MICHIGAN DEPARTMENT OF COMMUNITY HEALTH

CERTIFICATE OF NEED (CON) COMMISION MEETING

Wednesday, June 22, 2005

MDCH Public Health Building #19

North Complex Baker-Olin West (BOW)

3423 North Martin Luther King

Many Conference Rooms 1B & 1C

Lansing, Michigan 48906-2934

APPROVED MINUTES

I.
Call To Order.


Chairperson Hagenow called the meeting to order at 10:05 a.m.


A.
Members Present:

Norma Hagenow, Chairperson

Edward B. Goldman, Vice-Chairperson

Peter Ajluni, DO (left at 1:00 p.m.)

Roger G. Andrzejewski

Bradley N. Cory

James Delaney

Dorothy E. Deremo

James E. Maitland

Michael A. Sandler, MD (arrived at 10:15 a.m.)

Renee Turner-Bailey (arrived at 10:40 a.m.)

Michael W. Young, DO (left at 3:15 p.m.)

B.
Members Absent:


None

C.
Department of Attorney General Staff:


Ronald J. Styka

D.
Michigan Department of Community Health Staff Present:

Lakshmi Amarnath

Jan Christensen (arrived at 10:30 a.m. and left at 3:25 p.m.)

William Hart

Larry Horvath

John Hubinger

Joette Laseur

Andrea Moore

Stan Nash

Brenda Rogers

Gaye Tuttle

Kate Wandtke

Walt Wheeler

E.
General Public Attendance:


There were approximately 47 people in attendance.

II. Review of Agenda.

Motion by Commissioner Maitland, seconded by Commissioner Delaney, to accept the agenda as presented.  Motion Carried.

III. Declaration of Conflicts of Interest.

No new conflicts were noted.

IV. Review of Minutes of March 8, 2005.

Commissioner Ajluni noted that on page 34, the minutes have Commissioner Ajluni referring to Ron Styka as Councilman Styka and should be corrected to say Counselor Styka.  

Motion by Commissioner Delaney, seconded by Commissioner Ajluni, to accept the minutes of March 8, 2005, as adjusted.  Motion Carried.

V. Compliance Report.

Mr. Wheeler provided an overview of the following compliance actions taken by the Department:

· A Hospital using mobile MRI services without CON approval.

· Two freestanding CT scanners replaced without CON approval.

· Five Open Heart programs not meeting volume requirements.

· Twenty-Four Swing Beds programs were found in compliance with the Statute.

· Four Bone Marrow Transplant programs were found in compliance with the Volume Requirements.

Discussion followed.

VI. Cardiac Catheterization Services and Open Heath Services Volume Requirements – Issue Paper.

A. Discussion.

Mr. Hart and Mr. Christensen provided an overview of the issue paper prepared by the Department.

B. Public Comment.

Dr. Richard Prager, Michigan Society for Thoracic Surgery

Dr. Mark Sakwa, Southeast Michigan Cardiac Surgery

Dr. Joseph Bassett, William Beaumont Hospital

Mr. Robert Meeker, Spectrum Health

Mr. Larry Horwitz, Economic Alliance

Ms. Penny Crissman, Crittenton Hospital

Mr. Tom Cragg, General Motors

Dr. Eric Bates, American College of Cardiology

Lunch Break from 12:05 to 12:45 p.m.

C.
Action.

Motion by Commissioner Goldman, seconded by Commissioner Cory, to maintain the existing Cardiac Catheterization and Open Heart Surgery Standards, and review at a later time with the Department enforcing compliance with the current Standards.  Motion Carried.

VII. CON Review Standards for Hospital Beds.

A. Discussion.

Ms. Rogers gave an overview of the proposed Standards.

B. Public Comment.

Mr. William Blaul, Karmanos Cancer Institute

C. Commission Final Action.

Motion by Commissioner Goldman, seconded by Commissioner Deremo, to table final action for these Standards until the September 13, 2005 Meeting.  Discussion Followed.  Motion Carried. 

VIII. CON Review Standards for Bone Marrow Transplantation Services.

A. Discussion.

Ms. Rogers gave an overview of the proposed Standards.

B. Public Comment.

Mr. William Blaul, Karmanos Cancer Institute

Mr. Larry Horwitz, Economic Alliance

Ms. Melissa Cupp, Wiener Associates

C. Commission Final Action.

Motion by Commissioner Maitland, seconded by Commissioner Delaney, to approve the Standards as proposed and move forward for 45-day review period to the JLC and Governor.  Motion Failed.

Motion by Commissioner Maitland, seconded by Commissioner Young, to eliminate Section 8 (1)(h) and all references to this section of the proposed language, and approve the Standards as modified, and move forward for 45-day review period to the JLC and Governor (Attachment A).  Motion Carried.

IX. CON Review Standards for Magnetic Resonance Imaging (MRI) Services.

A. Discussion.

Ms. Rogers gave an overview of the proposed Standards.

B. Public Comment.

Ms. Amy Barkholz, MHA

C. Commission Final Action.

Motion by Commissioner Sandler, seconded by Commissioner Cory, to approve the Standards as presented, and move forward for 45-day review period to the JLC and Governor (Attachment B).  Motion Carried.

X. CON Review Standards for Psychiatric Beds and Services (additional beds).

A. Discussion.

Ms. Rogers gave an overview of the proposed Standards.

B. Public Comment.

Mr. Don Nielson, Hillsdale Community Health Center

Ms. Joan Lowes, Hall, Render, Killian, Heath and Lyman

Ms. Denise Baker, Hillsdale Community Health Care

Mr. Mike Bowden, Sparrow Hospital (Attachment C)

Mr. Robert Nykamp, Pine Rest Christian Mental Health Services

Mr. Mark Hutchinson, Saint Mary’s Health Care

Mr. Lody Zwarensteyn, Alliance for Health

Mr. Larry Horwitz, Economic Alliance

C. Commission Final Action.

Motion by Commissioner Cory, seconded by Commissioner Delaney, to revise the Standards for a technical change in Section 4(6) by modifying the term “Ad Hoc” to “Standard Advisory Committee” and approve the Standards as modified (Attachment D).  Motion Carried.

Motion by Commissioner Goldman, seconded by Commissioner Maitland, in accordance with Section 4, request that the Department coordinate the effective date of the new bed need numbers with the effective date of the Standards.  Motion Carried.

XI. Megavoltage Radiation Therapy (MRT) Services/Units Standard Advisory Committee (SAC) Report.

This update was tabled until September 13, 2005, as Mr. Palmer was unable to attend today’s meeting.

XII. Surgical Services SAC Report.

Ms. Cheryl Miller, Surgical Services SAC Chairperson, provided an overview of the SAC.  She noted that the SAC has met three times and have established that the July 12th Meeting will be last meeting to take new issues to be addressed.  The following is the list of issues identified to date:

· Procedure Rooms – sterile corridor, volumes counted/not counted

· Endo Rooms

· Sterile Corridor issues

· Surgical Procedure – definition, office/OR/procedure room, radiology rooms vs. operating suite

· Dedicated Trauma/Open Heart Rooms - ½ credit, no volume credit

· Renovations of an OR - non-sub review

· Rural Counties - considerations for volumes and timeframes

· Medicaid participation – definition needs further clarification

· Minimally invasive procedures

· Hour requirements for an FSOF

· Project Delivery Requirements

· Expansion – commitments vs. historical data

· PA 683 – Minimum Design Standards

XIII. New Medical Technology.

Ms. Rogers reported no new technology.

XIV. Legislative Report.

Mr. Christensen gave update. He noted that the Medicaid Long-Term Care Task Force’s report is final and may impact CON as related to nursing homes. He asked Commissioner Corey to work with the Department as needed.

XV. Future Meeting Dates:

September 13, 2005

December 13, 2005

XVI. Administrative Update.

Mr. Hart gave a brief update on the following items:

· Contract with MSU for geographical data projects.

· Department move to Capital View Building.

· Auditor General’s follow up audit of the CON Section.

· Commission staffing.

XVII. Review of Commission Work Plan.

A. Discussion.

Ms. Rogers gave an overview of the Work Plan.

B. Public Comment.

Mr. Patrick O’Donovan, William Beaumont Hospital (Attachment E)

Mr. Larry Horwitz, Economic Alliance

C. Commission Action.

The charge to establish Hospital Bed SAC will be drafted and approved at the September meeting.  Commissioner Sandler will lead an informal workgroup to discuss possible changes for the PET standards. Will also provide status update to the Commission at its September meeting, as to whether or not a SAC needs to be formed. A SAC for Cardiac Catheterization and Open Heart Surgery will be convened upon completion of the Surgical SAC and Hospital Beds SAC. 

Motion by Ms. Deremo, seconded by Ms. Turner-Bailey, to accept the Work Plan as modified.  Motion Carried.

XVIII. Public Comment.

Ms. Mary Zuckerman, DMC, addressed the Commission.

Mr. Robert Meeker, Spectrum Health, addressed the Commission.

XIX. Adjournment.

Motion by Ms. Turner-Bailey, seconded by Mr. Delaney, to adjourn the meeting at 3:45 p.m.  Motion Carried.

MICHIGAN DEPARTMENT OF COMMUNITY HEALTH
ATTACHMENT A


CERTIFICATE OF NEED (CON) REVIEW STANDARDS

FOR BONE MARROW TRANSPLANTATION 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 the approval and delivery of services for all projects approved and Certificates of Need issued under Part 222 of the Code which involve bone marrow transplantation services.


(2)
A bone marrow transplantation service is a covered clinical service for purposes of Part 222 of the Code.


(3)
A bone marrow transplantation service listed on the Department inventory that is not located at a licensed hospital site and that performs only autologous bone marrow transplantation procedures using stem cells obtained from the peripheral circulation shall be required to obtain CON approval to provide a bone marrow transplantation service that performs allogeneic bone marrow transplantation procedures or bone marrow transplantation procedures that use stem cells obtained from any other source other than the peripheral circulation.  A bone marrow transplantation service listed on the Department inventory that is located at a hospital site and initially does not perform both allogeneic and autologous procedures shall not be required to obtain separate CON approval to begin performing both autologous and allogeneic bone marrow transplant procedures.


(4)
An existing bone marrow transplantation service that performs only adult procedures shall require separate CON approval in order to perform pediatric procedures.  An existing bone marrow transplantation service that performs only pediatric procedures shall require separate CON approval in order to perform adult procedures.


(5)
The Department shall use Section 3, as applicable, in applying Section 22225(1) of the Code, being Section 333.22225(1) of the Michigan Compiled Laws.


(6)
The Department shall use Section 6, as applicable, in applying Section 22225(2)(c) of the Code, being Section 333.22225(2)(c) of the Michigan Compiled Laws.

Section 2.  Definitions

Sec. 2. (1)  As used in these standards:


(a)
"ACQUISITION OF A BONE MARROW TRANSPLANTATION SERVICE" MEANS THE ACQUISITION (INCLUDING PURCHASE, LEASE, DONATION, OR OTHER ARRANGEMENT) OF AN EXISTING BONE BARROW TRANSPLANTATION SERVICE.


(B)
"Adult," for purposes of these standards, means an individual age 18 or older.


(C)
"Allogeneic" means transplantation between genetically nonidentical individuals of the same species.


(D)
"Autologous" means transplantation in which the donor and recipient are the same individual.


(E)
"Bone marrow transplantation service" means the transplantation of proliferating hematopoietic stem cells essential to the survival of a patient derived from the bone marrow, the peripheral circulation, cord blood, or any other source.


(F)
"CANCER HOSPITAL" MEANS A HOSPITAL THAT HAS BEEN APPROVED TO PARTICIPATE IN THE TITLE XVIII (MEDICARE) PROGRAM AS A PROSPECTIVE PAYMENT SYSTEM (PPS) EXCEMPT HOSPITAL IN ACCORDANCE WITH SECTION 1886 (D)(1)(B)(V) OF THE SOCIAL SECURITY ACT, AS AMENDED.


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


(H)
"Comparative group" means the applications that have been grouped for the same type of 

project in the same planning area and are being reviewed comparatively in accordance with the CON rules.


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


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


(K)
"Department inventory of bone marrow transplantation services" means the list maintained by the Department of: (i) the bone marrow transplantation services operating pursuant to a valid CON issued under Part 222 or former Part 221; (ii) operating bone marrow transplantation services for which the operation of that service did not require a CON; and (iii) bone marrow transplantation services that are not yet operational but have a valid CON issued under Part 222.  The list shall inventory adult and pediatric services separately and shall specify the site at which the bone marrow transplantation service is authorized.


(L)
"Existing bone marrow transplantation service," for purposes of Section 3(5) of these standards, means any of the following: (i) a bone marrow transplantation service listed on the Department inventory, (ii) a proposed bone marrow transplantation service under appeal from a final decision of the Department, or (iii) a proposed bone marrow transplantation service that is part of a completed application under Part 222 (other than the application under review) for which a proposed decision has been issued and which is pending final decision.


(M)
"Health service area" or "HSA" means the geographic area set forth in Section 8.


(N)
"Implementation plan" means a plan that documents how a proposed bone marrow transplantation service will be initiated within the time period specified in these standards or the CON rules.  At a minimum, the implementation plan shall identify:


(i)
each component or activity necessary to begin performing the proposed bone marrow transplantation service including, but not limited to, the development of physical plant requirements, such as an intensive care unit capable of treating immuno-suppressed patients, equipment acquisitions, and recruitment and employment of all physician and support staff;


(ii)
the time table for completing each component or activity specified in subsection (i); and


(iii)
if the applicant previously has been approved for a bone marrow transplantation service for which either the CON expired or the service did not perform a transplant procedure during any consecutive 12-month period, what changes have or will be made to ensure that the proposed service can be initiated and provided on a regular basis.


(O)
"Initiate" or "implement" for purposes of these standards, means the performance of the first transplant procedure.  The term of an approved CON shall be 18 months or the extended period established by Rule 325.9403(2), if authorized by the Department.


(P)
"Initiate a bone marrow transplantation service" means to begin operation of a bone marrow transplantation service at a site that does not provide either adult or pediatric bone marrow transplantation services and is not listed on the Department inventory as of the date an application is submitted to the Department.  The term includes an adult service that is proposing to provide a pediatric bone marrow transplantation service, and a pediatric service that is proposing to provide an adult bone marrow transplantation service.  THE TERM DOES NOT INCLUDE BEGINNING OPERATION OF A BONE TRANSPLANTATION SERVICE BY A CANCER HOSPITAL WHICH ACQUIRES AN EXISTING BONE MARROW TRANSPLANTATION SERVICE PROVIDED THAT ALL OF THE STAFF, SERVICES, AND PROGRAMS REQUIRED UNDER SECTION 3(3) ARE TO BE PROVIDED BY THE CANCER HOSPITAL AND/OR BY THE HOSPITAL FROM WHICH THE BONE MARROW TRANSPLANTATION SERVICE IS BEING ACQUIRED.


(Q)
"Institutional Review Board" or "IRB" means an institutional review board as defined by Public Law 93‑348 which is regulated by Title 45 CFR 46.


(R)
"Licensed site" means either:


(i)
in the case of a single site hospital, the location of the facility authorized by license and listed on that licensee's certificate of licensure or


(ii)
in the case of a hospital with multiple sites, the location of each separate and distinct inpatient unit of the health facility as authorized by license and listed on that licensee's certificate of licensure.


(S)
"Medicaid" means title XIX of the social security act, chapter 531, 49 Stat. 620, 1396r-6 and1396r-8 to 1396v.


(T)
"Pediatric" means, for purposes of these standards, any patient 20 years of age or less or any patient with congenital conditions or diseases for which bone marrow transplantation is a treatment.


(U)
"Planning area" means:


(i)
for an adult bone marrow transplantation service, the state of Michigan.


(ii)
for a pediatric bone marrow transplantation service, either:


(A)
planning area one that includes the counties in health service areas 1, 2, 5, and 6, and the following counties in health service area 7: Alcona, Alpena, Cheboygan, Crawford, Montmorency, Oscoda, Otsego, and Presque Isle; or


(B)
planning area two that includes the counties in health service areas 3, 4, and 8, and the following counties in health service area 7: Antrim, Benzie, Charlevoix, Emmet, Grand Traverse, Kalkaska, Leelanau, Manistee, Missaukee, and Wexford.


(V)
"Qualifying project" means each application in a comparative group that has been reviewed individually and has been determined by the Department to have satisfied all of the requirements of Section 22225 of the Code, being Section 333.22225 of the Michigan Compiled Laws, and all other applicable requirements for approval in the Code and these standards.


