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Overview and Request for NPA Member Input 

 

Below is a summary of proposed policy and technical changes impacting PACE organizations (POs) in the proposed rule issued by the Centers for 

Medicare and Medicaid Services (CMS) that was published in the Federal Register on December 27, 2022. Once finalized, and unless otherwise 

specified in the rule, the proposed provisions take effect in Contract Year (CY) 2024, beginning January 1, 2024. Please see the CMS press release 

and fact sheet for an overview of the broad proposals included in the rule. 

 

This summary is intended to provide NPA members with an overview of the proposed changes, identify areas that require a response to CMS’ 

request for comments, and solicit input on such comments from NPA’s members. The summary does not eliminate the need for POs and other NPA 

members and stakeholders to read in their entirety those sections of CMS’ proposed rule that apply to PACE, in particular PACE-specific provisions 

in pp. 184-222 (proposed PACE policy and technical changes); Table 21 on pp. 256 (summary of the cost and transfer of the proposals, including 

PACE); pp. 235-238 and p. 241 (PACE information collection requirements); and pp. 292-298 (proposed changes to PACE regulatory text).  

 

NPA plans to host a webinar on Wednesday, January 18 to provide an overview of the proposed rule and an opportunity for members to 

ask questions and provide feedback. Members are encouraged to register for the webinar, which will be recorded for subsequent access. 

 

Additionally, with this summary, NPA staff is soliciting NPA members’ input to assist in the development of NPA’s comments on the 

proposed rule. Please provide your feedback by Wednesday, January 25, 2023 to Katie Pahner at katiep@npaonline.org. Your feedback 

will assist our development of draft comments that will be shared with NPA members by Tuesday, February 7, 2023, along with a template 

to submit comments on behalf of your individual organization prior to CMS’ February 13, 2023 deadline for comments.   

  

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
https://www.cms.gov/newsroom/press-releases/hhs-proposes-rule-strengthen-beneficiary-protections-improve-access-behavioral-health-care-and
https://www.cms.gov/newsroom/fact-sheets/contract-year-2024-policy-and-technical-changes-medicare-advantage-and-medicare-prescription-drug
https://zoom.us/meeting/register/tJIuc-qtrjotHNesoIzU96iggTEjTHIsmneQ
mailto:katiep@npaonline.org
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Summary of Proposed Rule 

 

The proposed rule impacts the following requirements in 42 CFR Part 460: definitions; application requirements and notice of CMS determination; CMS 

evaluation of applications; CMS enforcement authority; personnel qualifications for staff with direct participant contact and oversight of direct participant 

care; contracted services; service delivery timeframes; care coordination responsibilities of the IDT; plan of care requirements; participant rights; 

grievance process; service determination requests (SDRs); participant notification requirements for POs with performance issues or compliance 

deficiencies; maintenance of medical records; and participant health outcomes data. In many cases, CMS’ proposals are based on data gleaned as part 

of ongoing agency oversight of PACE – including recent PACE audits – and/or are informed by regulations applicable to other public programs or 

settings, such as Medicare Advantage (MA), Part D, and long-term care (LTC).  

 

In addition, other aspects of the proposed rule address Part D requirements in 42 CFR Part 423 that NPA staff is evaluating for their applicability to 

PACE. A separate summary regarding those provisions is forthcoming in a subsequent NPA communication. 

 

With respect to PACE, highlights of the proposed rule include the following key provisions: 

• Contract Year Definition (Trial Period Audit Timing) – Modifies the contact year definition to address timing issues pertaining to trial 

period audits, ensuring that POs have sufficient time to enroll and gain adequate program experience prior to their first trial period audit;  

 

• Application Requirements – Enhances application requirements to ensure the submission of complete and accurate information prior to 

CMS submission (e.g., includes proper State assurances document – one that is signed and dated by the State Administering Agency 

(SAA), and includes accurate service area information and the physical address of the PACE center). Incomplete applications must be 

withdrawn and resubmitted at a subsequent quarterly application period, and the applicant in this instance would not be entitled to a 

hearing;  

 

• CMS Evaluation of Applications (Past Performance) – Expands the criteria by which CMS evaluates applications to establish a new 

PACE program or expand an existing program (i.e., geographic service area expansion (SAE) and/or PACE center site(s)) to prohibit poor 

performing organizations from entering into new agreements or expanding their service areas; 

 

• CMS Enforcement Authority (CMPs and Intermediate Sanctions) – Clarifies CMS’ enforcement authority by eliminating POs’ existing 

opportunity to correct a deficiency prior to imposing a civil monetary penalty (CMP) or suspension of enrollment and/or payment; 

 

• Personnel Medical Clearance – Establishes new requirements of POs to develop and implement a comprehensive medical clearance 

process for PACE staff (employees and contractors) in accordance with CMS requirements. This includes provisions requiring each 

member of the PO’s staff (employee or contractor) with direct participant contact to have all immunizations up to date – including 

vaccinations for COVID-19 – before engaging in direct participant contact, as well as requirements to conduct medical clearances on an 

ongoing basis (annually), consistent with many state-imposed requirements; 
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• Contracted Services (Including Access to Medical Specialists) – Regarding contracted services, restores in the PACE regulation the 

(non-exhaustive) list of 25 medical specialties commonly utilized by PACE participants – consistent with the specialties previously 

enumerated in the original PACE protocol – to underscore PO’s responsibility to provide timely access to medical specialists. The proposal 

is based on CMS’ audit findings that indicate failure by a majority of the POs audited in 2021 to provide necessary access to medical 

specialists; 

 

• Service Delivery (New Timeframes for Coordinating Necessary Care) – Delineates specific timeframes of the interdisciplinary team 

(IDT) for the delivery of PACE services to participants, including establishing maximum timeframes for the provision of medications (i.e., no 

later than 24 hours after the primary care orders the medication); and all other (non-medication) services (i.e., not later than 7 calendar days 

after the IDT or a member of the IDT first approves the service). CMS makes an exception to the 7-calendar day timeframe for routine or 

preventive services when certain conditions are met; 

 

• IDT Responsibilities (Care Coordination) – Clarifies IDT responsibilities with respect to participant care coordination across all care 

settings (e.g., including participants in long-term care (LTC) facilities). Proposes maximum timeframes for IDT consideration (to review, 

assess, and act on) recommendations from emergency or urgent care providers, employees, and contractors, including medical specialists. 

Specifically, for recommendations from hospitals and emergency departments (EDs) – 24 hours from the time of the participant’s discharge; 

and for recommendations from employees and contractors – within 5 calendar days from the date the recommendation was made (i.e., not 

when the recommendation is received by the IDT); 

 

• Plan of Care – Outlines extensive changes to clarify and codify the minimum requirements for a participant’s plan of care to: further define 

the timeframes for care plan development and revaluation; emphasize the ongoing responsibilities of the IDT to monitor and revise the plan 

of care to determine effectiveness; and define the involvement of the participant and/or their caregiver in the plan before it is finalized; 

 

• Participant Rights – Amends provisions pertaining to participants’ rights to ensure that participants understand their rights, especially as it 

pertains to the provision of palliative care, comfort care, and end-of-life (EOL) services. This includes a newly proposed participant right to 

understand the PO’s palliative care, comfort care, and EOL services, along with the right to receive this information, in writing, before the 

PO implements palliative care, comfort care, or EOL services; 

 

• Grievance Process – Outlines significant revisions to the grievance process, including a proposal to permit caregivers to file grievances, as 

well as modifications to submission methods and PO responsibilities. Also proposes changes to the “grievance” definition to reiterate the 

importance of POs analyzing all complaints even if a request for remedial action is not required; 

 

• SDR Extension Notifications – Affords administrative flexibility to IDTs to provide notification of the Service Determination Request (SDR) 

extension either orally or in writing (vs. only in writing under current regulations); 
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• Participant Notification re: Performance Issues or Compliance Deficiencies – Stipulates new requirements of POs to, effective CY 

2024, disclose to current PACE participants and potential PACE participants information specific to PO performance and contract 

compliance deficiencies, in a manner specified by CMS;  

 

• Maintenance of Medical Records – Proposes changes to existing maintenance of medical records to allow POs some flexibility in how 

they maintain written communications relating to participant care, health, or safety; and  

 

• Participant Health Outcomes Data – Clarifies currently required participant health outcomes data.  

