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MICHIGAN DEPARTMENT OF COMMUNITY HEALTH

CERTIFICATE OF NEED (CON) REVIEW STANDARDS
FOR CARDIAC CATHETERIZATION SERVICES

(By authority conferred on the CON Commission by Section 22215 of Act No. 368 of the Public Acts of
1978, as amended, and sections 7 and 8 of Act No. 306 of the Public Acts of 1969, as amended, being
sections 333.22215, 24.207 and 24.208 of the Michigan Compiled Laws.)

Section 1. Applicability

Sec. 1. (1) These standards are requirements for approval OF THE INITIATION, REPLACEMENT,
EXPANSION, OR ACQUISITION OF CARDIAC CATHETERIZATION SERVICES, and THE delivery of

THESE services for-all-projects-approved-and-Certificates-of Need-issued-under Part 222 of the Code
wihiehtrwelve cordic catheten=nlien servces.

—2)- PURSUANT TO PART 222 OF THE CODE, Cardiae-cardiac catheterization services are A
covered clinical services-forpurposes-of Part 222 of the Code.

——{3)—_The Department shall use sections-3,-4;:5,6,7,-8,-9-10,11and 14-as-applicable,THESE
STANDARDS in applying Section 22225(1) of the Code, being Section 333.22225(1) of the Michigan

Compiled Laws-

—{4)-The Department-shalluse-Section-12-and-13-inapphying AND Section 22225(2)(c) of the Code,
being Section 333.22225(2)(c) of the Michigan Compiled Laws.

Section 2. Definitions

Sec. 2. (1) For purposes of these standards:

—(b)—"Cardlac catheterlzatlon Iaboratory" or "Iaboratory means an |nd|V|duaI radiological room
equipped with a variety of x-ray machines and devices such as electronic image intensifiers, high speed
film changers and digital subtraction units to assist in performing diagnostic or therapeutic cardiac
catheterizations or electrophysiology studies.

(eB) "Cardiac catheterization procedure" means any cardiac procedure, including diagnostic,
therapeutic, and electrophysiology studies, as-applicableperformed on a patient during a single session
in a cardiac-catheterization-laboratory. Cardiac catheterization is a medical diagnostic or therapeutic
procedure during which a catheter is inserted into a vein or artery in a patient; subsequently the free end
of the catheter is manipulated by a physician to travel along the course of the blood vessel into the
chambers or vessels of the heart. X-rays and an electronic image intensifier are used as aides in placing
the catheter tip in the desired position. When the catheter is in place, the physician is able to perform
various diagnostic studies and/or therapeutic procedures in the heart. Cardiac-catheterization-shallTHIS
TERM DOES not include "float catheters" which-THAT are performed at the bedside or in settings outside
the cardiac-catheterization-laboratory OR THE IMPLANTATION OF CARDIAC PERMANENT
PACEMAKERS AND IMPLANTABLE CARDIOVERTER DEFIBRILLATORS (ICD) DEVICES THAT ARE
PERFORMED IN AN INTERVENTIONAL RADIOLOGY LABORATORY OR OPERATING ROOM.-

(dC) "Cardiac catheterization service" means the provision of one or more of the following types of

procedures-in-compliance-with-Part 222 of the Code: adult diagnostic cardiac catheterizations; pediatric
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diagnostic cardiac catheterizations; adult therapeutic cardiac catheterizations; and pediatric therapeutic
cardiac cathetenzatlons

(fD) "Certificate of Need Commission” or "Commission” means the Commission created pursuant to
Section 22211 of the Code, being Section 333.22211 of the Michigan Compiled Laws.

(gE) "Code" means Act No. 368 of the Public Acts of 1978, as amended, being Section 333.1101 et
seg. of the Michigan Compiled Laws.

(hE) "Department" means the Michigan Department of Community Health (MDCH).

(iG) "Diagnostic cardiac catheterization service" means providing diagnostic-enly cardiac
catheterization PROCEDURES on an organized, regular basis; in a laboratory TO DIAGNOSE

ANATOMICAL AND/OR PHYSIOLOGICAL PROBLEMS IN THE HEART. FhetermPROCEDURES
includes;-butis-netlimited-to: the intra coronary administration of drugs; left heart catheterization; right
heart catheterization; coronary angiography; diagnostic electrophysiology studies; and cardiac biopsies
(echo-guided or fluoroscopic). Ferpurposes-ofthese standards,-the-term-also-includes-balloon-atrial
septostomy-procedure-inaA hospital that provides pediatric diagnostic cardiac catheterization services
MAY ALSO PERFORM BALLOON ATRIAL SEPTOSTOMY PROCEDURES. Fhisterm-alse-includes
cardiac-permanent pacemaker/ICD-deviceimplantationsin-aA hospital that dees-notprovide
therapeuticPROVIDES DIAGNOSTIC cardiac catheterization services MAY ALSO PERFORM
IMPLANTATIONS OF CARDIAC PERMANENT PACEMAKERS AND ICD DEVICES.

(H) "ELECTIVE PERCUTANEOUS CORONARY INTERVENTION (PCI) SERVICE" MEANS
PROVIDING PERCUTANEOUS TRANSLUMINAL CORONARY ANGIOPLASTY (PTCA) AND
CORONARY STENT IMPLANTATION ON AN ORGANIZED, REGULAR BASIS IN A LABORATORY AT
A HOSPITAL WITHOUT ON-SITE OPEN HEART SURGICAL SERVICES. THE TERM DOES NOT
INCLUDE TRANSCATHETER VALVE, OTHER STRUCTURAL HEART DISEASE PROCEDURES, OR
LEFT SIDED ARRHYTHMIA THERAPEUTIC PROCEDURES. A HOSPITAL THAT PROVIDES
ELECTIVE PCI SERVICES MAY ALSO PERFORM IMPLANTATIONS OF CARDIAC PERMANENT
PACEMAKERS, ICD DEVICES, AND RIGHT SIDED CATHETER ABLATION PROCEDURES.
STRUCTURAL HEART DISEASE PROCEDURES CAN ONLY BE PERFORMED WITHIN A HOSPITAL
THAT HAS ON-SITE OPEN HEART SURGICAL SERVICES.

() "Electrophysiology study" means a study of the electrical conduction activity of the heart and
characterization of atrial and ventricular arrhythmias; obtained by means of a cardiac catheterization
procedure. The term also includes the implantation of permanent pacemakers and ICD
DEVICESdeﬁbHHater

) "Hospital means a health faC|I|ty Ilcensed under Part 215 of the Code

(rK) "ICD-9-CM code" means the disease codes and nomenclature found in the International
Classification of Diseases - 9th Revision - Clinical Modification, prepared by the Commission on
Professmnal and Hospltal Actlvmes for the U. S National Center for Health Statlstlcs

(pL) " Medicaid" means title XIX of the social security act, chapter 531, 49 Stat. 620, 1396r-6
and1396r-8 to 1396v
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(M) "Pedlatrlc card|ac catheterlzanon serwce" means th&e#enngand—p@a&en@fPROVlDlNG
cardiac catheterization services on an organized, regular basis to infants and children ages 18 and below,
except for electrophysiology studies which-THAT are offered and provided to infants and children ages 14
and below, and others with congenital heart disease as defined by the ICD-9-CM codes of 426.7
(ANOMALOUS ATRIOVENTRICULAR EXCITATION), 427.0 (CARDIAC DYSRYTHMIAS), and 745.0
through 747.99 (BULBUS CORDIS ANOMALIES AND ANOMALIES OF CARDIAC SEPTAL CLOSURE,
OTHER CONGENITAL ANOMALIES OF HEART, AND OTHER CONGENITAL ANOMALIES OF
CIRCULATORY SYSTEM).

(#N) “Primary percutaneous-coronary-intervention{PCIl)" means a PCI performed within120-minutes
for-emergencyON AN acute myocardial infarction (AMI) patients seen-in-the-emergency+reom-{ER)-with

confirmed ST elevation or new left bundle branch block.

(wO) "Procedure equivalent" means a unit of measure that reflects the relative average length of time
one patient spends in one session in a cardiac-catheterization-laboratory based on the type of procedures
being performed.

(zP) "Therapeutic cardiac catheterization service" means providing therapeutic cardiac
catheterizations on an organized, regular basis in a laboratory to treat and resolve anatomical and/or
physiological problems in the heart. FhetermPROCEDURES includes;-butis-notlimited-to: percutaneous
coronany-intervention{PCl), percutaneous-transtuminal-coronary-angioplasty(PTCA), atherectomy, stent,
laser, cardiac valvuloplasty, balloon atrial septostomy, er-catheter ablation, and-cardiac permanent
pacemaker?, ICD device implantations, TRANSCATHETER VALVE, OTHER STRUCTURAL HEART

DISEASE PROCEDURES, AND LEFT SIDED ARRHYTHMIA THEREAPEUTIC PROCEDURES. The
term does not include the mtra coronary administration of drugs where that is the onIy therapeutic
intervention, -OR . , . ; , . ,
INTERVENTIONAL RADIOLOGY SUITE OR OPERATING ROOM.