(W)
"Survival rate" means, for purposes of these standards, the rate calculated using the Kaplan-Meier technique and the following: (i)  the date of transplantation (or, if more than one transplant is performed, the date of the first transplant) must be the starting date for calculation of the survival rate; (ii) for those dead, the date of death is used, if known.  If the date of death is unknown, it must be assumed as 1 day after the date of the last ascertained survival; (iii) for those who have been ascertained as surviving within 60 days before the fiducial date (the point in time when the facility's survival rates are calculated and its experience is reported), survival is considered to be the date of the last ascertained survival, except for patients described in subsection (v); (iv) any patient who is not known to be dead, but whose survival cannot be ascertained to a date that is within 60 days before the fiducial date, must be considered as "lost to follow up" for the purposes of the survival rate calculation; (v) any patient transplanted between 61 and 120 days before the fiducial date must be considered as "lost to follow up" if he or she is not known to be dead and his or her survival has not been ascertained for at least 60 days before the fiducial date.  Any patient transplanted within 60 days before the fiducial date must be considered as "lost to follow up" if he or she is not known to be dead and his or her survival has not been ascertained on the fiducial date; and (vi) the survival analyses must use the assumption that each patient in the "lost to follow up" category died 1 day after the last date of ascertained survival.  However, an applicant may submit additional analyses that reflect each patient in the "lost to follow up" category as alive at the date of the last ascertained survival.


(2)
The definitions of Part 222 shall apply to these standards.

Section 3.  Requirements for approval for applicants proposing to initiate a bone marrow transplantation service

Sec. 3.  (1)  An applicant proposing to initiate a bone marrow transplantation service shall specify in the application whether the proposed service will perform either or both adult and pediatric bone marrow transplant procedures.


(2)
An applicant shall specify the licensed hospital site at which the bone marrow transplantation service will be provided.


(3)
An applicant proposing to initiate either an adult or pediatric bone marrow transplantation service shall demonstrate that the licensed hospital site at which the transplants will be offered provides each of the following staff, services, and programs, as of the date an application is submitted to the Department:


(a)
operating rooms.


(b)
continuous on-site availability, either immediate or on-call, of CT scanning, magnetic resonance imaging, ultrasound, angiography, and nuclear medicine services.


(c)
dialysis.


(d)
inpatient‑outpatient social work.


(e)
inpatient‑outpatient psychiatry/psychology.


(f)
clinical research.


(g)
a microbiology and virology laboratory.


(h)
a histocompatibility laboratory that meets the standards of the American Society for Histocompatibility and Immunogenetics, or an equivalent organization, either on-site or through written agreement.


(i)
a hematopathology lab capable of performing cell phenotype analysis using flow cytometry.


(j)
a clinical chemistry lab with the capability to monitor antibiotic and antineoplastic drug levels, available either on-site or through other arrangements that assure adequate availability.


(k)
other support services, as necessary, such as physical therapy and rehabilitation medicine.


(l)
continuous availability of anatomic and clinical pathology and laboratory services, including clinical chemistry, and immuno-suppressive drug monitoring.


(m)
continuous availability of red cells, platelets, and other blood components.


(n)
an active medical staff that includes, but is not limited to, the following board-certified or board-eligible specialists.  For an applicant that is proposing to perform pediatric transplant procedures, these specialists shall be board-certified or board-eligible in the pediatric discipline of each specialty.


(i)
anesthesiology.


(ii)
cardiology.


(iii)
critical care medicine.


(iv)
gastroenterology.


(v)
general surgery.


(vi)
hematology.


(vii)
infectious diseases.


(viii)
nephrology.


(ix)
neurology.


(x)
oncology.


(xi)
pathology, including blood banking experience.


(xii)
pulmonary medicine.


(xiii)
radiation oncology.


(xiv)
radiology.


(xv)
urology.


(o)
One or more consulting physicians who are board-certified or board-eligible in each of the following specialties.  For an applicant proposing to perform pediatric bone marrow transplant procedures, these specialists shall have specific experience in the care of pediatric patients.


(i)
dermatology.


(ii)
immunology.


(iii)
neurosurgery.


(iv)
orthopedic surgery.


(4)
An applicant must provide, at the time the CON application is submitted, an implementation plan for the proposed bone marrow transplantation service.


(5)(a)
An applicant shall demonstrate that the number of existing adult bone marrow transplantation services in the planning area identified in Section 2(1)(s)(i) does not exceed three (3) adult bone marrow transplantation services and that approval of the proposed application will not result in the total number of adult bone marrow transplantation services exceeding three (3) in the planning area.


(b)
An applicant shall demonstrate that the number of existing pediatric bone marrow transplantation services does not exceed two (2) pediatric bone marrow transplantation services in planning area one identified in Section 2(1)(s)(ii)(A) or one (1) pediatric bone marrow transplantation service in planning area two identified in Section 2(1)(s)(ii)(B) and that approval of the proposed application will not result in the total number of pediatric bone marrow transplantation services exceeding the need for each specific pediatric planning area.


(6)(a)
An applicant proposing to initiate an adult bone marrow transplantation service that will perform only allogeneic transplants, or both allogeneic and autologous transplants, shall project that at least 10 allogeneic transplant procedures will be performed in the third 12-months of operation.  An applicant proposing to initiate an adult bone marrow transplantation service that will perform only autologous procedures shall project that at least 10 autologous transplant procedures will be performed in the third 12-months of operation.


(b)
An applicant proposing to initiate a pediatric bone marrow transplantation service that will perform only allogeneic transplants, or both allogeneic and autologous transplants, shall project that at least 10 allogeneic transplant procedures will be performed in the third 12-months of operation.  An applicant proposing to initiate a pediatric bone marrow transplantation service that will perform only autologous procedures shall project that at least 10 autologous transplant procedures will be performed in the third 12-months of operation.


(c)
An applicant proposing to initiate both an adult and a pediatric bone marrow transplantation service shall specify whether patients age 18-20 are included in the projection of adult procedures required pursuant to subsection (a) or the projection of pediatric procedures required pursuant to subsection (b).  An applicant shall not include patients age 18-20 in both adult and pediatric projections required pursuant to subsections (a) and (b).


(7)
An applicant shall provide on-site megavoltage radiation therapy services with a nominal beam energy of at least 6 MEV, including the capability to perform total body irradiation.


(8)
An applicant shall demonstrate, at the time an application is submitted to the Department, that the licensed hospital site at which the proposed bone marrow transplantation service is proposed has an institutional review board.


(9)
An applicant proposing to initiate a pediatric bone marrow transplantation service shall demonstrate that the licensed hospital site at which the pediatric transplant procedures will be performed has each of the following, at the time an application is submitted to the Department:


(a)
a designated pediatric inpatient oncology unit.


(b)
a pediatric inpatient intensive care unit.


(c)
membership status in either the Pediatric Oncology Group (POG) or the Children's Cancer Group (CCG).


(d)
a pediatric tumor board that meets on a regularly scheduled basis.


(e)
family support group services, provided either directly or through written agreements.


(f)
a pediatric cancer program with the following staff:


(i)
a director who is either a board-certified immunologist who has specific training and experience in bone marrow transplantation or a board-certified pediatric hematologist/oncologist.


(ii)
nurses with training and experience in pediatric oncology.


(iii)
social workers with training and experience in pediatric oncology.


(iv)
pediatric psychologists.


(v)
child life specialists.


(10)(a)
An applicant proposing to initiate either a new adult or pediatric bone marrow transplantation service shall submit, in its application, a written consulting agreement with an existing bone marrow transplantation service that meets each of the requirements in subsection (b).


(b)
The written consulting agreement required by subsection (a) shall specify the term of the agreement and the roles and responsibilities of both the existing and proposed service, including at least the following:


(i)
The term of the written consulting agreement is no less than 36 months after the proposed service begins to perform bone marrow transplant procedures.


(ii)
One or more representatives of the existing bone marrow transplantation service have been designated as staff responsible for carrying out the roles and responsibilities of the existing service.


(iii)
The existing service shall evaluate and make recommendations to the proposed service on policies and procedures, including time tables, for at least each of the following:


(A)
nursing services.


(B)
infection control.


(C)
nutritional support.


(D)
staff needs and training.


(E)
inpatient and outpatient medical coverage.


(F)
transfusion and blood bank policies.


(G)
transplant treatment protocols.


(H)
hematopoiesis laboratory services and personnel.


(I)
data management.


(J)
quality assurance program.


(iv)
Specify a schedule of site visits by staff of the existing bone marrow transplantation service that, at a minimum, includes:


(A)
6 visits during the first 12-months of operation of the proposed service.


(B)
4 visits during each the second 12-months and third 12-months of operation of the proposed service.


(v)
Specify that the purpose of the site visits required by subdivision (iv) is to assess the proposed service and make recommendations related to quality assurance mechanisms of the proposed service, including at least each of the following:


(A)
a review of the number of patients transplanted.


(B)
transplant outcomes.


(C)
all infections requiring treatment or life-threatening toxicity, defined for purposes of this agreement as National Cancer Institutes grade #3 or greater toxicity, excluding hematological toxicity.


(D)
all deaths occurring within 100 days from transplant.


(E)
each of the requirements of subdivision (iii).


(vi)
Specify that a written report and minutes of each site visit shall be completed by the existing bone marrow transplantation service and sent to the proposed service within 2 weeks of each visit, and that copies of the reports and minutes shall be available to the Department upon request.  At a minimum, the written report shall address each of the items in subdivision (v).


(vii)
Specify that the existing bone marrow transplantation service shall notify the Department and the proposed service immediately if it determines that the proposed service may not be in compliance with any applicable quality assurance requirements, and develop jointly with the proposed service a plan for immediate remedial actions.


(viii)
Specify that the existing bone marrow transplantation service shall notify the Department immediately if the consulting agreement required pursuant to these standards is terminated and that the notification shall include a statement describing the reasons for the termination.


(c)
For purposes of subsection (10), "existing bone marrow transplantation service" means a service that meets all of the following:


(i)
currently is and has been performing, for at least 3 years, the types of transplants (allogeneic or autologous; adult or pediatric) proposed to be performed by the applicant.


(ii)
performed at least 15 pediatric allogeneic transplants or 40 adult allogeneic transplants in the most recent 12-month period prior to the date an application is submitted to the Department.


(iii)
currently is certified by the National Marrow Donor Program and is located in the United States.


(d)
An applicant shall document that the existing bone marrow transplantation service meets the requirements of subsection (c).

Section 4.  Additional requirements for applications included in comparative reviews

Sec. 4.  (1)  Any application subject to comparative review under Section 22229 of the Code, being Section 333.22229 of the Michigan Compiled Laws, or these standards, shall be grouped and reviewed with other applications in accordance with the CON rules applicable to comparative reviews.


(2)(a)
A qualifying project will have points awarded based on the number of bone marrow transplantation services, adult or pediatric, as applicable, listed on the Department inventory in the health service area in which the proposed service will be located, on the date the application is submitted to the Department, as shown in the following schedule:
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2





No services
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(b)
A qualifying project will have up to 4 points awarded based on the percentage of the medical/surgical indigent volume at the licensed hospital site at which the proposed bone marrow transplantation service will be provided in accordance with the following:


(i)
For each applicant in the same comparative group, determine the medical/surgical indigent volume, rounded to the nearest whole number, for each licensed hospital site at which a bone marrow transplantation service is proposed to be provided.  Determine the licensed hospital site that has the highest indigent volume in the same comparative group.  Divide the medical/surgical indigent volume for that licensed hospital site by 4.0.  The result is the indigent volume factor.


(ii)
For each applicant in the same comparative group, divide the medical/surgical indigent volume by the indigent volume factor determined in subdivision (i).  The result, to the first decimal place, is the number of points that will be awarded to each applicant pursuant to this subsection.


For purposes of this subsection, indigent volume means the ratio of a hospital's indigent charges to its total charges expressed as a percentage as determined by the Michigan Department of Community Health Medical Services Administration pursuant to Chapter VIII of the Medical Assistance Program Hospital Manual.  The indigent volume data being used for rates in effect at the time the application is deemed submitted will be used by the Department in determining the number of points awarded to each qualifying project.


(c)
A qualifying project will have 2 points awarded if an applicant documents that, during the 36-month period prior to the date an application is submitted to the Department, at least 15 patients received pre- and post-transplant care at the licensed hospital site at which the bone marrow transplant procedures will be performed and were referred for and received a bone marrow transplant at an existing bone marrow transplantation service, and submits documentation from the existing bone marrow transplantation service(s) of these referrals.


(3)
Each application in a comparative review group shall be individually reviewed to determine whether the application has satisfied all the requirements of Section 22225 of the Code, being Section 333.22225 of the Michigan Compiled Laws, and all other applicable requirements for approval in the Code and these standards.  If the Department determines that one or more of the competing applications satisfies all of the requirements for approval, these projects shall be considered qualifying projects.  The Department shall approve those qualifying projects which, taken together, do not exceed the need, as defined in Section 22225(1) being Section 333.22225(1) of the Michigan Compiled Laws, and which have the highest number of points when the results of subsection (2) are totaled.  If two or more qualifying projects are determined to have an identical number of points, the Department shall approve those qualifying projects which, taken together, do not exceed the need, as defined in Section 22225(1) of the Code, being Section 333.22225(1) of the Michigan Compiled Laws, in the order in which the applications were received by the Department, based on the date and time stamp placed on the application for CON form (form T-150-G-1.01 or any subsequent replacement form) by the Health Facilities Section(or the administrative unit of the Department responsible for administering the CON program) when an application is submitted.


(4)
No points will be awarded to an applicant under specific subsections of Section 4 if information presented in Section 4 is inconsistent with related information provided in other portions of the CON application.

Section 5.  Requirements for approval -- all applicants

Sec.  5.  An applicant shall provide verification of Medicaid participation at the time the application is submitted to the Department.  If the required documentation is not submitted with the application on the designated application date, the application will be deemed filed on the first applicable designated application date after all required documentation is received by the Department.

Section 6.  Project delivery requirements -- terms of approval for all applicants

Sec. 6. (1)  An applicant shall agree that, if approved, the bone marrow transplantation service shall be delivered in compliance with the following terms of CON approval:


(a)
Compliance with these standards.  An applicant shall immediately report to the Department any changes in key staff or other aspects of the bone marrow transplantation service that may affect its ability to comply with these standards.


(b)
Compliance with applicable safety and operating standards.


(c)
Compliance with the following quality assurance standards, as applicable, no later than the date the first bone marrow transplant procedure, allogeneic or autologous, is performed:


(i)
An applicant shall establish and maintain, either on-site or through written agreements, all of the following:


(A)
24-hour blood bank support, including pheresis capability, irradiated blood, products suitable for cytomegalovirus-negative transplants, and blood component therapy.


(B)
a cytogenetics and/or molecular genetic laboratory.


(C)
a processing and cryopreservation laboratory that meets the standards of the Foundation for Accreditation of Hematopoietic Cell Therapy (FAHCT) or an equivalent organization.


(D)
for a program that performs allogeneic transplants, a histocompatibility laboratory that has the capability of DNA-based HLA-typing and meets the standards of the American Society for Histocompatibility and Immunogenetics or an equivalent organization.


(E)
anatomic and clinical pathology with competency in interpreting pathologic findings related to graft-v-host disease (programs performing allogeneic transplants) and other opportunistic infections in immuno-compromised hosts (programs performing allogeneic or autologous transplants).


(F)
therapeutic drug monitoring.


(ii)
An applicant shall establish and maintain, at the licensed hospital site at which the transplants are performed, both of the following:


(A)
a protective environmental bone marrow transplant inpatient unit for immuno-suppressed patients that has an isolation policy, an infection control plan specific to that unit, and an air handling system capable of preventing nosocomial infections disseminated from central heating and cooling systems and ambient air.


(B)
a specialized intensive care unit capable of treating immuno-suppressed neutropenic patients.


(iii)
An applicant shall establish and maintain written policies related to outpatient care for bone marrow transplantation patients, including at least the following:


(A)
the ability to evaluate and provide treatment on a 24-hour basis.


(B)
nurses experienced in the care of bone marrow transplantation patients.


(C)
a designated outpatient area for patients requiring long-duration infusions or the administration of multiple medications or blood product transfusions.