 

Detailed NPA Summary of CY 2024 PACE Policy and Technical Proposals 

 

Topic 

PDF 
Pagination in 

Proposed Rule 
(Published 
Version) 

Proposed Regulatory Changes 

Considerations for 
Comments  

 
(NPA is soliciting input 
from its members on 

comments; please direct 
your input to Katie Pahner 
at katiep@npaonline.org)  

Contract Year 
Definition 
(§ 460.6) 

 
 
 
 

184-185 
(proposals); and 
292 (regulatory 
text changes) 

 
 

CMS proposes changes to the contract year definition to provide greater flexibility around 
scheduling POs’ first trial period audit and ensure that POs have sufficient time to enroll 
and gain adequate program experience prior to their first trial period audit. 
  
Depending on when a PO enters into a program agreement, the current contract year 
definition, and when the PO begins enrolling participants during its first contract year, 
CMS may ultimately be required to audit new POs with less than 12 months of 
operational experience. CMS believes POs ought to have at least 6 months of 
operational experience with enrollees prior to conducting its first trial period audit to 
ensure that CMS has sufficient data to conduct a comprehensive audit.  
 
As such, CMS proposes to: 
 

• Amend the contract year definition to state that a PO’s initial contract year may 
be 19 to 30 months, as determined by CMS, but in any event will end on 
December 31. (Note: Current regulations define a contract year as “the term of 
the PACE program agreement, which is a calendar year, except that a PACE 
organization’s initial contract year may be from 12 to 23 months, as determined 
by CMS”). 
 

CMS provides the following examples: 
 

CMS solicits comments on 
whether to consider a 
different timeframe for the 
initial contract year, such as 
25 to 36 months, or finalize 
the option as proposed (i.e., 
19 to 30 months). 
 
NPA: In general, is this a 
proposal we can support 
(e.g., express appreciation 
for easing PO burden and 
ensuring that the initial audit 
results are meaningful, 
etc.)? Do we have a strong 
preference for the proposed 
timeframe or an alternative 
timeframe (as CMS suggests 
above) to use? 
 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460
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Topic 

PDF 
Pagination in 

Proposed Rule 
(Published 
Version) 

Proposed Regulatory Changes 

Considerations for 
Comments  

 
(NPA is soliciting input 
from its members on 

comments; please direct 
your input to Katie Pahner 
at katiep@npaonline.org)  

• For POs with an initial contract year start date of January 1 through June 1, the 
initial contract year would extend through the following year. For example: 

o For a program agreement signed on January 1, 2024 through June 1, 
2024, the initial contract year would end December 31, 2025. The 
second and third contract years would begin on January 1, 2026 and 
January 1, 2027, respectively. 
 

• For POs with an initial contract year start date of July 1 through December 1, the 
initial contract year would extend through the second succeeding year. For 
example: 

o For a program agreement signed on July 1, 2024, the initial contract 
year would end December 31, 2026. The second and third contract 
years would begin on January 1, 2027 and January 1, 2028, 
respectively. 

Application 
Requirements 
and Notice of 

CMS 
Determination 
(§§ 460.20 and 

460.12) 
 

185-186 
(proposals); 

292-293 
(regulatory text 

changes) 

Consistent with CMS MA and Part D application review, CMS proposes to strengthen 
PACE application requirements by:  
 

• Adding a new paragraph at 460.12(b)(3) to clarify that any PACE application that 
does not include a proper State assurances document – one that is signed and 
dated by the SAA, and includes accurate service area information and the 
physical address of the PACE center – would be deemed incomplete and invalid. 
Pursuant to a conforming change at 460.20(c), the applicant would be notified 
accordingly and required to withdraw its application and wait until the next 
quarterly application submission date to resubmit. CMS also proposes new 
language at 460.20(b)(1) that the applicant would not be entitled to a hearing if 
the application is based on that determination (consistent with the MA/Part D 
application process). 
 

• Amending 460.12(a) to clarify that the “form and manner specified by CMS” (with 
respect to PACE application submissions) includes a parenthetical stipulating 
“including timeframes for submissions.” 
 

• Adding a new paragraph (2) to 460.12(a) to codify current practices requiring an 
initial PACE applicant submit a separate Part D application, consistent with the 
timeframes for PACE applications (quarterly submissions) and aligned with the 
aforementioned PACE application completeness requirements.   

NPA: Is this in area on which 
we want to remain silent, 
barring significant projected 
impact and given that these 
requirements are consistent 
with the MA/Part D 
application process? Or, do 
we anticipate this provision 
to pose a significant barrier 
to PACE program start-up 
and growth? 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-B/section-460.20
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-B/section-460.12
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Topic 

PDF 
Pagination in 

Proposed Rule 
(Published 
Version) 

Proposed Regulatory Changes 

Considerations for 
Comments  

 
(NPA is soliciting input 
from its members on 

comments; please direct 
your input to Katie Pahner 
at katiep@npaonline.org)  

CMS Evaluation 
of Applications 

(Past 
Performance  

(§§ 460.18 and 
new 460.19)) 

 

186-191 
(proposals); 293 
(regulatory text 

changes) 

CMS proposes to add a new evaluative criterion of past performance when reviewing 
applications from entities that seek to offer a new PACE program or expand an existing 
program (i.e., geographic SAE and/or PACE center site(s)). The proposal is modeled 
after MA and Part D review regulations. CMS notes that its goal “is the same for PACE 
as it is in MA and Part D, which is to prohibit poor performing organizations from entering 
into new agreements, or expanding their service areas in the program.”  
 
Further, CMS’ proposal aims to “safeguard the program and ensure PACE participants 
are protected from the expansion of poorly performing organizations,” especially 
considering the vulnerability of the participants served in PACE. CMS acknowledges the 
program’s “significant growth in recent years,” which it attributes in part to 2015 
legislation allowing for-profit entities to operate PACE programs. 
 
 Broadly, CMS proposes the following: 
 

• Add new paragraph (c) at 460.18 to permit CMS to deny an application based on 
the organization’s past performance, which takes into account compliance letters 
received by an organization. 
 

• Add new paragraph (d) at 460.18 to permit CMS to deny an application if the 
PO’s agreement was terminated or not renewed during the 38 months preceding 
the date the application was first submitted to CMS. 
 

