ACTION: QOriginal DATE: 02/27/2017 9:54 AM

CSI - Ohio

The Common Sense Initiative

Business Impact Analysis

Agency Name: Ohio Department of Health

Regulation/Package Title: Chapter 3701-84 — Health Care Services

Rule Number(s): _3701-84-01 through 3701-84-85

Date: September 30, 2016; Revised December 1, 2016; Additional Change January
19, 2017
Rule Type:

X New X 5-Year Review

X Amended X Rescinded

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

Please briefly describe the draft regulations in plain language.

The rules set forth in Chapter 3701-84 of the Ohio Administrative Code establish safety and quality of care
standards for providers of Health Care Services (“HCS”) in Ohio. The quality rules set minimum standards
that a provider of the service must meet in order to offer the service including, facilities, equipment,
personnel, and patient selection criteria. The standards and requirements established by these regulations
are applicable to the following services:

Solid organ transplantation
Bone marrow transplantation
Adult cardiac catheterization
Adult open heart surgery
Pediatric intensive care
Pediatric cardiac catheterization
Pediatric cardiovascular surgery
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e Operation of aihear acceleratagamma knifezobalt radiation therapy unit
No changes have been made to the following rules:

3701-84-30:The rule sets forth the general cardiac catheterization service stamadnding, but not
limited to access to clinical and allied support services such as hematobbgliagnostic radiology;
providing notice to the Director of the service level classificaprovided; and maintaining a written
transfer protocol for the tngfer and care of patients in the event of an emergency.

3701-84-34 The rule sets forth the service performance measures for adult cardiac cttieteservices,
including the minimum number of procedures that should be performed at edutislestitevel.

3701-84-34.1:The rule sets forth the inspection and review standards for adulacarakheterization
services, such as cardiac catheterization services will be inspected at leasvenycthree years. The
number of procedures performed am the sole indicator of performance, but that failure to perfrm
established levels may result in further actions such as an extended reviewabirespactions.

The following rules are being rescinded due to the fifty percent change resttion in Legislative
Service Commission (LSC) rule drafting requirementsEach rule has been replaced with a new rule.

3701-84-17
3701-84-19
3701-84-25
3701-84-36
3701-84-39
3701-84-40
3701-84-75
3701-84-81
3701-84-85

The following new rules replace the rescinded rules listed above:

3701-84-17 New rule due to fifty percent change restrictiol8C rule drafting requirement3.he rule
sets forth the personnel and staffing requirements for SOT servicegssatkeast one primary transplant
surgeon fo each type of organ transplanted and a multidisciplinary care team comprisgulogpely
gualified medical, nursing, and supportive service staff to meet the needtenfsp The rule has been
revised to reflect the current CMSOPs for a transplamultidisciplinary team and to break out existing
paragraphs to improve the clarity and flow of information in the rule.

3701-84-19 New rule due to fifty percent change restrictiol.8C rule drafting requirement3.he rule
sets forth the safetstandards for SOT services and has been revised to improve the clarity anél flow o
information in the rule.

3701-84-25 New rule due to fifty percent change restrictiorLBIC rule drafting guidelines. The rule
includes the previous personnel and stgffrequirements in existing/rescinded rule 38@125and the
recommendations of tHeACT (Foundation for the Accreditation of Cellular Transpdéion) relating to
the medical director of a Bone Marrow Transplantation service.

3701-84-36 New rule dued fifty percent change restrictioni'sCrule drafting guidelinesThe rule sets
forth the standards for open heart surgery services. These requiremerds ifeservice having
equipment, personnel, and capability to perform twéoty hour emergency open heart proced s



access to specified diagnostic, allied health, and supportive sernikaient selection and utilization
requirements from current rule 378440 have been moved to this rutervices will be required to
obtainmaintin enrollment in the Society for Thoracic Surgeons cardiac surgery datatmthpeogide an
annual report to the directdwy July F' of each yeabased upon the data subteit to the STS for the
preceding calendar yearAdditionally, similar to the adultardiac catheterization services, open heart
services will be required to provide notice to the director within thirty daysceipt ofany STS reportn
which the servicéalls below the 1 percentile for specified National Quality Forum (NQS) meesfor
coronary artery bypass grafting surgeri€be revisions also reflect the current industry practice of a
coordinated multidisciplinary approach to patient care, including meetings/édo@ care plans to meet
the needs of complex medical casesnaHy, the revision require that patient selection be based upon
American College of Cardiology guidance pertaining to coronary artery bygra#s surgery and
managementincluding surgerypf adults with congenital heart disease

3701-84-39 New rule die to fifty percent change restrictionli8Crule drafting guidelinesThe rule sets
forth the quality assessment and performance improve(@®l) requirements for open heart surgery
services. These requirements include regular morbidity and moxalifgrences The rule has been
revised to incorporate the outcome data received from patitoipa the Society for Thoracic Surgeons
database and the review and evaluation of the multidisciplinary meetingsece@ rule 370484-36.
These revisionare reflective of current industry practices.