(iv)
A bone marrow transplantation service shall establish and maintain a dedicated transplant team that includes at least the following staff:


(A)
a transplant team leader, who is a physician that is board-certified in at least one of the following specialties: hematology, medical oncology, immunology, or pediatric hematology/oncology, as appropriate, and has had either at least one year of specific clinical training or two years of experience, both inpatient and outpatient, as an attending physician principally responsible for the clinical management of patients treated with hematopoietic transplantation.  If the bone marrow transplantation service performs allogeneic transplants, the team leader's experience shall include the clinical management of patients receiving an allogeneic transplant.  The responsibilities of the transplant team leader shall include overseeing the medical care provided by attending physicians, reporting required data to the Department, and responsibility for ensuring compliance with the all applicable project delivery requirements.


(B)
one or more attending physicians with specialized training in pediatric and/or adult, as appropriate, bone marrow transplantation.  If a service performs allogeneic transplants, at least one attending physician shall have specialized training in allogeneic transplantation, adult or pediatric, as appropriate.  An attending physician shall be board-certified or board-eligible in hematology, medical oncology, immunology, or pediatric hematology/oncology, as appropriate.


(C)
on-site availability of board-certified or board-eligible consulting physicians, adult and/or pediatric, as appropriate, in at least the following specialities: anatomic pathology with competence in graft versus host disease (services performing allogeneic transplants) and other opportunistic diseases (services performing allogeneic or autologous transplants), cardiology,  gastroenterology, infectious diseases with experience in immuno-compromised hosts, nephrology, psychiatry, pulmonary medicine, and radiation oncology with experience in total body irradiation, and an intensivist who is board-certified in critical care.


(D)
a transplant team coordinator, who shall be responsible for providing pre-transplant patient evaluation and coordinating treatment and post-transplant follow-up and care.


(E)
a nurse to patient ratio necessary to provide care consistent with the severity of a patient's clinical status.


(F)
nurses with specialized training in pediatric and/or adult, as appropriate, bone marrow transplantation, hematology/oncology patient care, administration of cytotoxic therapies, management of infectious complications associated with compromised host-defense mechanisms, administration of blood components, the hemodynamic support of the transplant patient, and managing immuno-suppressed patients.


(G)
a pharmacist experienced with the use of cytotoxic therapies, use of blood components, the hemodynamic support of the transplant patient, and the management of immuno-suppressed patients.


(H)
dietary staff capable of providing dietary consultations regarding a patient's nutritional status, including total parenteral nutrition.


(I)
designated social services staff.


(J)
designated physical therapy staff.


(K)
data management personnel designated to the bone marrow transplantation service.


(L)
for an applicant performing pediatric bone marrow transplants, a child-life specialist.


(v)
In addition to the dedicated transplant team required in subdivision (iv), an applicant's staff shall include a patient ombudsman, who is familiar with the bone marrow transplantation service, but who is not a member of the transplant team.


(vi)
An applicant shall develop and maintain patient management plans and protocols that include the following:


(A)
therapeutic and evaluative procedures for the acute and long-term management of a patient.


(B)
patient management and evaluation during the waiting, in-hospital and immediate post-discharge phases of the service.


(C)
long-term management and evaluation, including education of the patient, liaison with the patient's attending physician, and the maintenance of active patient records for at least 5 years.


(D)
IRB approval of all clinical research protocols, or if transplantation does not require an IRB-approved clinical research protocol, written policies and procedures that include at least the following: donor, if applicable, and recipient selection, transplantation evaluations, administration of the preparative regimen, post-transplantation care, prevention and treatment of graft-versus-host disease (allogeneic transplants), and follow-up care.


(vii)
An applicant shall establish and maintain a written quality assurance plan.


(viii)
An applicant shall implement a program of education and training for nurses, technicians, service personnel, and other hospital staff.


(ix)
An applicant shall participate actively in the education of the general public and the medical community with regard to bone marrow transplantation, and make donation literature available in public areas of the institution.


(x)
An applicant shall establish and maintain an active, formal multi-disciplinary research program related to the proposed bone marrow transplantation service.


(xi)
An applicant shall operate, either on-site or under its direct control, a multi-disciplinary selection committee which includes, but is not limited to, a social worker, a mental health professional, and physicians experienced in treating bone marrow transplant patients.


(xii)
A pediatric bone marrow transplant service shall maintain membership status in either the Pediatric Oncology Group (POG) or the Children's Cancer Group (CCG).  If an applicant organization discontinues membership in either the POG or the CCG, an applicant shall obtain membership in the alternate organization within six months of discontinuing its membership.


(xiii)
For purposes of evaluating subsection (c), except subdivision (xii), the Department shall consider it prima facie evidence as to compliance with the applicable requirements if an applicant documents that the bone marrow transplantation service is accredited by the National Marrow Donor Program (NMDP) or the Foundation for the Accreditation of Hematopoietic Cell Therapy (FAHCT).


(xiv)
An applicant shall participate in Medicaid at least 12 consecutive months within the first two years of operation and continue to participate annually thereafter.


(d)
Compliance with the following terms of approval:


(i)
An applicant shall perform the applicable required volumes as follow: 


(A)
An adult bone marrow transplantation service that performs only allogeneic transplants, or both allogeneic and autologous transplants, shall perform at least 10 allogeneic transplants in the third 12-months of operation.  If  an adult service performs only autologous transplants, the service shall perform at least 10 autologous transplants in the third 12-months of operation.  After the third 12-months of operation, an applicant shall perform at least 30 adult transplants in any 36-month consecutive period, with no fewer than 5 allogeneic in any 12-month period, beginning with the third 12-months of operation, and thereafter.


(B)
A pediatric bone marrow transplantation service that performs only allogeneic transplants, or both allogeneic and autologous transplants, shall perform at least 10 allogeneic transplants in the third 12-months of operation.  If a pediatric service performs only autologous transplants, the service shall perform at least 10 autologous transplants in the third 12-months of operation.  After the third 12-months of operation, an applicant shall perform at least 30 pediatric transplants in any 36-month consecutive period, with no fewer than 5 allogeneic transplants in any 12-month period, beginning with the third 12-months of operation, and thereafter.


(C)
A bone marrow transplantation service that performs both adult and pediatric bone marrow transplants shall specify whether each patient age 18-20 is included in the category of adult procedures or the category of pediatric procedures.  An applicant shall determine for each patient age 18-20 whether to record that patient as an adult or a pediatric procedure, but an applicant shall record each patient age 18-20 in only 1 category.


(ii)
The applicant shall participate in a data collection network established and administered by the Department or its designee.  The data may include, but is not limited to, annual budget and cost information, demographic and diagnostic information, primary and secondary diagnoses, whether the transplant procedure was a first or repeat transplant procedure, length of stay, the volume of care provided to patients from all payor sources, and other data requested by the Department and approved by the CON Commission.  The applicant shall provide the required data on an individual basis for each designated licensed site; in a format established by the Department; and in a mutually-agreed upon media.  The Department may elect to verify the data through on-site review of appropriate records.  In addition, an applicant shall report at least the following data for each patient:


(A)
disease type.


(B)
transplant type, i.e., related allogeneic, unrelated allogeneic, and autologous.


(C)
source of hematopoietic stem cell, i.e., bone marrow, peripheral circulation, cord blood, etc.


(D)
patient age, i.e., adult or pediatric as defined by these standards.


(E)
data on 100-day, 6-month, 1-year, 2-year, and 5-year survival rates.


(F)
relapse rates at 6-months, 1-year, and 5-years post-transplant.


(G)
median follow-up, and patients lost-to-followup.


(H)
cause(s) of death, if applicable.


(I)
additional summary information, as applicable.

An applicant annually shall report for its bone marrow transplantation service annual and cumulative survival rates by type of transplant performed reported in actual number of transplants by disease category, transplant type, i.e., related allogeneic, unrelated allogeneic, and autologous; source of hematopoietic stem cell; patient age, i.e., adult or pediatric, as defined by these standards; and relapse rates at 100-days, 6-months, one year, and five years post-transplant.  For purposes of these standards, procedure-related mortality is defined as death occurring within 100 days from bone marrow transplant.


(iii)
The applicant shall maintain an organized institutional transplant registry for recording ongoing information on its patients being evaluated for transplant and on its transplant recipients and shall participate in the national and international registries applicable to the bone marrow transplantation service.


(iv)
An applicant, to assure that the bone marrow transplantation service(s) will be utilized by all segments of the Michigan population, shall:


(A)
not deny the services to any individual based on ability to pay or source of payment;


(B)
provide the services to all individuals in accordance with the patient selection criteria developed by appropriate medical professionals, and approved by the Department; and


(C)
maintain information by payor and non-paying sources to indicate the volume of care from each source provided annually.


Compliance with selective contracting requirements shall not be construed as a violation of this term.


(v)
The applicant shall provide the Department with a notice stating the date on which the first transplant procedure is performed and such notice shall be submitted to the Department consistent with applicable statute and promulgated rules.  An applicant that initially does not perform both allogeneic and autologous procedures also shall notify the Department when it begins to perform either allogeneic or autologous procedures, whichever was not performed initially by the applicant.


(vi)
An applicant shall notify the Department immediately if the consulting agreement required pursuant to Section 3(10) of these standards is terminated prior to the end of the first 36-months of operation of the bone marrow transplantation service.  The notification shall include a statement describing the reasons for the termination.  An applicant shall have 30 days following termination of that agreement to enter into a written consulting agreement that meets the requirements of Section 3(10).  An applicant shall provide the Department with a copy of that written consulting agreement.


(vii)
The Department may use the information provided pursuant to Section 3(10) of these standards in evaluating compliance with the requirements of this section.


(2)
The agreements and assurances required by this section, as applicable, shall be in the form of a certification authorized by the governing body of the applicant or its authorized agent.

Section 7.  Documentation of projections

Sec. 7.  An applicant required to project volumes of service under Section 3 shall specify how the volume projections were developed.  This specification of projections shall include a description of the data source(s) used, assessments of the accuracy of these data, and the statistical method used to make the projections.  Based on this documentation, the Department shall determine if the projections are reasonable.

Section 8.  REQUIREMENTS FOR APPROVAL – ACQUISITION OF A BONE MARROW TRANSPLANTATION SERVICE BY A CANCER HOSPITAL


(1)
AN APPLICANT PROPOSING TO ACQUIRE AN EXISTING BONE MARROW TRANSPLANTATION SERVICE SHALL DEMONSTRATE THAT IT MEETS ALL OF THE REQUIREMENTS OF THIS SUBSECTION AND SHALL NOT BE REQUIRED TO BE IN COMPLIANCE WITH SECTION 3(5) AND THE DEPARTMENT INVENTORY.


(A)
THE TOTAL NUMBER OF BONE MARROW TRANSPLANTATION SERVICES IS NOT INCREASED IN THE PLANNING AREA AS THE RESULT OF THE ACQUISITION;


(B)
AS PART OF THE ACQUISITION OF THE BONE MARROW TRANSPLANTATION SERVICE, THE ACQUISITION OR REPLACEMENT OF THE CANCER HOSPITAL; OR FOR ANY OTHER REASONS, THE LOCATION OF THE BONE MARROW TRANSPLANTATION SERVICE SHALL CONTINUE TO BE LOCATED AT ITS CURRENT LOCATION OR IN SPACE WITHIN THE LICENSED CANCER HOSPITAL SITE.

(C)
THE APPLICANT IS A CANCER HOSPITAL AS DEFINED BY THESE STANDARDS;


(D)
THE APPLICANT DEMONSTRATES THAT IT MEETS, DIRECTLY OR THROUGH ARRANGEMENTS WITH THE HOSPITAL FROM WHICH IT ACQUIRES THE BONE MARROW TRANSPLANTATION SERVICE, THE REQUIREMENTS SET FORTH UNDER SECTION 3(3), (6), (7), AND (8), AS APPLICABLE;


(E)
 THE APPLICANT AGREES TO EITHER HAVE A WRITTEN CONSULTING AGREEMENT AS REQUIRED BY SECTION 3(10) OR OBTAIN A DETERMINATION BY THE DEPARTMENT THAT SUCH AN AGREEMENT IS NOT REQUIRED BECAUSE THE EXISTING BONE MARROW TRANSPLANTATION STAFF, SERVICES, AND PROGRAM SUBSTANTIALLY WILL CONTINUE TO BE IN PLACE AFTER THE ACQUISITION.

(F)
THE APPLICANT AGREES AND ASSURES TO COMPLY, EITHER DIRECTLY OR THROUGH ARRANGEMENTS WITH THE HOSPITAL FROM WHICH IT ACQUIRES THE BONE MARROW TRANSPLANTATION SERVICE, WITH ALL APPLICABLE PROJECT DELIVERY REQUIREMENTS.


(G)
IF THE APPLICANT DESCRIBED IN THIS SUBSECTION DOES NOT MEET THE TITLE XVIII REQUIREMENTS OF THE SOCIAL SECURITY ACT FOR EXEMPTION FROM PPS WITHIN 12 MONTHS AFTER BEGINNING OPERATION, THEN IT MAY APPLY FOR A SIX-MONTH EXTENSION IN ACCORDANCE WITH R325.9403 OF THE CON RULES.  IF THE APPLICANT FAILS TO MEET THE TITLE XVIII REQUIREMENTS FOR PPS EXEMPTION WITHIN THE 12 OR 18-MONTH PERIOD, THEN THE CON GRANTED PURSUANT TO THIS SECTION SHALL EXPIRE AUTOMATICALLY.

(2)
APPLICANTS PROPOSING TO ACQUIRE AN EXISTING BONE MARROW TRANSPLANTATION SERVICE UNDER THIS SECTION SHALL NOT BE SUBJECT TO COMPARATIVE REVIEW.

SECTION 9.  Health Service Areas


Sec. 9.  Counties assigned to each health service area are as follows:




   HSA




COUNTIES




1

Livingston

Monroe


St. Clair







Macomb

Oakland

Washtenaw







Wayne





2

Clinton


Hillsdale

Jackson







Eaton


Ingham


Lenawee





3

Barry


Calhoun 

St. Joseph







Berrien


Cass 


Van Buren







Branch


Kalamazoo





4

Allegan


Mason


Newaygo







Ionia


Mecosta

Oceana







Kent


Montcalm

Osceola







Lake


Muskegon

Ottawa





5

Genesee

Lapeer


Shiawassee





6

Arenac


Huron


Roscommon







Bay


Iosco


Saginaw







Clare


Isabella


Sanilac







Gladwin


Midland


Tuscola







Gratiot


Ogemaw





7

Alcona


Crawford

Missaukee







Alpena


Emmet


Montmorency







Antrim


Gd Traverse

Oscoda







Benzie


Kalkaska

Otsego







Charlevoix

Leelanau

Presque Isle







Cheboygan

Manistee

Wexford





8

Alger


Gogebic

Mackinac







Baraga


Houghton

Marquette







Chippewa

Iron


Menominee







Delta


Keweenaw

Ontonagon







Dickinson

Luce


Schoolcraft

Section 10.  Department Inventory of Bone Marrow Transplantation Services

Sec 10.  THE DEPARTMENT SHALL MAINTAIN, AND PROVIDE ON REQUEST, A LISTING OF THE DEPARTMENT INVENTORY OF BONE MARROW TRANSPLANTATION SERVICES.

Section 11.  Effect on prior CON Review Standards; comparative reviews

Sec. 11. (1)  These CON review standards supersede and replace the CON Review Standards for Extrarenal Transplantation Services pertaining to bone marrow transplantation services approved by the CON Commission on MARCH 9, 2004 and effective on JUNE 4, 2004.


(2)
Projects reviewed under these standards shall be subject to comparative review.






















MICHIGAN DEPARTMENT OF COMMUNITY HEALTH

ATTACHMENT B

CERTIFICATE OF NEED (CON) REVIEW STANDARDS

FOR MAGNETIC RESONANCE IMAGING (MRI) 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 the approval of the initiation, expansion, replacement, relocation, or acquisition of MRI services and the delivery of services for all projects approved and Certificates of Need issued under Part 222 of the Code that involve magnetic resonance imaging services.


(2)
Magnetic resonance imaging is a covered clinical service for purposes of Part 222 of the Code.  An MRI unit approved pursuant to Section 9(1) seeking approval to operate pursuant to sections 3, 4, 5, 6, 7, or 8 shall be considered as a person requesting CON approval to initiate, expand, replace, relocate, or acquire a covered clinical service, as applicable.


(3)
The Department shall use sections 3, 4, 5, 6, 7, 8, 9, 10, 13, 14, 15, 16, and 17 as applicable, in applying Section 22225(1) of the Code, being Section 333.22225(1) of the Michigan Compiled Laws.


(4)
The Department shall use Section 12, as applicable, in applying 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:


(a)
"Acquisition of an existing MRI service or unit(s)" means obtaining control or possession of an existing fixed or mobile MRI service or unit(s) by contract, ownership, lease, or other comparable arrangement.