(2) Terms defined in the Code have the same meanings when used in these standards.

Section 3. Reguirementstorapproval---al-appheants
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Section4-—Requirements forapproval-—applicants-proposing-to initiate anadult-diaghostie

cardiac catheterization serviceS

Sec. 43. AN APPLICANT PROPOSING TO INITIATE CARDIAC CATHETERIZATION SERVICES
SHALL DEMONSTRATE THE FOLLOWING, AS APPLICABLE TO THE PROPOSED PROJECT.

—2) An applicant proposing to initiate an adult diagnostic cardiac catheterization service ina-new
single-laboratory-shall p#ejeePDEMONSTRATE the foIIowmg#el&meef—p#eeed&reeqaw&len&s as
applicable;wi
annuauy—thepea#er TO THE PROPOSED PROJECT

(A) ANTHE APPLICANT IS APPLYING TO INITIATE PRIMARY PCI, ELECTIVE PCI, OR
THERAPEUTIC CARDIAC CATHETERIZATION SERVICES.
_(aB) Fera-heospitallocatedANTHE APPLICANT SHALL DEMONSTRATE THE FOLLOWING, AS
APPLICABLE TO THE PROPOSED PROJECT:

() HNFOR-AAN APPLICANT PROPOSING TO INITIATE WITH A SINGLE LABORATORY IN A
rural or micropolitan statistical area county; SHALL PROJECT a minimum of 500 procedure equivalents
which-shall includeSINGincluding the-300 procedure equivalents in the category of adult-diagnostic
cardiac catheterization reguired-undersubsection{1l)PROCEDURES BASED ON DATA FROM THE
MOST RECENT 12-MONTH PERIOD PRECEDING THE DATE THE APPLICATION WAS SUBMITTED
TO THE DEPARTMENT.

(bll) Fera-heospitaHecatedAN APPLICANT PROPOSING TO INITIATE WITH A SINGLE
LABORATORY -in a metropolitan statistical area county; SHALL PROJECT a minimum of 750 procedure
equivalents which-shallTHAT includeSincludes the-300 procedure equivalents in the category of adult
diagnostic cardiac catheterizationreguired-undersubsection{1) PROCEDURES BURINGBASED ON
DATA FROM THE MOST RECENT 12-MONTH PERIOD PRECEDING THE DATE THE APPLICATION
WAS SUBMITTED TO THE DEPARTMENT-FOR-A-SINGLE LABORATORY.

(3€lll) An applicant proposing to initiate an-adult-diaghostic-cardiac-catheterization-service-in2WITH
TWO or more laboratories shall project that-a minimum of 1,000 procedure equivalents per laboratory
THAT INCLUDES 300 PROCEDURE EQUIVALENTS IN THE CATEGORY OF DIAGNOSTIC CARDIAC
CATHETERIZATION PROCEDURES will-beperformedinBURINGBASED ON DATA FROM the secend
MOST RECENT 12——month&eﬁepeﬁanenaﬂeprmna%mnﬂnhesepwee—and—anmauy4hema#m@he

i _PERIOD
PRECEDING THE DATE THE APPLICATION WAS SUBMITTED TO THE DEPARTMENT.

(2) _An applicant proposing to perferm-INITIATE AN ADULT therapeutic cardiac catheterization
procedures-SERVICE shall demonstrate beth-ef-the following:

(a) ARTHE applicant provides, IS APPROVED TO PROVIDE, or has CON-approvalAPPLIED to
provide an-adult diagnostic cardiac catheterization serviceSservices AT THE HOSPITAL. THE
APPLICANT MUST BE APPROVED FOR ADULT DIAGNOSTIC CARDIAC CATHETERIZATION
SERVICES IN ORDER TO BE APPROVED FOR ADULT THERAPEUTIC CARDIAC
CATHETERIZATION SERVICES.

(b) THEAN APPLICANT HASOPERATING AN ADULT DIAGNOSTIC CARDIAC
CATHETERIZATION SERVICE HAS PERFORMED A MINIMUM OF 300 PROCEDURE EQUIVALENTS
IN THE CATEGORY OF ADULT DIAGNOSTIC CARDIAC CATHETERIZATIONS DURING THE MOST
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RECENT 12-MONTH PERIOD PRECEDING THE DATE THE APPLICATION WAS SUBMITTED TO THE
DEPARTMENT IF THE ADULT DIAGNOSTIC CARDIAC CATHETERIZATION-SERVICE HAS BEEN IN
OPERATION MORE THAN 24 MONTHS.

(C) AnTHE applicant HAS APPLIED TO provides erhas CON-approval-toprovide-an-adult open
heart surgery serviceSservices within-AT the hospital. in-whichtThe APPLICANT MUST BE APPROVED
FOR AN ADULT OPEN HEART SURGERY SERVICE IN ORDER TO BE APPROVED FOR AN ADULT
therapeutic cardiac catheterizations-are-to-be performed SERVICE.

—{a)}—Aa minimum of 300 procedure equwalents in the cateqorv of adult therapeutic cardiac

catheterizations BASED ON DATA FROM THE MOST RECENT 12-MONTH PERIOD PRECEDING THE
DATE THE APPLICATION WAS SUBMITTED TO THE DEPARTMENT.

(3) _An applicant proposing to initiate a pediatric cardiac catheterization service SHALL
DEMONSTRATE THE FOLLOWING:
(A) THE APPLICANT HAS THELAPPHCANJLDEMQNSTRAT%JFHALHLHASJFHEPQ&QMN&&

—{a}—aAA board certified pediatric cardiologist with training in pediatric catheterization procedures to

direct the pediatric catheterization laboratory:.

(bliB) THE APPLICANT HAS sSstandardized equipment as eutlinedinDEFINED IN THE MOST
CURRENT AMERICAN ACADEMY OF PEDIATRICS (AAP) gGuidelines publicationFOR PEDIATRIC
CARDIOVASCULAR CENTERS:.

(eHC) THE APPLICANT HAS gQon-site ICU as outlined in THE MOST CURRENT AAP guidelines
publicationABOVE:and.

(dBD) THE APPLICANT HAS APPLIED TO PROVIDE en-site-pediatric open heart surgery SERVICES
AT THE HOSPITAL. THE APPLICANT MUST BE APPROVED FOR A PEDIATRIC OPEN HEART
SURGERY SERVICE IN ORDER TO BE APPROVED FOR PEDIATRIC CARDIAC CATHETERIZATION
SERVICES.

(2CE) ARTHE applicant
eerrentty—perfenm&e&rdaeeameter&atte#preeedere&shall pr0|ect thata minimum of 600 procedure
equwalents in the category of pedlatrlc card|ac catheterrzatrons BASED ON DATA wr”—b&pe#ermed—m

&nnua“y—therea#terFROM THE MOST RECENT 12-MONTH PERIOD PRECEDING THE DATE THE
APPLICATION WAS SUBMITTED TO THE DEPARTMENT.

See-5—(24)___An applicant proposing to initiate primary PCI service without on-site open heart surgery
services shall submit-documentation-demonstrating-demeonstratEdemonstrate allefthe following:

(@) The applicant’'s OPERATES AN adult diagnostic cardiac catheterization service THAT HAS
performed a minimum of 400-500 diagnestic-procedures EQUIVALENTS THAT INCLUDES 400
PROCEDURE EOUIVALENTS IN THE CATEGORY OF CARDIAC CATHETERIZATION PROCEDURES
during the most recent 12
months precedlng the date the appllcatlon was subm|tted to the Department —Mobile-cardiac
setheterzationloberntoriesare neteligibleto apoly pnder Soction B

(b) The APPLICANT HAS AT LEAST TWO interventional cardiologists {atleasttwe}-to perform the
primary PCl PROCEDURES AND are-experienced-interventionalistswhoTHAT haveEACH
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CARDIOLOGIST HAS each-performed at least 75 interventions-PCl SESSIONS-EACH: annually; as the

primary operator at-an-open-heartsurgery-facility-during the most recent 24--month PERIODs preceding

the date the application was submitted to the Department—and-annuaty-thereafter.
(c) The nursing and technical catheterization laboratory staff: are experienced in handling acutely ill

patients and comfortable with interventional equipment; have acquired experience in dedicated
interventional laboratories at an open heart surgery facilityHOSPITAL; and participate in an un-interrupted
24-hour, 365-day call schedule. Competency shetldSHALL be documented annually.

