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The Common Sense Initiative was established by Executive Order 2011-01K and placed
within the Office of the Lieutenant Governor. Under the CSI Initiative, agencies should
balance the critical objectives of all regulations with the costs of compliance by the regulated
parties. Agencies should promote transparency, consistency, predictability, and flexibility in
regulatory activities. Agencies should prioritize compliance over punishment, and to that end,
should utilize plain language in the development of regulations.

Regulatory Intent

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

Rule 5160-22-01 sets forth the standards for determining if an ambulatory surgery center
(ASC) can enroll in the Ohio Medicaid program and the method of reimbursement. To
participate in the Medicaid program, an ASC must have a valid agreement with the Centers
for Medicare and Medicaid Services (CMS) to provide ASC services in the Medicare program.
This rule is being proposed for amendment as a result of Ohio’s five-year rule review. The
proposed changes are to remove the reference to 42 CFR 416 and to reference OAC 5160-22-
02 for ASC reimbursement policies.
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. Pleaselist the Ohio statute authorizing the Agency to adopt thisregulation.
Section 5164.02 of the Revised Code authorizes the Agency to adopt these rules.

. Doestheregulation implement afederal requirement? |sthe proposed regulation being
adopted or amended to enable the state to obtain or maintain approval to administer and
enforce afederal law or to participatein afederal program?

Yes, this rule does implement a federal requirement. ASCs are a mandatory service under the
Medicaid program pursuant to 42 USC 1396d(a)(2) and Section 1396d(a)(2) of the Social
Security Act. Theruleis necessary to maintain participation in the Medicaid program.

If the regulation includes provisions not specifically required by the federal gover nment,
please explain therationale for exceeding the federal requirement.

Although ASCs are a mandatory service under the Medicaid program, neither federal law nor
federal regulation dictates the eligibility requirements or manner of reimbursement. ODM has
chosen, in thisrule, to adopt the Medicare requirements for ASCs to prevent double licensure
and certification costs on ASCs that would result if Medicaid adopted its own separate
standards.

. What isthe public purposefor thisregulation (i.e., why doesthe Agency feel that there
needsto be any regulation in thisarea at all)?

The purpose of thisrule is to set forth the requirements for an ambulatory surgery center
(ASC) to become a Medicaid provider and be reimbursed for services.

. How will the Agency measure the success of thisregulation in terms of outputs and/or
outcomes?

The measurabl e outcomes of this regulation are the non-imposition of double licensure and
certification costs on ASCs as well as the execution of provider agreements with ASCs and
reimbursement for their services.

Development of the Regulation

. Pleaselist the stakeholdersincluded by the Agency in the development or initial review
of thedraft regulation.

The draft regulation was provided to the Ohio Association of Ambulatory Surgery Centers
(OAAC) for review.

. What input was provided by the stakeholders, and how did that input affect the draft
regulation being proposed by the Agency?



No comments wer e received from the Ohio Association of Ambulatory Surgery Centers
(OAAC).

9. What scientific data was used to develop therule or the measurable outcomes of the
rule? How doesthisdata support theregulation being proposed?

Not applicable.

10. What alter nativeregulations (or specific provisionswithin the regulation) did the
Agency consider, and why did it determinethat these alter natives were not appropriate?
If none, why didn’t the Agency consider regulatory alternatives?

None. It would be time consuming and costly to both the Department and ambulatory
surgery centersto set up and enforce an additional set of eligibility requirements for
participation in Medicaid on top of those requirements already set forth by Medicare
in42 C.F.R. 416 subparts Ato C.

11. Did the Agency specifically consider a performance-based regulation? Please explain.
Performance-based regulations define the required outcome, but don’t dictate the process
the regulated stakeholders must use to achieve compliance.

No. Medicare’s regulations set forth in 42 C.F.R. 416 already require quality
assessment and performance improvement standards for ASCs to be accredited.

12. What measures did the Agency take to ensurethat thisregulation does not duplicate an
existing Ohio regulation?

Medicaid rules were reviewed by Ohio Department of Medicaid staff, including legal and
legidlative staff. Ohio Administrative Code rule 5160-22-01 is the only regulation that defines
how Ambulatory surgery centers can participate in the Medicaid program.

13. Please describe the Agency’s plan for implementation of the regulation, including any
measur esto ensurethat the regulation isapplied consistently and predictably for the
regulated community.

Rule 5160-22-01 sets forth the policies to determine which ambulatory surgery centers (ASCs)
may be enrolled in the Medicaid program. To be eligible to participate in the Ohio Medicaid
program, ASCs must have a valid agreement with CMSto provide ASC servicesin the
Medicare program, thus ensuring predictability and consistency. ODM plansto release a
public notice and a Medicaid Handbook Transmittal letter informing both the public and
stakeholders of the updates.

Adverse | mpact to Business




14. Provide a summary of the estimated cost of compliance with therule. Specifically, please
do thefollowing:
a. ldentify the scope of theimpacted business community;

Thisrule impacts all Ambulatory surgery centers who are or want to be an Ohio
Medicaid provider.

b. ldentify the nature of the adver se impact (e.g., license fees, fines, employer time
for compliance); and

Thisrule does not impose any license fees or fines. It does require ambulatory surgery
centers to have a valid agreement with CMSto provide ASC servicesin the Medicare
program.

c. Quantify the expected adver se impact from theregulation.

In order to obtain a valid agreement with CMSto provide ASC servicesin the
Medicare program there is an estimated $3000-$5000 fee for accreditation (Source:
The American Association for Accreditation of Ambulatory Surgery Facilities).
However, aslong as a valid agreement with CMSis maintained, there is no additional
net new adverse impact in order to become a Medicaid provider. Thereis no expected
adverse impact on existing ASC providers as they already meet the requirements.

15. Why did the Agency determine that the regulatory intent justifies the adver seimpact to
theregulated business community?

There must be some standards for participation in the Medicaid program. Using the same
standards as Medicare causes the least impact to providers and eliminates multiple
certification processes and fees.

Regulatory Flexibility

16. Does the regulation provide any exemptions or alter native means of compliance for small
businesses? Please explain.

No. Requiring ambulatory surgery centers (ASCs) have a valid agreement with CMSto
provide ASC services in the Medicare program ensures that ASCs are providing safe
and quality care to Medicaid consumers.

17. How will the agency apply Ohio Revised Code section 119.14 (waiver of fines and
penaltiesfor paperwork violations and first-time offender s) into implementation of the
regulation?

There are no penalties or fines associated with thisrule.



18. What resources are available to assist small businesses with compliance of the
regulation?
Providers needing enrollment assistance may contact ODM provider services at
[ http: //medicaid.ohio.gov/PROVIDERS/Enr ol ImentandSupport/Pr ovider EnrolIment.aspx|or
hospital services at Hospital _policy@medicaid.ohio.gov.

ASCs may email questions regarding rule 5160-22-01 to Hospital _policy@medicaid.ohio.
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