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Rule Number(s): _5160-2-01, 5160-2-04

Date:

Rule Type:
[l New X 5-Year Review
[l Amended [l Rescinded

The Common Sense Initiative was established by Executive Order 2001K 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 complae by the regulated
parties. Agencies should promote transparency, consistency, predictability, arftexibility in
regulatory activities. Agencies should prioritize compliance over punishménand to that end,
should utilize plain language in the development of regulations.

Requlatory Intent

1. Please briefly describe the draft regulation in plain language.
Please include the key provisions of the regulation as well as any proposed aneetsim

Rule 5160-2-01, entitled Eligible Providers, sets forth the policies to determine whpitalsos
may be enrolled in the Medicaid (Title XIX) prograhospitals are required to meet the
conditions of participation for the Medicare (Title XVIII) program as déesd in 42 C.F.R.
Part 482 effective as of October 1, 2013. The rule is being proposed fgefivedle review.
The proposed changes are updates to Ohio Administrative Code and agencyeagferenc
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throughout the rule, adding date references to Cb#ederal Regulations references, and
updating the rule structure to improve readability.

Rule 5160-2-04, entitled Coverage of hospital provided pharmaceutical, dental, vision care,
medical supply and equipment, and medically-related transportation sesetseforth

coverage of pharmaceutical, dental, vision care, medical supply and equipment amadlynedic
related transportation services provided by hospitals. The proposed changes toitickidde
updates to Ohio Administrative and Revised Code references and updating langaetjege
transportation services. The provision that “ODJFS may periodically requirgdiespi

produce evidence of invoice costs supporting amounts billed for take-home drugsbvess m
to 5160-2-07.13 Utilization Control.

. Please list the Ohio statute authorizing the Agency to adopt this regulation
5164.02

. Does the regulation implement a federal requirement¥es Is the proposedregulation
being adopted or amended to enable the state to obtain or maintain approval to adnster
and enforce a federal law or to participate in a federal program?es.

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

As the sttée Medicaid agency, the Department is required under 42 C.F.R. Part 482 to ensure all
hospitals enrolled in Medicare are eligible to participate in the Ohio Mddcagram upon
execution of a provider agreement. In addition, it is Medicaid’s responsibiléggure that an
eligible hospital that is currently determined to meet the requirements for dviegarticipation

has in effect a hospital utilization review plan applicable to all patients who eaoeiical
assistance under through Medicailile 5160-201 implements this requirement.

Rule 5160-2-04 does not implement a federal requirement.

. If the regulation includes provisions not specifically required by the federafjovernment,
pleaseexplain the rationale for exceeding the federal requirement.

Rule 5160-2-01, entitled Eligible Providers, sets forth the policies to determine whpitalsos
may be enrolled in the Medicaid progra#vl. hospitals that meet Medicare conditions of
participation as described in 42 C.F.R. Part 482 effective as of October 1, 2013, ilalestelig
participate in the Ohio Medicaid program upon execution of a provider agredieening the
conditions of participation is a standard business practice for all hospitalslingcthose
owned by Counties, Townships, and Municipal Corporatidhe.Department recognizes that
there is a cost to all hospitals including those owned by Counties, Townships, and Municipal
Corporations when they enroll to participate in the Medicare program and psgdinapitals
and psychiatric units of hospitals when they obtain their licensure from thetepaof
Mental Health and Addiction Services, however there is no additional cost of compiance
hospitals and psychiatric hospitals to be eligible to participate in the Ohic&fidgrogam.
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Rule 5160-2-04 is a not a federal requirement.

5. What is the public purpose for this regulation (i.e., why does the Agency fettlat there
needs to be any regulation in this area at all)?

The public purpose for rule 5160-2-01 is to set forth the policies to determine which hospitals
may be enrolled in Medicaid and to comply with federal regulations.

The purpose of rule 5160-2-04 sets forth coverage of pharmaceutical, dental, vision care
medical supply and equipment and medically-related transportation services gitoywide
hospitals.

