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Agenda for Today’s Session

• Overview of the HCBS Settings Rule
• Progress to Date
• Heightened Scrutiny Update
• State Challenges and Solutions
• Resources 
• Q & A

2



2014 HCBS Final Rule

• Published January 2014 – Effective March 17, 2014
• Addressed CMS requirements across HCBS provided through:

– 1915(c) waivers, 1915(i) state plan, 1915(k) Community First Choice, and
1115 Demonstration Waivers

• Some requirements were effective immediately, others were given a transition 
period in order to allow states sufficient time to come into compliance.

• Guidance issued in May 2017 extended the transition period for settings in 
existence as of the effective date of the final regulation from March 2019 to 
March 17, 2022.  Extension of the transition period recognized the significant 
reform efforts underway and is intended to help states ensure compliance 
activities are collaborative, transparent and timely.

• This session does not cover all aspects of the Final Rule; in today’s presentation 
we will focus specifically on the regulation’s impact on home and community-
based settings.
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Key Themes

• The regulation is intended to serve as a catalyst for 
widespread stakeholder engagement on ways to improve 
how individuals experience daily life

• The rule is not intended to target particular industries or 
provider types

• Federal financial participation (FFP) is available for the 
duration of the transition period

• The rule provides support for states and stakeholders 
making transitions to more inclusive operations

• The rule is designed to enhance choice
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The Statewide Transition Plan (STP) (1 of 2)

• Each state providing Home and Community-Based 
Services (HCBS) under a Medicaid section 1915(c) 
waiver, section 1915(i) State Plan Amendment (SPA), 
section 1915(k) Community First Choice SPA, or 1115 
Demonstration in effect on or before March 17, 2014, is 
required to file a STP.

• The STP is the public vehicle through which states: 
o Determine their state-level systemic compliance with 

the regulation’s criteria;
o Describe the assessment, validation and remediation 

strategies for each setting subject to the rule.
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The Statewide Transition Plan (STP) (2 of 2)

o Outline the state’s ongoing monitoring process to 
ensure continued compliance of all settings;

o Provide for how the state will communicate with 
beneficiaries who receive services in a setting that will 
not be in compliance with the rule at the end of the 
transition period; and

o Describe the state’s process for submitting settings 
presumed to have institutional characteristics to CMS 
for heightened scrutiny review.
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Steps for Final STP Approval (1 of 2)

1. Provide a summary of completed and validated site-
specific assessments; validation of those assessment 
results, and inclusion of aggregate outcomes of these 
activities;

2. Include remediation strategies for settings, with 
timelines for resolution completed by March 17, 2022;

3. Identify the process for communicating with 
beneficiaries who are currently in settings that cannot 
or will not come into compliance by March 17, 2022.
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Steps for Final STP Approval (2 of 2)

4. Describe the ongoing monitoring and quality assurance 
the state will conduct to ensure all settings will remain in 
compliance with the settings criteria; and

5. Include a detailed plan for identifying and evaluating 
those settings presumed to have institutional 
characteristics, in preparation for CMS’ heightened 
scrutiny review.
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State STP Approval Progress

As of August 15, 2019
• 45 States have initial approval: AL, AK, AZ, AR, CA, CO, 

CT, DE, DC, FL, GA, HI, IA, ID, IN, KS, KY, LA, MD, 
MI, MN, MO, MS, MT, NC, ND, NE, NH, NM, NY, OR, 
OH, OK, PA, RI, SC, SD, TN, UT, VA, VT, WA, WI, WV, 
WY

• 16 States have initial and final approval: AK, AR, CT, DE, 
DC, ID, KY, MN, ND, OK, OR, SD, TN, UT, WA, WY
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Heightened Scrutiny Pilot Project (1 of 2)

• CMS provided review and feedback to 6 states (MT, ND, NH, 
NV, OH, and OR) on the information submitted for residential 
settings that are in a public or private facility that provides 
inpatient treatment, or on the grounds of, or immediately 
adjacent to, a public institution. 

• Lessons learned from the pilot produced a more efficient 
process for the review of all heightened scrutiny packages 
submitted by the states.
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Heightened Scrutiny Pilot Project (2 of 2)

• The pilot process resulted in a Summary of Findings for each 
setting, which includes the following:
– Support submitted by the state to demonstrate a setting’s 

progress in overcoming its institutional presumption; 
– Initial determination of the setting’s compliance by CMS;
– Identification of additional information requested by CMS 

to confirm compliance with the regulation, linked to 
specific settings criteria. 



