
 

 
77 SOUTH HIGH STREET | 30TH FLOOR | COLUMBUS, OHIO 43215-6117 

CSIPublicComments@governor.ohio.gov 

 

 

Business Impact Analysis 
 

 

Agency, Board, or Commission Name:  Ohio Department of Medicaid         

 

Rule Contact Name and Contact Information:  Tommi Potter; (614) 752-3877;___________ 

Rules@medicaid.ohio.gov       

 

 

Regulation/Package Title (a general description of the rules’ substantive content):   

 

 Medicaid Incident Management Rule Revision        

 

Rule Number(s):  5160-44-05                         

 

  

 

Date of Submission for CSI Review:              

 

Public Comment Period End Date:              

Rule Type/Number of Rules: 

New/_1_ rules  

Amended/____ rules (FYR? ___) 

 

No Change/____ rules (FYR? ___) 
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The Common Sense Initiative is established in R.C. 107.61 to eliminate excessive and 

duplicative rules and regulations that stand in the way of job creation.  Under the Common 

Sense Initiative, agencies must balance the critical objectives of regulations that have an 

adverse impact on business with the costs of compliance by the regulated parties. Agencies 

should promote transparency, responsiveness, predictability, and flexibility while developing 

regulations that are fair and easy to follow. Agencies should prioritize compliance over 

punishment, and to that end, should utilize plain language in the development of regulations. 
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Reason for Submission 

1. R.C. 106.03 and 106.031 require agencies, when reviewing a rule, to determine whether 

the rule has an adverse impact on businesses as defined by R.C. 107.52.  If the agency 

determines that it does, it must complete a business impact analysis and submit the rule 

for CSI review.   

 

Which adverse impact(s) to businesses has the agency determined the rule(s) create?  

 

The rule(s): 

a. ☐     Requires a license, permit, or any other prior authorization to engage in or 

operate a line of business. 

b. ☐     Imposes a criminal penalty, a civil penalty, or another sanction, or creates a 

cause of action for failure to comply with its terms.   

c. ☒     Requires specific expenditures or the report of information as a condition of 

compliance.  

d. ☐     Is likely to directly reduce the revenue or increase the expenses of the lines of 

business to which it will apply or applies. 

 

Regulatory Intent 

2. Please briefly describe the draft regulation in plain language.   

Please include the key provisions of the regulation as well as any proposed amendments. 

5160-44-05 “Nursing facility-based level of care home and community-based services 

programs, medicaid managed care organizations, the OhioRISE program, and specialized 

recovery services program: incident management” sets forth the definitions, standards, and 

procedures related to incident reporting for multiple programs administered by the Ohio 

Department of Medicaid (ODM) and the Ohio Department of Aging (ODA). These programs 

include nursing facility-based level of care home and community-based services (HCBS) 

waiver programs, the specialized recovery services (SRS) program, the OhioRISE program, 

and Medicaid managed care organizations (MCOs). This rule will be proposed as 

rescind/new due to the volume of amendments being made to the rule.  

 

Both ODM and ODA administer nursing facility-based level of care HCBS waivers. ODM-

administered nursing facility-based level of care HCBS waivers include the MyCare Ohio 

and Ohio Home Care waivers. ODA-administered nursing facility-based level of care HCBS 

waivers include the preadmission screening system providing options and resources today 

(PASSPORT) and Assisted Living waivers.  ODM also administers the HCBS SRS program, 

the OhioRISE program which includes the OhioRISE waiver and the provision of services 

through psychiatric residential treatment facilities (PRTFs), and Medicaid services through 

MCOs.    
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This rule sets forth the requirements for reporting, documenting, and investigating incidents 

involving individuals enrolled in the waivers, programs, and coverage mentioned above. 

With multiple populations being covered under the same rule, the verbiage of the rule needs 

to be as straightforward as possible to support each audience in interpreting the rule and their 

requirements.  The primary purpose of the new rule will be to facilitate interpretation of the 

rule.   