Specifically, beginning with the March 2024 quarterly application submission period, 
CMS propose to evaluate an applicant organization’s past performance over the 
applicable 12-month review (or “look back” period) based on whether the organization: 
 

• Was subject to an enrollment or payment sanction under 460.42(a) or (b) for one 
or more of the violations specified in 460.40, even if the reasons for the sanction 
have been corrected and the sanction has been lifted; 
 

• Failed to maintain a fiscally sound operation after the end of the trial period 
pursuant to 460.80(a); 
 

• Filed for or is under State bankruptcy proceedings; 
 

NPA: Comments are sought 
from members on the 
overarching proposal, as 
well as the feasibility of the 
timing (e.g., beginning in 
March 2024). 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-B/section-460.18
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Topic 

PDF 
Pagination in 

Proposed Rule 
(Published 
Version) 

Proposed Regulatory Changes 

Considerations for 
Comments  

 
(NPA is soliciting input 
from its members on 

comments; please direct 
your input to Katie Pahner 
at katiep@npaonline.org)  

• Has exceeded CMS’ proposed 13-point threshold for compliance actions, 
namely:  

o 6 points for each Corrective Action Plan (CAP); 
o 3 points for each Warning Letter (WL); and 
o 1 point for each Notice of Non-Compliance (NONC). 

  
Additionally, CMS proposes to: 
 

• Specify at new 460.19 the three types of compliance actions CMS issues, as 
reflected in the proposed 13-point threshold compliance methodology, namely: 
NONCs, WLs, and CAPs. 
 

• Codify at 460.19(b)(1) through (6) the factors CMS currently uses to determine 
whether to issue a compliance action and what level of compliance action to 
issue. These factors include the nature of the PO’s non-compliant conduct; the 
degree of culpability of a PO; the effects or potential effect of a PO’s conduct on 
PACE participants; the history of prior offenses of a PO or its related entities; 
whether an organization self-reported a compliance failure; and the PO’s failure 
to adequately oversee its operations.  
 

• Add new language at 460.18(c)(1)(iii) permitting CMS to deny an application 
from an organization that does not hold a PACE program agreement at the time 
of the submission, if the applicant’s parent organization or another subsidiary of 
the same parent organization meets the aforementioned past performance 
criteria.  
 
CMS notes that it has received more initial PACE applications that represent 
unique and distinct legal entities that are part of a broader parent or “umbrella” 
organization, and that it considered the parent organization’s past deficiencies as 
part of its new application review. CMS proposes an exception to the proposed 
policy by providing a 24-month grace period to a PACE organization that 
acquires an organization that would have been denied based on the above 
factors. In this instance, the acquiring organization would still be able to enter 
into new agreements or expand programs under other agreements for which 
there are no performance issues for 24 months following the acquisition. 
 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
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Topic 

PDF 
Pagination in 

Proposed Rule 
(Published 
Version) 

Proposed Regulatory Changes 

Considerations for 
Comments  

 
(NPA is soliciting input 
from its members on 

comments; please direct 
your input to Katie Pahner 
at katiep@npaonline.org)  

• Add new paragraph (d) at 460.18 to permit CMS to consider prior termination 
history (over a 38-month period) as part of its evaluation of an initial PACE or 
expansion action.     

CMPs and 
Intermediate 

Sanctions  
(§ 460.40(b)) 

191-192 
(proposals); 

293-294 
(regulatory text 

changes) 

CMS proposes to amend existing regulations to no longer provide POs an opportunity to 
correct a deficiency (to which POs are currently afforded an opportunity to do so within 
30 days of receiving CMS notice) prior to imposing a CMP or suspension of enrollment 
and/or payment. CMS believes it to be “unnecessary” to afford POs this opportunity, 
since CMPs and suspensions of enrollment and/or payment are “corrective in nature and 
imposed prior to termination” (the latter of which the proposal does not apply).    

NPA: NPA is examining 
whether there is a 
comparable requirement of 
MA and Part D plans. We 
welcome feedback on this 
proposal. 

Personnel 
Medical 

Clearance  
(§§ 460.64 and 

460.71) 

192-195 
(proposals); 

235-236 
(burden 

estimates); 294 
(regulatory text 

changes) 

CMS has found during the audit and oversight process that POs have varied 
interpretations of the requirement that staff be “medically cleared for communicable 
diseases and have all immunizations up-to-date before engaging in direct participant 
contact.” This inconsistency and potentially insufficient medical clearance concerns CMS 
given the risk it poses to PACE participants, especially amid COVID-19.  
 
As a result, CMS proposes to amend §§ 460.64 and 460.71 to require all POs to develop 
and implement a comprehensive medical clearance process with minimum conditions 
deemed acceptable to CMS. Broadly, CMS proposes language to separate the 
requirement to be medically cleared for communicable diseases from the requirement to 
have all immunizations up to date in recognition that these are “two separate and distinct 
requirements, and each serves a unique and important purpose.” 
 
Specifically, proposals include: 
 

• Creating a new paragraph (a)(6) at § 460.64 requiring each member of a PO’s 
staff (employee or contractor) who has direct contact with participants to have all 
immunizations up to date before engaging in direct participant contact. 
Immunizations include, at a minimum, vaccinations identified at § 460.74, 
including vaccinations for COVID-19.  
 
However, current regulations at § 460.74, nor the proposed rule, stipulate 
definitively what those immunizations are to include, apart from COVID-19 
vaccinations (which is already required). Historically, POs have had discretion to 
make that determination. (See next column re: CMS’ solicitation of feedback on 
how to define “all immunizations”).  
 

NPA: Please see the below 
areas on which CMS 
explicitly seeks feedback, 
though broader comments 
are welcome. 
 
CMS solicits feedback on 
whether to define all 
immunizations (required for 
PACE staff with direct 
participant contact) as: (1) all 
Advisory Committee on 
Immunization Practices 
(ACIP) recommended 
vaccines; or (2) a subset of 
vaccines: Flu vaccine, 
Measles, Mumps and 
Rubella (MMR); Varicella; 
Tetanus, Diphtheria, 
Pertussis (Tdap); and 
Hepatitis B.  
 
CMS seeks feedback on 
other infectious diseases 
identified by the CDC as a 
public threat – whether to 
keep the language broad, as 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-D/section-460.40#p-460.40(b)
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-E/section-460.64
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-E/section-460.71
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-E/section-460.71
https://www.cdc.gov/vaccines/hcp/acip-recs/recs-comprehensive.html
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Topic 

PDF 
Pagination in 

Proposed Rule 
(Published 
Version) 

Proposed Regulatory Changes 

Considerations for 
Comments  

 
(NPA is soliciting input 
from its members on 

comments; please direct 
your input to Katie Pahner 
at katiep@npaonline.org)  

• Modifying § 460.64(a)(5) to require the medical clearances be conducted 
annually (in addition to before engaging in direct participant contact). CMS 
believes this to be an ongoing – not simply a one-time – responsibility of POs 
and noted that “numerous states [already] have some requirement for an 
ongoing annual screening.”  
 

• Clarifying at § 460.64(a)(5)(i) that POs meet the medical clearance requirement 
by ensuring that staff with direct participant contact undergo a physical 
examination by a licensed physician, nurse practitioner (NP), or physician 
assistant (PA) acting within the scope of the practitioner’s authority to practice. 
CMS notes that this exam could be done by the PO-employed primary care 
provider. CMS requires at § 460.64(a)(5)(ii) that staff with direct participant 
contact be determined free of active Tuberculosis (TB) diseases in their initial 
physical examination.  
 