Heightened Scrutiny Requirements (1 of 2)

• States’ Responsibilities:
o States need to identify settings that are presumed to be 

institutional;
o To receive HCBS funding for individuals served in 

these settings, states must submit documentation for 
CMS approval that demonstrates how the setting 
overcomes the institutional presumption and complies 
with the provisions of the settings rule for all 
individuals served there. 
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Heightened Scrutiny Requirements (2 of 2)

o As part of its STP, states are required to identify, assess and 
validate compliance with the settings rule for all settings in 
which individuals will be receiving HCBS.

o For settings that don’t meet HCBS settings characteristics, a 
state can propose necessary changes for each of those 
settings, with a timeline and milestones to comply, and/or

o Submit evidence to CMS for a heightened scrutiny review of 
those settings presumed to be institutional to show that they 
have overcome the presumption and meet settings 
requirements.
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Frequently Asked Questions: 
Heightened Scrutiny Guidance



Heightened Scrutiny Reviews of Presumptively 
Institutional Settings

The HCBS settings regulations describe three categories of 
residential or non-residential settings that are presumed to have the 
qualities of an institution requiring a heightened scrutiny review:
• Settings that are located in a building that is also a publicly or 

privately operated facility that provides inpatient institutional 
treatment;

• Settings that are in a building located on the grounds of, or 
immediately adjacent to, a public institution;

• Any other settings that have the effect of isolating individuals 
receiving Medicaid HCBS from the broader community of 
individuals not receiving Medicaid HCBS.



What is a Setting that Isolates? (1 of 3) 

• CMS will take the following factors into account in 
determining whether a setting may isolate Medicaid HCBS 
beneficiaries from the broader community:
o Due to the design or model of service provision in the 

setting, individuals have limited, if any, opportunities* 
for interaction in and with the broader community, 
including individuals not receiving Medicaid-funded 
HCBS;

o The setting restricts a beneficiary’s choice to receive 
services or to engage in activities outside of the setting; 
or

16



What is a Setting that Isolates? (2 of 3)

o The setting is located separate and apart from the 
broader community without facilitating beneficiary 
opportunity to access the broader community and 
participate in community services, consistent with a 
beneficiary’s person-centered plan.

*Opportunities, as well as identified supports, that provide 
access to and participation in the broader community, 
should be reflected in both the individuals’ person-
centered plans and the policies and practices of the setting 
in accordance with the regulations.
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What is a Setting that Isolates? (3 of 3)

• This new guidance in the FAQs revises prior guidance 
published on this criteria which was originally found at: 
https://www.medicaid.gov/medicaid/hcbs/downloads/settin
gs-that-isolate.pdf

• The new guidance eliminates specific examples of settings 
that isolate.

18

https://www.medicaid.gov/medicaid/hcbs/downloads/settings-that-isolate.pdf


How Can States Bring Settings that Isolate into 
Compliance without a Heightened Scrutiny Review?

• March 17, 2022: The end of the transition period for all
settings to come into compliance with the settings rule.

• For settings that isolate individuals from their broader 
community: The state can work with these settings to complete 
remediation to come into compliance by July 1, 2020.
– If the setting complies with the settings rule to the state’s 

satisfaction by July 1, 2020, then there is no need to submit 
those settings for a heightened scrutiny review.

– These settings should be identified in a state’s STP and/or 
identified in information disseminated separate from the 
STP.
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What if a Setting that Isolates Cannot Complete 
Remediation by July 1, 2020?

• If a state determines that an isolating setting can implement 
remediation before March 17, 2022

And
• Also determines that the isolating setting can achieve 

compliance with the settings criteria,
Then

• The state should submit to CMS those isolating settings that 
have not completed remediation for heightened scrutiny review.

• CMS strongly encourages these settings to be submitted to CMS 
by the end of October 2020. 
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HIPAA Related Privacy Concerns and Settings 
that Isolate

• For those settings that have the effect of isolating individuals, 
the FAQs identified HIPAA related privacy concerns when 
posting settings for public comment, preventing the public 
disclosure of protected health information (PHI);  

• Guidance is provided on how to disclose information to adhere 
to federal and state privacy laws and regulations; and
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HIPAA Related Privacy Concerns and 
Settings that Isolate (cont.)