 

First, all programs listed above will be defined near the beginning of the rule. This way, the 

high-level requirements will be outlined early on so that the main portion of the rule can 

focus on the incident management process rather than which person or entity will carry out 

each step. It will be easier for each audience to locate their requirements and follow the 

process. Additionally, the reporting requirements for members enrolled in the OhioRISE 

program will be updated to include youth receiving treatment in a PRTF. The critical 

incident, “the health and welfare of the individual is at risk due to the individual being lost or 

missing” will be required to be reported for this population, since it is uniquely relevant to 

the residential population. The list of appropriate entities with investigative or protective 

authority that should be notified of an incident will also be shortened. With seven different 

programs governed under a single rule, it is impossible to formulate a comprehensive list or 

one that accounts for the intricacies of each program. To avoid confusion and unnecessary 

outreach, only those entities that are most-applicable will remain within the rule. Other 

changes will include various updates to timeframe requirements. The requirement for the 

initial report of an incident will be standardized to one business day for all programs. The 

timeline for investigating critical incidents will also change from 45 calendar days to 45 

business days. This change will allow for alignment across all programs and investigative 

entities, since most do not have weekend business hours. Finally, the timeline for 

investigating reportable incidents will match the requirement for critical incidents, to support 

more thorough investigative efforts and maximize alignment.   

 

A few changes will be made to the rule that do not directly facilitate interpretation. First, 

PRTFs will be added to the list of programs subject to the rule. As a new provider type under 

the OhioRISE program, PRTFs are required to follow the incident management rule. Another 

change will be the removal of the section of the rule pertaining to uniformity. This section 

functions to describe what happened until and when ODM and ODA established a single 

incident management system. The uniformity section is irrelevant now that both agencies are 

using the incident management system. Finally, the subsection of the rule requiring ODA 

waiver case management agencies to notify ODA upon discovery of public media stories 

about an event directly impacting individual health, safety, or welfare or when an employee 

of the waiver case management agency is the alleged violator in an incident will be removed. 

Now that ODA uses the incident management system, the appropriate notifications are 

automatically generated and sent to ODA. 

 

3. Please list the Ohio statute(s) that authorize the agency, board or commission to adopt 

the rule(s) and the statute(s) that amplify that authority.  
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Ohio Revised Code Sections 5164.02, 5164.91 and 5166.02 

4. Does the regulation implement a federal requirement?   Is the proposed regulation 

being adopted or amended to enable the state to obtain or maintain approval to 

administer and enforce a federal law or to participate in a federal program?  

If yes, please briefly explain the source and substance of the federal requirement. 

Yes, for the Centers for Medicare and Medicaid Services (CMS) to approve a 1915(c) HCBS 

waiver or a 1915(i) State Plan Amendment (SPA), a state must meet certain assurances about 

the operation of the waiver. These assurances are spelled out in 42C.F.R. 441.302, and 

include:  

• The State has an established system for reporting, responding to, investigating, and 

remediating all critical incidents.  

• The State has identified and established case management standards for reportable 

incidents which do not meet the criteria for a critical incident.  

• The State has defined the responsibilities of all incident reporters, case management 

entities and investigative entities.  

• All investigative entities are required to submit incident data to ODM (or ODA) in a 

format and frequency determined by ODM (or ODA).  

  

The state uses performance measures to assess compliance with statutory assurances. These 

performance measures:  

• demonstrate on an ongoing basis that the state identifies, addresses, and seeks to 

prevent instances of abuse, neglect, exploitation, and unexplained death; and  

• demonstrate that an incident management system is in place that effectively resolves 

those incidents and prevents further similar incidents to the extent possible.  

  

The 1915(i) SPA includes a statement that: The state identifies, addresses, and seeks to 

prevent incidents of abuse, neglect, and exploitation, including the use of restraints.  