6. How will the Agency measure the success of this regulation in terms of outg and/or
outcomes?

Rule 5160-2-01, entitled Eligible Providers, sets forth the policies to determine whpitalsos
may be enrolled in th®ledicaid programCMS has long-standing conditions of participation

for hospitals which are described in 42 C.F.R. Part 482 to ensure all hospitals be enrolled in
Medicare.lt has been the Department’s policy that hospitals that meet the conditions as
descibed in 42 C.F.R. Part 482 and are enrolled by Medicare as a hospital may also bd enroll
to participate in the Ohio Medicaid program upon execution of a provider agreemtraut/Vi

the policy that allows Medicaid to adhere to Medicare’s conditionsiam@tions, the

Department would have to hire additional staff to ensure each hospital was inacmaplith
current regulations, adding additional cost to hospitals (i.e., fees for licenswejoAdary
complication is an increased likelihood of patients not having access to care, as ihdividua
hospitals would not be able to accept patients until compliance was satisfied for loithrile

and MedicaidThe measureable outcome of this regulation is speedy access to hospital services
by Medicaid beneficiaes and the non-imposition of double licensure and certification costs on
hospitals.

Success for Rule 5160-2-04 will be measured by the reduction of inquiries from providers
inquiring how to bill for hospital-provided pharmaceutical, dental, vision care, medpmallys
and equipment, and medicaliglated transportation servicdhe following sentence, “ODJFS
may periodically require hospitals to produce evidence of invoice costs supparbagta
billed for take-home drugs,” was relocated to rule 5160-2-07.13, Utilization CohtieBIA

for 5160-2-07.13 addresses the utilization review requirement as it relates to thesgurbof
information for claim validation purposes, meeting federal utilization reviguinements, etc.

Development of the Reqgudtion

7. Please list the stakeholders included by the Agency in the development or iaitreview of
the draft regulation.
If applicable, please include the date and medium by which the stakeholders wigedly
contacted.
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8.

9.

10.

11.

12.

Summary statements about ffreposed revisions in these rules have been shared and discussed
at monthly meetings between the Department and the Ohio Hospital Associddidh (@

addition, the draft rules were publicized via the Department’s clearancesgrand no

additional commets were received.

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

No comments were received during the clearance review process.

What scientific data was used to develop the ralor the measurable outcomes of the rule?
How does this data support the regulation being proposed?

Not applicabldor either rule

What alternative regulations (or specific provisions within the regulatio) did the Agency
consider, and why did itdetermine that these alternatives were not appropriate™ none,
why didn’t the Agency consider regulatory alternatives?

None. Rule 5160-2-01 is the result of a federal mandate and Rule 3¥b68e&cribes coverage
of pharmaceutical, dental, vision care, medical supply and equipment and medicady-
transportation services provided by hospitals.

Did the Agencyspecifically considera performance-based regulation? Please explain.
Performancebased regulations define the required outcome, but don'tatietthe process the
regulated stakeholders must use to achieve compliance.

No.
Rule 5160-201 is the result of a federal mandate.

Rule 5160-2-04 describes coverage of pharmaceutical, dental, vision care, medicaasdpply
equipment and medicallelatedtransportation services provided by hospitals and does not
dictate the process the regulated stakeholders must use to achieve compliance.

What measures did the Agency take to ensure that this regulation does not dujaiie an
existing Ohio regulation?

Ohio Administrative Code rule 5160-2-01 is the only regulation that defines which hospitals can
participate in the Ohio Medicaid progra®AC rule 5160-2-04 is the only regulation that
describedvledicaidcoverage of pharmaceutical, dental, vision care, mesigaly and

equipment and medically-related transportation services provided by hoSgiaksgency

reviewed the regulations cited within the rules and reduced duplication when pogsible b
referring readers to other existing rules.
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13.Please describe the Agncy’s plan for implementation of the regulation, including any
measures to ensure that the regulation is applied consistentyd predictably for the
regulated community.

Rule 5160-291, entitled Eligible Providers, sets forth the policies to determimeh hospitals
may be enrolled in the Medicaid (Title XIX) program. To be eligible to participatee Ohio
Medicaid (Title XIX) program, hospitals must be enrolled in the Medicare (TitlBIXV
program and meet the conditions of participation as described in 42 C.F.R. P&td82.9.,
42 C.F.R. 440.10 and 42 C.F.R. 440.20.