• Information is provided on the extent to which stakeholders 
may receive notice and provide comment on these settings.
• Note: Question 7 of the FAQs replaces prior guidance to 

account for HIPAA implications.
• Contact your state HIPAA compliance officer for guidance 

specific to your state or local rules on who will make the final 
determination of what information can be disclosed.



Beginning the Heightened Scrutiny Review 
Process

• The state submits a numbered list of settings identified for 
each category of presumptively institutional settings;

• CMS will use the list to compile a random sample of 
settings to review, including any setting the state requests 
CMS to review and any setting that generated significant 
public comment in opposition to the state’s assessment;

• CMS will notify the state as to which settings should be 
formally submitted. This should include the remediation 
plan for the setting if applicable and the public comments 
received.
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What Should the State Submit to CMS for a Setting 
Selected for the Review Sample? 

(1 of 6)

• Evidence should focus on the qualities of the setting and 
how it is integrated in and supports access of individuals 
into the broader community via the organization’s policies 
and procedures, and how the setting supports individuals 
consistent with their individual person-centered service 
plans. 

• Exploratory questions in the Toolkit can help determine the 
type of information to include. See: 
https://www.medicaid.gov/medicaid/hcbs/guidance/setting
s/index.html.

https://www.medicaid.gov/medicaid/hcbs/guidance/settings/index.html


What Should the State Submit to CMS for a Setting 
Selected for the Review Sample? 

(2 of 6)

• Description of the proximity to and scope of interactions in and 
with the broader community demonstrated by mechanisms such as:
o Description of the state’s review of a sample of individuals’ 

daily activities, person-centered service plans, and/or interviews 
to see if there is variation in the scope, frequency and breadth of 
interactions and engagement in and with the broader 
community;

o A copy of procedures and services provided that indicate 
evidence of access to and demonstrated support for beneficiary 
integration in the broader community activities consistent with 
individuals’ person-centered service plans;



What Should the State Submit to CMS for a Setting 
Selected for the Review Sample? 

(3 of 6)

o Descriptions of processes in place or actions taken by direct 
support professionals to support, monitor, improve, and enhance 
individual beneficiary integration in and with the broader 
community over time;

o A summary of examples of how schedules are varied according 
to individual preferences and the need to integrate into the local 
community at times when the general community attends an 
activity;



What Should the State Submit to CMS for a Setting 
Selected for the Review Sample? 

(4 of 6)

o Procedures to routinely monitor individual access to 
services and activities of the broader community as 
identified in the person-centered service plans;

• Description of how staff are trained and monitored in the 
settings criteria and the role of person-centered planning, 
consistent with state standards described in the waiver or 
state plan amendment or in community training policies 
and procedures established by the state;

• Description of the setting’s proximity to public 
transportation and how transportation is facilitated;



What Should the State Submit to CMS for a Setting 
Selected for the Review Sample? 

(5 of 6)

• Attestation that the state reviewed/concluded through an onsite visit 
and/or a sample of consumer interviews, or person-centered service 
plan reviews, that any modifications to the settings criteria in 
provider-owned or controlled settings are documented in the person-
centered services plans.
– Note: while there is no number or percentage of individuals that 

states must sample in this context, states should demonstrate a 
sample size sufficient to obtain data that is representative of the 
overall experiences of individuals in the setting.

• Description of the setting’s remediation plan to achieve compliance 
by March 2022, including the state’s oversight to ensure completion 
of actions; 



What Should the State Submit to CMS for a Setting 
Selected for the Review Sample? 

(6 of 6)

• Summary or other description of stakeholder comments received in 
response to the state’s solicitation of public feedback; and 

• Other information the state deems helpful to demonstrate the 
setting overcomes the institutional presumption, such as: 
o Photos of the setting, not including beneficiaries or other 

identifying information; 
o Attestation that the setting has been selected by the individual 

from among settings options including non-disability specific 
settings.



CMS Actions (1 of 2)

• The state will receive an initial determination letter that will 
indicate CMS’ preliminary decision regarding whether or not the 
state has demonstrated that the setting overcomes its 
institutional presumption;

• The state will also receive a Summary of Findings for each 
setting submitted by the state that includes:
o The support submitted by the state to demonstrate the 

setting’s progress in overcoming the institutional 
presumption;

o The areas where additional information will be needed to 
clearly articulate that the setting meets the HCBS criteria 
and has overcome any institutional presumption.
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CMS Actions (2 of 2)

• The final determination letter and the Summary of 
Findings will be posted to the www.Medicaid.gov website.