3701-84-40 New rule due to fifty percent change restrictior. 8C rule drafting guidelinesThe patient
selection and utilization requirements have been moved from this rule to me@70484-36.The rule

sets forth theoerformance measurésr open heart surgery services, including a reduction in the volume
goal for the service from 250 to 150. This reduction is based upon the American ©blegyeliology
recommendations and current analysis of Ohigpen heart services volume trenélsrthermore, the rule
clarifies that the number of procedures performed will not be used addhrdicator of performance, but
that failure to perform at established levels may result in further actichsasuan eended review or
annual inspections. The corrective actions are the same as the adult cardiaczedithreteervices and
provide the director with greater flexibility when working with open hearvices to ensure compliance
with the safety and qualistandards in this Chapter

3701-84-75:New rule due to fifty percent change restriction in LSC rule draftindejnes.Therule sets
forth the service standards for pediatric cardiac catheterizativiceseincluding, but not limited to, the
service must have an onsite pediatric cardiovascular surgery service, estiapdisbnt selection criteria,
and immediate access to specified diagnostic services and staff. The rule has beenorestpgcet
participation in the American College of Cardiology National Camalioular Data Registry IMPACT
registry as supported by the providers of pediatric cardiac cathdterizatvices as part of the services
overall quality assessment angerformance improvement effortServices will also beequira to
documentinternal reviews conducted by the service of physicians with a combinatiighafhortality and

low volume of procedureshis will assist the director during state surveys in determining thaseffbthe
service to improve the service’s quality and safety. Each service must also have estatiiesteetbr the
privileging of physicians to perform procedures in thevise; this requiremens reflective of current
industry practices and standardSnally, the written emergency transfer agreement requirements in
pervious paragrapfC) for services without an esite cardiovascular surgery services has been removed.
Existing pediatric cardiac catheterization services in Ohio are all locateahwibispitals with a pediatric
cardiovascular surgery service and the industry supports ensuring that argy getiatric cardiac
catheterization services maintain the same stdsdar

3701-8481: New rule due to fifty percent change restriction in LSC rule idigafjuidelines The rule sets
forth theservice standard®r pediatric cardiovascular services. These requirements indutlare not



limited to, a board certified medical directdwo thoracic surgeonsaccess to diagnostic, emergency,
radiology, and having a surgical team available within sixty minufée rule has been revised to clarify
that services should be provided in a coordinated multidisciplinary approatidimgc meetings to
determine patient treatment plans and all services must participdite Bociety for Thoracic Surgeons
Congenial Heart Surgery Database. Services are also required to provigeoonst arrangement,
extracaporeal membrane oxygenation and ventricular assist device services. Thegmsewiere
recommended by the industry.

3701-84-85New rule due to fifty percent change restriction in LSC rule draftindedinies The rule sets
forth the QAPI program regrements for pediatric cardiac catheterization services in additiba general
QAPI requirements in rule 37684-12. These requirements include a regular morbidity and mortality
review. The rule has been revised to incorporate the outcome dav&ddcem participation in the Society
for Thoracic Surgeons Congenital Heart Surgery database and the review araticevadi the
multidisciplinary meetings required in rule 3784-81. These revisions are reflective of current industry
practices.

New Rue:

3701-84-80 This new rule clarifies the QAPI program requirements for pediatric cardiaetearation
services in addition to the general QAPI requirements in rule 37AP-84-he rule includes requirements
previously included in rule 37684-75 that are more appropriate for this standalone QAPI rule, as is the
standard for other health care services as well as morbidity and mortalitficspaasiderations that are
reflective of current American College of Cardiology guidelines.

Revisionhave been made to the following rules:

3701-8401: Therule sets forttthe definitions usethroughout the ChapteRevisions have been made
to paragraph (G)n accordance with current bone marrow transplantation guidelines. olineyéar
reference in paragraph (OO) has been removed to clarify the requirements of aradiediogist and the
definition of radiation therapy in paragraph (PP) has been updated to cite #spooding Chapters of the
Administrative Code. Finally, paragraph (YY) has been added to the definitidonstom existing rule
3701-84- 06.

3701-8402: The ruledelineateshe service types under the authority of the Chapter andegmsrevised

to update the reference to the adult cardiac catheterizak&oset, up to rule 37684-34.2 andhe “annual”
review requirement in paragraph (B) has been changed to periodic revéaeoimmodate the statuyor
requiredevery fiveyears ad reviewsbased on need, such as consultation with the industry or changes in
technology.

3701-8403: The rulesets forth the general provisions and prohibitions fad@lBsand has been revised
to make grammatical corrections in accordance W88 rule drafting guidelines.

3701-8404: The rule sets forth the requirement for services to provide at least ay 3Wtitze to the
Department prior to initiating or reactivating#S and what shall be included in such notice. The rule
has been revised fotarification.

3701-8405: The rule sets forth the compliance actions that may be taken by the diredtereivent a
HCS is determined to be n@ompliant with statutory or administrative requirements. The rule has been
revised for clarity.



3701-8406: The rule sets forth the requirement for inspection and audit of HCSdpreyincluding
investigation of alleged violations, the fees for the spegifies of inspections, and the cap on fees changed
to each HCS. The rule has been revigeshdke grammatical changes and for clarification.

3701-8407: The rule requires HCSs to have patient care policies. The rule has been eviagfytthat
the HCS must inform the patient of the HCS'’s policy pertaining to DidR¥euscitate (DNR) orders.

3701-8408: The rule sets forth the general personnel and staffing requirements faC 34, lduch as
staffing to meet the needs of patients, staff must have apg@praining and qualifications, and that an
ongoing training program must be provided by the HCS. The rule has been revipddttotbe record
keeping requirements for the license/registration/certificatietadf to align with similar record keeping
requirements in other rule sets. Additionalis®n have been made for dtgrand to improve the ease of
use of the rule.

3701-8409: The rule sets forth the general service standards for all HCSsliimg) but not limited to,
documentation of all services provided, a medical record for each patigtgnwifection contropolicy
requirements, and the maintenance of equipment. The rule has been reviakd ggammatical changes
throughout.

3701-8410: The rule sets forth the general building and site requirements for 8 H€luding, but not
limited to, certificate®f occupancy and written emergency and disaster preparedness plans. The rule has
been revised for clarification.