(d) The eatheterization-laboratory OR LABORATORIES is-ARE wel-equipped; with optimal imaging
systems, resuscitative equipment, AND intra-aortic balloon pump (IABP) support, and must-be-well-
stocked with a broad array of interventional equipment.

(e) The cardiac care unit nurses are adept in hemodynamic monitoring and IABP management.
Competency shouldSHALL be documented annually.

() A written agreement with an open heart surgery facility-HOSPITAL that includes ALL OF THE
FOLLOWING:

() Involvement in credentialing criteria and recommendations for physicians approved to perform
primary PCI PROCEDURES:.

(i) Provision for ongoing cross-training for professional and technical staff involved in the provision of
primary PCI to ensure familiarity with interventional equipment;-and. cempetency-Competency
shoeuldSHALL be documented annually;.

(iii) Provision for ongoing cross training for emergency department, catheterization laboratory, and
critical care unit staff to ensure experience in handling the high acuity status of primary PCI patient
candidates.-and_competency-Competency shetldSHALL be documented annually;.

(iv) Regularly held joint cardiology/cardiac surgery conferences to include review of all primary PCI
cases;.

(v) Development and ongoing review of patient selection criteria for primary PCI patients and
implementation of those criteria;.

(vi) A mechanism to provide for appropriate patient transfers between facilities and an agreed plan for
prompt cares;.

(vii) Written protocols, signed by the applicant and the open heart surgery facilityHOSPITAL, mustbe
in-placerwith-provisions-for the implementationfor-immediate and-efficient-transfer, {within 1 hour from
THE cardiac catheterization laboratory to evaluation on site in the open heart surgical-surgeRY
facilityHOSPITAL)-, of patients requiring surgical evaluation and/or intervention 365 days a year,-. the
The protocols shall be reviewed/ AND tested on a regular{quarterly} basis;-and.

(viii) Consultation on facilities, equipment, staffing, ancillary services, and policies and procedures for
the provision of interventional procedures.

(g) A written protocol must be establlshed and malntarned for case selection for the performance of
prrmary PCl+h Ay y

(h) A system to ensure prompt and efficient identification of potential primary PCI patients and rapid
transfer from the emergency department to the CARDIAC catheterization laboratory must be developed
and marntamed SO that door to-balloon targets are met.

0] ’
year-aAt Ieast two physmans credentraled to perform prrmary PCI must commit to functromng asa
coordinated group willing and able to provide this service at the hospital on a 24-hour per day, 365 day
per year call schedule, with ability to be on-site and available to operate within 30 minutes of identifying
the need for primary PCI. These physicians must be credentialed at the facility and actively collaborate
with administrative and clinical staff in establishing and implementing protocols, call schedules, and
guality assurance procedures pertaining to primary PCI designed to meet the requirements for this
certification and in keeping with the current guidelines for the provision of primary PCI promulgated by the
American College of Cardiology and American Heart Association.

(2J) An-THE applicant shall project a minimum of 48-36 primary PCI procedures-CASES BASED ON
DATA -willbe-performed-in-the-second-FROM THE MOST 12 RECENT 12-months-ef-operation-after
initiation-of serviceand-annually-thereafter PERIOD PRECEDING THE DATE THE APPLICATION WAS
SUBMITTED TO THE DEPARTMENT. -Primary-PClHvelume-shall-be-projected-by-documentingas
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(5) AN APPLICANT PROPOSING TO INITIATE AN ELECTIVE PCI SERVICE WITHOUT ON-SITE

OPEN HEART SURGERY SERVICES SHALL DEMONSTRATE THE FOLLOWING:

(A) THE APPLICANT PROVIDES, IS APPROVED TO PROVIDE, OR HAS APPLIED TO PROVIDE
ADULT DIAGNOSTIC CARDIAC CATHETERIZATION SERVICES AT THE HOSPITAL. THE
APPLICANT MUST BE APPROVED FOR ADULT DIAGNOSTIC CARDIAC CATHETERIZATION
SERVICES IN ORDER TO BE APPROVED FOR ELECTIVE PCl| SERVICES.

(B) THE APPLICANT HAS AT LEAST TWO INTERVENTIONAL CARDIOLOGISTS TO PERFORM
PCI PROCEDURES AT THE HOSPITAL THAT MEET THE FOLLOWING:

() BOARD CERTIFIED IN INTERVENTIONAL CARDIOLOGY.

(1N INDIVIDUAL OUTCOMES ARE COMPARABLE TO NATIONAL OUTCOMES.

() PERFORMED AT LEAST 300 PCI SESSIONS SINCE FELLOWSHIP.

(V) PERFORMED AT LEAST 100 PCI SESSIONS DURING THE MOST RECENT 24-MONTH
PERIOD PRECEDING THE DATE THE APPLICATION WAS SUBMITTED TO THE DEPARTMENT.

(C) AWRITTEN AGREEMENT WITH AN OPEN HEART SURGERY HOSPITAL THAT INCLUDES:

() SIGNATURES BY SENIOR EXECUTIVES FROM THE APPLICANT HOSPITAL AND THE
HOSPITAL WITH OPEN HEART SURGERY SERVICES.

(10 INVOLVEMENT IN THE CREDENTIALING CRITERIA AND RECOMMENDATIONS FOR
PHYSICIANS APPROVED TO PERFORM PCI.

() PROVISION FOR ONGOING CROSS-TRAINING FOR PROFESSIONAL AND TECHNICAL
STAFF INVOLVED IN THE PROVISION OF PCI TO ENSURE FAMILIARITY WITH INTERVENTIONAL
EQUIPMENT. COMPETENCY SHALL BE DOCUMENTED ANNUALLY.

(V) PROVISION FOR ONGOING CROSS TRAINING FOR EMERGENCY DEPARTMENT,
CATHETERIZATION LABORATORY AND CRITICAL CARE UNIT STAFE TO ENSURE EXPERIENCE
IN HANDLING THE HIGH ACUITY STATUS OF PCI PATIENT CANDIDATES. COMPETENCY
FOSHALL BE DOCUMENTED ANNUALLY.

(V) REGULARLY HELD JOINT CARDIOLOGY/CARDIAC SURGERY CONFERENCES (AT LEAST
QUARTERLY) TO INCLUDE REVIEW OF ALL PCI CASES AND OUTCOMES;

(V) DEVELOPMENT AND ONGOING REVIEW OF PATIENT SELECTION CRITERIA FOR PCI
PATIENTS AND IMPLEMENTATION OF THOSE CRITERIA.

(Vi) A MECHANISM TO PROVIDE FOR APPROPRIATE PATIENT TRANSFERS BETWEEN
HOSPITALS AND AN AGREED PLAN FOR PROMPT CARE; WRITTEN PROTOCOLS, SIGNED BY
THE APPLICANT AND THE OPEN HEART SURGICAL HOSPITAL, MUST BE IN PLACE WITH
PROVISIONS FOR IMMEDIATE AND EFFICIENT TRANSFER WITHIN ONE HOUR OF PATIENTS
REQUIRING SURGICAL EVALUATION AND/OR INTERVENTION 24 HOURS PER DAY, 365 DAYS A
YEAR. THE PROTOCOLS SHALL BE REVIEWED/TESTED ON A REGULAR, SEMI-ANNUAL BASIS.

(VliI) ABILITY TO TRANSFER IMAGES ELECTRONICALLY FOR THE CONCURRENT REVIEW OF
CASES WITH THE OPEN HEART SURGERY HOSPITAL IF NEEDED.

(IX) CONSULTATION ON FACILITIES, EQUIPMENT, STAFFING, ANCILLARY SERVICES, AND
POLICIES AND PROCEDURES FOR THE PROVISION OF INTERVENTIONAL PROCEDURES.

(D) THE APPLICANT AGREES TO THE FOLLOWING:

(D AWRITTEN PROTOCOL MUST BE ESTABLISHED AND MAINTAINED FOR CASE
SELECTION FOR THE PERFORMANCE OF PC| THAT IS CONSISTENT WITH CURRENT PRACTICE
GUIDELINES SET FORTH BY THE AMERICAN COLLEGE OF CARDIOLOGY AND THE AMERICAN
HEART ASSOCIATION, INCLUDING A RISK STRATIFICATION TOOL (STS OR SYNTAX) USED AND
RECORDED TO INSURE APPROPRIATE TRIAGE TO CORONARY ARTERY BYPASS GRAFT
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SURGERY. EXCLUSIONS FOR ELECTIVE PCI SHOULD INCLUDE DECOMPENSATED HEART
FAILURE WITHOUT ACUTE ISCHEMIA, RECENT STROKE, ADVANCED MALIGNANCY, KNOWN
CLOTTING DISORDERS, EF LESS THAN 25%, LEFT MAIN DISEASE UNPROTECTED BY PRIOR
SURGERY, LESIONS THAT JEOPARDIZE >50% OF MYOCARDIUM, DIFFUSE DISEASE AND
EXCESSIVE TORTUOSITY, DEGENERATED VEIN GRAFTS, SUBSTANTIAL THROMBUS,
AGGRESSIVE MEASURES TO OPEN CHRONIC TOTAL OCCLUSIONS, AND INABILITY TO
PROTECT MAJOR SIDE BRANCHES.