(b)
"Actual MRI adjusted procedures," for purposes of sections 15 and 16, means the number of MRI procedures, adjusted in accordance with the applicable provisions of Section 13, performed on an existing MRI unit, or if an MRI service has two or more MRI units at the same site, the average number of MRI adjusted procedures performed on each unit, for the 12-month period reported on the most recently published "Available MRI Adjusted Procedures List," as of the date an application is deemed complete by the Department.


(c)
"Available MRI adjusted procedures," for purposes of Section 15, means the number of MRI adjusted procedures performed by an existing MRI service in excess of 8,000 per fixed MRI unit and 7,000 per mobile MRI unit.  For either a fixed or mobile MRI service, the number of MRI units used to compute available MRI adjusted procedures shall include both existing and approved but not yet operational MRI units.  In determining the number of available MRI adjusted procedures, the Department shall use data for the 12-month period reported on the most recently published list of available MRI adjusted procedures as of the date an application is deemed complete by the Department.


In the case of an MRI service that operates, or has a valid CON to operate, more than one fixed MRI unit at the same site, the term means the number of MRI adjusted procedures in excess of 8,000 multiplied by the number of fixed MRI units at the same site.  For example, if an MRI service operates, or has a valid CON to operate, two fixed MRI units at the same site, the available number of MRI adjusted procedures is the number that is in excess of 16,000 (8,000 x 2) MRI adjusted procedures.


In the case of a mobile MRI unit, the term means the sum of all MRI adjusted procedures performed by the same mobile MRI unit at all of the host sites combined that is in excess of 7,000.  For example, if a mobile MRI unit serves five host sites, the term means the sum of MRI adjusted procedures for all five host sites combined that is in excess of 7,000 MRI adjusted procedures.


(d)
"Central service coordinator" means the organizational unit that has operational responsibility for a mobile MRI unit(s).  It shall be a legal entity authorized to do business in the State of Michigan.


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


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


(g)
"Contrast MRI procedure" means an MRI procedure involving either of the following:  (i) a procedure following use of a contrast agent or (ii) procedures performed both before and after the use of a contrast agent.


(h)
"Dedicated pediatric mri" means an mri unit on which at least 80% of the mri procedures are performed on patients under 18 years of age

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


(j)
"Doctor" means an individual licensed under Article 15 of the Code to engage in the practice of medicine, osteopathic medicine and surgery, chiropractic, dentistry, or podiatry.


(k)
"Existing magnetic resonance imaging service" or "existing MRI service" means either the utilization of an authorized MRI unit(s) at one site in the case of a fixed MRI service and in the case of a mobile MRI service, the utilization of an authorized mobile MRI unit(s) at each host site, on the date an application is submitted to the Department.


(l)
"Expand a fixed MRI service" means an increase in the number of fixed MRI units to be operated by the applicant at the same site.


(m)
"Expand a mobile MRI service" means the addition of a mobile MRI unit that will be operated by a central service coordinator that is approved to operate one or more mobile MRI units as of the date an application is submitted to the Department.


(n)
"Group practice," for purposes of Section 16(3)(b), means a group practice as defined pursuant to the provisions of 42 U.S.C. 1395nn (h)(4), commonly known as Stark II, and the Code of Federal Regulations, 42 CFR, Part 411, published in the Federal Register on August 14, 1995, or its replacement.


(o)
“Health service area” or “HSA” means the geographic areas set forth in Section 19.


(p)
"Host site" means the site at which a mobile MRI unit is authorized by CON to provide MRI services.


(q)
"Initiate a fixed MRI service" means begin operation of a fixed MRI service at a site that does not provide or is not CON approved to provide fixed MRI services as of the date an application is submitted to the Department.  The term does not include the acquisition or relocation of an existing fixed MRI service or the renewal of a lease.


(r)
“Initiate a mobile MRI host site” means the provision of MRI services at a host site that has not received any MRI services within 12 months from the date an application is submitted to the Department.


The term does not include the renewal of a lease.


(s)
"Initiate a mobile MRI service" means begin operation of a mobile MRI unit that serves two or more host sites.


The term does not include the acquisition of an existing mobile MRI service or the renewal of a lease.


(t)
"Inpatient," for purposes of Section 13 of these standards, means an MRI visit involving an individual who has been admitted to the licensed hospital at the site of the MRI service/unit or in the case of an MRI unit that is not located at that licensed hospital site, an admitted patient transported from a licensed hospital site by ambulance to the MRI service.


(u)
"IRB" or "institutional review board" means an institutional review board as defined by Public Law 93‑348 that is regulated by Title 45 CFR 46.


(v)
"Licensed hospital site" means a health facility licensed under Part 215 of the Code.  In the case of a single site hospital, it is either (i) the location of the facility authorized by license and listed on that licensee's certificate of licensure or (ii) in the case of a hospital with multiple sites, the location of each separate and distinct inpatient unit of the health facility as authorized by the licensee’s certificate of licensure.

 
(w)
"Magnetic resonance" or "MR" means the analysis of the interaction that occurs between radio frequency energy, atomic nuclei, and strong magnetic fields to produce cross sectional images similar to those displayed by computed tomography (CT) but without the use of ionizing radiation.


(x)
"Magnetic resonance imaging adjusted procedure" or "MRI adjusted procedure" means an MRI visit, at an existing MRI service, that has been adjusted in accordance with the applicable provisions of Section 13.


(y)
"Magnetic resonance imaging database" or "MRI database" means the database, maintained by the Department pursuant to Section 12 of these standards, that collects information about each MRI visit at MRI services located in Michigan.


(z)
"Magnetic resonance imaging procedure" or "MRI procedure" means a procedure conducted by an MRI unit approved pursuant to sections 3, 4, 5, 6, 7, 8 or 10 of these standards which is either a single, billable diagnostic magnetic resonance procedure or a procedure conducted by an MRI unit at a site participating with an approved diagnostic radiology residency program, under a research protocol approved by an institutional review board.  The capital and operating costs related to the research use are charged to a specific research account and not charged to or collected from third‑party payors or patients.  The term does not include a procedure conducted by an MRI unit approved pursuant to Section 9(1).


(aa)
"Magnetic resonance imaging services" or "MRI services" means either the utilization of an authorized MRI unit(s) at one site in the case of a fixed MRI service or in the case of a mobile MRI service, the utilization of an authorized mobile MRI unit at each host site.


(bb)
"Magnetic resonance imaging unit" or "MRI unit" means the magnetic resonance system consisting of an integrated set of machines and related equipment necessary to produce the images and/or spectroscopic quantitative data from scans.


(cc)
"Magnetic resonance imaging visit" or "MRI visit" means a single patient visit to an MRI service/unit that may involve one or more MRI procedures.


(dd)
" Medicaid" means title XIX of the social security act, chapter 531, 49 Stat. 620, 1396r-6 and1396r-8 to 1396v.


(ee)
"Metropolitan statistical area county” means a county located in a metropolitan statistical area as that term is defined under the “standards for defining metropolitan and micropolitan statistical areas” by the statistical policy office of the office of information and regulatory affairs of the United States office of management and budget, 65 F.R. p. 82238 (December 27, 2000) and as shown in Appendix A.


(ff)
"Micropolitan statistical area county” means a county located in a micropolitan statistical area as that term is defined under the “standards for defining metropolitan and micropolitan statistical areas” by the statistical policy office of the office of information and regulatory affairs of the United States office of management and budget, 65 F.R. p. 82238 (December 27, 2000) and as shown in Appendix A.

(gg)
"Mobile MRI unit" means an MRI unit operating at two or more host sites and that has a central service coordinator.  The mobile MRI unit shall operate under a contractual agreement for the provision of MRI services at each host site on a regularly scheduled basis.


(hh)
"Ownership interest, direct or indirect," for purposes of these standards, means a direct ownership relationship between a doctor and an applicant entity or an ownership relationship between a doctor and an entity that has an ownership relationship with an applicant entity.


(ii)
"Pediatric patient," for purposes of these standards, except for Section 10, means a patient who is 12 years of age or less.


(jj)
"Planning area," for purposes of these standards, means


(i)
in the case of a proposed fixed MRI service or unit, the geographic area within a 20-mile radius from the proposed site if the proposed site is not in a rural or micropolitan statistical area county and a 75-mile radius from the proposed site if the proposed site is in a rural or micropolitan statistical area county.

For purposes of Section 7(8) of these standards, the planning area shall be measured from the original site at which the MRI service was first initiated.


(ii)
in the case of a proposed mobile MRI service or unit, except as provided in subsection (iii), the geographic area within a 20-mile radius from each proposed host site if the proposed site is not in a rural or micropolitan statistical area county and within a 75-mile radius from each proposed host site if the proposed site is in a rural or micropolitan statistical area county.


(iii)
in the case of a proposed mobile MRI service or unit meeting the requirement of Section 13(2)(d), the health service area in which all the proposed mobile host sites will be located.


(kk)
"Referring doctor," for purposes of these standards, means the doctor of record who ordered the MRI procedure(s) and either to whom the primary report of the results of an MRI procedure(s) is sent or in the case of a teaching facility, the attending doctor who is responsible for the house officer or resident that requested the MRI procedure.


(ll)
"Relocate an existing MRI service/unit(s)" means a change in the location of an existing MRI service/unit(s) from the existing site to a different site within the relocation zone.


(mm)
"Relocation zone," for purposes of these standards, means the geographic area that is within a 5-mile radius of the existing site of the MRI service or unit to be relocated if the existing MRI service or unit is not located in a rural or micropolitan statistical area county and a 10-mile radius if the existing MRI service or unit is located in a rural or micropolitan statistical area county.


(nn)
"Renewal of a lease" means extending the effective period of a lease for an existing MRI unit that does not involve either replacement of the MRI unit, as defined in Section 2(1)(oo)(i), or (ii) a change in the parties to the lease.


(oo)
"Replace an MRI service or unit" means (i) any equipment change involving a change in, or replacement of, the magnet resulting in an applicant operating the same number and type (fixed or mobile) of MRI units before and after project completion or (ii) an equipment change other than a change in the magnet that involves a capital expenditure of $500,000 or more in any consecutive 24-month period or (iii) the renewal of a lease.  The term does not include an upgrade of an existing MRI service or unit, and it does not include a host site that proposes to receive mobile MRI services from a different central service coordinator if the requirements of Section 3(5)(a)-(e), as applicable, have been met.


(pp)
"Rural county" means a county not located in a metropolitan statistical area or micropolitan statistical areas as those terms are defined under the "standards for defining metropolitan and micropolitan statistical areas" by the statistical policy office of the office of information regulatory affairs of the United States office of management and budget, 65 F.R. p. 82238 (December 27, 2000) and as shown in Appendix A.


(qq)
"Sedated patient" means a patient that meets all of the following:


(i)
whose level of consciousness is either conscious-sedation or a higher level of sedation, as defined by the American Association of Anesthesiologists, the American Academy of Pediatrics, the Joint Commission on the Accreditation of Health Care Organizations, or an equivalent definition.


(ii)
who is monitored by mechanical devices while in the magnet. 


(iii)
who requires observation while in the magnet by personnel, other than employees routinely assigned to the MRI unit, who are trained in cardiopulmonary resuscitation (CPR).


(rr)
"Site," for purposes of these standards, means


(i)
in the case of a licensed hospital site, a location that is part of the licensed hospital site or a location that is contiguous to the licensed hospital site or


(ii)
in the case of a location that is not a licensed hospital site, a location at the same address or a location that is contiguous to that address.


(ss)
“Teaching facility," for purposes of these standards, means a licensed hospital site, or other location, that provides either fixed or mobile MRI services and at which residents or fellows of a training program in diagnostic radiology, that is approved by the Accreditation Council on Graduate Medical Education or American Osteopathic Association, are assigned.


(tt)
"Unadjusted MRI scan" means an MRI procedure performed on a single anatomical site as defined by the MRI database and that is not adjusted pursuant to the applicable provisions of Section 13.


(uu)
"Upgrade an existing MRI unit" means any equipment change that


(i)
does not involve a change in, or replacement of, the magnet; does not result in an increase in the number of MRI units; or does not result in a change in the type of MRI unit (e.g., changing a mobile MRI unit to a fixed MRI unit); and


(ii)
involves a capital expenditure of less than $500,000 in any consecutive 24-month period.


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

Section 3.  Requirements for approval of applicants proposing to initiate an MRI service or mobile MRI host site


Sec. 3. (1)  An applicant proposing to initiate a fixed MRI service shall demonstrate that 6,000 available MRI adjusted procedures, from within the same planning area as the proposed service/unit, per proposed unit result from application of the methodology in Section 15 of these standards.


(2)(a)
An applicant proposing to initiate a mobile MRI service that involves beginning operation of a mobile MRI unit shall demonstrate that a minimum of 5,500 available MRI adjusted procedures, from within the same planning area as the proposed service/unit, per proposed unit result from application of the methodology in Section 15 of these standards.


(b)
The applicant, whether the central service coordinator or the host site, must demonstrate that a minimum of 600 available MRI adjusted procedures, from within the same planning area as the proposed service/unit, result from the application of the methodology in Section 15 of these standards, for each proposed host site that


(i)
is not located in a rural or micropolitan statistical area county and


(ii)
has not received any mobile MRI service within the most recent 12-month period as of the date an application is submitted to the Department.


(c)
The applicant, whether the central service coordinator or the host site, must demonstrate that a minimum of 400 available MRI adjusted procedures, from within the same planning area as the proposed service/unit, result from the application of the methodology in Section 15 of these standards for each proposed host site that


(i)
is located in a rural or micropolitan statistical area county and


(ii)
has not received any mobile MRI service within the most recent 12-month period as of the date an application is submitted to the Department.


(3)(a)
An applicant, whether the central service coordinator or a proposed host site, proposing to initiate a mobile MRI host site not in a rural or micropolitan statistical area county, that is to be part of an existing mobile MRI service, must demonstrate that at least 600 available MRI adjusted procedures, from within the same planning area as the proposed service/unit, result from the application of the methodology in Section 15 of these standards for that host site.


(b)
An applicant, whether the central service coordinator or a proposed host site, proposing to initiate a mobile MRI host site in a rural or micropolitan statistical area county, that is to be part of an existing mobile MRI service, must demonstrate that at least 400 available MRI adjusted procedures, from within the same planning area as the proposed service/unit, result from the application of the methodology in Section 15 of these standards for that host site.

 
(4)
An applicant that meets all of the following requirements shall not be required to be in compliance with subsection (1):


(a)
The applicant is proposing to initiate a fixed MRI service.


(b)
The applicant is currently a host site being served by one or more mobile MRI units.


(c)
The applicant has received, in aggregate, the following:


(i)
at least 6,000 MRI adjusted procedures within the most recent 12-month period for which data, verifiable by the Department, are available or


(ii)
at least 4,000 MRI adjusted procedures within the most recent 12-month period for which data, verifiable by the Department, are available, and the applicant meets all of the following:


(A)
is located in a county that has no fixed MRI machines that are pending, approved by the Department, or operational at the time the application is deemed submitted;


(B)
the nearest fixed MRI machine is located more than 15 radius miles from the application site;


(C)
the applicant is a nonprofit licensed hospital site;


(D)
the applicant certifies in its CON application, by providing a governing body resolution, that the board of trustees of the facility has performed a due diligence investigation and has determined that the fixed MRI service will be economically viable to ensure provision of safe and appropriate patient access within the community hospital setting.


(d)
All of the MRI adjusted procedures provided at the applicant's approved site in the most recent 12-month period, referenced in (c) above, by each mobile MRI service/units from which any of the mri adjusted procedures are being utilized to meet the minimum 6,000 or 4,000 MRI adjusted procedures shall be utilized to meet the requirements of (c).  [For example:  If mobile network 19 provided 4,000 adjusted procedures, network 21 provided 2,100, and network 18 provided 1,000, all of the adjusted procedures from network 19 and 21 must be used (i.e., 6,100) but the 1,000 adjusted procedures from network 18 do not need to be used to meet the 6,000 minimum.]


(e)
The applicant shall install the fixed MRI unit at the same site as the existing approved host site.

(5)
Initiation of a mobile MRI host site does not include the provision of mobile MRI services at a host site if the applicant, whether the host site or the central service coordinator, demonstrates or provides each of the following, as applicable:


(a)
The host site has received mobile MRI services from an existing mobile MRI unit within the most recent 12-month period as of the date an application is submitted to the Department.


(b)
The addition of a host site to a mobile MRI unit will not increase the number of MRI units operated by the central service coordinator or by any other person.


