
571 

Centers for Medicare & Medicaid Services, HHS § 460.150 

(i) Physiological well being. 
(ii) Functional status. 
(iii) Cognitive ability. 
(iv) Social/behavioral functioning. 
(v) Quality of life of participants. 
(4) Effectiveness and safety of staff- 

provided and contracted services, in-
cluding the following: 

(i) Competency of clinical staff. 
(ii) Promptness of service delivery. 
(iii) Achievement of treatment goals 

and measurable outcomes. 
(5) Nonclinical areas, such as griev-

ances and appeals, transportation serv-
ices, meals, life safety, and environ-
mental issues. 

(b) Basis for outcome measures. Out-
come measures must be based on cur-
rent clinical practice guidelines and 
professional practice standards appli-
cable to the care of PACE participants. 

(c) Minimum levels of performance. The 
PACE organization must meet or ex-
ceed minimum levels of performance, 
established by CMS and the State ad-
ministering agency, on standardized 
quality measures, such as influenza im-
munization rates, which are specified 
in the PACE program agreement. 

(d) Accuracy of data. The PACE orga-
nization must ensure that all data used 
for outcome monitoring are accurate 
and complete. 

§ 460.136 Internal quality assessment 
and performance improvement ac-
tivities. 

(a) Quality assessment and performance 
improvement requirements. A PACE orga-
nization must do the following: 

(1) Use a set of outcome measures to 
identify areas of good or problematic 
performance. 

(2) Take actions targeted at main-
taining or improving care based on out-
come measures. 

(3) Incorporate actions resulting in 
performance improvement into stand-
ards of practice for the delivery of care 
and periodically track performance to 
ensure that any performance improve-
ments are sustained over time. 

(4) Set priorities for performance im-
provement, considering prevalence and 
severity of identified problems, and 
give priority to improvement activities 
that affect clinical outcomes. 

(5) Immediately correct any identi-
fied problem that directly or poten-

tially threatens the health and safety 
of a PACE participant. 

(b) Quality assessment and performance 
improvement coordinator. A PACE orga-
nization must designate an individual 
to coordinate and oversee implementa-
tion of quality assessment and per-
formance improvement activities. 

(c) Involvement in quality assessment 
and performance improvement activities. 
(1) A PACE organization must ensure 
that all interdisciplinary team mem-
bers, PACE staff, and contract pro-
viders are involved in the development 
and implementation of quality assess-
ment and performance improvement 
activities and are aware of the results 
of these activities. 

(2) The quality improvement coordi-
nator must encourage a PACE partici-
pant and his or her caregivers to be in-
volved in quality assessment and per-
formance improvement activities, in-
cluding providing information about 
their satisfaction with services. 

§ 460.138 Committees with community 
input. 

A PACE organization must establish 
one or more committees, with commu-
nity input, to do the following: 

(a) Evaluate data collected per-
taining to quality outcome measures. 

(b) Address the implementation of, 
and results from, the quality assess-
ment and performance improvement 
plan. 

(c) Provide input related to ethical 
decisionmaking, including end-of-life 
issues and implementation of the Pa-
tient Self-Determination Act. 

§ 460.140 Additional quality assess-
ment activities. 

A PACE organization must meet ex-
ternal quality assessment and report-
ing requirements, as specified by CMS 
or the State administering agency, in 
accordance with § 460.202. 

Subpart I—Participant Enrollment 
and Disenrollment 

§ 460.150 Eligibility to enroll in a 
PACE program. 

(a) General rule. To enroll in a PACE 
program, an individual must meet eli-
gibility requirements specified in this 
section. To continue to be eligible for 
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PACE, an individual must meet the an-
nual recertification requirements spec-
ified in § 460.160. 

(b) Basic eligibility requirements. To be 
eligible to enroll in PACE, an indi-
vidual must meet the following re-
quirements: 

(1) Be 55 years of age or older. 
(2) Be determined by the State ad-

ministering agency to need the level of 
care required under the State Medicaid 
plan for coverage of nursing facility 
services, which indicates that the indi-
vidual’s health status is comparable to 
the health status of individuals who 
have participated in the PACE dem-
onstration waiver programs. 

(3) Reside in the service area of the 
PACE organization. 

(4) Meet any additional program spe-
cific eligibility conditions imposed 
under the PACE program agreement. 
These additional conditions may not 
modify the requirements of paragraph 
(b)(1) through (b)(3) of this section. 

(c) Other eligibility requirements. (1) At 
the time of enrollment, an individual 
must be able to live in a community 
setting without jeopardizing his or her 
health or safety. 

(2) The criteria used to determine if 
an individual’s health or safety would 
be jeopardized by living in a commu-
nity setting must be specified in the 
program agreement. 

(d) Eligibility under Medicare and Med-
icaid. Eligibility to enroll in a PACE 
program is not restricted to an indi-
vidual who is either a Medicare bene-
ficiary or Medicaid beneficiary. A po-
tential PACE enrollee may be, but is 
not required to be, any or all of the fol-
lowing: 

(1) Entitled to Medicare Part A. 
(2) Enrolled under Medicare Part B. 
(3) Eligible for Medicaid. 

§ 460.152 Enrollment process. 
(a) Intake process. Intake is an inten-

sive process during which PACE staff 
members make one or more visits to a 
potential participant’s place of resi-
dence and the potential participant 
makes one or more visits to the PACE 
center. At a minimum, the intake proc-
ess must include the following activi-
ties: 

(1) The PACE staff must explain to 
the potential participant and his or her 

representative or caregiver the fol-
lowing information: 

(i) The PACE program, using a copy 
of the enrollment agreement described 
in § 460.154, specifically references the 
elements of the agreement including 
but not limited to § 460.154(e), (i) 
through (m), and (r). 

(ii) The requirement that the PACE 
organization would be the participant’s 
sole service provider and clarification 
that the PACE organization guarantees 
access to services, but not to a specific 
provider. 

(iii) A list of the employees of the 
PACE organization who furnish care 
and the most current list of contracted 
health care providers under § 460.70(c). 

(iv) Monthly premiums, if any. 
(v) Any Medicaid spenddown obliga-

tions. 
(vi) Post-eligibility treatment of in-

come. 
(2) The potential participant must 

sign a release to allow the PACE orga-
nization to obtain his or her medical 
and financial information and eligi-
bility status for Medicare and Med-
icaid. 

(3) The State administering agency 
must assess the potential participant, 
including any individual who is not eli-
gible for Medicaid, to ensure that he or 
she needs the level of care required 
under the State Medicaid plan for cov-
erage of nursing facility services, 
which indicates that the individual’s 
health status is comparable to the 
health status of individuals who have 
participated in the PACE demonstra-
tion waiver programs. 

(4) PACE staff must assess the poten-
tial participant to ensure that he or 
she can be cared for appropriately in a 
community setting and that he or she 
meets all requirements for PACE eligi-
bility specified in this part. 

(b) Denial of Enrollment. If a prospec-
tive participant is denied enrollment 
because his or her health or safety 
would be jeopardized by living in a 
community setting, the PACE organi-
zation must meet the following re-
quirements: 

(1) Notify the individual in writing of 
the reason for the denial. 

(2) Refer the individual to alternative 
services, as appropriate. 
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