3701-8411: The rule sets forth the requirement for a medical record for each psgieed by a HCS.
The rule has been revised for claion.

3701-84412: The rule sets forth the gene@API requirements for all HCS s to ensure the monitoring,
documenting, and resolution of issues that impact the quality and safetjeot pare. The rule has been
revised for clarification.

3701-84-B: The rule sets forth the general complaint requirement forg@8luding the HCS posting
the Department’s complaint number and having policies and procedures to pdtismgscomplaints. The
rule has been revised for clarification.

3701-8414: The rule sets forth the waiver and variance requirements for HCSs includimgtbumited
to, providing a written request for a waiver/variance to thectthr, providing supporting documentation,
and the reconsideration options available in the eventiehial. The rule has been revised for clarification.

3701-8446: The rule sets forth theervice standards for solid organ transplant (SOT) services including,
but not limited to, location within a registered hospital, participaticm statewide transplant consortium,
and written patient policies and procedures. The rule has been revisieldiccurrenCenter foiMedicare

& Medicaid Services (CMSEonditions of Participation (COPS) to clarify that treatment must loeghr

a multidisciplinary approach and that plans must be provided for living didnliveng donations are
performed.

3701-8448: The rule sets forth the facilities requirements for SOT services incluslimgot limited to,
operating rooms, laboratory, and diagnostic/treatment servicestulenhas been revised to make general
grammatical changes.

3701-84-20 The rude sets forth the patient selection criteria for SOT senvit@ading participatiorin a
statewide review procesadherence to identical selection criteria, and requirements pertanadgents



who do not meet the standard selection criteria. The rule has been revisechliadedtoy standards and
provider request, to provide an alternative determinant for pediatiat ftenction deterioration by use of
glomerular filtration rate (GFR). Theile has been further revised to update and clarify the membership
requirements for the chemical disorder committesg determines eligibility for patients with a history of
alcohol or substance dependengyppendices A and B have bemsvisedat the regest of the Solid Organ
Transplant Consortium to reflect current standards.

3701-8421: The rule sets forth the utilization/volume requirements for SOT sertfeese requirements
are reflective of current CMEOPs. The rule has been revised to clahit pediatric transplant services,
are not subject to volume goals. Pediatric only services are evaluated by CM8gmsedtcomes.

3701-84-24 The rulesets forth the service standards for Bone Marrow Transplantation (BMT¢eserv
including, but not limited to, location in a registered hospital, participatiamational cancer treatment
research, and patient management planning and protocols consistent with nainotztist The rule has
been revised to improve the clarity and flow of information within the rule andat@ rgrammatical
changes.

3701-8426: The rule sets forth the facilities and safety standards for BMT services irg;liinnot
limited to, having a designated BMT unit with beds to meet the patient demamise isolatiomooms,
and multiple types of laboratory services. The rule has been revised upasedhdustry practices and
provider request, to allow for the provision of full body iregdin either orsite or through a contract or
agreement with another hospital.

3701-8427: The rule sets forth the patient selection/utilization requirements fof Bafvices. The
appendix to the rule provides detailed exclusion criteria &®hsle specific requirements, while the rule
provides grocess for patient review and seiea for patients who do not meet the standard critBNAT
services volume goals remain unchanged and reflect current CMS COPs for steamsthintation. The
rule has been revised to improve the clarity and flow of information in theandemake gammatical
changes.

3701-8430.1: Therule sets forth the service standards for Level | adult cardiaetesatation services.
This rule became effective in April of 2016 and limits Level | serviceslyodagnostic procedures. Based
upon provider request, the rule has been revised to increase the number of days frdri204&fter the
first of each year, for the service to provide the requiredial report to the director. This expansion of
the timeframe corresponds to the same increase for Level Il and Level Il séhatedlowsfor the
inclusion of information fom the NationaCardiovasculabata Registrfourth quarter reports.

3701-8430.2: Therule sets forth the service standards for Level Il adult cardiac catla¢tamizervices.

This rule became effective in April of 2016; Level Il services may provide didggrastl specified
therapeutic procedures without-site surgical backup. Based upon provider request, the rule has been
revised to increase the number of days from 45 to 120 after the first of eadlonytee serice to provide

the required annual report to the director. This expansitihredimeframe corresponds to the same increase
for Level | and Level Ill services that allows for the inclusion dimation from the National
Cardiovascular Data Registry fohirquarter reports.

3701-84-30.3:Therule sets forth the service standards for Level 11l adult cardiac cathdterigatvices.
This rule became effective in April of 2016; Level Ill services maintain an beart surgery service and
provide the full spectrum of cardiovascular procedures. Based upon providestréeeule has been
revised to increase the number of days from 45 to 120 after the first of eacloytee service to provide
the required annual report to the director. This expamdithre timeframe corresponds to the same increase



for Level | and Level Il services that allows for the inclusion of inforomatfrom the National
Cardiovascular Data Registry fourth quarter reports.

3701-8431: The rule sets fortthe personnel and $timg requirements for adult cardiac catheterization
services including, but not limited to, the service medical director rotigely perform procedures at the
service, each service must have at least two physicians credentjgdefibton catheterizatits, and support
staff with the necessary skills, training, and experience in cardiac carffigiestinumbers to meet the
needs of patients. The rule has been revised to clarify the medical ditegtioevel 1l or Il service must
be board certifiedn interventional cardiology and have either five years of experiencavergerformed
at least five hundred percutaneous coronary interventions.

3701-8432: The rule sets forth the facilities and equipment requirements for addithcaatheterization
services including, but not limited to, procedure and control rooms of specifiedsiime, appropriate
imaging equipment, and equipment for ventilator and circulatory supp@tule has been revised to add
language to the rule title.