• The state will receive notification before these documents 
are posted to the website.
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Heightened Scrutiny Review of Newly Constructed 
Presumptively Institutional Settings

• CMS released an Informational Bulletin (CIB) on August 2, 
2019 in response to follow-up inquiries received on how 
heightened scrutiny will be applied to newly constructed 
presumptively institutional settings. 

• 2016 Guidance stated that CMS would only be able to determine 
whether a setting overcame its institutional presumption after the 
facility was operational and occupied by Medicaid beneficiaries 
who were receiving services in the setting. 

• The new guidance allows the state to submit a setting to CMS 
for a heightened scrutiny review while only non-Medicaid 
beneficiaries are receiving services in the new setting. 
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Heightened Scrutiny Review of Newly Constructed 
Presumptively Institutional Settings, cont.

• The CIB clarifies the following: 
– With respect to newly constructed facilities, CMS can 

perform a heightened scrutiny review based on how non-
Medicaid beneficiaries are receiving services in the new 
setting at the time a state conducts and submits information 
for a heightened scrutiny review. 

– Three examples of when Federal Financial Participation 
(FFP) is available for Medicaid-funded HCBS should CMS 
determine that a new presumptively institutional setting 
overcomes that presumption and adheres to the home and 
community-based settings criteria.
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FFP Timeline 1 of 3

• For new settings, when CMS agrees that the setting 
overcomes its institutional presumption without requiring 
any additional information, or when additional information 
is needed from the state describing how the setting fully 
complies with the regulatory criteria without requiring 
additional remediation, FFP will be available for 
expenditures associated with dates of service beginning on 
the date the state determined the setting complied with the 
regulatory criteria. 
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FFP Timeline 2 of 3

• For new settings in which states submit information to 
CMS for a heightened scrutiny review based on an 
assessment of how the setting provides services to non-
Medicaid beneficiaries, and the state is able to confirm that 
all Medicaid regulatory requirements either were met or 
would have been met if the services had been furnished to 
Medicaid beneficiaries, FFP will be available for 
expenditures associated with dates of services beginning 
on the date the setting began providing services to 
Medicaid beneficiaries. 
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FFP Timeline 3 of 3

• For new settings which CMS determines that additional 
remediation is necessary for the setting to comply with the 
regulatory criteria, FFP will be available for expenditures 
associated with dates of service beginning on the date the 
state confirmed all remediation was completed and that the 
setting demonstrates compliance with the regulation. 
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HCBS System Transformation: Suggested 
Strategies (1 of 5)

 Regulation and policy alignment:
• Align regulations, administrative rules, policy and 

procedural directives;
• Take action with executive and legislative branches;
• Break down silos and work across agencies:

oState Medicaid Agencies working with Operating 
Agencies to bring the spirit of the rule to life.

• Educate policy makers on critical issues.
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HCBS System Transformation: Suggested 
Strategies (2 of 5)

 Stakeholder engagement including ongoing education, 
training and technical assistance:
• ID: Working through Community NOW!, Idaho is 

trying to change attitudes and how services are 
provided, focusing on outcomes from the adult’s 
perspective and how their rights and choices are 
supported.

• CT: The state hires Self-Advocacy Coordinators; their 
self-advocates have developed several training 
programs including Prevention of Abuse and Neglect 
and Developing Healthy Relationships.
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HCBS System Transformation: Suggested 
Strategies (3 of 5)

 Capacity building:
• Identify necessary supports and services that could be 

added to further beneficiary integration into the 
community;

• Consider ways to build capacity to meet changing 
models of service delivery, including identifying 
systemic ways to ensure that non-disability specific 
options are adequate and being expanded;

• Consider changes in transportation models/partnerships 
to facilitate community inclusion;

• Identify efficiencies in current operating systems.
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HCBS System Transformation: Suggested  
Strategies (4 of 5)

 Value-based payment reform:
• Consider reforms to incentivize payments for increased time in the 

community, for more individualized choices, or for increased 
personal autonomy;

• Create tiered models to make gradual changes;
• Incentivize competitive integrated employment models;
• Incentivize Case Management models that emphasize 

individualization;
• Reward exceptional implementation of person-centered thinking, 

planning and practice.