  

Accordingly, all HCBS waiver and Specialized Recovery Services providers must 

report incidents promptly. The proposed amendment will assist the State in assuring the 

health and welfare of individuals by establishing specific requirements for reporting and 

investigation of incidents.  
 

5. If the regulation implements a federal requirement, but includes provisions not 

specifically required by the federal government, please explain the rationale for 

exceeding the federal requirement. 

This rule is being proposed to meet federal requirements.  It will define specific processes 

and procedures for HCBS program providers, individuals, ODM, ODA, and their designees 

as required by CMS.  The reporting and handling of incidents for Medicaid MCOs and the 

OhioRISE plan are not a federal requirement, however, they are an expectation established in 

both the ODM agreement with the MCOs and the ODM agreement with the OhioRISE Plan.  

The health and welfare of individuals served on Medicaid via the MCOs and the OhioRISE 

program is of the utmost importance, and as such, is imperative to include in the rule.   
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6. What is the public purpose for this regulation (i.e., why does the Agency feel that there 

needs to be any regulation in this area at all)? 

HCBS waivers, 1915(i) programs, the OhioRISE program, and Medicaid services provided 

through a Medicaid MCO help individuals receive the care they need to remain in the 

community instead of residing in institutions.  The public purpose of these regulations is to 

assure the health and welfare of individuals who receive Medicaid services through a 

Medicaid MCO, the OhioRISE program, or who are enrolled in an ODM- or ODA-

administered HCBS waiver as required by 42 C.F.R. 44 I. 302(a) and the Specialized 

Recovery Services program as required by section 1915(i) of the Social Security Act through 

incident reporting requirements. 

7. How will the Agency measure the success of this regulation in terms of outputs and/or 

outcomes? 

Successful outcomes showing that reported incidents are fully and appropriately addressed 

are measured through review of reports, evaluation of data, evidence from findings resulting 

from structural reviews, investigation of alleged provider occurrences, and review of case 

records of reported incidents that threaten the health and welfare of individuals participating 

in HCBS programs, the OhioRISE programs, and managed care.    

8. Are any of the proposed rules contained in this rule package being submitted pursuant 

to R.C. 101.352, 101.353, 106.032, 121.93, or 121.931?   

If yes, please specify the rule number(s), the specific R.C. section requiring this 

submission, and a detailed explanation. 

No. 

 

Development of the Regulation 

9. Please list the stakeholders included by the Agency in the development or initial review 

of the draft regulation.   

If applicable, please include the date and medium by which the stakeholders were initially 

contacted. 

December 15, 2023 – The initial justification for the new rule was presented at ODM’s 

Quality Steering Committee meeting, along with the proposed changes.   
 

January 16-23, 2024 – The draft proposed rule was shared with HCBS policy staff at both 

ODA and ODM and the front door policy, integrated care policy, OhioRISE, and PRTF 

teams at ODM. Edits were made to incorporate input.    

 

January 24, 2024 – The draft proposed rule was presented at ODM’s Health, Safety, and 

Welfare meeting, alongside feedback from various meetings with stakeholders internal to 

ODM and from ODA.   

 

January 25, 2024 – The draft proposed rule was shared with the Aetna OhioRISE team for 

review and input.   
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February 1, 2024 – The draft proposed rule was sent via email to the HCBS Rules 

Workgroup email list, which includes 9,002 stakeholders including individuals enrolled on 

ODM-administered waivers, MyCare Ohio Plans, Area Agencies on Aging, agency and 

independent providers, Medicaid MCOs, the investigative entity conducting investigations 

for ODM waiver, behavioral health provider associations, as well as others.  

 

 

10. What input was provided by the stakeholders, and how did that input affect the draft 

regulation being proposed by the Agency? 