• Providing POs an alternative to the physical examination medical clearance 
requirement by permitting POs to instead conduct an individual risk assessment 
pursuant to new § 460.64(a)(5)(iii). Although CMS believes the best practice for 
medical clearance to be a physical examination, it acknowledges the burden 
imposed on POs and seeks to offer some administrative flexibility.  
 
Specifically, the individual risk assessment must: 

o Be based on accepted professional standards of care (e.g., influenza 
screening standards) and/or any applicable State guidelines on medical 
clearance; 

o Determine if a physical examination is necessary for an individual;  
o Be reviewed by a registered nurse (RN), physician, NP, or PA; 
o Include the following minimum requirements:  

▪ Assess whether staff have been exposed to or have symptoms 
of the following diseases: COVID-19, Diphtheria, Influenza, 
Measles, Meningitis, Meningococcal Disease, Mumps, 
Pertussis, Pneumococcal Disease, Rubella, Streptococcal 
Infection; Varicella Zoster Virus; and any other infectious 
disease noted as a potential threat to public health by the CDC; 
and 

▪ Determine whether staff are free of active TB disease.   

crafted – or whether there 
are specific sources (see 
examples listed in the 
proposed rule) that CMS and 
POs should use to make this 
determination.  
 
Though it proposed it as an 
alternative to the physical 
examination component of 
the medical clearance, CMS 
seeks feedback on whether 
to eliminate the risk 
assessment from the 
proposal.  
 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
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Topic 

PDF 
Pagination in 

Proposed Rule 
(Published 
Version) 

Proposed Regulatory Changes 

Considerations for 
Comments  

 
(NPA is soliciting input 
from its members on 

comments; please direct 
your input to Katie Pahner 
at katiep@npaonline.org)  

Contracted 
Services  

(§ 460.70) 

195-197 
(proposals); 294 
(regulatory text 

changes) 

CMS found that some POs are not providing timely access to medical specialists, as 
evidenced during the audit process. During the 2021 audit process, approximately 70 
percent of POs cited for failure to provide necessary services were cited, at least in part, 
on not providing necessary access to medical specialists. CMS notes that these delays 
in access have “contributed to adverse impacts to participants including injuries, 
hospitalizations, and death,” and that they sometimes occur due to POs not having 
contracts in effect for common medical specialties utilized by PACE participants.  
 
As such, CMS proposes to: 
 

• Restore in the PACE regulation (this time, at § 460.70(a)(1)) the list of 25 
medical specialties commonly utilized by PACE participants consistent with the 
specialties previously enumerated in the original PACE protocol. CMS reiterates 
that this is a non-exhaustive list of medical specialists to which a PO may be 
required to provide access (i.e., a minimum requirement).  
 
The 25 medical specialties follow: anesthesiology, audiology, cardiology, 
dentistry, dermatology, gastroenterology, gynecology, internal medicine, 
nephrology, neurosurgery, oncology, ophthalmology, oral surgery, orthopedic 
surgery, otorhinolaryngology, plastic surgery, pharmacy consulting services, 
podiatry, psychiatry, pulmonary disease, radiology, rheumatology, general 
surgery, thoracic and vascular surgery, and urology. 

 

• Add new § 460.70(a)(2) requiring that a PO execute contracts with specialists 
prior to enrolling participants and maintain these contracts on an ongoing basis. 
CMS clarifies that POs may meet this requirement by contracting with a multi-
specialty practice or provider.  
 

• Add new § 460.70(a)(3) stipulating that a PO make reasonable and timely 
attempts to contract with medical specialists, though stops short of establishing 
specific criteria to define “reasonable” attempts.  
 

• Add new § 460.70(a)(3)(i) clarifying that a PO must ensure ongoing access to 
necessary care and services that would otherwise be provided by a contracted 
specialist, including hospitalization, in instances when a PO is unable to directly 
contract with a specific entity to provide specialist services.  

NPA: Please see the below 
areas on which CMS 
explicitly seeks feedback, 
though broader comments, 
especially relative to 
operationalizing these 
proposed requirements, are 
welcome. 
 
CMS seeks feedback on 
whether to include the 
following additional specialty 
services in the minimum 
required specialty services: 
endocrinology, hematology, 
immunology, neurology, 
colorectal surgery, palliative 
medicine, infectious disease, 
physical medicine, and 
rehabilitation. 
 
CMS requests that 
commenters share specific 
concerns they may have 
with the addition of any or all 
the medical specialties 
referenced. 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-E/section-460.70
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Topic 

PDF 
Pagination in 

Proposed Rule 
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• Add new § 460.70(a)(4) that permits POs to employ some medical specialists 
directly (e.g., dentists and podiatrists), thereby exempting them from the 
requirements.  

Service Delivery 
(Timeframes for 

Coordinating 
Necessary Care) 

(§ 460.98(b)(4) 

and (c)) 

197-200 
(proposals); 236 

(burden 
estimates); 295-
296 (regulatory 
text changes) 

Dating back to the 1999 PACE interim final rule, CMS contemplated creating a specific 
timeframe for the delivery of PACE services, though has found it difficult to do so given 
the array of services POs provide, among other factors. Current regulations at 
460.98(b)(4) only broadly require that PACE services “be provided as expeditiously as 
the participant's health condition requires, taking into account the participant's medical, 
physical, emotional, and social needs.”  
 
However, CMS is concerned about situations in which POs are “jeopardizing participant 
health and safety by not providing necessary services and that the cause for these 
delays is sometimes related to organizations failing to promptly schedule or arrange a 
service following approval from the IDT.” CMS cites audit data indicating that over 80 
percent of audited POs have been cited for failure to provide services necessary to meet 
participant needs. 
 
To address these concerns, CMS proposes to establish timeframes for arranging the 
provision of IDT approved services for PACE participants. Specifically, POs must 
arrange and schedule, as expeditiously as the participant’s health condition requires, but 
no later than: 
 

• For medications, no later than 24 hours after the primary care provider orders 
the medication (at new § 460.98(c)(1)). 
 

• For all other (non-medication) services, no later than 7 calendar days after the 
date the IDT or a member of the IDT first approves the services at new § 
460.98(c)(2). CMS considered, but ultimately did not propose, a 5 calendar day 
timeframe reflective of previous comments CMS received on the 1999 PACE 
interim final rule. CMS stresses that this is a maximum timeframe and that POs 
would be expected to act more quickly if a participant’s condition required doing 
so.  
 

NPA: Please see the below 
areas on which CMS 
explicitly seeks feedback, 
though broader comments 
are welcome, especially 
relative to the operational 
feasibility of this proposal. 
 
CMS invites comment on 
alternative maximum 
timeframes for arranging or 
scheduling IDT approved 
services.  
 
CMS is especially interested 
in whether POs continue to 
believe that 5 days is an 
appropriate timeframe to 
schedule and arrange 
services and, if not, whether 
a different maximum 
timeframe (between 6-10 
calendar days) is more 
appropriate. For commenters 
seeking a timeframe longer 
than 7 calendar days, CMS 
asks that commenters 
address how the alternative 
timeframe would ensure 
participant health and safety. 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-F/section-460.98
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-F/section-460.98


12 

 

Topic 

PDF 
Pagination in 

Proposed Rule 
(Published 
Version) 

Proposed Regulatory Changes 

Considerations for 
Comments  

 
(NPA is soliciting input 
from its members on 

comments; please direct 
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CMS makes an exception (at new § 460.98(c)(3)) to the 7 calendar day timeframe for 
routine or preventive services when all of the following requirements are met, namely: (1) 
the PO documents they were unable to schedule the appointment due to circumstances 
beyond the control of the PO; (2) the participant does not have a change in status that 
requires the service to be provided more quickly; and (3) the PO provides the service as 
expeditiously as the participant’s condition requires. 
 