 TN: Design and implementation of a new reimbursement approach.
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HCBS System Transformation: Suggested 
Strategies (5 of 5)

 Ongoing monitoring and quality assurance:
• Monitor systems change to ensure ongoing compliance;
• Develop strategies and processes to synthesize 

components of the rule across all systems;
• Design methods to ensure services are delivered in 

accordance with person-centered service plans;
• Ensure that Managed Care Organizations (MCOs) are 

fully utilized to assist in system change;
• Utilize new/evolving methods to improve quality;
• Incorporate system change into Quality Assurance 

process.
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Website Resources: Settings 1 of 5

 Home & Community-Based Services Overview
https://www.medicaid.gov/medicaid/hcbs/index.html

 Home & Community-Based Services and Settings Final 
Regulation (published in 2014) 
https://www.medicaid.gov/medicaid/hcbs/guidance/hcbs-final-

regulation/index.html
 Extension of Deadline for Compliance with Home & Community 

Based Settings Criteria-CMCS Informational Bulletin announcing 
the extension of the transition period from March 17, 2019 to 
March 17, 2022:   https://www.medicaid.gov/federal-policy-
guidance/downloads/cib050917.pdf
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Website Resources: Statewide Transition Plan 

 Statewide Transition Plans:
https://www.medicaid.gov/medicaid/hcbs/transition-
plan/index.html

 Home & Community-Based Settings Requirements 
Compliance Toolkit: 
https://www.medicaid.gov/medicaid/hcbs/guidance/settings/i
ndex.html

 Statewide Transition Plan printable toolkit (2014): 
https://www.medicaid.gov/medicaid/ltss/downloads/statewid
e-transition-plan-toolkit.pdf
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Website Resources: Heightened Scrutiny (1 of 2)

 42 CFR 441.301(c)(5) found in the Electronic Code of 
Federal Regulations at:
https://www.ecfr.gov/cgi-
bin/retrieveECFR?gp=1&SID=f54d3cb1d2cc9ce8ac60a9b2
5b0ed5d5&ty=HTML&h=L&mc=true&n=pt42.4.441&r=P
ART#se42.4.441_1301
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Website Resources: Heightened Scrutiny (2 of 2)

 CMS’s Home & Community Based Settings Requirements 
Compliance Toolkit provides helpful information at: 
https://www.medicaid.gov/medicaid/hcbs/guidance/settings/ind
ex.html

 The Toolkit includes March 2019 Updated Frequently Asked 
Questions on Heightened Scrutiny Provisions which can also be 
accessed at https://www.medicaid.gov/federal-policy-
guidance/downloads/smd19001.pdf

 CMS’s Home & Community Based Services Training Series at: 
https://www.medicaid.gov/medicaid/hcbs/training/index.html
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Website Resources: Ongoing Monitoring 

 CMS’s Medicaid.gov HCBS Training Series website: 
https://www.medicaid.gov/medicaid/hcbs/training/index.html
• “Monitoring of Compliance with the Home and 

Community-Based Settings Requirements” 
https://www.medicaid.gov/medicaid/hcbs/downloads/hcbs-
monitoring-slides.pdf

 HCBS Statewide Transition Plan Website’s Training Page:
Module 5: “The Process for Final Approval: Ongoing 
Monitoring” https://www.neweditions.net/stptraining
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Training 

 HCBS Training Series: Webinars presented as part of a CMS-
State TA series:

https://www.medicaid.gov/medicaid/hcbs/training/index.html
 Training Modules (2018): The Statewide Transition Plan: The 

Process for Final Approval: 
https://www.neweditions.net/stptraining
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Technical Assistance

 Requesting One-on-One TA: 
https://www.medicaid.gov/medicaid/hcbs/technical-
assistance/index.html, or by emailing the TA contractor at: 
HCBSettingsTA@neweditions.net

 Small Group Discussions & Access to STP Database: 
Contact the TA help desk, 
HCBSSTPHelpdesk@neweditions.net
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Additional Resources

 CMS Central Office Contact—Division of Long-Term 
Services and Supports:

HCBS@cms.hhs.gov

 ACL’s web page on Community Living:
https://acl.gov/about-community-living
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Questions and Answers
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