3701-8433: Therule sets forth the safety standards for adult cardiac catheterizationeseirnvituding
compliance with applicable nuclear regulatory requirements, electricetysafnd maintenance of
equipment. The rule has been revised to add language to the title.

3701-84-34.2 The rule establishes the criteria for which the Department may issuel@entorcease
operations to an adult cardiac catheterization service for failure to gavitpl standards. The ruleas
been revised to make grammatical changes.

3701-8437: The rule sets forth the personnel and staffing requirements for epensurgery services.
These requirements inclutlavinga board certified medical director and a minimum of two perfusionists
The rule has been revised to clarify thagdical directors must be board certified in thoracic surgery,
nursing staff must be advanced cardiac life support certified and to upeasslucation and training
requirements for perfusionists to accurately reflect the cuirehistry education/traing program
terminology. These changes reflect current industry standards and are supported by the pForalits.
based upon provider requests and current practices, the revisions blatrift teast one nurse and one
scrub nurse or technician mum present for each procedure.

3701-84-38 The rule sets forth the facilities, equipment, and supplies requirereigen heart surgery
services. These requirements inclulde service havingn appropriate number of oxygen and vacuum
outlets in eaclhoom,operational cardiopulmonary bypass machines, and a variety of specified imgnitor
analyzing, emergency, and supportive equipment. The rule has been ewsde tgrammatical changes,
to allow for the use of percutaneous mechanical circulatssistadevices, and to remove an outdated
reference to accrediting entity standards in paragraph (D).

3701-8461: The rule sets forth the standards for pediatric intensive care eseriibese requirements
include the service havingpediatric intensivisor their designee available within thirty minutexd other
staff including, but not limited taganesthesiologistgastroenterologist, pulmonologist, and an infectious
disease specialiaivailable within sixty minutes on a twerfigur hour basisThe rule has also been revised
to breakout existing requirements for laboratory tests into subparagraplpawerthe clarity and flow of
information. Additionally, the rule has been revised tgpdatethe type of pediatric and surgical
subspecialties thanust be available to PICUs to reflect current industry standasdedBupon industry
request and current industry practices, revisions have been made to allowatborrdaterapy, allergist,
neonatologist, and geneticist services to be provided either on site or byeareangvith another facility.
Finally, authorization for a temporary expansion of a PICU service duegonsgdliness or an outbreak
is authorized as long as the area of expansion meets all of the requirement€idr a P



3701-8462: The rule sets forth the personnel and staffing requirenient8ICUs including, but not
limited to,a board certified medical direct@ pediatric intensivist, a licensed physician twenty four hours
a day assigned to the PICU, and nursiadf § number to meet the acuity level and needs of the patients
served. The rule has been revised to update the education, training, aridnegpeequirements of
physician, nursing, and respiratory therafaffto be reflective of current industry standards and practices.
Theserevisionsare based upon the American Academy of Pediatrics recommendations.

3701-8463: The rule sets forth the physical design and facilities requiremenB@hisincludng, but
not limited to, the PICLhaving patient is@ation rooms andavinga rapid, reliable system for timely
reporting of laboratory resultsThe rule has been revised to make grammatical changes and touireak
existing information in the rule into subparagraphs to improve the clarity amd df information
throughout the rule.

3701-8464: The rule sets forth the equipment and supplies requiremer®$dtls These requirements
includethe service havingjfe-saving, therapeutic and monitoring equipment such as a defibrillator and
crash cart.Therule has been revised to make grammatical changes and to update the sepijnestnt

list to reflect current American Academy of Pediatrics recommendations, wshioh industry standard.

3701-8465: The rule sets forth th@API requirements foPICUs These requirements incluthee service
conducting regulamorbidity and mortality reviews.The rule has been revised to clarify that the PICU
must have a multidisciplinary collaborative QAPI program; this is refleativthe industry practice and
stardards.

3701-8467: The rule sets forth theervicestandards for radiation therapy and/or stereostatic ragiesu
services. These requirements incltide service conducting an evaluation of each patient and assessing
each tumor, having policies andpedures for the followp for patients treated for curative and palliative
reasons, and compliance with the Ohio cancer incidence surveillance system. The hderhrevised to
correct a citation in paragraph (F) to reflect a change in the statute.

3701-8468: The rule sets forth the personnel and staffing requirements for radiation ttzardjoy
stereostatic radiosgeryservices. These requiremémtludethe service having a medical director that is
either a radiation oncologist or a board certified neurosurdepanding on the type of service provided
The rulehas been revised to provide reference to the current certificaiomg/licensing requirements
for medical physicists in Ohio set forth in Chapters 37®&I:5nd 370168 of the Admiistrative Code
and to clarify that responses to urgent requests should be available tweritgtfmiper day seven days a
week.

3701-8469: The rule sets forth the facilities, equipment, and supplies requirememgsifation therapy
and/or stereostaticadiosuigery services. These requirements include the facility haatngdequate
number of exam rooms anhvinga preventive maintenance plan for all equipment. The rule has been
revised to make grammatical changes and to break out information fremigtieg rule into subparagraphs

to improve the clarity and flow of information in the rule.

3701-8470: The rule sets forth the treatment standards for radiation therapyr astdfeostatic
radiosugery services. These requirements inc/uné are notimited to, the servic@roviding accurate
calculations of dosages and distributiar providing positioning devices to aid in immobilizing the
patient during treatment. The rule has been revised to break out exidtiilmppof the rule into new
paragaphs to improve the clarity and flow of the information within the.rule



3701-8471: The rule sets forth the radiation safety standards for radiateyapy and/or stereostatic
radiosugery services.These requirements includihe service documentingnd reporting of all
misadministrations of radiatioherule has been revised to make a change to the title.

