body. A PACE organiza-

tion must be operating under the con-
trol of an identifiable governing body 
(for example, a board of directors) or a 
designated person functioning as a gov-
erning body with full legal authority 
and responsibility for the following: 

(1) Governance and operation of the 
organization. 
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