(c)
 Notification to the Department of the addition of a host site prior to the provision of MRI services by that mobile MRI unit in accordance with (d).


(d)
A signed certification, on a form provided by the Department, whereby each host site for each mobile MRI unit has agreed and assured that it will provide MRI services in accordance with the terms for approval set forth in Section 12 of these standards, as applicable.  The central service coordinator also shall identify all current host sites, on this form, that are served by the mobile route as of the date of the signed certification or are committed in writing to be served by the mobile route.


(e)
The central service coordinator requires, as a condition of any contract with a host site, compliance with the requirements of these standards by that host site, and the central service coordinator assures compliance, by that host site, as a condition of the CON issued to the central service coordinator.

Section 4.  Requirements for approval of an application proposing to expand an existing MRI service

Sec. 4. (1)  An applicant proposing to expand a fixed MRI service shall demonstrate that its existing fixed MRI units (excluding MRI units approved pursuant to Section 10) have performed at least an average of 11,000 adjusted procedures for each fixed unit based on the application of the methodology in Section 13 and as documented in accordance with Section 14 of these standards.


(2)
An applicant proposing to expand a mobile MRI service shall demonstrate that 4,000 available MRI adjusted procedures, from within the same planning area as the proposed service/unit, per proposed additional unit result from application of the methodology in Section 15 of these standards.


(3)
An applicant proposing to expand a mobile MRI service must provide a copy of the existing or revised contracts between the central service coordinator and each host site(s) that includes the same stipulations as specified in Section 6(2).

Section 5.  Requirements for approval of an applicant proposing to replace an existing MRI unit


Sec. 5.  An applicant proposing to replace an existing MRI unit shall demonstrate that the proposed project meets each of the following requirements:


(1)
Within the most recent 12-month period for which data, verifiable by the Department, are available, at least the applicable minimum number of MRI adjusted procedures set forth in subdivision (a), (b), or (c) has been performed.  In meeting this requirement, an applicant shall not include any procedures conducted by an MRI unit approved pursuant to Section 9(1).


(a)
Each mobile MRI unit to be replaced has performed in excess of an average of 5,500 MRI adjusted procedures per MRI unit.


(b)
Each fixed MRI unit to be replaced has performed in excess of an average of 6,000 MRI adjusted procedures per MRI unit.


(c)
The dedicated pediatric mri unit to be replaced has performed in excess of 3,500 mri adjusted procedures per mri unit.


(2)
An applicant proposing to replace an MRI unit that does not involve a renewal of a lease shall demonstrate that the MRI unit to be replaced is fully depreciated according to generally accepted accounting principles; the existing equipment clearly poses a threat to the safety of the public; or the proposed replacement equipment offers a significant technological improvement which enhances quality of care, increases efficiency, and reduces operating costs.


(3)
Equipment that is replaced shall be removed from service and disposed of or rendered considerably inoperable on or before the date that the replacement equipment becomes operational.


(4)
An applicant proposing to replace a mobile MRI unit must provide a copy of the existing or revised contracts between the central service coordinator and each host site(s) that includes the same stipulations as specified in Section 6(2).

Section 6.  Additional requirements for approval of an applicant proposing to initiate a mobile MRI service


Sec. 6. (1)  An applicant proposing to initiate a mobile MRI service that involves beginning operation of a mobile MRI unit shall identify the proposed regular route schedule and the procedures for handling emergency situations.


(2)
An applicant proposing a mobile MRI service shall submit copies of all proposed contracts related to the mobile MRI service in the CON application submitted by the central service coordinator.  The contract shall include at least the following:


(a)
A signed certification, on a form provided by the Department, whereby each host site has agreed and assured that it will provide MRI services for each mobile MRI unit in accordance with the terms of approval set forth in Section 12 of these standards, as applicable.  The central service coordinator also shall identify all current host sites, on this form, as of the date of the signed certification.


(b)
A statement that requires compliance with the requirements of these standards by that host site and assures compliance, by that host site, as a condition of the CON issued to the central service coordinator.


(c)
A signed agreement between the central service coordinator and the host site(s) that states that for any host site applying, at any time in the future, for a fixed MRI unit under Section 3(4), that the mobile services at the host site will not cease until the fixed unit is in operation or upon the request of the host site.  Further, the applicant applying for the fixed MRI unit must stipulate in the application at the time it is submitted to the Department that it has notified all affected host sites as well as the central service coordinator at least six months prior to beginning operation of the fixed MRI unit.
Section 7.  Requirements for approval of an applicant proposing to relocate an existing MRI service/unit(s)


Sec 7.  An applicant proposing to relocate an existing MRI service/unit(s) shall demonstrate that the proposed project meets all of the following:


(1)
The service/unit(s) to be relocated is a fixed MRI unit.


(2)
The MRI service/unit(s) to be relocated has been in operation for at least 36 months as of the date an application is submitted to the Department.


(3)
The proposed new site of the existing MRI service/unit(s) to be relocated is in the relocation zone.


(4)
The proposed project will not result in the replacement of the MRI unit(s) to be relocated unless the applicant demonstrates that the requirements of Section 5, as applicable, also have been met.


(5)
The proposed project will not result in an increase of the number of MRI units operated by the MRI service.


(6)
Each MRI unit to be relocated performed at least the applicable minimum number of MRI adjusted procedures set forth in Section 12(1)(d)(i) of these standards based on the most recent 12-month period for which the Department has verifiable data.


(7)
The applicant agrees to operate the MRI service or unit(s) in accordance with all applicable project delivery requirements set forth in Section 12 of these standards.


(8)
An applicant that meets all of the following requirements shall be exempt from subsection (3):


(a)
The licensed hospital site to which the MRI service is to be relocated and the MRI service at the site from which the MRI service is to be relocated are owned by the same person as defined in Section 1106 of this public act or the same governmental entity.


(b)
The licensed hospital site to which the MRI service is to be relocated is located within the planning area.


(c)
As evidenced in the governing body resolution required in (e), the MRI service to be relocated shall cease at its current location within 24 months after the date the application receives a final decision of approval from the Department or upon the date the service becomes operational at the relocation site, whichever occurs first.


(d)
The MRI service shall be relocated and shall be operational within 24 months after the date the application receives a final decision of approval from the Department or the CON to relocate the MRI service shall expire.


(e)
The CON application includes a resolution of the applicant’s governing body that commits to the provisions of (c) and (d).


(f)
The relocation of the MRI service shall not result in the licensed hospital site having more than one fixed MRI unit.

Section 8.  Requirements for approval of an applicant proposing to acquire an existing MRI service/unit(s)

Sec 8.  An applicant proposing to acquire an existing fixed or mobile MRI service/unit(s) shall demonstrate that the proposed project meets all of the following:


(1)
The project will not change the number of MRI units at the site of the MRI service being acquired unless the applicant demonstrates that the project is in compliance with the requirements of Section 3 or 4, as applicable.


(2)
The project will not result in the replacement of an MRI unit at the MRI service to be acquired unless the applicant demonstrates that the requirements of Section 5 also have been met.


(3)
The applicant agrees to operate the MRI service/unit(s) in accordance with all applicable project delivery requirements set forth in Section 12 of these standards.


(4)
For the first application proposing to acquire an existing fixed or mobile MRI service on or after July 1, 1997, the existing MRI service/unit(s) to be acquired shall not be required to be in compliance with the volume requirements applicable to a seller/lessor on the date the acquisition occurs.  The MRI service shall be operating at the applicable volume requirements set forth in Section 12(1)(d)(i) of these standards in the second 12 months after the effective date of the acquisition, and annually thereafter.


(5)
For any application proposing to acquire an existing fixed or mobile MRI service/unit(s), except the first application approved pursuant to subsection (4), an applicant shall be required to document that the MRI service/unit(s) to be acquired is operating in compliance with the volume requirements set forth in Section 12(1)(d)(i) of these standards applicable to an existing MRI service on the date the application is submitted to the Department.

Section 9.  Requirements for approval of an applicant proposing an MRI unit to be used exclusively for research


Sec. 9. (1)  An applicant proposing an MRI unit to be used exclusively for research shall demonstrate each of the following:


(a)
The applicant operates a diagnostic radiology residency program approved by the Accreditation Council for Graduate Medical Education, the American Osteopathic Association, or an equivalent organization.


(b)
The MRI unit shall operate under a protocol approved by the applicant's institutional review board.


(c)
The applicant agrees to operate the unit in accordance with the terms of approval in Section 12(2).


(2)
An applicant meeting the requirements of subsection (1) shall be exempt from meeting the requirements and terms of sections 3, 4, 5, 6, 7, 8, 12 [with the exception of 12(1)(d)(iii)], 14, and 15 of these standards.

Section 10.  Requirements for approval of an applicant proposing to establish dedicated pediatric mri


Sec. 10. (1)  An applicant proposing to establish dedicated pediatric MRI shall demonstrate all of the following:


(a)
The applicant shall have experienced at least 7,000 pediatric (< 18 years old) discharges (excluding normal newborns) in the most recent year of operation.


(b)
The applicant shall have performed at least 5,000 pediatric (< 18 years old) surgeries in the most recent year of operation.


(c)
The applicant shall have an active medical staff, at the time the application is submitted to the department, that includes, but is not limited to, physicians who are fellowship-trained in the following pediatric specialties:


(i)
pediatric radiology (at least two)


(ii)
pediatric anesthesiology


(iii)
pediatric cardiology


(iv)
pediatric critical care


(v)
pediatric gastroenterology


(vi)
pediatric hematology/oncology


(vii)
pediatric neurology


(viii)
pediatric neurosurgery


(ix)
pediatric orthopedic surgery


(x)
pediatric pathology


(xi)
pediatric pulmonology


(xii)
pediatric surgery


(xiii)
neonatology


(d)
The applicant shall have in operation the following pediatric specialty programs at the time the application is submitted to the Department:


(i)
pediatric bone marrow transplant program


(ii)
established pediatric sedation program


(iii)
pediatric open heart program


(2)
An applicant meeting the requirements of subsection (1) shall be exempt from meeting the requirements of Section 4, of these standards.

Section 11.  Requirements for approval -- all applicants

Sec.  11.  An applicant shall provide verification of Medicaid participation at the time the application is submitted to the Department.  If the required documentation is not submitted with the application on the designated application date, the application will be deemed filed on the first applicable designated application date after all required documentation is received by the Department.

Section 12.  Project delivery requirements‑‑terms of approval


Sec. 12. (1)  An applicant shall agree that, if approved, the services provided by the MRI unit, whether fixed or mobile, shall be delivered and maintained in compliance with the following terms of CON approval:


(a)
Compliance with these standards.


(b)
Compliance with applicable safety and operating standards for the specific MRI unit approved.


(c)
Compliance with the following quality assurance standards:


(i)
An applicant shall develop and maintain policies and procedures that establish protocols for the following system performance measures.  The protocols shall establish the required benchmarks; identify the testing interval, which shall be at least quarterly; and identify the MRI staff person responsible for testing the system performance measures.


(A)
Signal-to-noise ratio.


(B)
Spatial resolution.


(C)
Slice thickness, location, and separation.


(D)
Spatial linearity.


(E)
Field homogeneity and drift.


(F)
System calibration and stability.


(G)
Cryogen level and boiloff rate.


(H)
Radio frequency power monitor.


(I)
Hard copy image quality.


In addition to the designated staff person, the system performance measures in subdivisions (A) through (F) and (H) also shall be evaluated by an appropriately trained MRI physicist or engineer.  The physicist/engineer shall conduct tests of these system performance measures when the MRI unit begins to operate, and annually thereafter.  The purpose of the physicist/engineer test shall be to certify to the Department that the MRI unit meets or exceeds all of the system performance specifications of the manufacturer of the MRI unit in effect for that MRI unit at the time of installation or most recent upgrade.  The physicist/engineer shall make available for review the periodic system performance measures test data established in this subsection.


(ii)
An applicant shall develop and maintain policies, procedures, and protocols for assuring the functionality of each of the following MRI accessories.  The protocols shall establish the required benchmarks, identify the testing interval for each accessory, and identify the staff person responsible for testing the system performance measures.


(A)
All surface coils.


(B)
Positioning devices.


(C)
Physiologic triggering/monitoring equipment.


(D)
Patient communication devices.


(E)
Scan table position indicator and drives.


(F)
Data network including storage and retrieval.


(G)
Emergency rundown/shutdown units.


(H)
Hard copy devices.


(iii)
An applicant shall develop and maintain policies and procedures that establish protocols for assuring the effectiveness of operation and the safety of the general public, patients, and staff in the MRI service.  Each of the following must be included and the staff person responsible for development and enforcement of these policies shall be indicated.


(A)
Access to the MRI service.


(B)
Access to the MRI scan room.


(C)
Patient safety clearance before imaging and safety during imaging.


(D)
Adverse bioeffects, including


(1)
acoustic hazard.


(2)
radio frequency burn hazard.


(3)
specific absorption rates.


(4)
peripheral nerve stimulation.


(5)
pregnancy.


(6)
magnet quench hazard.


(E)
Sedation.


(F)
Contrast administration.


(G)
Treatment of adverse reactions to contrast.


(H)
Patient monitoring for sedation, anesthesia, and unstable patients.


(I)
Patient resuscitation, management of emergencies, maintenance of cardiopulmonary resuscitation equipment, and certification requirements for personnel for either basic or advanced cardiopulmonary resuscitation.


(J)
Screening for metallic implants, pacemakers, and metallic foreign bodies, as well as a list of contraindications.


(K)
Mechanism for consultation regarding difficult cases.


(L)
Pulse sequence protocols for specific indications.


(M)
Institutional review board policies relating to non-FDA approved pulse sequences or investigational procedures.


(N)
Staff inservice regarding subdivisions (A) through (M).


(iv)
An applicant shall establish a schedule for preventive maintenance for the MRI unit.


(v)
An applicant shall maintain records of the results of the periodic test data required by subdivisions (i) and (ii), including the results of the tests performed by the MRI physicist/engineer required in subdivision (i).  An applicant, upon request, shall submit annually to the Department a report of the test data results and evidence of compliance with the applicable project delivery requirements.


(vi)
An applicant shall provide documentation identifying the specific individuals that form the MRI team.  At a minimum, the MRI team shall consist of the following professionals:


(A)
An MRI team leader who shall be responsible for


(1)
developing criteria for procedure performance.


(2)
developing protocols for procedure performance.


(3)
developing a clinical data base for utilization review and quality assurance purposes.


(4)
transmitting requested data to the Department.


(5)
screening of patients to assure appropriate utilization of the MRI service.


(6)
taking and interpretation of scans.


(7)
coordinating MRI activity at MRI host sites for a mobile MRI unit.


(8)
identifying and correcting MRI image quality deficiencies.


(B)
Physicians who shall be responsible for screening of patients to assure appropriate utilization of the MRI service and taking and interpretation of scans.  At least one of these physicians shall be a board‑certified radiologist.


(C)
An appropriately trained MRI technician who shall be responsible for taking an MRI scan.


(D)
An MRI physicist/engineer available as a team member on a full‑time, part‑time, or contractual basis.  An MRI physicist/engineer shall be responsible for at least the following:


(1)
providing technical specifications for new equipment and assistance in equipment procurement.


(2)
performing or validating technical performance for system acceptance.


(3)
establishing preventive maintenance schedules and quality assurance test procedures and recording and reviewing preventive maintenance and quality assurance data.


(4)
facilitating the repair of acute system malfunctions.


(5)
training personnel in the MRI service with respect to the technical aspects of MRI scanning and patient and staff safety.


(6)
assisting in designing and optimizing clinical imaging procedures.


(E)
System maintenance personnel who shall be responsible for calibrating the MRI system and preventive maintenance at regularly scheduled intervals and who shall compile and submit quality control data to the MRI team leader.


(vii)
An applicant shall document that the MRI team members have the following qualifications:


(A)
The MRI team leader is a board‑certified or board-eligible radiologist, or other physician trained in MRI, who spends greater than 75 percent of his or her professional time in multiple anatomic site medical imaging.  The MRI team leader also shall demonstrate that he or she meets the requirements set forth in subsection (B) for a physician who interprets MRI images.


(B)
Each physician credentialed to interpret MRI scans meets the requirements of each of the following:


(1)
The physician is licensed to practice medicine in the State of Michigan.