The proposed changes to Rule 5160-2-04 do not require implementdt#oexisting policies
for coverage of hospital-provided pharmaceutical, dental, vision care, medical sngply
equipment, and medicallglated transportation services are already coded in the claims
payment system and are working appropriately.

Adverse Impact to Business

14.Provide a summary of the estimated cost of compliance with the rul&pecifically, please
do the following:
a. ldentify the scope othe impacted business community

Both rules impacall hospitals enrolled as Ohio Medicaid providers.

Identify the nature of the adverse impact (e.g., license fees, fines, employer time for
compliance) and

As the state Medicaid agency, the Department is required under 42 C.F.R. Part 482, 42
C.F.R. 440.10, and 42 C.F.R. 440.20 to ensure all hospitals enrolled in Medicare are
eligible to participate in the Ohio Medicaid program upon execution of a provider
agreement. To become an eligible provider in the Ohio Medicaid (Title XIX) program,
the hospital will incur the fees associated with enrollment in the Medicare (Titld)XVII
program.

b. Quantify the expected adverse impact from the regulation.
The adversempact 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
“representativdusiness.”Please include the source for your information/estimated
impact.
No additionaladverse impact is anticipated result of rule 5160-2-01, as any hospital
providing impatient psychiatric services would already have their licensure.

No additional adverse impact is anticipated as result of rule 5160i0guage that
required a repoirtg of information (and thus would have been an adverse impact) in the
prior version (5160-2-04(A)(2)) has been removed in this updated version.
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15.Why did the Agency determine that the regulatory intent justifies the aderse impact to
the regulated busineseommunity?

The Department recognizes that there is a cost to all hospitals when they guadilcipate in
the Medicare program, including psychiatric hospitals and psychiatric unitspfdi®svhen
they obtain their licensure from the Department of Mental Health and Addictiorc&ervi
However, there are no additional adverse impact from this rule is expecteddialscnd
psychiatric hospitals to be eligible to participate in the Ohio Medicaid program.

Requlatory Flexibility

16.Does the regulation provide any exemptions or alternative means of complianag small
businessesPlease explain.

No.
Rule 5160-2-01s the result of dederal mandate.

Rule 5160-2-04imply describes Medicaidoverage of pharmaceutical, dental, vision care,
medical supply and equipment and medically-related transportation services gtoywide
hospitals.

17.How will the agency apply Ohio Revised Code section 119.14 (waiver of fines arahalties
for paperwork viol ations and first-time offenders) into implementation of the regulation?

There are no fines or penalties associated i 5160-2-01.
There are no fines or penalties associatid rule 5160-2-04.
18.What resources are available to assist smdusinesses with compliance of the regulation?

Providers needing enrollment assistance may contact ODM provider satvices
http://medicaid.ohio.gov/PROVIDERS/EnrolimentandSupport/ProviderEnrolimprtoas
hospital services &fosptal_policy@medicaid.ohio.gov.

Hospitals nay email questions regarding rule 5160-2-04 to Hospital_policy@medicaid.ohio.gov.
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http://medicaid.ohio.gov/PROVIDERS/EnrollmentandSupport/ProviderEnrollment.aspx

*** DRAFT - NOT YET FILED ***

51602-01 Eligible providers.

All hospitals,exceptthose excludedin paragraphgA)(1) and (A)(2) of this rule, that
meet medicare(Title XVIII) conditions ofparticipationas describedin 42
C.F.R 482effective as of October 1, 2013 are eligible to participate in the Ohio

medicaid(Title XIX) program upon execution of a provider agreement. Also considered to
be eligible is a hospital that is currently determined to meet the requirements for Title
XVIII participation and has in effect a hospital utilization review plan apgicad all
patients who receive medical assistance under Title XIX. The followingithlssare
excluded from participation:

(1) Tuberculosis facilities, and

(2) Facilities that have fifty per cent or more of their beds registeredignirso Chapter
3701-590f the Administrative Code as alcohol and/or drug abuse rehabilitation beds,
and have no beds licensed as psychiatric beds pursuant to Chaptdrd5dRthe
Administrative Code.