3701-8472: The rule sets forth th@API program requirements for radiation therapy and/or stereostatic
radiosugery services. These requiremts includehatthe service evaluatéhe provision ofits services.

The rule has been revised to break out information from the existing rule ineragigphs to improve the
clarity and flow of information in the rule.

3701-84-B: The rule sets forth the medical records requirements for radiation yhevefor stereostatic
radiosurgery services. These requirements incthde the service document serviga®vided and
maintainradiographic imaged he rule has been revised to makgrammatical change.

3701-8476: The rule sets forth the personnel and staffing requirements for jpedétiiac catheterization
servicesncluding, but not limited to, a medical director board certified in pediearidiology, at least two
credentialed physicians to provide catheterizations, and supportasthfiursing personnel with the
appropriate training/licensing in sufficient numbers to meet he needs oatikatp. The rule has been
revised to require the medical director's boaettification to be in pediatric cardiology and not
cardiovascular disease. Board certification in pediatric cardiology is thentimdustry standard and is
well supported by Ohio’s existing pediatric cardiac cathedédn services. The rule is alsevised to
require staff working with patients to be skilled in pediatric @gdimonary resuscitation. Finally, the rule
has been revised to improve the clarity and flow of information throughout.

3701-8477: The rule set$orth the facilities, equipment, and supplies requirements for pediatd@aca
catheterization services including, but not limited to, procedure and comtrokrmust be of specified
dimensions and the service must have is equipped with high quality imagimdngsiological monitoring
equipment. The rule has been revised to make general grammatical changes remdptyaie an
equipment list reflective of American College of Cardiology and Ameridaademy ofPediatrics

recommendations for pediatric card@atheterization services.

3701-8478: The rulesets forth the safety standards for pediatric cardiac catheterizatiaceséndgluding
compliance with applicable nuclear regulatory requirements, electricetysafnd maintenance of
equipment. The rulbas been revised to add language to the title and make grammatical changes.

3701-8479: The rule sets forth the performance measures for pediatric cardiac cathieterservices
including a setting a volume goal and for the facility, but not for iddiai physicians. The rule has been
revised to increase the procedural volume goal from sefi@etyo one hundred consistent with the 2012
American college of cardiology foundation/society for cardiovascular angiegend interventions expert
consensugdocument on cardiac catheterization laboratory standards upddtis. change has been
supported by the existing services. Grammatical changes have been made to the rel8tkniath been
changed.

3701-8482: The rule sets forth the personnel andffsng requirements for pediatric cardiovascular
services. These requirements inahgg but not limited toa board certified medical directdwo thoracic
surgeons, and nursing staff with specialized training in pediatrimvastular surgery. The rule has been
revised to clarify thaimedical directors must be board certified in thoracic surgemging staff must be
pediatric life support certified and to update the education and trainingeneguits for perfusionists to
accurately reflect the current industry education/trairpnggram terminology. These changes reflect
current industry standards and are supported by the providers.



3701-8483: The rule sets forth the facilities, equipment, and supply requirementpeftiatric
cardiovascular services. These requirements include the service appnapriate oxygen and vacuum
outlets anchavingproper operating room lightingThe rule has been revised to include a list of required
equipment that reflects the current American Academy of Pediatrics and thécam College of
Cardiology requirements for pediatric cardiovascular surgery ssividhese revisions are supported by
the providers.

3701-8484: The rule sets forth the patient selection and utilization requirenfentgediatric
cardiovascular services. These requirements inchatethe service attaia volume goal of at least en
hundred pediatric procedures per yetne rule has been revised to make general grammatical changes.

Please list the Ohio statute authorizing the Agency to adopt these regulais.
Ohio RevisedCode section8702.11, 3702.13, and 3701.31

Do the regulations implement a federal requirement? Are the proposed regulatis being
adopted or amended to enable the state to obtain or maintain approval to administand
enforce a federal law or to participate in a federal program?

There are no federal requirements mandating these rules. Many of the rulagrhoamtain citations to
or reflect current federal Conditions of Participationhe Code of Federal Regulations.

If the regulation includes provisions not specifically required by the federagjovernment,
please explain the rationale for exceeding the federal requirement.

Not applicable to these rules.

. What is the public purpose for this regulation (i.e., why does the Agency feiblat there
needs to be any regulation in this area at g

As required by Ohio Revised Code 3702.11, these rules provide theargcatsitdbased framework for

the Department of Health to ensure the safety and quality of care of healdeméces for Ohio’s health
care consumers. The rules provide a means by which the Departmeattbfittntifies health care service
providers anagnay determine and enforce patient safety standards. Furthermore, the rules reahivge neg
health care service outcomes through required actions sulstitamot limited toreporting to the Director
anyof misadministration and medical events related to radioactiveriaatrequiring regular morbidity

and mortality conferencesand reporting failure to meet nationally recognized quality standards for
specified metrics. Ohio does not license or certify health eawéces directly; howevethe Department

of Health performs its rofeand functions related to Medicare survey and certification as an agent of the
federal government’'s Center for Medicare and Medicaid &e3{CMS) under the authority of section
1864 of the Social Security AcAlthough heath care services are certified through CMS and accredited
through independent accrediting organizations, these organizations do not piivéde @r ‘local’ access
point for the health care consumers of Ohio. These state rules provideithalf @pccess and a mechanism
through which health care consumers may have their concerns addressed througimcionwgstigations.



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

Successful outcomes are measured through a standard survey (inspection) ppoorissadply once
every thirtysix months; successful outcomesuld indicate compliance with the standaadgsi
requiranents set forth in Chapter 3701-84. Further evidence of success would be represtrged by
number of complaints received and the number of validated complaint surveys.