(2)
The physician has had at least 60 hours of training in MRI physics, MRI safety, and MRI instrumentation in a program that is part of an imaging program accredited by the Accreditation Council for Graduate Medical Education or the American Osteopathic Association, and the physician meets the requirements of subdivision (i), (ii), or (iii):


(i)
Board certification by the American Board of Radiology, the American Osteopathic Board of Radiology, or the Royal College of Physicians and Surgeons of Canada.  If the diagnostic radiology program completed by a physician in order to become board certified did not include at least two months of MRI training, that physician shall document that he or she has had the equivalent of two months of postgraduate training in clinical MRI imaging at an institution which has a radiology program accredited by the Accreditation Council for Graduate Medical Education or the American Osteopathic Association.


(ii)
Formal training by an imaging program(s), accredited by the Accreditation Council for Graduate Medical Education or the American Osteopathic Association, that included two years of training in cross-sectional imaging and six months training in organ-specific imaging areas.


(iii)
A practice in which at least one-third of total professional time, based on a full-time clinical practice during the most recent 5-year period, has been the primary interpretation of MR imaging.


(3)
The physician has completed and will complete a minimum of 40 hours every two years of Category in Continuing Medical Education credits in topics directly involving MR imaging.


(4)
The physician interprets, as the primary interpreting physician, at least 250 unadjusted MRI scans annually.


(C)
An MRI technologist who is registered by the American Registry of Radiologic Technicians and has, or will have within 36 months of the effective date of these standards or the date a technologist is employed by an MRI service, whichever is later, special certification in MRI.  If a technologist does not have special certification in MRI within either of the 3-year periods of time, all continuing education requirements shall be in the area of MRI services.


(D)
An applicant shall document that an MRI physicist/engineer is appropriately qualified.  For purposes of evaluating this subdivision, the Department shall consider it prima facie evidence as to the qualifications of the physicist/engineer if the physicist/engineer is certified as a medical physicist by the American Board of Radiology, the American Board of Medical Physics, or the American Board of Science in Nuclear Medicine.  However, the applicant may submit and the Department may accept other evidence that an MRI physicist/engineer is qualified appropriately.


(E)
An applicant shall document that system maintenance personnel are qualified on the basis of training and experience to perform the calibration, preventive maintenance, and quality control functions on the specific MRI unit approved.


(viii)
The applicant shall have, within the MRI unit/service, equipment and supplies to handle clinical emergencies that might occur in the unit.  MRI service staff will be trained in CPR and other appropriate emergency interventions.  A physician shall be on-site, in, or immediately available to the MRI unit at all times when patients are undergoing scans.


(ix)
In addition to all other applicable terms of approval, each mobile MRI unit shall have an operations committee with members representing each host site, the central service coordinator, and the medical director.  This committee shall oversee the effective and efficient use of the MRI unit, establish the normal route schedule, identify the process by which changes shall be made to the schedule, develop procedures for handling emergency situations, and review the ongoing operations of the mobile MRI unit on at least a quarterly basis.


(X)
An applicant shall participate in Medicaid at least 12 consecutive months within the first two years of operation and continue to participate annually thereafter.


(d)
Compliance with the following terms of approval, as applicable:


(i)
MRI units shall be operating at a minimum average annual level of utilization during the second 12 months of operation, and annually thereafter, of 6,000 actual MRI adjusted procedures per unit for fixed MRI services, 5,500 actual MRI adjusted procedures per unit for mobile MRI services, and a total of 3,500 mri adjusted procedures per unit for dedicated pediatric mri.  Each mobile host site in a rural or micropolitan statistical area county shall have provided at least a total of 400 adjusted procedures during its second 12 months of operation, and annually thereafter, from all mobile units providing services to the site.  Each mobile host site not in a rural or micropolitan statistical area county shall have provided at least a total of 600 adjusted procedures during its second 12 months of operation and annually thereafter, from all mobile units providing services to the site.  In meeting these requirements, an applicant shall not include any MRI adjusted procedures performed on an MRI unit used exclusively for research and approved pursuant to Section 9(1).


(ii)
The applicant, to assure that the MRI unit will be utilized by all segments of the Michigan population, shall


(A)
provide magnetic resonance services to all individuals based on the clinical indications of need for the service and not on ability to pay or source of payment.


(B)
maintain information by source of payment to indicate the volume of care from each source provided annually.


Compliance with selective contracting requirements shall not be construed as a violation of this term.


(iii)
The applicant shall participate in a data collection network established and administered by the Department or its designee.  The data may include, but is not limited to annual budget and cost information, operating schedules, throughout schedules, demographic and diagnostic information, and the volume of care provided to patients from all payor sources, as well as other data requested by the Department or its designee and approved by the Commission.  The applicant shall provide the required data in a format established by the Department and in a mutually agreed upon media no later than 30 days following the last day of the quarter for which data are being reported to the Department.  An applicant shall be considered in violation of this term of approval if the required data are not submitted to the Department within 30 days following the last day of the quarter for which data are being reported.  However, the Department shall allow an applicant up to an additional 60 days to submit the required data if reasonable efforts are made by an applicant to provide the required data.  The Department may elect to verify the data through on‑site review of appropriate records.  Data for an MRI unit approved pursuant to Section 9(1) or Section 10 shall be reported separately.


(iv)
The operation of and referral of patients to the MRI unit shall be in conformance with 1978 PA 368, Sec. 16221, as amended by 1986 PA 319; MCL 333.16221; MSA 14.15 (16221).



(e)(i)
The applicant shall provide the Department with a notice stating the first date on which the MRI unit became operational, and such notice shall be submitted to the Department consistent with applicable statute and promulgated rules.


(ii)

An applicant who is a central service coordinator shall notify the Department of any additions, deletions, or changes in the host sites of each approved mobile MRI unit within 10 days after the change(s) in host sites is made.


(2)

An applicant for an MRI unit under Section 9(1) shall agree that the services provided by the MRI unit approved pursuant to Section 9(1) shall be delivered in compliance with the following terms of CON approval:


(a)

The capital and operating costs relating to the research use of the MRI unit approved pursuant to Section 9(1) shall be charged only to a specific research account(s) and not to any patient or third-party payor.


(b)

The MRI unit approved pursuant to Section 9(1) shall not be used for any purposes other than as approved by the institutional review board unless the applicant has obtained CON approval for the MRI unit pursuant to Part 222 and these standards, other than Section 9.


(3)

The agreements and assurances required by this section shall be in the form of a certification authorized by the owner or governing body of the applicant.


(4)

An applicant approved to initiate a fixed MRI service pursuant to Section 3(4) of these standards shall cease operation as a host site and not become a host site for at least 12 months from the date the fixed service/unit becomes operational.

Section 13.  MRI procedure adjustments

Sec. 13. (1)  The Department shall apply the following formula, as applicable, to determine the number of MRI adjusted procedures that are performed by an existing MRI service or unit:


(a)
The base value for each MRI procedure is 1.0.


(b)
For each MRI visit involving a pediatric patient, 0.25 shall be added to the base value.


(c)
For each MRI visit involving an inpatient, 0.50 shall be added to the base value.


(d)
For each MRI procedure performed on a sedated patient, 0.75 shall be added to the base value.


(e)
For each contrast MRI procedure performed after use of a contrast agent, and not involving a procedure before use of a contrast agent, 0.35 shall be added to the base value.


(f)
For each contrast MRI procedure involving a procedure before and after use of a contrast agent, 1.0 shall be added to the base value.


(g)
For each MRI procedure performed at a teaching facility, 0.15 shall be added to the base value.


(h)
The results of subsections (a) through (g) shall be summed, and that sum shall represent an MRI adjusted procedure.


(2)
The Department shall apply not more than one of the adjustment factors set forth in this subsection, as applicable, to the number of MRI procedures adjusted in accordance with the applicable provisions of subsection (1) that are performed by an existing MRI service or unit.


(a)
For a site located in a rural or micropolitan statistical area county, OR FOR THE NOVEMBER 1, 2005 MRI SERVICE UTILIZATION LIST  A COUNTY DESIGNATED AS "RURAL" AS THAT TERM WAS DEFINED UNDER THE "STANDARDS FOR DEFINING METROPOLITAN AREAS IN THE 1990S" BY THE STATISTICAL POLICY OFFICE OF THE OFFICE OF INFORMATION AND REGULATORY AFFAIRS OF THE UNITED STATES OFFICE OF MANAGEMENT AND BUDGET, 55 F.R. P 12154 (MARCH 30, 1990), the number of MRI adjusted procedures shall be multiplied by a factor of 1.4.


(b)
For a mobile MRI unit that serves hospitals and other host sites located in rural, micropolitan statistical area, and metropolitan statistical area counties, the number of MRI adjusted procedures for a site located in a rural or micropolitan statistical area county, OR FOR THE NOVEMBER 1, 2005 MRI SERVICE UTILIZATION LIST UNTIL DECEMBER 31, 2005 A COUNTY DESIGNATED AS "RURAL" AS THAT TERM WAS DEFINED UNDER THE "STANDARDS FOR DEFINING METROPOLITAN AREAS IN THE 1990S" BY THE STATISTICAL POLICY OFFICE OF THE OFFICE OF INFORMATION AND REGULATORY AFFAIRS OF THE UNITED STATES OFFICE OF MANAGEMENT AND BUDGET, 55 F.R. P 12154 (MARCH 30, 1990), shall be multiplied by a factor of 1.4 and for a site located in a metropolitan statistical area county, the number of MRI adjusted procedures shall be multiplied by a factor of 1.0.


(c)
For a mobile MRI unit that serves only sites located in rural or micropolitan statistical area counties, OR FOR THE NOVEMBER 1, 2005 MRI UTILIZATION LIST  A COUNTY DESIGNATED AS "RURAL" AS THAT TERM WAS DEFINED UNDER THE "STANDARDS FOR DEFINING METROPOLITAN AREAS IN THE 1990S" BY THE STATISTICAL POLICY OFFICE OF THE OFFICE OF INFORMATION AND REGULATORY AFFAIRS OF THE UNITED STATES OFFICE OF MANAGEMENT AND BUDGET, 55 F.R. P 12154 (MARCH 30, 1990), the number of MRI adjusted procedures shall be multiplied by a factor of 2.0. 


(d)
For a mobile MRI unit that serves only sites located in a health service area with one or fewer fixed MRI units and one or fewer mobile MRI units, the number of MRI adjusted procedures shall be multiplied by a factor of 3.5.


(e)
Subsection (2) shall not apply to an application proposing a subsequent fixed MRI unit (second, third, etc.) at the same site.

(3) The number of MRI adjusted procedures performed by an existing MRI service is the sum of the results of subsections (1) and (2).

Section 14.  Documentation of actual utilization

Sec. 14.  Documentation of the number of MRI procedures performed by an MRI unit shall be substantiated by the Department utilizing data submitted by the applicant in a format and media specified by the Department and as verified for the 12-month period reported on the most recently published "Available MRI Adjusted Procedures List" as of the date an application is deemed complete by the Department.  The number of MRI procedures actually performed shall be documented by procedure records and not by application of the methodology required in Section 15.  The Department may elect to verify the data through on‑site review of appropriate records.

Section 15.  Methodology for computing the number of available MRI adjusted procedures

Sec. 15. (1)  The number of available MRI adjusted procedures required pursuant to Section 3 or 4(2) of these standards shall be computed in accordance with the methodology set forth in this section.  In applying the methodology, the following steps shall be taken in sequence, and data for the 12-month period reported on the most recently published “Available MRI Adjusted Procedures List,” as of the date an application is deemed complete by the Department, shall be used:


(a)
Identify the number of actual MRI adjusted procedures performed by each existing MRI service as determined pursuant to Section 13.


(i)
For purposes of computing actual mri adjusted procedures, mri adjusted procedures performed on mri units used exclusively for research and approved pursuant to Section 9(1) and dedicated pediatric mri approved pursuant to Section 10 shall be excluded.


(ii)
For purposes of computing actual MRI adjusted procedures, the MRI adjusted procedures, from the host site utilized to meet the requirements of Section 3(4)(d), shall be excluded beginning at the time the application is deemed complete and for three years from the date the fixed MRI unit becomes operational.


(iii)
For purposes of computing actual MRI adjusted procedures, the MRI adjusted procedures utilized to meet the requirements of Section 4(1) shall be reduced by 8,000 and shall be excluded beginning at the time the application is deemed complete and for three years from the date the fixed MRI unit becomes operational.


(b)
Identify the number of available MRI adjusted procedures, if any, for each existing MRI service as determined pursuant to Section 2(1)(c).


(c)
Determine the number of available MRI adjusted procedures that each referring doctor may commit from each service to an application in accordance with the following:


(i)
Divide the number of available MRI adjusted procedures identified in subsection (b) for each service by the number of actual MRI adjusted procedures identified in subsection (a) for that existing MRI service.


(ii)
For each doctor referring to that existing service, multiply the number of actual MRI adjusted procedures that the referring doctor made to the existing MRI service by the applicable proportion obtained by the calculation in subdivision (c)(i).


(A)
For each doctor, subtract any available adjusted procedures previously committed.  The total for each doctor cannot be less than zero.


(B)
The total number of available adjusted procedures for that service shall be the sum of the results of (A) above.


(iii)
For each MRI service, the available MRI adjusted procedures resulting from the calculation in (ii) above shall be sorted in descending order by the available MRI adjusted procedures for each doctor.  Then any duplicate values shall be sorted in descending order by the doctors’ license numbers (last 6 digits only).


(iv)
Using the data produced in iii above, sum the number of available adjusted procedures in descending order until the summation equals at least 75 percent of the total available adjusted procedures.  This summation shall include the minimum number of doctors necessary to reach the 75 percent level.

(v)
For the doctors representing 75 percent of the total available adjusted procedures in (iv) above, sum the available adjusted procedures.


(vi)
For the doctors used in subsection (v) above, divide the total number of available adjusted procedures identified in (B) above by the sum of those available adjusted procedures produced in (v) above.


(vii)
For only those doctors identified in (v) above, multiply the result of (vi) above by the available adjusted procedures calculated in (c)(ii)(A) above.


(viii)
The result shall be the “Available mri Adjusted Procedures List.”


(2)
After publication of the "Available MRI Adjusted Procedures List" resulting from (i) above, the data shall be updated to account for a) doctor commitments of available MRI adjusted procedures in subsequent MRI CON applications and b) MRI adjusted procedures used in subsequent MRI CON applications received in which applicants apply for fixed MRI services pursuant to Section 3(4).

Section 16.  Procedures and requirements for commitments of available mri adjusted procedures



Sec. 16. (1)  If one or more host sites on a mobile MRI service are located within the planning area of the proposed site, the applicant may access available MRI adjusted procedures from the entire mobile MRI service.


(2)(a)
At the time the application is submitted to the Department, the applicant shall submit a signed data commitment, on a form provided by the Department in response to the applicant’s letter of intent or at the applicant's discretion, on a more current form subsequently provided by the Department, for each doctor committing available MRI adjusted procedures to that application for a new or additional MRI unit pursuant to Section 3 or Section 4(2), respectively.


(b)
An applicant also shall submit, at the time the application is filed with the Department, a computer file that lists, for each MRI service from which data are being committed to the same application, the name and license number of each doctor for whom a signed data commitment form is submitted.


(i)
The computer file shall be provided to the Department on mutually agreed upon media and in a format prescribed by the Department.


(ii)
If the doctor commitments submitted on the departmental forms do not agree with the data on the computer file, the applicant shall be allowed to correct only the computer file data.


(c)
If the required documentation for the doctor commitments submitted under this subsection is not submitted with the application on the designated application date, the application will be deemed filed on the first applicable designated application date after all required documentation is received by the Department.


(3)
The Department shall consider a data commitment, on a form provided by the Department in response to the applicant’s letter of intent or at the applicant's discretion, on a more current form subsequently provided by the Department, submitted by the applicant in support of its application, that meets the requirements of each of the following, as applicable:


(a)
A committing doctor certifies that 100% of his or her available MRI adjusted procedures for each specified MRI service, calculated pursuant to Section 15, is being committed and specifies the CON application number, for the new fixed or mobile MRI unit or for the additional mobile MRI unit proposed to be located within the planning area, to which the data commitment is made.  A doctor shall not be required to commit available MRI adjusted procedures from all MRI services to which his or her patients are referred for MRI services but only from those MRI services specified by the doctor in the data commitment form provided by the Department and submitted by the applicant in support of its application.


(b)
A committing doctor certifies that he or she does not have an ownership interest, either direct or indirect, in the applicant entity, except that this requirement shall not apply if the applicant entity is a group practice of which the committing doctor is a member.


(c)
A committing doctor certifies that he or she has not been provided, or received a promise of being provided, a financial incentive to commit any of his or her available MRI adjusted procedures to the application.