CMS clarifies that SDRs that are immediately approved (i.e., at the time the request is 
made) by a member of the IDT under § 460.121(e)(2) are subject to the new timeframe. 

 
CMS also proposes to: 
 

• Define the services included in the definition of IDT approved services at § 
460.98(c)(2)(i)(A) through (D), specifying that these includes services (other than 
a medication) approved by the full IDT or a member of the IDT; services ordered 
by a member of the IDT; and care planned services.  

 
CMS also seeks feedback 
on whether there are 
additional definitions of 
“arrange or schedule” it 
ought to consider.  
 
Further, CMS seeks 
comment on its proposed 
timeframe for arranging the 
provision of services, which 
begins when the IDT or a 
member of the IDT first 
approves the service. It also 
seeks comment on 
additional considerations 
that could improve the 
definition of IDT approved 
services. 

IDT (Care 
Coordination)  

(§ 460.102) 

200-203 
(proposals);  

295 (regulatory 
text changes) 

CMS believes that further specification of IDT responsibilities is necessary to ensure 
compliance with program compliance. As part of its ongoing oversight, CMS has found 
that some organizations do not ensure the IDT is fully involved in coordination of care for 
participants across all care settings.  
 
To address this, in addition to technical changes to the regulation, CMS proposes the 
following policy changes to clarify IDT responsibilities:  
 

• Modify language to reflect that the IDT is responsible for the following care 
coordination activities for each participant and across all care settings to 
emphasize that these responsibilities are not general requirements of the IDT but 
are specific responsibilities of the IDT for each participant (§ 460.102(d)(1)): 

o Ordering, approving, or authorizing all necessary care. 
o Communicating all necessary care and relevant instructions for care; 
o Ensuring care is implemented as it was ordered, approved, or authorized 

by the IDT; 

NPA: Please see the below 
areas on which CMS 
explicitly seeks feedback, 
though broader comments 
are welcome, especially 
relative to the alternative 
maximum timeframes 
proposed. 
 
 
 
CMS solicits comment on 
alternative maximum 
timeframes for IDT review of 
all recommendations from 
hospitals, EDs, and urgent 
care providers and to make 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-F/section-460.102
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o Monitoring and evaluating the participant’s condition to ensure that the 
care provided is effective and meets the participant’s needs; and 

o Promptly modifying care when the IDT determines the participant’s 
needs are not met in order to provide safe, appropriate, and effective 
care to the participant. 

 

• Regarding the requirement of the IDT to coordinate (and, based on newly added 
language implement) 24-hour care delivery – which CMS proposes as a distinct 
requirement at new § 460.102(d)(1)(ii) – CMS clarifies that this requirement 
applies across all care settings (e.g., including participants residing in long-term 
care (LTC) facilities).  

 
CMS also proposes to add a requirement at new § 460.102(d)(1)(iv) to require the IDT 
review, assess, and act on recommendations from emergency or urgent care providers 
following participant discharge, and employees and contractors, including medical 
specialists. CMS oversight has found instances where the IDT has not properly reviewed 
recommendations from urgent and emergency providers, as well as employees and 
contractors. According to 2021 audit data, CMS found that roughly 75 percent of audited 
POs were cited for failure to review and act on recommendations from specialists in a 
manner that meets the needs of the participant.  
 
As such, CMS proposes the following maximum timeframes for the IDT consideration (to 
review, assess and act on) recommendations from emergency or urgent care providers, 
employees, and contractors, including medical specialists: 
 

• For recommendations from hospitals, emergency departments (EDs), and urgent 
care providers – 24 hours from the time of the participant’s discharge; and 
 

• For recommendations from employees and contractors, within 5 calendar days 
from the date the recommendation was made (i.e., not when the 
recommendation is received by the IDT).   
 

Further, CMS adds language at § 460.102(d)(1)(iv)(C) clarifying that if recommendations 
are authorized or approved by the IDT or a member of the IDT, the services must be 
promptly arranged and furnished pursuant to the newly proposed maximum service 
delivery timeframes stipulated at § 460.98(c) (i.e., 24 hours for medications, and 7 

a determination on the 
recommendation’s necessity. 
CMS is especially interested 
in perspectives on 
timeframes of 12 hours, 48 
hours, and 72 hours from the 
time of the participant’s 
discharge. 
 
Regarding recommendations 
from other employees or 
contractors, CMS seeks 
feedback on whether to 
adopt a 3 calendar day 
timeframe, a 7 calendar day 
timeframe, or a 10 calendar 
day timeframe. 
 
For comments 
recommending an 
alternative timeframe for the 
above, CMS asks that 
commenter address how the 
alternative timeframe would 
ensure participant health 
and safety.  
 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-F/section-460.98
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calendar days for most other non-medication services, and as expeditiously as the 
participant’s health condition requires). 

Plan of Care  
(§ 460.106) 

203-210 
(proposals); 

295-296 
(regulatory text 

changes) 

CMS oversight indicates that participant care plans are “often sparse and may not fully 
detail the care received by a participant” Further, though discipline-specific progress 
notes are a necessary and accepted standard of practice, they are not a substitute for a 
comprehensive and formal plan of care that allows the IDT to address a participant 
holistically and as a team.  
 
CMS believes that the lack of a single, comprehensive care plan makes it harder for POs 
to track and monitor the provision of services. This is reflected in recent audit findings in 
which CMS identified failure to provide services or delays in providing services in 27 of 
the 40 audits conducted since the June 2019 final rule took effect. CMS audits also 
indicate minimal participant and caregiver involvement in the care planning process, 
which CMS reiterates is necessary to ensure participants’ needs are fully met.  
 
As a result, CMS proposes extensive changes to clarify and codify the minimum 
requirements for a participant’s plan of care to: further define the timeframes for care 
plan development and revaluation; emphasize the ongoing responsibilities of the IDT to 
monitor and revise the plan of care to determine its effectiveness; and define the 
involvement of the participant and/or their caregiver in the plan before it is finalized. The 
proposed changes aim to align with CMS’ requirements of LTC facilities and safeguard 
the vulnerable population served by PACE.  
 
Specific changes include: 
 

• Revises the basic plan of care requirement at § 460.106(a) to require that the 
IDT develop, evaluate, and if necessary revise a comprehensive person-
centered plan of care for each participant. CMS proposes to include language 
clarifying that each care plan take into consideration the most current 
assessment findings and identify the services to be furnished to attain or 
maintain the participant’s highest practicable level of well-being.  

NPA: Please see the below 
areas on which CMS 
explicitly seeks feedback, 
though broader comments 
are welcome, especially 
relative to the operational 
feasibility of this proposal. 
 
CMS seeks feedback on its 
proposed requirement of the 
IDT to reevaluate and, if 
necessary, revise the plan of 
care within 14 calendar days 
following a participant’s 
discharge from the hospital. 
CMS considered 21 or 30 
calendar days but opted to 
align the proposal with the 
14 calendar day requirement 
in nursing home regulations. 
If commenters believe a 
different timeframe is 
warranted, CMS asks 
commenters to indicate why 
it ought to be different for 
PACE than nursing homes.  
 