(B) The following facilities with more than sixteen beds shall be eligiblparticipate in Title
XIX only for the provision of inpatient psychiatric services to recipients adg-fve or
older in accordance with paragraph (C) of this rule and to recipients under agg dne
in accordance with paragraph (D) of this rule:

(1) A hospital with fifty per cent or more of its beds registered as alcohol airdfpabuse
rehabilitation beds that also has beds licensed as psychiatric beds pursuantdo Chapt
5122-14 of the Administrative Code;

(2) Hospitals that have at ledslf of their beds licensed as psychiatric beds pursteant
Chapter5122-14 of theAdministrative Code oroperatedunder the authority of the
statementalhealthauthorityin accordancevith section
5119.01 of the Revised Code; and

(3) Hospitalsthat have half or more of their dischargesin any six-month time period
reviewed by the Ohio—departmentofjob—andfamily—services the department
and determined to be for psychiatric and/or substance abuse treatment.

(C) Hospitalsthatareeligible to participateonly for the provision of inpatieqisychiatric
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*** DRAFT - NOT YET FILED ***

51662-01 2

services in accordance with paragraph (B) of this rule and are renderingenhpati
psychiatric servicesto recipientsage sixty-five or older must bdicensedby the Chio
departmenbi-mentathealth Ohio department ofmentalhealthand addictionservices in
accordance with Chapter 5322 of the Administrative Code or operated under the
authority of the state mental health authority in accordance with section 5119.01 of the
Revised Code, and must provide seeg in accordance with Chaptéi22-14 of the
Administrative Code. Hospitals shall operatepursuantto the provisions of 42 C.F.R. 441
subpart Ceffective as of October 1, 2013

(D) Hospitals that are eligible to participate only for the provision of inpatesychiatric
services in accordance with paragraph (B) of this rule and are rendering inpatient
psychiatric services for recipients under age twemiy must:

(1) Provide services under the direction of a physician;

(2) Operatepursuantto the provisions of 4Z.F.R.441 subpart Bffective as of
October 1, 20133

(3) Be a psychiatric hospital or an inpatient program in a psychiatric hosytitel; ef
which is accredited by the "Joint Commission on Accreditation of Hospitadsd
must be licensed by the Ohio—departmentef—mentalhealttOhio department
of mental health and addiction servidgasaccordance with Chapter 5122 of the
Administrative Code or operated under the authowfy the state mental health
authority in accordancewith section
5119.01 of theRevisedCode,and must provideservicesin accordancevith
Chapter 5122-14 of the Administrative Code; and

(4) Provide services before the recipient reaches age twaetyr, if the recipient was
receiving services immediately befdre/shée or sheeached age tweniyne, before
the earlier of the following:

(a) The datdae/shée or shano longer requires the services; or
(b) The datdre/shehe or sireaches age twentyo.

(E) The following facilities with sixteen or fewer beds shall be eligible to patie in Title XIX
only for the provision of inpatient psychiatric servicesragipients in accordance with
paragraph (F) of this rule:

(1) A hospital with fifty per cent or more of its beds registered as alcoldbadrugabuse
rehabilitationbedsthat also hasbedslicensedas psychiatricbeds



*** DRAFT - NOT YET FILED ***

51602-01 3

pursuant to Chapter 5122-14 of the Administrative Code;

(2) Hospitals that have at least half of their beds licensed as psychedscpursuanto
Chapter5122-14 of theAdministrative Code oroperatedunder the authority of the
statementalhealthauthorityin accordancevith section
5119.01 of the Revised Code; and

(3) Hospitalsthat have half or more of their dischargesin any six-month time period
reviewed by the Ohio—departmentofjob—andfamily—services the department
and determined to be for psychiatric and/or substance abuse treatment.