(10 ESTABLISH AND MAINTAIN WRITTEN POLICY AND PROCEDURES FOR TRAINING,
STAFFING, AND PROGRAM REVIEW.

() THE NURSING AND TECHNICAL CATHETERIZATION STAFF ARE EXPERIENCED IN
HANDLING ACUTELY ILL PATIENTS AND COMFORTABLE WITH INTERVENTIONAL EQUIPMENT;
HAVE ACQUIRED EXPERIENCE IN DEDICATED INTERVENTIONAL LABORATORIES AT OPEN
HEART SURGERY SERVICES OR AT PRIMARY PCI SERVICES; AND PARTICIPATE IN AN UN-
INTERRUPTED 24-HOUR, 365-DAY CALL SCHEDULE. COMPETENCY SHALL BE DOCUMENTED
ANNUALLY.

(IV) THE CATHETERIZATION LABORATORY IS EQUIPPED WITH IMAGING SYSTEMS,
RESUSCITATIVE EQUIPMENT, INTRA-AORTIC BALLOON PUMP (IABP) SUPPORT, AND STOCKED
WITH APPROPRIATE INTERVENTIONAL EQUIPMENT.

(V) THE CARDIAC CARE UNIT NURSES ARE ADEPT IN HEMODYNAMIC MONITORING AND
IABP MANAGEMENT. COMPETENCY SHALL BE DOCUMENTED ANNUALLY.

(V) ESTABLISH AND MAINTAIN A SYSTEM TO ENSURE PROMPT AND EFFICIENT
IDENTIFICATION OF POTENTIAL PRIMARY PCI PATIENTS AND RAPID TRANSFER TO THE
CATHETERIZATION LABORATORY SO THAT DOOR-TO-BALLOON TARGETS ARE MET.

(VI) AT LEAST TWO PHYSICIANS CREDENTIALED TO PERFORM PRIMARY PCI MUST COMMIT
TO FUNCTIONING AS A COORDINATED GROUP WILLING AND ABLE TO PROVIDE THIS SERVICE
AT THE HOSPITAL ON A 24-HOUR PER DAY, 365 DAY PER YEAR CALL SCHEDULE, WITH ABILITY
TO BE ON-SITE AND AVAILABLE TO OPERATE WITHIN 30 MINUTES OF IDENTIFYING THE NEED
FOR PRIMARY PCI. THESE PHYSICIANS MUST BE CREDENTIALED AT THE FACILITY AND
ACTIVELY COLLABORATE WITH ADMINISTRATIVE AND CLINICAL STAFFE IN ESTABLISHING AND
IMPLEMENTING PROTOCOLS, CALL SCHEDULES, AND QUALITY ASSURANCE PROCEDURES
PERTAINING TO PRIMARY PCI DESIGNED TO MEET THE REQUIREMENTS FOR THIS
CERTIFICATION AND IN KEEPING WITH THE CURRENT GUIDELINES FOR THE PROVISION OF
PRIMARY PCI PROMULGATED BY THE AMERICAN COLLEGE OF CARDIOLOGY AND AMERICAN
HEART ASSOCIATION.

(E) THE APPLICANT SHALL DEMONSTARTE THE FOLLOWING, AS APPLICABLE TO THE
PROPOSED PROJECT:

(D AN APPLICANT WITHIN ONE HOUR DRIVE TIME OF AN EXISTING PCI OR OPEN HEART
SURGERY HOSPITAL SHALL PROJECT A MINIMUM OF 350 PCI (PTCA AND CORONARY STENT)
CASES BASED ON DATA FROM THE MOST RECENT 12-MONTH PERIOD PRECEDING THE DATE
THE APPLICATION WAS SUBMITTED TO THE DEPARTMENT. THE DEPARTMENT SHALL REVOKE
A CON FOR A PROGRAM THAT PERFORMS LESS THAN 250 PCIS IN THE SECOND 12 MONTHS
OF OPERATION, OR LESS THAN 350 PCIS IN THE THIRD 12 MONTHS OF OPERATION, AND/OR IS
RECOMMENDED FOR REVOCATION BY THE ORGANIZATION IDENTIFIED IN SECTION 8(6)(C).

(1 AN APPLICANT MORE THAN ONE HOUR DRIVE TIME OF AN EXISTING PCI OR OPEN
HEART SURGERY HOSPITAL SHALL PROJECT A MINIMUM OF 250 PCI (PTCA AND CORONARY
STENT) CASES BASED ON DATA FROM THE MOST RECENT 12-MONTH PERIOD PRECEDING THE
DATE THE APPLICATION WAS SUBMITTED TO THE DEPARTMENT. THE DEPARTMENT SHALL
REVOKE A CON FOR A PROGRAM THAT PERFORMS LESS THAN 250 PCIS IN THE THIRD 12
MONTHS OF OPERATIONS AND/OR IS RECOMMENDED FOR REVOCATION BY THE
ORGANIZATION IDENTIFIED IN SECTION 8(6)(C).
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Section 84. Requirements ferapproval-—applicantsprepesingto replacefupgrade AN EXISTING
cardiac catheterization laberateriesSERVICE OR laberater¥laboratory

#eIIemng—a&&pphe&bIe REPLACING A CARDIAC CATHETERIZATION LABORATORY MEANS A

CHANGE IN THE ANGIOGRAPHY X-RAY EQUIPMENT OR A RELOCATION OF THE SERVICE TO A
NEW SITE. THE TERM DOES NOT INCLUDE A CHANGE IN ANY OF THE OTHER EQUIPMENT OR
SOFTWARE USED IN THE LABORATORY. AN APPLICANT PROPOSING TO REPLACE A CARDIAC
CATHETERIZATION LABORATORY OR SERVICE SHALL DEMONSTRATE THE FOLLOWING, AS
APPLICABLE TO THE PROPOSED PROJECT:=:

(8l) FerahospitaHecatedinarural-county:AN APPLICANT PROPOSING TO REPLACE CARDIAC

CATHETERIZATION LABORATORY EOUIPMENT SHALL DEMONSTRATE THE FOLLOWING

&ppheaﬂenwas—submmed—twhe—gepaﬁme%am THE EXISTING LABORATORY OR LABORATORIES
TO BE REPLACED ARE FULLY DEPRECIATED ACCORDING TO GENERALLY ACCEPTED

ACCOUNTING PRINCIPLES OR DEMONSTRATES EITHER OF THE FOLLOWING

&HHHaI-I—y—EheFea#teF THE EXISTING ANGIOGRAPHY X- RAY EOUIPMENT TO BE REPLACED POSES A
THREAT TO THE SAFETY OF THE PATIENTS.

(bll) Fora-hospitaHocated-ina-non-ruralcounty: THE REPLACEMENT ANGIOGRAPHY X-RAY
EQUIPMENT OFFERS TECHNOLOGICAL IMPROVEMENTS THAT ENHANCE QUALITY OF CARE,

INCREASES EFFICIENCY AND REDUCES OPERATING COSTS

Su-meed—te—t-he—Dep&thenF&Hd THE EXISTING ANGIOGRAPHY X- RAY EOUIPMENT TO BE
REPLACED WILL BE REMOVED FROM SERVICE ON OR BEFORE BEGINNING OPERATION OF THE
REPLACEMENT EQUIPMENT.
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(2) #=aAn applicant +sﬂa—hesp|{al—tha{—ppewde&mﬂy—ped+amePROPOSING TO REPLACE A cardlac

catheterlzatlon services p

sumeedM;e@epaﬁmaq{—and THE PROPOSED PROJECT IS PART OF AN APPLICATION TO
REPLACE THE ENTIRE HOSPITAL.

&nnua#y—the#ea#er— THE APPLICANT HAS PERFORMED THE FOLLOWING DURING THE MOST
RECENT 12-MONTH PERIOD PRECEDING THE DATE THE APPLICATION WAS SUBMITTED TO THE
DEPARTMENT, AS APPLICABLE TO THE PROPOSED PROJECT:

() A MINIMUM OF 300 PROCEDURE EQUIVALENTS IN THE CATEGORY OF ADULT
DIAGNOSTIC CARDIAC CATHETERIZATION PROCEDURES.