Development of the Regulation
7. Please list the stakeholders included by the Agency ihe development or initial review of
the draft regulations.

Initial e-mail notifications and request for informal commentgeresent to interested partiesApril 4,
2016 and stakeholder meetings were schedule May 25th, JyrentizJune 28, 2016. &e meetings were
well attended by representatives from across the state including pediatiimvascular surgeons and
cardiologists, nurse managers, hospital government liaisons, and servicastdtois. Numerous
comments were received as a result of these meetings and manoh¢pave had a direct impact on the
revisions made to the Chapter as a whblese services contacted/participating included:

Ohio Hematopoietic Stem Cell Transplant Consortium
Ohio Solid Organ Transplant Consortium
Nationwide Children’s Hospital
Cincinnati Children’s Hospital

Akron Children’s Hospital

Dayton Children’s Hospital

Rainbow Babies

University Hospitals

Cleveland Clinic

Mercy Hospital

Ohio Chapter of the American College of Cardiology
Ohio Hospital Assaociation

Metrohealth

Genesis Health Care

Atrium Medical Center

Riverside Methodist

Mt. Carmel Hospitals

Elyria Medical Center

Fairfield Medical Center

Grandview Medical Center

Grant Medical Center

Southern Ohio Medicaenter

Adena Health Systems
FirelandsRegional Medical Center



UC Health

Aultman Hospital

University of Toledo

Ohio State Wexner Medical Center
Summa Health Systems

Lifeline Ohio

OSU James Cancer Hospital

Official posting to ODH websiteGovernor’s aiotificationwebsite, and direct eails to interested
parties— October 2016

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

Stakeholders from the services and the induptgvided professional opinions, updates to practice
standards and guidelines, as well as acknowledgement and acceptance of ragenuyended
grammatical, formatting, and conteatisions. Updates and revisions to service specific guidelines, patient
selection critda, and protocols were made as a direstilt of stakeholder input.

Specifically:

3701-84-01 -Removed being over the age of forty as a high risk factor for allogeneic Biilparagraph
(G) — recommendation of thehio Hematopoietic Stem Cell Transpi@onsortium.

3701-84-20 The inclusion of new criteria for determining pediatric renal funatieterioration is based
upon input from Nationwide Children’s HospitakenalTransplant Service. Revisions to the Chemical
Disorder Committeeriteria and Appendices A and B patient selection critemsathe result of input from
the Ohio Solid Organ Transplant Consortium.

3701-84-B and 370484-27 - Revisions tthe rule allowing for full body irradiation either on site or by
agreement witlanother facility and changes to the patient selection criteria in AppAratiebased upon
comments fronthe Ohio Hematopoietic Stem Cell Transplant Consortium, The Ohio State Utyvers
Comprehensive Cancer Center, and the Cleveland Clinic.

3701-84-36and 370184-37 —Revisions are based upon comments provide®bip Health, Summa
Health, Nationwide Children’s Hospital, the Cleveland Clinic, and Aattddospital.

3701-84-60, 37018462, and 3708B4-65 —Input was received from Akron Children’s Hospital and
Dayton Children’s Hospital that resulted in the allowance for the sioviof radiation therapy, allergist,
neonatologist, and geneticist services either onsite or by arrangeitteahather faciliy; clarification of
board certification requirements for the medical direcamg the requirement that PICUS maintain a
coordinated multidisciplinary QAPI program.

3701-8475 to 370184-85 -Input was received from the Ohio Chapter of the American Collefe
Cardiology, Nationwide Children’s Hospitélkron Children’s Hospitadind Cincinnati Children’s Hospital
and the recommendations are directly reflected in the.rllkeserecommendationsesulted inrevisions

including: the requirement for participation in the National CardiovasciData Registry (NCDR)
IMPACT registry;requiring a coordinated multidisciplinary approach to care migetings to determine



appropriate patient treatment planning; inclusion of extracorporeal membranaakyggECMO) and
ventricular assist device (VAD) services onsite or by arrangement as necessary; qgaxicgsation in
the Society for Thoracic Surgeons Congenital Heart Surgetgbase; and QAPI progm review
requirements.

9. What scientific data was used to develop the rule or the measurable outcomestuod rule?
How does this data support the regulation being proposed?

The most current scientific, medical, and professional informatesused in he development of these
rules. The pecific rules which incorporate scientific data are as follows:

3701-84-20 - Th&€enters for Medicare and Medicaid (CMS) and$loéd Organ Transplant Consortium

is viewed as an industry expgrthe ecommendations c€MS by way of the Conditions of Participation
(COP) for solid organ transplant centers dhd Consortium are based upon the most current and
appropriate medical, technological, and psychological studies and theamesgulidelines estéibhed
within this industry. The rule directly reflects those recommendations.

3701-84-25; 27 - Th®©hio Hematopoietic Stem Cell Transplant Consortium is viewed as an industry
expert therecommendations of the Consortium are based upon the most eurdesppropriate medical,
technological, and psychological studies and the resultant guideliabtiststd within this industry. The
rule directly reflects those recommendations.

3701-84-30 through 3701-84-40Tke ruleshave incorporated the recommatidns and guidelines of the
American College of Cardiology, the Society for Thoracic Surgeons, Weziéan Heart Association, and
the Sciety for Cardiovascular Angiography andInterventions as they relate to performance
measures/metrics for determinigality and safety in cardiac catheterization and open heart surgery
services. The metrics referenced in these rules are reflective of the curremalretindards established

by theseentities

3701-8461 to 370184-65 —The rules have incorporated the American Academy of Pediatrics “Guidelines
and Levels of Care for Pediatric Intensive Care Units” pertaining tatya@guipment, personnel, and
management of PICUs.