(F) Hospitals that are eligible to participate only for the provision of inpigbi€ychiatric services
in accordance with paragraph (E) of this rule and are rendering inpatient psychiat
services to recipients must be licensed by the Ohio—depmrtment—of mental
healttOhio department of mental health and addiction seniitescordance with
Chapter 51224 of the Administrative Code or operated under the authority of the state
mental health authority in accordance with seci@h9.01 of theRevisedCode,and must
provide services in accordancewith Chapter 51224 of the Administrative Code.
Hospitalsshall operatepursuanto the provisions of 42
C.F.R. 482 subpart Effective as of October 1, 2013




*** DRAFT - NOT YET FILED ***

51602-04 Coverage of hospital-provided pharmaceutical, dental, vision
care, medical supply and equipment, and ambulance—or

ambulettemedically-related transportation services.

(A) Drugs.

(1) Drugs are classified as: administered inpatient (drugs administerguhtierst whilean
inpatient); administeredoutpatient(drugsadministeredo a patient at the hospital in
connection with outpatient services); tdk@me (drugs dispensed on an outpatient
basis for use away from the hospital).

(2) Administered inpatient drugs are considered inpatient services and are seichasiran
inpatient service. Administered outpatient drugs are considered outpatient sservice
and are reimbursed as an outpatient hospital senvieaecordancewvith rule 5161:3-
2-215160-2-21 of the Administrative Code. TakbBome drugs must be billed in
accordance with provisions in Chap&o1:3-%$160-90of the Administrative Code.
Payment to hospitals for takeme drugs will be reimbursedaccordingto the
provisions ofChapter

54:91%—95160 9 of the Admlnlstratlve Code @Dél%may—peneéreauy—pequwe
. Hleakéor

(B) Medical supplies and equipment.

(1) Inpatlent overage Supphes&nd—equmeni—te#&h&e&r&a#%rea%men%@dwent

(a) Suppliesand equipmentare coveredfor the care and treatmentof the

recipient during an inpatient stay and include:

(i) implants and devices that are part of a surgical, immediatespagtal, or
early fitting procedure (e.q., pacemakers, halos paosthetic devices);
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*** DRAFT - NOT YET FILED ***

516062-04 2

(ii) applianceghat are generallyappliedprior to dischargge.qd.,initial
prostheses): and

(i) _other items that are medically necessaryas describedin rule
5160-1901 of the Administrative Codeto permit or facilitate the patient's
discharge from the hospital until such time as réogient can
obtain a permanent item or supply.

(b) Covered items must be included in the hospital's inpatient billing.

(c) Medical suplies and equipment provided to medicaid recipient forougside the
hospitalarereimbursedaccordancavith Chapter5160410 ofthe Administrative
Code.

(2) Outpatlent overage Ln—e%der—te—be—#amb&#sed—ﬁer—medre&l—supphes—&nd

(a) Rule 516010 theAdministrative Codedescribeghe coverag@andreimbursement

of medical supplies provided during the provision obatpatient visit

(b) Medical suppliesand equipment providedo the medicaidrecipientfor use
outside the hospitadre reimbursedin accordancewith Chapter
5160-10 of the Administrative Code.

(C) Dental services:Exceptfor dentalservicesdescribedin rule 5101:3-2-03160-2-030f the
Administrative Code and emergency dental services provided in the emergencyall
dental services are covered and reimbursed as dental services under thengreeisiorth
in Chaptes161:3-5160-50f the AdministrativeCode.

(D) Vision care services: All vision care services are covered and rembassinpatient or
outpatient hospital services. All vision care materials are covered amtbursed in
accordancevith the provisions o€Chapter5101:3-6160-60f the Administrative Code.

(E) Ambulance-and—ambulettdledically-related transportation services: The services of
hospital staff asttendentattendantgluring transportation are covered and reimbused
an inpatientor outpatient hospitaservice. Transportatiorto or from a hospital, including
inter hospital transfer, that is provided in accordance Wittapter 5160-15 of the
Administrative Code is not a hospital service and is




*** DRAFT - NOT YET FILED ***

516062-04 3

reimbursedas describe_cin Chapter5160-15 of _theAc_Iministrative Code.Serviceselated
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