(4)(a)
The Department shall not consider a data commitment from a doctor for available MRI adjusted procedures from a specific MRI service if the available MRI adjusted procedures from that specific MRI service were used to support approval of an application for a new or additional MRI unit, pursuant to Section 3 or 4(2), respectively, for which a final decision to approve has been issued by the Director of the Department until either of the following occurs:


(i)
The approved CON is withdrawn or expires.


(ii)
The MRI service or unit to which the data were committed has been in operation for at least 36 continuous months.


(b)
The Department shall not consider a data commitment from a doctor for available MRI adjusted procedures from a specific MRI service if the available MRI adjusted procedures from that specific MRI service were used to support an application for a new fixed or mobile mri unit or additional mobile MRI unit pursuant to Section 3 or 4(2), respectively, for which a final decision to disapprove was issued by the Director of the Department until either of the following occurs:


(i)
A final decision to disapprove an application is issued by the Director and the applicant does not appeal that disapproval or


(ii)
If an appeal was made, either that appeal is withdrawn by the applicant or the committing doctor withdraws his or her data commitment pursuant to the requirements of subsection (8).


(5)
The Department shall not consider a data commitment from a committing doctor for available MRI adjusted procedures from the same MRI service if that doctor has submitted a signed data commitment, on a form provided by Department, for more than one (1) application for which a final decision has not been issued by the Department.  If the Department determines that a doctor has submitted a signed data commitment for the same available MRI adjusted procedures from the same MRI service to more than one CON application pending a final decision for a new fixed or mobile MRI unit or additional mobile MRI unit pursuant to Section 3 or 4(2), respectively, the Department shall,


(a)
if the applications were filed on the same designated application date, notify all applicants, simultaneously and in writing, that one or more doctors have submitted data commitments for available MRI adjusted procedures from the same MRI service and that the doctors' data from the same MRI service shall not be considered in the review of any of the pending applications filed on the same designated application date until the doctor notifies the Department, in writing, of the one (1) application for which the data commitment shall be considered.


(b)
if the applications were filed on different designated application dates, consider the data commitment submitted in the application filed on the earliest designated application date and shall notify, simultaneously in writing, all applicants of applications filed on designated application dates subsequent to the earliest date that one or more committing doctors have submitted data commitments for available MRI adjusted procedures from the same MRI service and that the doctors' data shall not be considered in the review of the application(s) filed on the subsequent designated application date(s).


(6)
The Department shall not consider any data commitment submitted by an applicant after the date an application is deemed complete unless an applicant is notified by the Department, pursuant to subsection (5), that one or more committing doctors submitted data commitments for available MRI adjusted procedures from the same MRI service.  If an applicant is notified that one or more doctors' data commitments will not be considered by the Department, the Department shall consider data commitments submitted after the date an application is deemed complete only to the extent necessary to replace the data commitments not being considered pursuant to subsection (5).


(7)
In accordance with either of the following, the Department shall not consider a withdrawal of a signed data commitment


(a)
during the 120-day period following the date on which the Department's review of an application commences.


(b)
after a proposed decision to approve an application has been issued by the Department.


(8)
The Department shall consider a withdrawal of a signed data commitment if a committing doctor submits a written notice to the Department, that specifies the CON application number and the specific MRI services for which a data commitment is being withdrawn, and if an applicant demonstrates that the requirements of subsection (7) also have been met.

Section 17.  Lists of MRI adjusted procedures published by the Department

Sec. 17. (1)  At a minimum, on or before May 1 and November 1 of each year, the Department shall publish the following lists:


(a)
A list, known as the "MRI Service Utilization List," of all MRI services in Michigan that includes at least the following for each MRI service:


(i)
The number of actual MRI adjusted procedures;


(ii)
The number of available MRI adjusted procedures, if any; and


(iii)
The number of MRI units, including whether each unit is a clinical unit or an MRI unit used exclusively for research.


(b)
A list, known as the "Available MRI Adjusted Procedures List," that identifies each MRI service that has available MRI adjusted procedures and includes at least the following:


(i)
The number of available MRI adjusted procedures;


(ii)
The name, address, and license number of each referring doctor, identified in Section 14(1)(c)(v), whose patients received MRI services at that MRI service; and


(iii)
The number of available MRI adjusted procedures performed on patients referred by each referring doctor, identified in Section 15(1)(c)(v), and if any are committed to an MRI service.  This number shall be calculated in accordance with the requirements of Section 15(1).  A referring doctor may have fractional portions of available MRI adjusted procedures.


(c)
For the lists published pursuant to subsections (a) or (b), the May 1 list will report 12 months of data from the previous January 1 through December 31 reporting period, and the November 1 list will report 12 months of data from the previous July 1 through June 30 reporting period.  Copies of both lists shall be available upon request.


(d)
The Department shall not be required to publish a list that sorts MRI database information by referring doctor, only by MRI service.


(2)
When an MRI service begins to operate at a site at which MRI services previously were not provided, the Department shall include in the MRI database, data beginning with the second full quarter of operation of the new MRI service.  Data from the start-up date to the start of the first full quarter will not be collected to allow a new MRI service sufficient time to develop its data reporting capability.  Data from the first full quarter of operation will be submitted as test data but will not be reported in the lists published pursuant to this section.


(3)
In publishing the lists pursuant to subsections (a) and (b), if an MRI service has not reported data in compliance with the requirements of Section 12(1)(d)(iii), the Department shall indicate on both lists that the MRI service is in violation of the requirements set forth in Section 12(1)(d)(iii), and no data will be shown for that service on either list.


(4)
In the case of an MRI service at which MRI services previously were not provided, the Department may use annualized data from at least a consecutive six-month period in publishing the lists pursuant to subsections (a) and (b).

Section 18.  Effect on prior CON Review Standards; Comparative reviews


Sec. 18. (1)  These CON review standards supersede and replace the CON Review Standards for Magnetic Resonance Imaging Services approved by the CON Commission on MAY 11, 2004 and effective JULY 12, 2004.


(2)
Projects reviewed under these standards shall not be subject to comparative review.
Section 19.  Health Service Areas


Sec. 19.  Counties assigned to each of the health service areas are as follows:


HSA

COUNTIES

   1
Livingston
Monroe
St. Clair


   
Macomb
Oakland
Washtenaw



Wayne




   2
Clinton
Hillsdale
Jackson



Eaton
Ingham
Lenawee


   3
Barry
Calhoun
St. Joseph



Berrien
Cass
Van Buren



Branch
Kalamazoo



   4
Allegan
Mason
Newaygo



Ionia
Mecosta
Oceana



Kent
Montcalm
Osceola



Lake
Muskegon
Ottawa


   5
Genesee
Lapeer
Shiawassee


   6
Arenac
Huron
Roscommon



Bay
Iosco
Saginaw



Clare
Isabella
Sanilac



Gladwin
Midland
Tuscola



Gratiot
Ogemaw


   7
Alcona
Crawford
Missaukee



Alpena
Emmet
Montmorency



Antrim
Gd Traverse
Oscoda



Benzie
Kalkaska
Otsego



Charlevoix
Leelanau
Presque Isle



Cheboygan
Manistee
Wexford


   8
Alger
Gogebic
Mackinac



Baraga
Houghton
Marquette



Chippewa
Iron
Menominee



Delta
Keweenaw
Ontonagon



Dickinson
Luce
Schoolcraft







APPENDIX A
CON REVIEW STANDARDS

FOR MRI SERVICES

Rural Michigan counties are as follows:

Alcona
Hillsdale
Ogemaw

Alger
Huron
Ontonagon

Antrim
Iosco
Osceola

Arenac
Iron
Oscoda

Baraga
Lake
Otsego

Charlevoix
Luce
Presque Isle

Cheboygan
Mackinac
Roscommon

Clare
Manistee
Sanilac

Crawford
Mason
Schoolcraft

Emmet
Montcalm
Tuscola

Gladwin
Montmorency


Gogebic
Oceana


Micropolitan statistical area Michigan counties are as follows:

Allegan
Gratiot
Mecosta

Alpena
Houghton
Menominee

Benzie
Isabella
Midland

Branch
Kalkaska
Missaukee

Chippewa
Keweenaw
St. Joseph

Delta
Leelanau
Shiawassee

Dickinson
Lenawee
Wexford

Grand Traverse
Marquette


Metropolitan statistical area Michigan counties are as follows:

Barry
Ionia
Newaygo

Bay
Jackson
Oakland

Berrien
Kalamazoo
Ottawa

Calhoun
Kent
Saginaw

Cass
Lapeer
St. Clair

Clinton
Livingston
Van Buren

Eaton
Macomb
Washtenaw

Genesee
Monroe
Wayne

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
ATTACHMENT C
Summary of Comment offered by

Mike Bowden, Director, Behavioral Health Services

Sparrow Hospital, Lansing, Michigan

Re. CON Standards for Psychiatric Beds and Services

June 22, 2005

Sparrow Hospital is opposed the proposed changes in Section 6(2)(d) and Section 6(2)(f) of the Certificate of Need (CON) Review Standards for Psychiatric Beds and Services.

These proposed changes are objectionable for these reasons:

1.) The changes will allow a new psychiatric inpatient provider to expand the supply of beds beyond the assessed need without regard for current average census in the region.

2.) The changes will place current psychiatric inpatient providers at a disadvantage by setting a higher standard for bed approval for existing providers than for new providers.

3.) The changes will increase provider costs for scarce positions such as psychiatrists and psychiatric nurses by increasing the demand for these positions.

4.) The changes will decrease occupancy rates and financial viability of existing facilities at a time when financial viability for most existing facilities is already marginal.

We understand that the proposed changes are intended to remedy a problem experienced by a single hospital and that solutions other than amending the CON Review Standards may be available for this hospital.

We ask the CON Commission to reject the proposed changes to these sections, and request that the Department assist the institution requesting the changes and local psychiatric providers to find appropriate solutions to this hospital's needs.

MICHIGAN DEPARTMENT OF COMMUNITY HEALTH

ATTACHMENT D

CERTIFICATE OF NEED (CON) REVIEW STANDARDS

FOR PSYCHIATRIC BEDS AND 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 the approval and delivery of services for all projects approved and Certificates of Need issued under Part 222 of the Code which involve psychiatric beds and services. 


(2)
A psychiatric hospital or unit is a covered health facility for purposes of Part 222 of the Code.


(3)
An increase in licensed psychiatric beds or the physical relocation from a licensed site to another geographic location is a change in bed capacity for purposes of Part 222 of the Code.


(4)
The initiation or expansion of a specialized psychiatric program for children/adolescents is a covered clinical service for purposes of Part 222 of the Code.


(5)
The Department shall use sections 3, 4, 5, 6, 7, 8, and 9, as applicable, in applying Section 22225(1) of the Code, being Section 333.22225(1) of the Michigan Compiled Laws.


(6)
The Department shall use sections 11 and 12, as applicable, in applying 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:


(a)
"Adult" means any individual aged 18 years or older.


(b)
"Acquisition of a psychiatric hospital or unit" means the issuance of a new license as the result of the acquisition (including purchase, lease, donation, or other comparable arrangement) of an existing licensed psychiatric hospital or unit and which does not involve a change in the number of licensed psychiatric beds or beds designated for a child/adolescent specialized psychiatric program at that health facility.


(c)
"Base year" means 1992 or the most recent year for which verifiable data are collected by the Department and are available separately for the population age cohorts of 0 to 17 and 18 and older.


(d)
"Child/adolescent" means any individual less than 18 years of age.


(e)
"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.


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


(g)
"Community mental health board" or "board" or "CMH" means the board of a county(s) community mental health board as defined in Section 200(b) of Act 258 of the Public Acts of 1974, as amended, being Section 330.1200(b) of the Michigan Compiled Laws.


(h)
"Comparative group" means the applications which have been grouped for the same type of project in the same planning area and are being reviewed comparatively in accordance with the CON rules.


(i)
"Converted beds" means existing licensed psychiatric beds reallocated from one program category to child/adolescent.


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


(k)
"Department inventory of beds" means the current list maintained by the Department which includes:


(i)
licensed adult and child/adolescent psychiatric beds; and


(ii)
adult and child/adolescent psychiatric beds approved by a valid CON issued under either former Part 221 or Part 222 of the Code which are not yet licensed.

A separate inventory will be maintained for child/adolescent beds and adult beds.


(l)
"Existing adult inpatient psychiatric beds" or "existing adult beds" means:


(i)
all adult beds in psychiatric hospitals or units licensed by the Department pursuant to the Mental Health Code;


(ii)
all adult beds approved by a valid CON issued under either former Part 221 or Part 222 of the Code which are not yet licensed;


(iii)
proposed adult beds under appeal from a final Department decision made under former Part 221 or Part 222, or pending a hearing from a proposed decision issued under Part 222 of the Code; and


(iv)
proposed adult beds that are part of a completed application under Part 222 of the Code (other than the application or applications in the comparative group under review) which are pending final Department decision.


(m)
"Existing child/adolescent inpatient psychiatric beds" or "existing child/adolescent beds" means:


(i)
all child/adolescent beds in psychiatric hospitals or units licensed by the Department pursuant to the Mental Health Code;


(ii)
all child/adolescent beds approved by a valid CON issued under either former Part 221 or Part 222 of the Code which are not yet licensed;


(iii)
proposed child/adolescent beds under appeal from a final Department decision made under former Part 221 or Part 222, or pending a hearing from a proposed decision issued under Part 222 of the Code; and


(iv)
proposed child/adolescent beds that are part of a completed application under Part 222 of the Code (other than the application or applications in the comparative group under review) which are pending final Department decision.


(n)
"Expansion of a child/adolescent specialized psychiatric program" means an increase in the number of beds designated for children/adolescents whether through an increase in the total number of licensed psychiatric beds or the conversion of existing licensed beds.


(o)
"Initiation of a specialized psychiatric program for children/adolescents" means the establishment of an inpatient psychiatric unit with a specified number of beds designated for children/adolescents at a site at which specialized psychiatric program services are not currently provided.


(p)
"Involuntary commitment status" means a hospital admission effected pursuant to the provisions of MCLA 330.1423 to MCLA 330.1444.


(q)
"Licensed site" means either:


(i)
in the case of a single site hospital, the location of the facility authorized by license and listed on that licensee's certificate of licensure; or


(ii)
in the case of a hospital with multiple sites, the location of each separate and distinct inpatient unit of the health facility as authorized by license and listed on that licensee's certificate of licensure.


(r)
"Medicaid" means title XIX of the social security act, chapter 531, 49 Stat. 620, 1396r-6 and1396r-8 to 1396v.


(s)
"Mental Health Code" means Act 258 of the Public Acts of 1974, as amended, being Sections 330.1001 to 330.2106 of the Michigan Compiled Laws.


(t)
"Mental health professional" means a person who is trained and experienced in the areas of mental illness or mental retardation and who is any 1 of the following:


(i)
a physician who is licensed to practice allopathic medicine or osteopathic medicine in Michigan and who has had substantial experience with mentally ill, mentally retarded, or developmentally disabled clients for 1 year immediately preceding his or her involvement with a client under administrative rules promulgated pursuant to the Mental Health Code;


(ii)
a psychologist;


(iii)
a certified social worker;


(iv)
a registered nurse;


(v)
a professional person, other than those defined in the administrative rules promulgated pursuant to the Mental Health Code, who is designated by the Director of the Department or a director of a facility operated by the Department in written policies and procedures.  This mental health professional shall have a degree in his or her profession and shall be recognized by his or her respective professional association as being trained and experienced in the field of mental health.  The term does not include non-clinical staff, such as clerical, fiscal or administrative personnel.


(u)
"Mental health service" means a service that is directed to the areas of mental illness, mental retardation, developmental disability, other organic brain or other neurological impairment or disease, alcoholism, or substance abuse pursuant to Section 208 of the Mental Health Code.


(v)
"Non-renewal or revocation of license" means the Department did not renew or revoked the psychiatric hospital's or unit's license based on the hospital's or unit's failure to comply with state licensing standards.


(w)
"Non-renewal or termination of certification" means the psychiatric hospital's or unit's Medicare and/or Medicaid certification was terminated or not renewed based on the hospital's or unit's failure to comply with Medicare and/or Medicaid participation requirements.


(x)
"Offer" means to provide inpatient psychiatric services to patients.