(1) A MINIMUM OF 300 PROCEDURE EQUIVALENTS IN THE CATEGORY OF ADULT
THERAPEUTIC CARDIAC CATHETERIZATION PROCEDURES.

(1 A MINIMUM OF 600 PROCEDURE EQUIVALENTS IN THE CATEGORY OF PEDIATRIC
CARDIAC CATHETERIZATION PROCEDURES.

(V) A MINIMUM OF 500 PROCEDURE EQUIVALENTS FOR A HOSPITAL IN A RURAL OR
MICROPOLITAN COUNTY WITH ONE LABORATORY.

(V) A MINIMUM OF 750 PROCEDURE EQUIVALENTS FOR A HOSPITAL IN A METROPOLITAN
COUNTY WITH ONE LABORATORY.

(V) A MINIMUM OF 1,000 PROCEDURE EQUIVALENTS PER CARDIAC CATHETERIZATION
LABORATORY FOR- A HOSPITAL WITH TWO OR MORE LABORATORIES.

(C) THE EXISTING CARDIAC CATHETERIZATION SERVICE HAS BEEN IN OPERATION FOR AT
LEAST 36 MONTHS AS OF THE DATE THE APPLICATION HAS BEEN SUBMITTED TO THE
DEPARTMENT
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Section 95. Requirements ferapproval--—applcantsprepoesingto expand a cardiac
catheterization service-by-adding-ataboratory

Sec. 95. An applicant proposing to add a laboratory to an existing cardiac catheterization service shall
demonstrate beth-ef-the following:

(1) THE APPLICANT HAS PERFORMED THE FOLLOWING DURING THE MOST RECENT 12-
MONTH PERIOD PRECEDING THE DATE THE APPLICATION WAS SUBMITTED TO THE
DEPARTMENT AS APPLICABLE TO THE PROPOSED PROJECTAn—aveFage—ef—]éOO—pFeeedH-Fe

(A) A MINIMUM OF 300 PROCEDURE EQUIVALENTS IN THE CATEGORY OF ADULT

DIAGNOSTIC CARDIAC CATHETERIZATION PROCEDURES.

(B) A MINIMUM OF 300 PROCEDURE EQUIVALENTS IN THE CATEGORY OF ADULT
THERAPEUTIC CARDIAC CATHETERIZATION PROCEDURES.

(C) A MINIMUM OF 600 PROCEDURE EQUIVALENTS IN THE CATEGORY OF PEDIATRIC
CARDIAC CATHETERIZATION PROCEDURES.

(2) THE APPLICANT HAS PERFORMED AnAnaverageA MINIMUM OF of1,0001,400 procedure
equivalents w both-PER existing and
pmpesedAPPROVED) LABORATORIES DURING THE MOST RECENT4n4he—seeend 12 12-months-of
vthereafter PERIOD PRECEDING
THE DATE THE APPLICATION WAS SUBMITTED TO THE DEPARTMENT

Section 166. Requirements forapproval-—apphcantsforTO ACOQUIRE a mebHe-cardiac
catheterization petworkSERVICE

meet&eaeh@f—the#eﬂewmg—a&apphe&b@ ACOUIRING A CARDIAC CATHETERIZATION SERVICE
AND ITS LABORATORIES MEANS OBTAINING POSSESSION AND CONTROL BY CONTRACT,

OWNERSHIP, LEASE OR OTHER COMPARABLE ARRANGEMENT OR RENEWAL OF A LEASE FOR
EXISTING ANGIOGRAPHY X-RAY EQUIPMENT. AN APPLICANT PROPOSING TO ACQUIRE A
CARDIAC CATHETERIZATION SERVICE OR RENEW A LEASE FOR EQUIPMENT SHALL
DEMONSTRATE THE FOLLOWING, AS APPLICABLE TO THE PROPOSED PROJECT:

PROPOSING TO ACOUIRE A CARDIAC CATHETERIZATION SERVICE SHALL DEMONSTRATE THE
FOLLOWING:

sam&neweﬂea&ef—meueﬁeetn%da{eeﬁthese—standapdsTHE PROPOSED PROJECT IS PART OF AN
APPLICATION TO ACQUIRE THE ENTIRE HOSPITAL.

d-CON AN APPLICATION FOR THE FIRST
ACOUISITION OF AN EXISTING CARDIAC CATHETERIZATION SERVICE AFTER <INSERT

CON Review Standards for CC Services CON-210
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EFFECTIVE DATE OF THESE STANDARDS> SHALL NOT BE REQUIRED TO BE IN COMPLIANCE
WITH THE APPLICABLE VOLUME REQUIREMENTS IN SUBDIVISION (C). THE CARDIAC
CATHETERIZATION SERVICE SHALL BE OPERATING AT THE APPLICABLE VOLUMES SET FORTH
IN THE PROJECT DELIVERY REQUIREMENTS IN THE SECOND 12 MONTHS OF OPERATION OF
THE SERVICE BY THE APPLICANT AND ANNUALLY THEREAFTER.

(4C) THE APPLICANT HAS PERFORMED THE FOLLOWING DURING THE MOST RECENT 12-
MONTH PERIOD PRECEDING THE DATE THE APPLICATION WAS SUBMITTED TO THE
DEPARTMENT AS APPLICABLE TO THE PROPOSED PROJECT Anappheaﬂen%#ng%h&p#e\mn

() A MINIMUM OF 300 PROCEDURE EQUIVALENTS IN THE CATEGORY OF ADULT

DIAGNOSTIC CARDIAC CATHETERIZATION PROCEDURES.

(1) A MINIMUM OF 300 PROCEDURE EQUIVALENTS IN THE CATEGORY OF ADULT
THERAPEUTIC CARDIAC CATHETERIZATION PROCEDURES.

(1 A MINIMUM OF 600 PROCEDURE EQUIVALENTS IN THE CATEGORY OF PEDIATRIC
CARDIAC CATHETERIZATION PROCEDURES.

(V) A MINIMUM OF 500 PROCEDURE EQUIVALENTS FOR A HOSPITAL IN A RURAL OR
MICROPOLITAN COUNTY WITH ONE LABORATORY.

(V) A MINIMUM OF 750 PROCEDURE EQUIVALENTS FOR A HOSPITAL IN A METROPOLITAN
COUNTY WITH ONE LABORATORY.

(V) A MINIMUM OF 1,000 PROCEDURE EQUIVALENTS PER CARDIAC CATHETERIZATION
LABORATORY FOR TWO OR MORE LABORATORIES.

(2) AN APPLICANT PROPOSING TO RENEW A LEASE FOR EXISTING ANGIOGRAPHY X-RAY
EQUIPMENT SHALL DEMONSTRATE THE RENEWAL OF THE LEASE IS MORE COST EFFECTIVE
THAN REPLACING THE EQUIPMENT.

Section 7. REQUIREMENT FOR MEDICAID PARTICIPATION

Sec. 7. An applicant shall provide verification of Medicaid participation at the time the application is
submitted to the Department. An applicant that is initiating a new service or is a new provider not
currently enrolled in Medicaid shall certify that proof of Medicaid participation will be provided to the
Department within six (6) months from the offering of services if a CON is approved.
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Adult Pediatric
Diagnostic, electro physiology (EP) 2:0 35
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Thesumof Thesumof
procedure procedure
"Ih.llt'lalelg. ocedures wil "'H.'E Same-session 0.5 foreach OB forench
tingnosticandfertheranentic}
procedure-after | procedure-after
thefirst thefirst
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Section 428. Project delivery requirements —AND terms of approval for all applicants

Sec. 128. (1-An applicant shall agree that, if approved, the project CARDIAC CATHETERIZATION
SERVICE AND ALL EXISTING AND APPROVED LABORATORIES shall be delivered in compliance with
the following terms of CON-approval:

_ (@l) Compliance with these standards.

(e2) Complrance wrth the foIIowrng quality assurance standards

(iA) app
peneds—speerﬁed—m%ese—sta%ards—and—armeaﬂy—thereaﬁe#Cardrac catheterlzatlon procedures shaII be
performed in a cardiac catheterization laboratory located within a hospital, and have within, or
immediately available to the room, dedicated emergency equipment to manage cardiovascular
emergencies.

(#iB) The approved-services shall be staffed with sufficient medical, nursing, technical and other
personnel to permit regular scheduled hours of operation and continuous 24-hour on-call availability.

(HC) The medical staff and governing body shall receive and review at least annual reports describing
the activities of the cardiac catheterization service including: complication rates-(including-emergency
surgical-procedures);, morbidity and mortality-data;, success rates and the number of procedures
performed.