As a result of stakeholder input, the timeframe for investigating critical incidents will be 

changed from 45 calendar days to 45 business days. This will allow the timeframe to be 

standardized across the board, since some agencies work weekend hours and others work 

only weekdays. Furthermore, the timeframe for investigating and closing reportable incidents 

will be changed to align with that for critical incidents. Currently, the timeline for 

investigating reportable incidents is shorter, but a stakeholder indicated their program prefers 

to conduct investigations of reportable incidents with the same veracity as critical incidents 

and feels the current 30-day timeline does not allow for this. At stakeholders’ request, 

verbiage will be removed regarding the inapplicability of the rule to individuals who are 

enrolled in the SRS Program as well as the MyCare Ohio Managed Care Plan. All other 

guidance suggests that incidents should be reported and investigated in the incident 

management system for all individuals enrolled in the SRS program, regardless of whether 

they are also enrolled in MyCare Ohio. As such, this change will ensure the rule aligns with 

programmatic expectations.  Finally, at the request of the OhioRISE program a requirement 

will be added for the critical incident, “The health and welfare of the individual is at risk due 

to the individual being lost or missing,” to be reported for members enrolled on OhioRISE 

who are receiving treatment in a PRTF.  

 

11. What scientific data was used to develop the rule or the measurable outcomes of the 

rule?  How does this data support the regulation being proposed? 

No scientific data was used to develop the new rule or the measurable outcomes of the new 

rule. 

12. What alternative regulations (or specific provisions within the regulation) did the 

Agency consider, and why did it determine that these alternatives were not 

appropriate?  If none, why didn’t the Agency consider regulatory alternatives? 

Alternative regulations may include performance-based regulations, which define the 

required outcome, but do not dictate the process the regulated stakeholders must use to 

comply. 

 

No alternative regulations were considered as this regulation needs to be codified to align 

with state and federal requirements and meet the CMS expectations regarding the approved 

waivers.  
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13. What measures did the Agency take to ensure that this regulation does not duplicate an 

existing Ohio regulation?   

All regulations regarding the ODM and ODA HCBS waivers and programs are promulgated 

by ODM and ODA and implemented by ODM and ODA, their designees, and providers, as 

appropriate. Likewise, regulations specific to the ODM-administered waivers and programs 

are promulgated by ODM and implemented by ODM, its designees and providers, as 

appropriate. Where applicable, both agencies have worked together to ensure there’s no 

duplication among their respective regulations. ODM and ODA have verified that the current 

rule is the only rule in the OAC and ORC that covers incident management for programs 

administered by the two agencies.   

14. Please describe the Agency’s plan for implementation of the regulation, including any 

measures to ensure that the regulation is applied consistently and predictably for the 

regulated community. 

ODM will notify all entities that are required to implement the new rule of the final rule 

changes via email notification. Additionally, per their provider agreements, the OhioRISE 

plan and all Medicaid managed care plans are required to subscribe to the appropriate 

distribution lists for notification of ODM draft rules posted for public comment and 

notification of when ODM files rules with the Joint Committee of Agency Rule Review.  

 

Adverse Impact to Business 

15. Provide a summary of the estimated cost of compliance with the rule(s). Specifically, 

please do the following: 

a.   Identify the scope of the impacted business community, and 

• MCOs  

• Providers of waiver services  

• Providers of services under the SRS program  

• OhioRISE care management entities  

• Providers serving individuals in the OhioRISE program  

• Providers that furnish services under contract with an MCO  

 

b. Quantify and identify the nature of all adverse impact (e.g., fees, fines, employer 

time for compliance, etc.).  

The adverse impact can be quantified in terms of dollars, hours to comply, or other 

factors; and may be estimated for the entire regulated population or for a 

representative business. Please include the source for your information/estimated 

impact. 