CMS solicits comments on 
whether acute diseases 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-F/section-460.106
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• Adds new section § 460.106(b) stipulating proposed timeframes for developing, 
evaluating, and revising care plans, drawing from LTC regulations where 
possible: 

o For initial care plans, the IDT must finalize the development of the initial 
care plan within 30 calendar days of the participant’s enrollment (status 
quo; no change); 

o For revaluation and potential revisions of the care plan, CMS clarifies 
that the IDT must complete a reevaluation of, and if necessary, revisions 
to each participant’s plan of care at least once every 180 calendar days 
(as opposed to “on at least a semi-annual basis” as currently stipulated 
in regulation). 

o For revisions to the care plan, CMS proposes that the IDT complete 
revisions to the plan of care “within 14 calendar days after the PACE 
organization determines, or should have determined, that there has 
been a change in the participant’s health or psychosocial status, or more 
expeditiously if the participant’s condition requires.”  

▪ CMS adds new language clarifying what constitutes a “change 
in participant status” – i.e., a major decline or improvement in a 
participant’s status that will not normally resolve itself without 
further intervention by staff or by implementing standard 
disease-related clinical interventions, that has an impact on 
more than one area of the participant’s health status, and 
requires IDT review or revision of the care plan, or both. 

• CMS also adds new language clarifying that if a 
participant is hospitalized within 14 calendar days of the 
change in participant status, the IDT is to complete a 
reevaluation of, and if necessary, revisions to the plan of 
care as expeditiously as the participant’s condition 
requires but no later than 14 calendar days after the 
date of hospital discharge. 
 

• Adds chronic behavioral and psychiatric disorders to the conditions that require 
treatment or routine monitoring at § 460.106(c)(1). 
 

and/or acute behavioral and 
psychiatric disorders ought 
to be included in the 
minimum content that a care 
plan must address. CMS 
also solicits feedback on 
whether the term “acute 
diseases” ought to be 
defined in PACE regulations 
and, if so, how.  
 
Further, CMS seeks 
feedback on whether there is 
other content that is required 
to be in a nursing home care 
plan that ought to be 
included in a PACE plan of 
care (e.g., incontinence care 
and dialysis care). 
 
Regarding the identification 
of each intervention in the 
plan of care, CMS seeks 
feedback on whether the 
plan of care ought to include 
a comprehensive list of 
active medications (note: 
CMS does not propose that 
POs identify the medications 
in the plan of care).  

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
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• Delineates with great specificity (in some cases that align with nursing home 
requirements) the minimum requirements to be reflected in the plan of care at 
new § 460.106(c)(1)(i) through (xiii): 

o Vision; 
o Hearing; 
o Dentition; 
o Skin integrity; 
o Mobility; 
o Physical functioning, including activities of daily living (ADLs); 
o Pain management; 
o Nutrition, including access to meals that meet the participant’s daily 

nutritional and special dietary needs; 
o The participant’s ability to live safely in the community, including the 

safety of their home environment; 
o Home care;  
o Center attendance; 
o Transportation; and 
o Communication, including any identified language barriers.  

 

• Adds new § 460.106(c)(2) requiring the plan of care to identify each intervention 
necessary to meet each medical, physical, emotional, and social needs (except 
medications that may be documented elsewhere in the medical record). 
 

• Redesignates existing language at § 460.106(b)(3) to § 460.106(c)(3) to affirm 
that the care plan utilizes the most appropriate interventions for each care need 
that advances the participant toward a measurable goal and outcome. 
 

• Adds new § 460.106(c)(4) requiring that the plan of care specify how each 
intervention will be implemented, including a timeframe for implementation.  
 

• Adds specificity to current regulations to clarify at new § 460.106(c)(5) and (6) 
that each intervention identify a measurable goal and that the care plan identify 
how the goal for each intervention will be evaluated, respectively.  
 

• Adds new § 460.106(c)(7) to require that the plan of care identify the 
participant’s preferences and goals of care.  

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
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• Revises implementation of care plan requirements at new § 460.106(d)(1) to add 
the word “continuously” to emphasize that the IDT continues to be responsible 
for implementing, coordinating, and monitoring the plan of care. CMS cites audit 
and oversight findings whereby POs met the minimum semi-annual revaluation 
of and updates to the plan of care requirements but then took no further action 
until the next semiannual assessment period.  
 

• Adds new § 460.106(d)(2) to clarify that the IDT continuously evaluate and 
monitor a participant’s “medical, physical, emotional, and social needs” to align 
with PACE required services at § 460.92(b). 
 

• Adds new § 460.106(d)(3) (technical note: CMS needs to delineate in its 
proposed regulatory text) to clarify that all services be arranged and provided in 
accordance with the newly proposed service delivery timeframes at § 460.98(c) 
(i.e., 24 hours for medications, and 7 calendar days for most other non-
medication services, and as expeditiously as the participant’s health condition 
requires). 
 

• Modifies § 460.106(e) to clarify that the IDT: (1) develop, evaluate, and revise 
each plan of care in collaboration with the participant, the participant’s caregiver, 
or both; and (2) review and discuss each plan of care with the participant and/or 
the participant’s caregiver before the plan of care is completed to ensure that 
there is agreement with the plan of care and that the participant’s concerns are 
addressed. This proposal stems from CMS oversight in which it found instances 
in which the participants and/or caregivers were unaware of the contents of their 
plan of care or what services they should be receiving. 
 

• Revises § 460.106(f) to clarify plan of care documentation requirements, noting 
that it “often see[s] minimum documentation related to whether a participant has 
met the goals set at the last assessment and any changes in the participant’s 
status,” and that it does not “see documentation of the conversations with the 
participant in the plan of care…” As such, CMS modifies the language to state 
that the IDT must establish and implement a process to document and maintain 
records related to all requirements for plan of care in the participant’s medical 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-F/section-460.92
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-F/section-460.98
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record, and ensure that the most recent care plan is available to all employees 
and contractors within the organization as needed. 
 

• Makes a conforming change to § 460.104(e) (changes to plan of care following a 
participant reassessment) requiring the IDT to reevaluate and, if necessary, 
revise the plan of care pursuant to the aforementioned proposed requirements 
when it conducts semiannual or unscheduled reassessments.   

Participant 
Rights  

(§ 460.112) 

210-213 
(proposals); 236 

(burden 
estimates); 296-
297 (regulatory 
text changes) 

CMS oversight found that some POs do not provide care meant to improve or maintain a 
participant’s condition, and instead provide a palliative-like benefit, the latter of which 
may be cited in care plans without clear definition (same for terms like “comfort care,” it 
notes). 
 
CMS proposes several changes to ensure that PACE participants understand their rights 
by codifying the following as participant rights at § 460.112:  
 

• The right to appropriate and timely treatment for health conditions including:  
o The right to receive all care and services needed to improve or maintain 

the participant’s health condition and to attain the highest practicable 
physical, emotional and social well-being. (This is consistent with 
nursing home regulations); and  

o The (continued) right to access emergency health care services when 
and where the need arises without prior authorization by the IDT. (This is 
currently a requirement at § 460.112(d), though CMS proposes to move 
it to new § 460.112(a)(2)). 

 

• The (continued) right to have the PO explain PACE services and treatment 
options, explained in a culturally competent manner. (This is currently a 
requirement at § 460.112(e)(1), though CMS moves the language to new § 
460.112(b)(8) to clarify that receiving materials about all PACE services, not just 
treatment options, in a culturally competent manner, is a fundamental right of 
participants). 
 