(D) Each physician credentialed by a hospital to perform adult therapeutic cardiac catheterization
procedures shall perform, as the primary operator, a minimum of 75 adult therapeutic cardiac
catheterization procedures per year in the second 12 months after being credentialed to perform
procedures-at-the-applicant-hospital-and annually thereafter. The annual case load for a physician
means adult therapeutic cardiac catheterlzatlon procedures performed by that physician in any hespttal—er
m—any—comblnatlon of hosprtals

(vE) Each physician credentialed by a hospital to perform pediatric diagnostic cardiac catheterizations
shall perform, as the primary operator, a minimum of 50 pediatric diagnostic cardiac catheterization
procedures per year in the second 12 months after being credentialed te-perform-procedures-atthe
applicant-hespital-and annually thereafter. The annual case load for a physician means pediatric
diagnostic cardiac catheterization procedures performed by that physrcran in any—hesprtal—er—rn—any
combination of hospitals-

CON Review Standards for CC Services CON-210
For CON Commission Proposed Action June 9, 2011
Page 14 of 22



680
681
682
683
684
685
686
687
688
689
690
691
692
693
694
695
696
697
698
699
700
701
702
703
704
705
706
707
708
709
710
711
712
713
714
715
716
717
718
719
720
721
722
723
724
725
726
727
728
729
730
731
732

(«F) Each physician credentialed by a hospital to perform pediatric therapeutic cardiac
catheterizations shall perform, as a primary operator, a minimum of 25 pediatric therapeutic cardiac
catheterizations per year in the second 12 months after being credentialed to-perform-procedures-atthe
applicanthespital-and annually thereafter. The annual case load for a physician means pediatric
therapeutic cardiac catheterization procedures performed by that phyS|C|an m&ny—hespltal-er—m any
comblnatlon of hosp|tals.

(wiG) An applicant-propesing-to-offeran-adult diagnostic cardiac catheterization service shall have a
minimum of two {2)}-appropriately trained physicians on its active hospital staff. Ferpurpeses-of

evaluating-this-subsectiontThe Department shallconsideritprimafacieMAY ACCEPT OTHER evidence
OR SHALL CONSIDER -IT ef-appropriate training if the staff physicians:

(Al) are trained consistent with the recommendations of the American College of Cardiology;

(BIl) are credentialed by the hospital to perform adult diagnostic cardiac catheterizations; and
(elll) have each performed a minimum of 100 adult diagnostic cardiac catheterizations in the preceding
12 months.

(l-XH) An &epheant—prepesmg%ee#er—&eadult therapeutlc card|ac catheter|zat|on service shall have a
minimum of two {2)}-appropriately trained physicians on its active hospital staff. Ferpurpeses-of
evaluating-this-subsectiontThe Department shallconsideritprimafacieMAY ACCEPT OTHER evidence
OR SHALL CONSIDER efIT appropriate training if the staff physicians:

(Al) are trained consistent with the recommendations of the American College of Cardiology;

(BIl) are credentialed by the hospital to perform adult therapeutic cardiac catheterizations; and

(elll) have each performed a minimum of 75 adult therapeutic cardiac catheterization procedures in the
precedlng 12 months

(x_) Aneppheant—prepewg%eeﬁer—aA pedlatrlc card|ac catheterlzatlon service shall demensttate
anHAVE AN appropriately trained physician{s)-shall-be on the-ITS active hospital staff-to-perform
. e or . licable_pediatriccard:  evaluat
this-subsection;-tThe Department shallconsideritprima-facieMAY ACCEPT OTHER evidence efOR
SHALL CONSIDER IT appropriate training if the staff physician{s)-is:

(AD) IS board certified or board eligible in pediatric cardiology by the American Board of Pediatrics;

(BIl) IS credentialed by the hospital to perform diaghostic-or-therapeuticas-applicable—pediatric

cardiac catheterizations; and
(GIII) HAS tralned conS|stentIy W|th the recommendations of the American College of Cardlology

(;eJ) A cardiac catheterization service shaII be dlrected by an approprlately tramed physician. Fer

purposes-of-evaluating-this-subsection,tThe Department shall consider it-prima-facie-evidenceof
appropriate training and-experience-of the-cardiac-catheterization-serviceOF THE director if the physician
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is board certified in cardiology, cardiovascular radiology or cardiology, adult or pediatric, as applicable.
The director of an adult cardiac catheterization service shall have performed at least 200 catheterizations
per year during each of the 5-FIVE preceding years. However-the-applicantmay-submitandtThe
Department may accept other evidence that the cardiac-catheterization-service-director is appropriately
trained.

(xiK) An-approved cardiac catheterization service shall be operated consistently with the
recommendations of the American College of Cardiology.

(3) COMPLIANCE WITH THE FOLLOWING ACCESS TO CARE REQUIREMENTS:
(xiHA) The CARDIAC CATHETERIZATION-SERVICE shall accept referrals for cardiac catheterization
services-from all appropriately licensed health-care-practitioners.

(B) An-applicantTHE CARDIAC CATHETERIZATION -SERVICE shall participate in Medicaid at least

12 consecutive months within the first two years of operation and eentinue-to-participate-annually
thereafter.

(AC) THE GARDIAG—GAIHEFERIZAIFION—SERVICE SHALL NeI—Netnot deny cardl c catheterlzatlon
services to any |ndIVIduaI based on ab|I|ty to pay or source of payment;.

(CD) M S . . _—
Seu-Fee—pFev-Ided—&nnuaI-lyTHE OPERATION OF AND REFERRAL OF PATIENTS TO THE CARDIAC
CATHETERIZATION SERVICE SHALL BE IN CONFORMANCE WITH 1978 PA 368, SEC. 16221, AS
AMENDED BY 1986 PA 319; MCL 333.1621; MSA 14.15 (16221).

(4) Compliance with
termTHE FOLLOWING MONITORING AND REPORTING REOUIREMENTS—

(A) THE SERVICE SHALL BE OPERATING AT OR ABOVE THE APPLICABLE VOLUMES IN THE
SECOND 12 MONTHS OF OPERATION OF THE SERVICE, OR AN ADDITIONAL LABORATORY, AND
ANNUALLY THEREAFTER:

(D 300 PROCEDURE EQUIVALENTS IN THE CATEGORY OF ADULT DIAGNOSTIC CARDIAC
CATHETERIZATION PROCEDURES.

(I 300 PROCEDURE EQUIVALENTS IN THE CATEGORY OF ADULT THERAPEUTIC CARDIAC
CATHETERIZATION PROCEDURES.

(1l 600 PROCEDURE EQUIVALENTS IN THE CATEGORY OF PEDIATRIC CARDIAC
CATHETERIZATION PROCEDURES.

(IV) 500 PROCEDURE EQUIVALENTS FOR A HOSPITAL IN A RURAL OR MICROPOLITAN
COUNTY WITH ONE LABORATORY.

(V) 750 PROCEDURE EQUIVALENTS FOR A HOSPITAL IN A METROPOLITAN COUNTY WITH
ONE LABORATORY.

(V) 1,000 PROCEDURE EQUIVALENTS PER CARDIAC CATHETERIZATION LABORATORY FOR
TWO OR MORE LABORATORIES.

(VI) 36 ADULT PRIMARY PCI CASES FOR A PRIMARY PCI SERVICE.
(VI) 350 ADULT PCI CASES FOR AN ELECTIVE PCI SERVICE WITHIN ONE-HOUR DRIVE TIME
OF AN EXISTING HOSPITAL WITH AN OPEN HEART SURGICAL SERVICE.

(IX) 250 ADULT PCI CASES FOR AN ELECTIVE PCI SERVICE MORE THAN ONE-HOUR DRIVE
TIME OF AN EXISTING HOSPITAL WITH AN OPEN HEART SURGICAL SERVICE.

(#B) __The applicantHOSPITAL shall participate in a data collection network established and
administered by the Department or its designee. Fhe-dData may include, but is not limited to, annual
budget and cost information, operating schedules, and-PATIENT demegraphicSdemographics,

drlagnesnemorbIdlty and mortallty |nformat|on asweII—as#e#eI&m&e#ea#&pmwded—te—paﬂemsﬁfmm
allAND payor
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rr%rtt:rater—ag4ceeel—t:HaerHﬁheeltar The Department may eteet—taverrfy the data through on- srte review of
appropriate records.