 

The new rule will require all service providers that serve individuals enrolled in an HCBS 

waiver, OhioRISE, Medicaid MCO, or SRS program to report all incidents related to 

individuals. This report of information for the HCBS waivers and the SRS program is a 

federal requirement. Reporting this information is necessary to ensure the health and 
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safety of individuals enrolled in the applicable programs. Specifically, the new rule will 

require the entity that discovers an incident to take immediate action to ensure the health 

and welfare of the individual involved and report the incident to the relevant waiver case 

management or recovery management agency or to the OhioRISE plan or MCO 

immediately upon discovering the incident.  The incident report requirements and 

timeframes will be outlined in the new rule.    

 

16. Are there any proposed changes to the rules that will reduce a regulatory burden 

imposed on the business community? Please identify. (Reductions in regulatory burden 

may include streamlining reporting processes, simplifying rules to improve readability, 

eliminating requirements, reducing compliance time or fees, or other related factors).  
 

The primary purpose of the new rule current rewrite of the rule is to improve readability and 

facilitate the correct interpretation of the rule and its requirements. This will reduce the 

burden on all programs, organizations, and providers that are held to the requirements of the 

rule. Additionally, the requirement for PASSPORT and Assisted Living waiver case 

management agencies to notify ODA when there is a story in the media about an event that 

directly impacts the health, safety, or welfare of an individual on a waiver or when an 

employee of the waiver case management agency is the alleged violator on an incident is 

being removed. Since ODA is now using the ODM incident management system, these 

notifications are automatically generated and sent to ODA, removing administrative burden 

on the part of the waiver case management agencies. Finally, the incident reporting process is 

being streamlined for all programs. Currently, incidents impacting individuals enrolled on the 

Ohio Home Care waiver, the MyCare waiver, the SRS program, the OhioRISE program, the 

OhioRISE waiver, or receiving services through an MCO have to be reported within 24 

hours, while incidents impacting individuals enrolled on  the PASSPORT waiver or Assisted 

Living waiver have to be reported within one business day. The new rule will require all 

incidents to be reported within one business day. The timeline for investigating incidents is 

also being streamlined. Currently the rule allows 45 days for critical incident investigation 

and 30 business days for reportable incident investigation. The new rule will allow 45 

business days for incident investigation, regardless of the priority level. 
 

17. Why did the Agency determine that the regulatory intent justifies the adverse impact to 

the regulated business community? 

The assurance of Medicaid program participants’ health and welfare is of the utmost 

importance to ODM, and the expectations of reporting and addressing incidents is included in 

ODM’s agreement with the MCOs and the OhioRISE Plan.  The assurance of HCBS 

program participants' health and welfare is also integral to the Ohio HCBS waiver and 

1915(i) State Plan Amendment programs- both at the state and federal levels.  In order to 

support individuals in the community, all service providers, agencies, and contracted case 

management or recovery management agencies have a role in keeping the individual 

safe.  Appropriate notification of incidents that have an impact on the individual’s health and 

safety is necessary and required through federal waiver authority.    
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Participation in the HCBS programs is optional and at a provider's discretion.  Compliance 

with program requirements is required for providers who choose to participate and may result 

in administrative costs associated with compliance with the requirements of this rule (e.g., 

training, monitoring and oversight, etc.). Failure to comply with such requirements may 

result in a provider's inability to be an Ohio HCBS program service provider.  

 

Regulatory Flexibility 

18. Does the regulation provide any exemptions or alternative means of compliance for 

small businesses?  Please explain. 

No. The assurance of Medicaid program participants’ health and welfare is of the utmost 

importance, regardless of whether services are being provided through an large agency, small 

agency, or independent provider. How will the agency apply Ohio Revised Code section 

119.14 (waiver of fines and penalties for paperwork violations and first-time offenders) 

into implementation of the regulation? 

Not applicable for these programs as ODM and ODA do not fine providers or apply any 

other sanctions for paperwork violations related to incident reporting. 

19. What resources are available to assist small businesses with compliance of the 

regulation? 

Providers may contact the Ohio Department of Medicaid (ODM) provider hotline at 1-800-

686-1516.  Contracted entities may contact their designated contract manager at ODM or 

ODA.   