3701-8475 through 370B4-85 -Due to the specialized nature of the pediatric cardiac catheteriadgsn r
theproviders of pediatric cardiac catheterization and cardiovassuigery services are considered experts
in this field Therecommendations of these organizations are hasea the most current and appropriate
medical, technological, and psychological studies and the resultateligas established within this
industry from organizations such as the Ameri€uilege of Cardiology, the Americasicademy of
Pediatrics the Sciety for Cardiovascular Agiography andinterventions,and the American Heart
Association.

10.What alternative regulations (or specific provisions within the regulatio) did the Agency
consider, and why did it determine that these alternatives were not gpopriate? If none,
why didn’t the Agency consider regulatory alternatives?

The Ohio Department of Health is required to monitor compliance with theyqaatl safety standards
mandated by section 3702.11 of the Revised Code. Alternative regulatibagites set forth in Chapter
370184 of the Administrative Code were notnsidered The rules reflect the current industry standards



11.

12.

13.

14.

pertaining to Health Care Services that providers are expected to meet ii@patéoh in accrediting
organizations and participation in Centers for Medicare and Medicaicc&eprograms.

Did the Agency specifically consider performancédased regulations? Please explain.

ODH rules contain both structural (process) and performance (outcase kequirement3Vhen there

is a bad outcome, ODH can then look to ensurdhieatequirements dlfie rulewere implemented properly

and can identifjpreakdowns in the process through surveys to provide opportunities for the services to
correct their identified deficiencies and meet the quality and safety standardsdéyustatute.

What measuresdid the Agency take to ensure that these regulations do not duplicate an
existing Ohio regulation?

The agency conducted a thorough review of @Gdo Revised Code an®hio Administrative Code to
ensure there are no other regulations in place pertdimthgse specific Health Care Services.

Please describe the Agency’s plan for implementation of these regulatis, including any
measures to ensure that the regulations are applied consistently and predibty for the
regulated community.

Health Care Seicesprovide aself-attestation of compliance and are surveyed approximately once every
thirty-six months. Surveys are also conducted as necessary as the result of complaintsminedet
compliance. Surveys are conducted by specially trained health care service programtibzafig a
standard survey document and protocols specific to the type of service.

Adverse Impact to Business

Provide a summary of the estimated cost of compliance with these rules. Speafiy,
please do the following:

Identify the scope ofthe impacted business community:
Rules 3710-84-01 to 3701-84+ impact all health care service providers;
Rules 3701-84-16 to 3701-&4- impact solid organ transplant services;

Rules 3701-84-24 to 3701-84-R¥ipact lone marrowtransplant services, including stem cell harvesting
and reinfusiorservices;

Rules3701-84-30 to 3701-84-34.2 impact addtdiac catheterization services;
Rules3701-84-36 to 3701-84- 4fhpact open heart surgery services;
Rule 3701-84-61 to 37084-65impact pediatric intensive care services;

Rules3701-84-67 to 3701-84-#8pactradiation therapy and stereotactic radiosurgery sesyice



Rules3701-84-75 to 3701-84-Athpact pediatric cardiac catheterization servicasd

Rules3701-84-81 to 3701-84-8mpact gediatric cardiovascular surgery services

b. Identify the nature of the adverse impact (e.g., license fees, fines, emgofime
for compliance); and

Fines, time for compliance, and reporting requirements.

An adverse impact was not identifior every rule in Chapter 37684. In generalthese rules do not
represent costs that are independent of those already obligated to the deaBe@ice by virtue of their
participation in the Centers for Medicare and Medicaid Services Camglitf Paicipation and other
accrediting organization programs. Those costs include, but are not limiteeldosts associated withe
purchase or lease of real estaggquipmentand personel. There are also time and manpower costs
associated with admstrative requirements, including, but not limited to, policy
developmentimplementation and quality assessment and performance improtveme&he similar
requirements set forth in Ohio’s rules are unlikely to require a gignifamount of time or costs iddition

to that which is already expended by the service and the servicemaridl likely than not, already meet
or exceed the state requirements.

Adult Cardiac Catheterization Services required participation in theridan College of Cardiology
National Cardiovascular Data Registry (NCDR) for Level Il and Level lilises; the services are already
participating in this registryhe cost for the NCDR is $5000he additional report required to be submitted
to ODH is based upon data submittedhe registry and represents only minimal additional efforts on the
part of a staff member to compile the data. This time is estimated to beiagsdhx one hour.

Adult Open Heart Services required participation in the Society fioracic Surgeons adiac surgery
database; existing services indicated that gwegeonsre already participating in the data registry so this
state requirement does not represent an additional direct cost or indgettirough time.The individual
membership is $750ep year.The additional report required to be submitted to ODH is based upon data
submitted to the STS registry and represents only minimal additidogtkedn the part of a staff member

to compile the data. This time is estimated to be approximatelyaur.

Pediatric Cardiac Catheterization Servigarticipation in the National Cardiovascular Data Registry
(NCDR) IMPACT registry; existing services indicated that they are alrpadicipating in the registry so
this state requirement does not repnésan additional direct cost or indirect cost through tifflee
additional report required to be submitted to ODH is based upon data submitieel tegistry and
represents only minimal additional efforts on the part of a staff metolsempile the dataThis time is
estimated to be approximately one hour.