(C) The applicantHOSPITAL shall participate in a quality improvement data registry administered by
the Department or its designee. The Departmentor-its-designee-shallrequire-thatthe
applicantHOSPITAL SHALL submit a-summary repertSreports as required by the Department. The
applicantHOSPITAL shall provide the required data in a format established by the Department or its
designee. The applicantHOSPITAL shall-belS liable for the cost of data submission and on-site reviews
in order for the Department to verify and monitor volumes and assure quality. An-applicantshaliTHE
HOSPITAL MUST become a member of the data registry upon initiation of the service and continue to
partrcrpate annuaIIy thereafter FOR THE LIFE OF THAT SERVICE

_(ab) COMPLIANCE WITH THE FOLLOWING PRIMARY PCI REQUIREMENTS, IF APPLICABLE:
(A) THE Gemphaneewrthrequrrements set forth in Section 3(4)

(1IB) THE HOSPITAL Sshall immediately report to the Department any changes in the interventional

cardiologists who perform the primary PCI procedures.

-
’ i . : lard torth | ion 53(14).

(2BC) The applicantHOSPITAL shall have-performed- a minimum of 48-36 primary PCI procedures at
the faeilitt HOSPITAL in the preceding 12—months PERIOD OF OPERATION OF THE SERVICE and
annually thereafter.

(D) THE HOSPITAL SHALL MAINTAIN A 90-MINUTE DOOR-TO-BALLON TIME OR LESS IN AT
LEAST 75% OF THE PRIMARY PCI SESSIONS.

(83E) The applicantHOSPITAL shall participate in a data registry, administered by the Department or
its designee. The Department or its designee shall require that the applicant submit data on all
consecutive cases of primary PCI as is necessary to comprehensively assess and provide comparative
analyses of case selection, processes and outcome of care, and trend in efficiency. The applicant shall
provide the required data in a format established by the Department or its designee. The applicant shall
be liable for the cost of data submission and on-site reviews in order for the Department to verify and
monitor volumes and assure quality.

(6) COMPLIANCE WITH THE FOLLOWING ELECTIVE PCI REQUIREMENTS, IF APPLICABLE:
(A) THE REQUIREMENTS SET FORTH IN SECTION 3(5).
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(B) THE HOSPITAL SHALL PARTICIPATE IN A BENCHMARKED PCI DATA REGISTRY

DESIGNED BY THE DEPARTMENT THAT INCLUDES ALL THE FOLLOWING:
() PATIENT AND CLINICAL DESCRIPTIONS.

(I MEASURES OF OUTCOMES.

() MEASURE OF THE ACC APPROPRIATE USE OF THE PROCEDURE INCLUDING STS OR
SYNTAX SCORE IN EACH PATIENT. THE DEPARTMENT SHALL REQUIRE THAT THE HOSPITAL
SUBMIT DATA ON ALL PCI CASES IN A FORMAT ESTABLISHED BY THE DEPARTMENT. THE
HOSPITAL SHALL BE LIABLE FOR COSTS OF DATA SUBMISSION. THE DEPARTMENT SHALL
REQUIRE THAT THE HOSPITAL SUBMIT A SUMMARY REPORT ON AN ANNUAL BASIS THAT
SHALL BE MADE AVAILABLE TO THE GENERAL PUBLIC.

(C) THE HOSPITAL SHALL PARTICIPATE IN AN EXTERNAL IMPARTIAL OVERSIGHT BODY TO
BE DESIGNATED BY THE DEPARTMENT. THE HOSPITAL SHALL BE LIABLE FOR THE COSTS OF
PARTICIPATING IN THIS OVERSIGHT PROCESS AND MUST CONTINUE TO PARTICIPATE
ANNUALLY THEREAFTER. THE OVERSIGHT BODY SHALL PRODUCE AN ANNUAL REPORT OF
ALL PC| PROGRAM THAT WILL CONTAIN ALL THE FOLLOWING:

() COMPLICATION RATES.

(I NUMBER OF PROCEDURES PERFORMED PER OPERATOR.

(Il SUCCESS RATES.

(V) APPROPRIATE USE RATES.

(V) PATIENT TRANSFER RATES.

(V) THE OVERSIGHT BODY SHALL REVIEW THE FINDINGS WITH EACH OF THE
PARTICIPATING HOSPITALS AS A GROUP AND SHALL PROVIDE THOSE FINDINGS TO THE
DEPARTMENT TO BE MADE AVAILABLE TO THE GENERAL PUBLIC. ALL ELECTIVE PCI
SERVICES PERFORMING LESS THAN 250 PCI CASES PER YEAR IN ANY GIVEN YEAR MUST
HAVE ALL CASES REVIEWED BY THIS OVERSIGHT BODY FOR APPROPRIATENESS AND
OUTCOMES.

(D) THE HOSPITAL SHALL INCLUDE IN THEIR CONSENT FOR PCI NOTIFICATION TO THE
PATIENT THAT THE HOSPITAL DOES NOT PROVIDE ON-SITE OPEN HEART SURGICAL SERVICES
AND THAT TRANSFER TO A HOSPITAL WITH OPEN HEART SURGICAL SERVICES MAY BE
NECESSARY.

(E) THE HOSPITAL SHALL ESTABLISH AN INTERNAL REVIEW BODY, INCLUDING AT A
MINIMUM THE CHIEF MEDICAL OFFICER, DIRECTOR OF CARDIOVASCULAR SERVICES,
DIRECTOR OF CARDIOVASCULAR SERVICES FOR THE HOSPITAL WITH OPEN HEART SURGICAL
SERVICES (OR EQUIVALENT PHYSICIAN REPRESENTATIVES), THAT SHALL REVIEW AT LEAST
ANNUAL REPORTS DESCRIBING THE ACTIVITIES OF THE CARDIAC CATHETERIZATION SERVICE
INCLUDING COMPLICATION RATES, MORBIDITY AND MORTALITY, SUCCESS RATES AND THE
NUMBER OF PROCEDURES PERFORMED AND PROCEDURES REQUIRING TRANSFER.

(F) THE HOSPITAL SHALL EMPLOY APPROPRIATE DATA MANAGEMENT PERSONNEL TO
INSURE TIMELY AND ACCURATE REPORTING TO THE REGISTRY AND REVIEWING BODIES
STATED ABOVE.

(G) EACH PHYSICIAN CREDENTIALED BY A HOSPITAL TO PERFORM PCI CASES SHALL
PERFORM, AS THE PRIMARY OPERATOR, A MINIMUM OF 100 PCI CASES PER YEAR IN THE
SECOND 12 MONTHS AFTER BEING CREDENTIALED AND ANNUALLY THEREAFTER. THE
ANNUAL CASE LOAD FOR A PHYSICIAN MEANS PCI CASES PERFORMED BY THAT PHYSICIAN IN
ANY COMBINATION OF HOSPITALS.

(H) EACH PHYSICIAN MUST ALSO MAINTAIN THE FOLLOWING IN ORDER TO BE
CREDENTIALED:

() PARTICIPATION IN AN INSTITUTIONAL QUALITY IMPROVEMENT PROGRAM.

(1N BOARD CERTIFIED IN INTERVENTIONAL CARDIOLOGY.

() PERFORMED AT LEAST 300 PCI CASES TOTAL SINCE FELLOWSHIP.

(V) AT LEAST 30 HOURS OF CONTINUING MEDICAL EDUCATION DIRECTED TOWARD
INTERVENTIONAL CARDIOLOGY EVERY 24 MONTHS.
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() THE MEDICAL DIRECTOR OF THE HOSPITAL SHALL PERFORM PCI PROCEDURES AT
THE CONTRACTED HOSPITAL WITH OPEN HEART SURGICAL SERVICES AND SHALL ALSO
PERFORM PCI PROCEDURES AT THE ELECTIVE PCI SERVICE HOSPITAL DURING EACH YEAR
UNTIL THE HOSPITAL REACHES MINIMUM VOLUME.

(J) THE HOSPITAL SHALL ALWAYS HAVE IN PLACE A WRITTEN AGREEMENT MEETING ALL
OF THE REQUIREMENTS OF THE WRITTEN AGREEMENT BETWEEN THE HOSPITAL AND THE
HOSPITAL WITH THE OPEN HEART SURGICAL SERVICE AS LONG AS THE ELECTIVE PCI
SERVICE DOES NOT HAVE ON-SITE OPEN HEART SURGICAL SERVICES, BUT MAY CHANGE THE
CONTRACTED OPEN HEART SURGICAL HOSPITAL.