• The right to fully understand the PO’s palliative care, comfort care, and EOL 
services, along with the right to receive this information, in writing, before the PO 
implements palliative care, comfort care, or EOL services at new § 460.112(c). 
CMS oversight reveals discrepancies in participants’ understanding of what they 

NPA: Welcome broader 
feedback on the proposed 
changes to participant rights. 
 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-F/section-460.104#p-460.104(e)
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-G/section-460.112
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are agreeing to when they enter into palliative or comfort care services. As such, 
POs would be required to, among other things, describe the PO’s palliative care, 
comfort care, and EOL services (as applicable) and how they differ from the care 
the participant is currently receiving. Newly proposed language also would 
require POs to identify all services that will be impacted – such as physician 
services, including specialist services, hospital services, and so forth (see list at 
new § 460.112(c)(5)(iii)). Participants would also have the right to revoke or 
withdraw their consent to receive palliative, comfort, or EOL care at any time and 
for any reason, either verbally or in writing.    
 

Additional proposed changes include provisions that aim to: 
 

• Provide further specificity at § 460.112(e), regarding participant participation in 
treatment decision, the obligation of POs to inform participants of “the 
consequences their decisions may have on their health and/or psychosocial 
status.”  
 

• Ensure that the PO obtains written consent from the participant or designated 
representative prior to initiating palliative care, comfort care, or EOL care at new 
§ 460.112(e)(2)(iii). CMS reiterates that the proposed requirement does not take 
the place of any advance directives a participant may have, nor does it eliminate 
the current requirement of POs to explain advance directives and to establish 
them at participant request pursuant to § 460.112(e)(2) (which CMS proposes to 
redesignate to § 460.112(e)(3)).  
 

• Redesignate § 460.112(e) to new § 460.112(c) regarding a participant’s right to 
have all information shared with their designated representative.  
 

• Regarding complaint and appeal rights, CMS adds the right to request services 
from the PO, its employees, or contractors through the SDR process at § 
460.121, which is the first step in the appeals process. 

Grievance 
Process  

(§ 460.120) 

213-219 
(proposals); 237 

(burden 
estimates); 297 

CMS proposes changes to the current grievance process in response to POs requesting 
clarification and guidance. Additionally, CMS oversight suggests that the lack of clarity 
regarding the current grievance process “has created confusion and inconsistency in 
how grievances are handled.” CMS intends to outline a more specific grievance process 
and align with the SDR process at § 460.121.  

NPA: Welcome broader 
feedback on the proposed 
changes to the grievance 
process, including the 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-G/section-460.121
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-G/section-460.121
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-G/section-460.120
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-G/section-460.121
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Specifically, CMS proposes to: 
 

• Revise the heading of § 460.120(a) to “Written procedures” and modify the 
requirement such that POs must have formal written procedures to promptly 
identify, document, investigate, and resolve all medical and nonmedical 
grievances in accordance with the requirements set forth in this part of the 
regulations.  
 

• Add new paragraph (b) at § 460.120 defining grievance as “a complaint, either 
oral or written, expressing dissatisfaction with service delivery or the quality of 
care furnished, regardless of whether remedial action is requested. Grievances 
may be between participants and the PACE organization or any other entity or 
individual through which the PACE organization provides services to the 
participant.” CMS intends for the proposed addition of the “regardless of whether 
remedial action is requested” language to reiterate the importance of POs 
analyzing all complaints even if a request for remedial action is not required.   
 
Note that the current definition of grievance is simply “a complaint, either written 
or oral, expressing dissatisfaction with service delivery or the quality of care 
furnished.” CMS notes that it has received requests from POs to provide further 
clarity around this term and, in doing so, has defined grievances for the purpose 
of PACE based on MA grievance regulations (though also considered nursing 
home regulations).  
 

• Modifies the current grievance process notification to participants to be more 
extensive and detailed. Specifically, CMS proposes to redesignate § 460.120(b) 
as § 460.120(c), change the title to “Grievance process notification to 
participants,” and amend the regulation text to delineate specific requirements 
for the grievance process notification. CMS proposes that, upon enrollment, and 
at least annually thereafter, the PO give a participant written information on the 
grievance process – including the revised grievance definition at § 460.120(b) – 
in understandable language that includes the following requirements at new 
paragraphs (c)(1), (c)(2), and (c)(3) to § 460.120: 

o The right of the participant or other individual specified in new § 
460.120(d) to voice grievances without discrimination or reprisal, and 

specific areas on which CMS 
seeks feedback below. 
 
CMS seeks comment on 
whether to use the following 
alternative definition of 
grievance for PACE: “A 
grievance means any 
complaint or dispute 
expressing dissatisfaction 
with any aspect of the PO 
or it’s contractors’ 
operations, activities, or 
behavior, regardless of 
whether remedial action is 
requested.”   
 
Regarding the grievance 
process notification, CMS 
seeks feedback on whether 
the other individuals (or, at a 
minimum, the participant’s 
designated representative) 
should receive the grievance 
process notification, in 
addition to the participant, 
upon the participant’s 
enrollment and annually 
thereafter. 
 
CMS seeks feedback on its 
proposal to amend the list of 
individuals who can submit a 
grievance to include a 
participant’s caregiver. 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
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without fear of discrimination or reprisal. (CMS notes that this language 
is based off LTC regulations. While PACE participants currently have 
this right pursuant to § 460.112(g)(1), CMS believes the explicit addition 
of this language here will help participants to be aware of this right 
without the fear of reprisal or discrimination). 

o The right of the participant or other individual specified in new § 
460.120(d) to file a written complaint with the quality improvement 
organization (QIO) for Medicare-covered services; 

o Information on all grievance processing requirements in paragraphs (d) 
through (k) of § 460.120, including: 

▪ Who can submit a grievance, amending the list of individuals 
currently able to submit grievances to include the participant’s 
caregiver (in addition to the participant; the participant’s family 
members; and the participant’s designated representative under 
current regulations). CMS notes that the proposed addition 
aligns with SDR requirements at § 460.121 (allowing the 
participant’s caregiver to request services) and with the plan of 
care requirements at § 460.106 (allowing the participant’s 
caregiver to be involved in the development and reevaluation of 
the plan of care). CMS also draws from its reasoning in the 
January 2021 PACE final rule, which acknowledges the role of 
caregivers in advocating for participants. Consistent with the 
January 2021 PACE final rule, CMS does not consider 
“caregivers” to include employees or contractors of the 
organization. 

▪ Methods for submitting a grievance (orally or in writing). Note: 
the PO may not require a written grievance to be submitted on a 
specific form. CMS also proposes language stipulating that 
grievances can be made to any PO employee or contractor that 
provides care to a participant in the participant’s residence, the 
PACE center, or while transporting participants; 

▪ The PO’s responsibility to: 

• Investigate the grievance (i.e., “as expeditiously as the 
case requires, but no later than 30 calendar days after 
the date the PACE organization receives the oral or 
written grievance”), which is based on MA regulations;  

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-G/section-460.112
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-G/section-460.121
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-F/section-460.106
https://www.govinfo.gov/content/pkg/FR-2021-01-19/pdf/2021-00538.pdf
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• Notify the individual who submitted the grievance of the 
grievance resolution “as expeditiously as the case 
requires, but no later than 3 calendar days after the date 
the PACE organization resolves the grievance…” Note 
that CMS contemplated combining both the grievance 
notification and resolution into a single timeframe but 
ultimately opted not to do so.  

o Further, new paragraph (i) of § 460.120 outlines 
new requirements of POs with respect to the 
grievance resolution notification, including that 
the notification be conveyed either orally or in 
writing, based on the individual’s preference for 
notification, except for grievances related to 
quality of care to which the PO must respond in 
writing, consistent with MA requirements (with 
additional requirements pertaining to QIO 
complaints).  

o New language at paragraph (i) of § 460.120 
requires POs to include a minimum of three 
requirements: (1) a summary statement of the 
participant’s grievance including all distinct 
issues; (2) for each distinct issue that requires 
investigation, include the steps taken to 
investigate the issue and a summary of the 
pertinent findings or conclusions regarding the 
concerns for each issue; and (3) for a grievance 
requiring corrective action, the corrective 
action(s) taken or to be taken by the PO as a 
result of the grievance, and when the participant 
may expect correction action(s) to occur.  

o POs may withhold notification of the grievance 
resolution if the individual who submitted the 
grievance requests not to receive notification 
(e.g., wishes to remain anonymous).  