Pediatric Cardiovascular Surgery Servicequired participation in the Society for Thoracic Surgeons
cardiac surgery database; existing services indicated that their ssiege@iready participatirin the data
registry so this state requirement does not represent an additional diremtiodstect cost through time.
The individual membership is $750 per year. The additional report requiteel submitted to ODH is
based upon data submittedhe STS registry and represents only minimal additional efforts on thefpa
a staff member to compile the data. This time is estimated to be approxioradigur.



c. Quantify the expected aderse impact from the regulation:

Costs specific to thstate rules:

As set forth in rule 3701-84-05 of the Ohio Administrative Cod&l, monetary penalties may be charged

in accordance with Chapted 9. Of the Ohio Revised Code, to a health care service for failure to meet
safety and quality standards. These penalties are based upon the severityotdttbe and range from

one thousand to two hundred and fifty thousand dollars. A ceaseiopenatermay be obtained in the
event of a second or subsequent violation or if the Director determineswiolasion poses an imminent
threat of serious physical or life-threatening danger.

Fees, as authorized in section 3702.31 of the Ohio Revisex) &xmtiated with inspectiorspproximately
once every 36 months or as the result of a complaint:

Inspection Fee $1750

Complaint Inspection Fee- $650
Follow-up Inspection Fee- $650

Desk Audit or Compliance Review Feg250

Time necessary for radiation therapy and radiostatic surgery centers te@egaubmit documentation
of misadministratiomnd medical events to the Director depends on the number of incidents and tiye severi
of the incident.

Time and manpower necessary to prepare a waiver or variegeaest both will be determined by the
nature and complexityf the requirement.

Time and manpower necessary to develop policy and procedures pertainingkaimmsm

Time and manpower necessary to develop written plans for a Quality Assessmdperanichance
Improvement (QAPI) program and conduct meetings.

Time and manpower necessary to develop tuberculosis control plan arntibmfamtrol policies and
provide traning.

Time and manpower necessary to adopt and fallisaster preparedness and fire evacuation plans

The costs borne by theealth care servicare those generally associated with the provision of services
within the industy including, but not limitedo patient care planning, written policies, employee training
and development, and obtaining informed consent from patidlitsosts associated with policy and
procedure development and training would be based upon the nature and complexityegfiitbment

and the staff chosen to perform the task. In most instances a physician oreegisiese would be
responsible for this requirement, while training may be conducted by otitr bare practitioners.

Physician:

$0.00 to an average 09%.05per hour*.
Registered Nurse:

$0.00 to an average 08%.14per hour
Other Healthcare Practitioners:
$40.92 per hotr



Figures from United States Department of Labor, Bureau of Labor Stat@3ticepational Employment
and Wagedgor the State of Ohio, May, 2015, using the cddesll health care practitioners and technical
occupations (29199)physicians and surgeons, all others-{289), registered nurse (2941).

15.Why did the Agency determine that the regulatory intentustifies the adverse impact to the
regulated business community?

ODH is required to implement section 3702.110f the Ohio Revised Code by establisbtggrdfquality

of care standarder providers of Health Care Services. The costs represented by the spedificand
safety requirements set forth in Chapter 38@lare considered to be acceptable mmlesent a general
standarctost in terms of the administrativeersonnel, and facility based requiremdotshe operaon of

a health care service within tidustry. The ODH specific inspection fees set forth in rule 3B#t06
represent only a portion of the actual direct and indirect costs incurred Dgphaetment during the survey
process These costs include, bate not limited tostaff, salary, and administrative costs which average
$2584.31 Section 3701.31 of the Revised Code authorizes ODH to charge up to $1750.00 for inspection
purposes.Finally, the minimal reporting requirements established in these ralgs@information to the
Department of Health that is necessary to monitor and ensure the healtfiendfs@hio’s health care
consumers that cannot be obtained in a timely manner by other means.

Requlatory Flexibility

16.Does the regulation provide any exemptions or alternative means of complianaa tmall
businesses?

The Health Care Services covered by the regulations set forth in Chapte88%J the Ohio
Administrative Code are not typically operated by small businesses.

Alternativemeans of compliance may be achieved through waiver or variance. Variances or waywers m
be granted for any of the requirements of the Chapter if the Directomiledsr that the requirement has
been met in an alternative manner, that the strict applicaf the requirement would result in undue
hardship, and that the granting of the waiver or variance woulptopardize the health or safety of any
patient. The requirements for a waiver or variance are set forttei 370184-14 and are determinegh

a caseby-case basis.

Additionally, Health Care Services may submit an accreditation aeted from an approved accrediting
agency (i.e.; Joint Commission, American Osteopathic Association) anegidf compliance with the
standards set forth i@hapter 3701-84.

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

The agency maintains program staff to assist and provide guidance to health daeepsewiders to
improvetheir survey outcomes and maintain compliance. Additionally, as stated in rule837¥&Lof the
OAC, “if any provider of a HCS fails to comply with any requirements of se8#02.14 of the Resed
Code and Chapter 37@4 of the Administrative Codehe Director shall provide the HCS a reasonable



and appropriate amount of time correct the violation.” The compliance and enforcement actions
established by these rules are imposed based upon the severity of thenvaidta number of factors
including, but not limited to, the potential for physical harm and the duration of viglatiooh typically

do not include “paperwork” violations.

18.What resources are available to assist small businesses with compliancéhef regulation?

The Health Care Services covered by the regulations set forth in Chapte88%J the Ohio
Administrative Code are not typically operated by small businesses.

The Ohio Department of Healt®ffice of Health Assurance and Licensitgalth Care Services Sectjon

and thePrevention/Radiologic Technology Sectiprovide information and assistance to Health Care
Service providers. Additional information is available at:

http://www.odh.ohio.gov/odhPrograms/dspc/hcserv/HCservl.aspx



http://www.odh.ohio.gov/odhPrograms/dspc/hcserv/HCserv1.aspx