Section 9. Methodology for computing cardiac catheterization equivalents—precedures-and
weights
Sec. 9. The following procedure-equivalents-shall be used in calculating PROCEDURE

EQUIVALENTS and evaluating utilization of a cardiac catheterization SERVICE AND ITS
laberatorylaboratories:

PROCEDURE TYPE PROCEDURE EQUIVALENT

Adult Pediatric
Diagnostic cardiac catheterization/PERIPHERAL SESSIONS 15 2.7
Therapeutic cardiac catheterization/PERIPHERAL SESSIONS 2.7 4.0
COMPLEX PERCUTANEOUS VALVULAR SESSIONS* 4.0 7.0

* COMPLEX PERCUTANEOUS VALVULAR SESSIONS INCLUDES, BUT IS NOT LIMITED TO,
PROCEDURES PERFORMED PERCUTANEOUSLY OR WITH SURGICAL ASSISTANCE TO REPAIR OR
REPLACE AORTIC, MITRAL AND PULMONARY VALVES SUCH AS TRANSCATHETER AORTIC
VALVULAR IMPLANTATION (TAVI) PROCEDURES. THESE SESSIONS CAN ONLY BE PERFORMED
AT HOSPITALS APPROVED -WITH OPEN HEART SURGERY SERVICES.

Section £410. Documentation of projections

Sec 4:410 An appllcant requwed to prOject volumes ef—se#wee—wﬂe#seeﬂens%—'i»,—é,—and—?—shall

FOLLOWING AS APPLICABLE TO THE PROPOSED PROJECT

(1) THE applicant shall specify how the volume projections were developed. Specification of the
projections shall include a description of the data source(s) used AND assessment of the accuracy of the
data. The Department shall determine if the projections are reasonable.

(2) AN APPLICANT PROPOSING TO INITIATE A PRIMARY PCI SERVICE SHALL
DEMONSTRATE AND CERTIFY THAT THE HOSPITAL TREATED OR TRANSFERRED 36 ST
SEGMENT ELEVATION AMI CASES DURING THE MOST RECENT 12--MONTH PERIOD PRECEDING
THE DATE THE APPLICATION WAS SUBMITTED TO THE DEPARTMENT. CASES MAY INCLUDE
THROMBOLYTIC ELIGIBLE PATIENTS DOCUMENTED THROUGH PHARMACY RECORDS
SHOWING THE NUMBER OF DOSES OF THROMBOLYTIC THERAPY ORDERED AND MEDICAL
RECORDS OF EMERGENCY TRANSFERS OF AMI PATIENTS TO AN APPROPRIATE HOSPITAL
FOR A PRIMARY PCI PROCEDURE.
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(3) AN APPLICANT PROPOSING TO INITIATE AN ELECTIVE PCI SERVICE SHALL
DEMONSTRATE AND CERTIFY THE FOLLOWING:

(A) PHYSICIAN COMMITMENTS OF PCI CASES PERFORMED AT AN EXISTING CARDIAC
CATHETERIZATION SERVICE IN THE SAME HEALTH SERVICE AREA.

() COMMITMENTS OF PCI CASES SHALL NOT REDUCE AN EXISTING CARDIAC
CATHETERIZATION SERVICE BELOW ITS APPLICABLE VOLUME REQUIREMENT.

(I COMMITMENTS OF PCI CASES DO NOT REPRESENT DUPLICATE CASES WITHIN THIS
SUBSECTION.

() COMMITMENTS IDENTIFY THE FOLLOWING:

(A) THE NAME OF EACH PHYSICIAN THAT PERFORMED PCI CASES TO BE COMMITTED TO
THE PROPOSED PROJECT.

(B) THE NUMBER OF PCI CASES THAT EACH PHYSICIAN PERFORMED DURING THE MOST
RECENT 12 MONTHS VERIFIABLE BY THE DEPARTMENT.

(C) THE LOCATIONS AT WHICH THE COMMITTED PCI CASES WERE PERFORMED.

(D) AWRITTEN COMMITMENT FROM EACH PHYSICIAN THAT HE OR SHE WILL PERFORM AT
LEAST THE VOLUME OF PCI CASES COMMITTED TO THE PROPOSED ELECTIVE PCI SERVICE
FOR NO LESS THAN THREE YEARS SUBSEQUENT TO THE INITIATION OF THE SERVICES
PROPOSED BY THE APPLICANT.

(E) THE NUMBER OF PCI CASES PERFORMED AT THE EXISTING CARDIAC
CATHETERIZATION SERVICE FROM WHICH PCI CASES WILL BE TRANSFERRED DURING THE
MOST RECENT 12- MONTH PERIODS VERIFIABLE BY THE DEPARTMENT FOR WHICH ANNUAL
SURVEY DATA IS AVAILABLE.

(B) DOCUMENTATION OF EXISTING PATIENT TRANSFERS FROM THE APPLICANT HOSPITAL
TO A PCI SERVICE OR OPEN HEART SURGERY HOSPITAL FOR PURPOSES OF RECEIVING A PCI
PROCEDURE. IN DEMONSTRATING COMPLIANCE, AN APPLICANT SHALL PROVIDE THE
FOLLOWING FOR EACH PATIENT TRANSFER IN THE MOST RECENT 12—MONTH PERIODS
VERIFIABLE BY THE DEPARTMENT:

() _UNIQUE PATIENT IDENTIFIER.

(1N _1CD-9, OR EQUIVALENT, DIAGNOSIS CODE.

() HOSPITAL WHERE THE PATIENT WAS TRANSFERRED.

(V) PHYSICIAN PATIENT TRANSFERRED TO.

(V) DATE OF PATIENT TRANSFER.

(C) EXISTING PCI CASES PERFORMED AT THE APPLICANT HOSPITAL IN THE MOST RECENT
12 MONTHS VERIFIABLE BY THE DEPARTMENT.

| Section 4511. Comparative reviews; Effect on prior CON Review Standards;-coemparativereviews

Sec. 4511. (8-PROPOSED projects reviewed under these standards shall not be subject to
comparative review. These CON Review Standards supercede and replace the CON Review Standards
for Cardiac Catheterization Services approved by the CON Commission on Mareh-9;-2004DECEMBER
11, 2007 and effective on Junre-4,2004FEBRUARY 25, 2008.
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APPENDIX A

HEALTH SERVICE AREAS COUNTIES

1 - SOUTHEAST LIVINGSTON MONROE ST. CLAIR
MACOMB OAKLAND WASHTENAW
WAYNE

2 — MID-SOUTHERN CLINTON HILLSDALE JACKSON
EATON INGHAM LENAWEE

3 — SOUTHWEST BARRY CALHOUN ST. JOSEPH
BERRIEN CASS VAN BUREN
BRANCH KALAMAZOO

4 —WEST ALLEGAN MASON NEWAYGO
IONIA MECOSTA OCEANA
KENT MONTCALM OSCEOLA
LAKE MUSKEGON OTTAWA

5-GLS GENESEE LAPEER SHIAWASSEE

6 — EAST ARENAC HURON ROSCOMMON
BAY I0SCO SAGINAW
CLARE ISABELLA SANILAC
GLADWIN MIDLAND TUSCOLA
GRATIOT OGEMAW

7 —NORTHERN LOWER ALCONA CRAWFORD MISSAUKEE
ALPENA EMMET MONTMORENCY
ANTRIM GRAND TRAVERSE  OSCODA
BENZIE KALKASKA OTSEGO
CHARLEVOIX LEELANAU PRESQUE ISLE
CHEBOYGAN MANISTEE WEXFORD

8 — UPPER PENINSULA ALGER GOGEBIC MACKINAC
BARAGA HOUGHTON MARQUETTE
CHIPPEWA IRON MENOMINEE
DELTA KEWEENAW ONTONAGON
DICKINSON LUCE SCHOOLCRAFT
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APPENDIX AB

CONREVIEW-STANDBARDS

EFORCARBIAC CATHETERIZATHON-SERVICES

Rural Michigan counties are as follows:

Alcona Hillsdale
Alger Huron
Antrim losco
Arenac Iron
Baraga Lake
Charlevoix Luce
Cheboygan Mackinac
Clare Manistee
Crawford Mason
Emmet Montcalm
Gladwin Montmorency
Gogebic Oceana

Micropolitan statistical area Michigan counties are as follows:

Allegan Gratiot
Alpena Houghton
Benzie Isabella
Branch Kalkaska
Chippewa Keweenaw
Delta Leelanau
Dickinson Lenawee

Grand Traverse Marquette

Metropolitan statistical area Michigan counties are as follows:

Barry lonia

Bay Jackson
Berrien Kalamazoo
Calhoun Kent

Cass Lapeer
Clinton Livingston
Eaton Macomb
Genesee Monroe
Ingham Muskegon
Source:

65 F.R., p. 82238 (December 27, 2000)
Statistical Policy Office

Office of Information and Regulatory Affairs
United States Office of Management and Budget
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Ogemaw
Ontonagon
Osceola
Oscoda
Otsego
Presque Isle
Roscommon
Sanilac
Schoolcraft
Tuscola

Mecosta
Menominee
Midland
Missaukee
St. Joseph
Shiawassee
Wexford

Newaygo
Oakland
Ottawa
Saginaw

St. Clair
Van Buren
Washtenaw
Wayne
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