• Process expedited grievances (for grievances that could 
have an immediate and significant impact on the health 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org


23 

 

Topic 

PDF 
Pagination in 

Proposed Rule 
(Published 
Version) 

Proposed Regulatory Changes 

Considerations for 
Comments  

 
(NPA is soliciting input 
from its members on 

comments; please direct 
your input to Katie Pahner 
at katiep@npaonline.org)  

or safety of the participant for which CMS proposes 
resolution and notification timeframes of “as 
expeditiously as the case requires but no later than 24 
hours after the time the PACE organization receives the 
oral or written grievance…”). CMS leaves it to PO 
discretion to define “imminent” and “significant” in their 
respective grievance procedures.  

• Continue to furnish all required services to the 
participant during the grievance process, maintain 
confidentiality of grievances, recordkeeping, and 
analyze grievance information (all of which are currently 
required of POs, though CMS amends the 
confidentiality, record keeping, and analyzing grievance 
information requirements to include more explicit 
language). Regarding the requirement of POs to 
analyze grievance information, CMS oversight found 
that some POs do not include all grievances as part of 
their internal quality improvement analysis.  

SDRs (§ 460.121) 219 (proposals); 
237 (burden 

estimates); 298 
(regulatory text 

changes) 

Current regulations require the IDT to, following receipt of a SDR, make a decision on 
the request and provide notification of its decision as expeditiously as the participant’s 
condition requires but no later than 3 calendar days after the date the IDT receives the 
request. The IDT may extend the timeframe for review and notification up to 5 calendar 
days if certain requirements are met.  
 
CMS proposes to modify § 460.121(i)(2) to allow the IDT to provide notification of the 
SDR extension either orally or in writing (as opposed to only in writing under current 
regulations). CMS notes that it considered codifying this flexibility in February 2020 
rulemaking (85 FR 9002) but opted not to do so. However, since the COVID-19 
pandemic, POs have had discretion to assess whether written notification is practical for 
all extensions and believes that oral notification of the extension is now warranted. CMS 
expects oral notice of SDR extensions to meet the same requirements as currently 
required of written notices, including that the notice explains the reason(s) for the delay 
and be issued as expeditiously as the participant's condition requires, but no later than 
24 hours after the IDT decides to extend the timeframe. 

NPA: Presumably this is a 
proposal on which we’d 
express support to CMS for 
codifying this flexibility. 
 

Participant 
Notification 

219-220 
(proposals); 238 

CMS proposes to amend Subpart K of PACE regulations to add at new § 460.198 a 
requirement of POs, effective CY 2024, to disclose to current PACE participants and 

NPA: Welcome comments 
on the broader proposal, as 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-G/section-460.121
https://www.govinfo.gov/content/pkg/FR-2020-02-18/pdf/2020-02085.pdf
https://www.govinfo.gov/content/pkg/FR-2020-02-18/pdf/2020-02085.pdf
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-K?toc=1
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Requirement for 
POs with 

Performance 
Issues or 

Compliance 
Deficiencies 

(new § 460.198) 

(burden 
estimates); 298 
(regulatory text 

changes) 

potential PACE participants information specific to PO performance and contract 
compliance deficiencies, in a manner specified by CMS. This new requirement in PACE 
is predicated on MA and Part D regulations, which CMS believes is important to 
promoting transparency and ensuring that current and potential PACE participants and 
their caregivers have adequate information to make informed decisions about whether to 
enroll in or continue their enrollment in PACE. 

well as whether we have 
specific recommendations to 
CMS as to how this 
information, if finalized, 
ought to be shared with 
participants. 
 

Maintenance of 
Medical Records 
(§§ 460.200 and 

460.210) 

220-222 
(proposals); 238 

(burden 
estimates); 298 
(regulatory text 

changes) 

CMS proposes to afford POs more administrative flexibility in how they maintain written 
communications relating to participant care, health, or safety. Specifically, under the 
proposal, POs would still be required to maintain pertinent written communications (e.g., 
emails, faxes, letters, etc.) from participants or other parties in their original form but 
would remove the requirement that these communications be stored in the participant’s 
medical record if the following conditions are met: 
 

• The medical record contains a thorough and accurate summary of the 
communication including all relevant aspects of the communication; 

• The original documentation of the communication is maintained outside of the 
medical record and is accessible by employees and contractors of the PO when 
necessary and in accordance with the confidentiality of health information 
requirements at § 460.200(e); and 

• The original documentation of the communication is available to CMS and the 
SAA upon request. 

 
CMS intends for the proposed modifications to continue to safeguard these 
communications while affording POs administrative flexibility to safeguard participant 
anonymity during the grievance process and in other circumstances involving sensitive 
participant information. The agency notes that some POs have been challenged in 
meeting the requirement to maintain original communication in the medical record 
pursuant to the January 2021 PACE final rule. As such, CMS leverages current statutory 
authority pertaining to MA and Medicaid managed care beneficiary and program 
protections to apply these same participants’ rights to PACE. 

NPA: Welcome feedback on 
the proposed modifications, 
especially relative to the 
conditions CMS outlines to 
satisfy the requirement that 
pertinent written 
communications be stored in 
the participant’s medical 
record.  

Participant 
Health 

Outcomes Data 
(§ 460.202) 

222 (proposals); 
298 (regulatory 
text changes) 

CMS proposes to strike the last sentence at § 460.202(b), stating “The items collected 
are specified in the PACE program agreement.” In doing so, CMS aims to eliminate 
confusion regarding where the data collection requirements may be found (i.e., 
information collection requested under OMB control number 0938-1624 (CMS-10525)), 
since the quality data collection specified in the program agreement are often out of date. 

NPA: Presumably we would 
support this apparent non-
substantive clarification, 
though welcome feedback to 
the contrary.  

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-L/section-460.200
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-L/section-460.210
https://www.govinfo.gov/content/pkg/FR-2021-01-19/pdf/2021-00538.pdf
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-L/section-460.202
https://www.cms.gov/files/document/pacequalitymonitoringandreportingguidancemarch2021.pdf
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While the PACE program agreement would still include a statement of the data collected 
pursuant to § 460.32(a)(11), it would not include the level of specificity delineated at 
OMB control number 0938-1624 (CMS-10525)). 

 

https://www.govinfo.gov/content/pkg/FR-2022-12-27/pdf/2022-26956.pdf
mailto:katiep@npaonline.org
https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-E/part-460/subpart-C/section-460.32#p-460.32(a)(11)