(y)
"Partial hospitalization psychiatric program" or "partial hospitalization" or "program" means a non-residential mental health treatment program which:


(i)
is operated and clients are regularly scheduled to be treated for a minimum of six consecutive hours during any 24 hour period for a minimum of 5 days per week;


(ii)
includes psychiatric, psychological, social, occupational and therapeutic recreational elements all of which are under psychiatric supervision; and


(iii)
provides services to clients who are diagnosed mentally or emotionally ill and who are at risk of psychiatric inpatient hospitalization, or who might otherwise remain hospitalized on an inpatient basis in the absence of such a program, due to: subacute homicidal or suicidal behavior; acute psychosis; acute phases of major affective disorders; or the need for supervised diagnostic tests, observations, or supervised administration of medication when extended observation is necessary.


(z)
"Physician" means an individual licensed under Article 15 of the Code to engage in the practice of medicine or osteopathic medicine and surgery.


(aa)
"Planning area" means either:


(i)
for child/adolescent beds and services, the geographic boundaries of the groups of counties shown in Section 14(1); or


(ii)
for adult beds and services, the county or groups of counties served by each CMH as shown in Section 14(2).


(bb)
"Planning year" means 1990 or a year in the future, at least 3 years but no more than 7 years, established by the CON Commission for which inpatient psychiatric bed needs are developed.  The planning year shall be a year for which official population projections from the Department of Management and Budget are available.


(cc)
"Psychiatric hospital" means a health facility licensed under the Mental Health Code as defined in R330.1201.


(dd)
"Psychiatrist" means a physician who devotes a substantial portion of his/her time to the practice of psychiatry and who has practiced psychiatry for 1 year immediately preceding certification by him/her of any individual under the Mental Health Code, as defined by R330.1001(1)(l).


(ee)
"Psychiatric unit" means a unit licensed under the Mental Health Code as defined in R330.1201.


(ff)
"Psychologist" means, except in Part 4 of the administrative rules for the Michigan Department of Mental Health, which is subject to the definition in Section 400 of the Mental Health Code, a person who is granted a full or limited license to practice psychology under Part 182 of Act No. 368 of the Public Acts of 1978, as amended, being Section 333.18201 et seq. of the Michigan Compiled Laws.


(gg)
"Public patient" means an individual approved for mental health services by a CMH or an individual who is admitted as a patient under Section 423, 429, or 438 of the Mental Health Code, Act No. 258 of the Public Acts of 1974, being Sections 330.1423, 330.1429, and 330.1438 of the Michigan Compiled Laws.


(hh)
"Qualifying project" means each application in a comparative group which has been reviewed individually and has been determined by the Department to have satisfied all of the requirements of Section 22225 of the Code, being Section 333.22225 of the Michigan Compiled Laws, and all other applicable requirements for approval in the Code and these standards.


(ii)
"Registered professional nurse" or "R.N." means an individual licensed under Article 15 of the Code, being Sections 333.17201, et seq. of the Michigan Compiled Laws, to engage in the practice of nursing which scope of practice includes teaching, direction, and supervision of less skilled personnel in the performance of delegated nursing activities.


(jj)
"Replacement beds" means beds in a psychiatric hospital or unit which meet all of the following conditions:


(i)
an equal or greater number of beds are currently licensed to the applicant at the licensed site at which the proposed replacement beds are currently licensed;


(ii)
the beds are proposed for replacement in new physical plant space being developed in new construction or in newly acquired space (purchase, lease, donation, etc.); and


(iii)
the beds to be replaced will be located in the replacement zone.


(kk)
"Replacement zone" means a proposed licensed site which is:


(i)
in the same planning area as the existing licensed site; and


(ii)
on the same site, on a contiguous site, or on a site within 2 miles of the existing licensed site if the existing licensed site is located in a county with a population of 200,000 or more, or on a site within 5 miles of the existing licensed site if the existing licensed site is located in a county with a population of less than 200,000.


(ll)
"Specialized psychiatric program" means an inpatient program for children/adolescents.  A specialized psychiatric program will have one or more of the following:


(i)
the program will be represented as providing specialized services to child/adolescent patients;


(ii)
the program has admission criteria and treatment protocols specific to children/adolescents;


(iii)
employees of the specialized psychiatric program will be provided with orientation/in-service training directed at children/adolescents;


(iv)
some or all of the job descriptions that staff the unit require education/experience specific to children/adolescents; or


(v)
the facility will seek a special rate of reimbursement from third party payers for the specialized psychiatric program.


(mm)
"Social worker" or "certified social worker" or "social work technician" means a person who is so certified pursuant to Act 352 of the Public Acts of 1972, as amended, being Section 338.1751 et seq. of the Michigan Compiled Laws.
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The terms defined in the Code have the same meanings when used in these standards.

Section 3.  Determination of needed inpatient psychiatric bed supply

Sec. 3.  (1)  Until changed by the Commission in accordance with Section 4(3) and Section 5, the use rate for the base year for the population age 0-17 is set forth in Appendix D.


(2)
The number of child/adolescent inpatient psychiatric beds needed in a planning area shall be determined by the following formula:


(a)
Determine the population for the planning year for each separate planning area for the population age 0-17.


(b)
Multiply the population by the use rate established in Appendix D.  The resultant figure is the total patient days.


(c)
Divide the total patient days obtained in subsection (b) by 365 (or 366 for leap years) to obtain the projected average daily census (ADC).


(d)
Divide the ADC by 0.75.


(e)
The number determined in subsection (d) represents the number of child/adolescent inpatient psychiatric beds needed in a planning area for the planning year.


(3)
The number of needed adult inpatient psychiatric beds shall be determined by multiplying the population aged 18 years and older for the planning year for each planning area by the either:


(a)
The ratio of adult beds per 10,000 adult population set forth in Appendix C; or


(b)
The statewide ratio of adult beds per 10,000 adult population set forth in Appendix C, whichever is lower; and dividing the result by 10,000.  If the ratio set forth in Appendix C for a specific planning area is "0", the statewide ratio of adult beds per 10,000 adult population shall be used to determine the number of needed adult inpatient psychiatric beds.

Section 4.  Bed Need for Inpatient Psychiatric Beds

Sec. 4.  (1)  For purposes of these standards, until otherwise changed by the Commission, the bed need numbers determined pursuant to Section 3, incorporated as part of these standards as Appendices A and B, as applicable, shall apply to projects subject to review under these standards, except where a specific CON review standard states otherwise.


(2)
The Commission may direct the Department to apply the bed need methodologies in Section 3.


(3)
The Commission shall designate the planning year, and, for child/adolescent beds, the base year, which shall be utilized in applying the bed need methodologies pursuant to subsection (2).


(4)
When directed by the Commission to apply the methodologies pursuant to subsection (2), the effective date of the bed need numbers shall be established by the Commission.


(5)
New bed need numbers established by subsections (2) and (3) shall supercede the bed need numbers shown in Appendices A and B and shall be included as amended appendices to these standards.


(6)
Modifications made by the Commission pursuant to this section shall not require ad hoc advisory committee action, a public hearing, or submittal of the standard to the Legislature and the Governor in order to become effective.

Section 5.  Modification of the child/adolescent use rate by changing the base year

Sec. 5.  (1)  The Commission may modify the base year based on data obtained from the Department and presented to the Commission.  The Department shall calculate the use rate for the population age 0-17 and biennially present the revised use rate based on the most recent base year information available biennially to the CON Commission.


(2)
The Commission shall establish the effective date of the modifications made pursuant to subsection (1).


(3)
Modifications made by the Commission pursuant to subsection (1) shall not require standard advisory committee action, a public hearing, or submittal of the standard to the Legislature and the Governor in order to become effective.

Section 6.  Requirements for approval for all applicants

Sec. 6.  (1)(a)  An applicant proposing either:


(i)
an increase in the number of licensed psychiatric beds;


(ii)
the initiation or expansion of a child/adolescent specialized psychiatric program; or


(iii)
the replacement of licensed psychiatric beds,

shall demonstrate that the Department, pursuant to Section 134 of the Mental Health Code being Section 330.1134 of the Michigan Compiled Laws, recommends approval of the proposed project. 


(b)
The Department's recommendation shall be in writing and based on all of the following, as applicable:


(i)
the applicant's compliance with all applicable CON review standards;


(ii)
the recommendation of the local CON review agency, if any, if the recommendation is received in accordance with the time lines set forth in the CON administrative rules; and


(iii)
the written recommendation from the CMH(s) that serves the planning area in which the proposed beds or services will be located, or a majority of the boards if more than one CMH serves the planning area in which the proposed beds or services will be located.  If the applicant is a CMH, the Department's recommendation shall not be based on that CMHs recommendation.


(2)
An applicant proposing either an increase in the number of licensed psychiatric beds or the initiation or expansion of a specialized psychiatric program for children/adolescents shall demonstrate each of the following:


(a)
The number of beds proposed in the CON application to be allocated for use by public patients shall not be less than 50 percent (50%) of the beds proposed in the CON application.  Applications proposed in direct response to a Department plan pursuant to subsection (e) or (g) shall allocate not less than 80 percent (80%) of the beds proposed in the CON application.


(b)
Previously made commitments, if any, to the Department or CMH(s) to serve public patients have been fulfilled.


(c)
The applicant has, at the time the application is deemed submitted, a signed letter of agreement, with the Department or the CMH(s) serving the planning area in which the proposed beds or services will be located, to enter into a contract with the CMH(s) or the Department to meet the needs of the public patient when the proposed beds or services become operational.  At a minimum, the letter of agreement shall specify the number of beds to be allocated to the public patient and the applicant's intention to serve patients with an involuntary commitment status.


(d)
IN THE CASE OF AN APPLICANT THAT IS PROPOSING AN INCREASE IN THE NUMBER OF LICENSED PSYCHIATRIC BEDS AT AN EXISTING FACILITY, The average occupancy rate for all existing beds, as applicable, in all psychiatric hospitals or units in the planning area in which the proposed beds or services will be located, was at least 85 percent (85%) for adult beds and 75% for child/adolescent beds, for the 12 month period immediately preceding the date the application was deemed submitted based on the Department's data.


(e)
Subsection (d) shall not apply if the Director of the Department has certified in writing that the proposed project is a direct response to a Department plan for reducing the use of public institutions for acute mental health care through the closure of a state-owned psychiatric hospital.


(f)
If approved, the number of beds proposed in the CON application will not result in the number of existing adult or child/adolescent psychiatric beds, as applicable, in the planning area exceeding the needed bed supply set forth in Appendix A or B, as applicable.  HOWEVER, AN APPLICANT MAY REQUEST AND BE APPROVED FOR UP TO A MAXIMUM OF 20 BEDS IF, WHEN THE TOTAL NUMBER OF "EXISTING ADULT BEDS" OR EXISTING CHILD/ADOLESCENT BEDS" IS SUBTRACTED FROM THE BED NEED FOR THE PLANNING AREA SET FORTH IN APPENDIX B, THE DIFFERENCE IS EQUAL TO OR MORE THAN 1 OR LESS THAN 20.


(g)
An applicant shall not be required to be in compliance with subsection (f) if the applicant demonstrates that the application meets both of the following:


(i)
the Director of the Department determines that an exception to subsection (f) should be made and certifies in writing the proposed project is a direct response to a Department plan for reducing the use of public institutions for acute mental health care through the closure of a state-owned psychiatric hospital; and


(ii)
the proposed beds will be located in the area currently served by the public institution that will be closed, as determined by the Department.


(3)
The minimum number of beds in a psychiatric unit in a general hospital shall be at least 20 beds.  If a psychiatric unit has or proposes to operate both adult and child/adolescent beds, then each unit shall have a minimum of 20 beds.  The Department may approve an application for a unit of less than 20 beds, if the applicant demonstrates, to the satisfaction of the Department, that travel time to existing units would significantly impair access to care.


(4)
An applicant shall provide verification of Medicaid participation at the time the application is submitted to the Department.  An applicant that is a new provider not currently enrolled in Medicaid shall provide a signed affidavit stating 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.  If the required documentation is not submitted with the application on the designated application date, the application will be deemed filed on the first applicable designated application date after all required documentation is received by the Department.

Section 7.  Requirements for approval for applicants requesting a specialized psychiatric program for children/adolescents 

Sec. 7.  An applicant proposing to use inpatient psychiatric beds (including new, additional, replacement or converted beds) for a specialized psychiatric program for children/adolescents shall demonstrate that it meets all of the following:


(a)
The proposed project meets the requirements of Section 6 of these standards, as applicable.


(b)
The proposed specialized psychiatric program for children/adolescents shall be physically distinct from other inpatient units and shall provide a minimum of 40 gross square feet per child/adolescent bed.


(c)
The proposed specialized psychiatric program for children/adolescents shall provide a dedicated group therapy area consisting of either:


(i)
a room of at least 225 gross square feet; or


(ii)
a minimum of 8 gross square feet per child/adolescent bed.


(d)
The proposed specialized psychiatric program for children/adolescents shall comply with Rules 330.1239 and 330.1243 of the Department of Mental Health administrative rules.


(e)
The proposed specialized psychiatric program for children/adolescents shall provide the following dedicated educational/classroom space:


(i)
a room of at least 325 gross square feet, or the minimum square footage per licensed child/adolescent bed as required per student by the home school district's standards for special education classrooms, whichever is less; and


(ii)
one dedicated educational/vocational training area for every 16 licensed child/adolescent beds.

Section 8.  Requirements for approval -- replacement beds

Sec. 8.  An applicant proposing replacement beds shall not be required to be in compliance with the needed bed supply set forth in Appendix A or B, as applicable, if the applicant demonstrates all of the following:


(a)
The project proposes to replace an equal or lesser number of beds currently licensed to the applicant at the licensed site at which the proposed replacement beds are currently located.


(b)
The proposed licensed site is in the replacement zone.


(c)
The applicant meets all other applicable CON review standards and agrees and assures to comply with all applicable project delivery requirements.


(d)
Not less than 50 percent (50%) of the beds proposed to be replaced shall be allocated for use by public patients.


(e)
Previously made commitments, if any, to the Department or CMH(s) to serve public patients have been fulfilled.


(f)
The applicant has, at the time the application is deemed submitted, a signed letter of agreement, with the Department or the CMH(s) that serve the planning area in which the beds are located, to enter into a contract with the CMH(s) or the Department to meet the needs of the public patient when the proposed replacement beds are licensed for use.  At a minimum, the letter of agreement shall specify the number of beds to be allocated to the public patient and the applicant's intention to serve patients with an involuntary commitment status.

Section 9.  Requirements for approval -- acquisition of a psychiatric hospital or unit

Sec. 9.  An applicant proposing to acquire a psychiatric hospital or unit shall not be required to be in compliance with the needed bed supply set forth in Appendix A or B, as applicable, for the planning area in which the psychiatric hospital or unit subject to the proposed acquisition is located, if the applicant demonstrates that all of the following are met:


(a)
The acquisition will not result in a change in the number of licensed beds or beds designated for a child/adolescent specialized psychiatric program.


(b)
The licensed site does not change as a result of the acquisition.


(c)
The project is limited solely to the acquisition of a psychiatric hospital or unit.

Section 10.  Additional requirements for applications included in comparative review

Sec. 10.  (1)  Any application subject to comparative review under Section 22229 of the Code being Section 333.22229 of the Michigan Compiled Laws or these standards shall be grouped and reviewed with other applications in accordance with the CON rules applicable to comparative review.


(2)
Each application in a comparative group shall be individually reviewed to determine whether the application has satisfied all the requirements of Section 22225 of the Code being Section 333.22225 of the Michigan Compiled Laws and all other applicable requirements for approval in the Code and these standards.  If the Department determines that two or more competing applications satisfy all of the requirements for approval, these projects shall be considered qualifying projects.  The Department shall approve those qualifying projects which, when taken together, do not exceed the need, as defined in Section 22225(1) of the Code, being Section 333.22225(1) of the Michigan Compiled Laws, and which have the highest number of points when the results of subsection (3) are totaled.  If two or more qualifying projects are determined to have an identical number of points, then the Department shall approve those qualifying projects which, when taken together, do not exceed the need, as defined in Section 22225(1), in the order in which the applications were received by the Department, based on the date and time stamp placed on the application for CON form (form T-150-G-1.01 or any subsequent replacement form) by the Division of Health Facility Development (or the administrative unit of the Department responsible for administering the CON program) when the application is filed.


(3)(a)
A qualifying project application will be awarded 5 points if, within six months of beginning operation and annually thereafter, 100% of the licensed psychiatric beds (both existing and proposed) at the facility will be Medicaid certified.


(b)
A qualifying project will have 4 points deducted if, on or after November 26, 1995, the records maintained by the Department document that the applicant was required to enter into a contract with either the Department or a CMH to serve the public patient and did not do so.


(c)
A qualifying project will have 5 points deducted if, on or after November 26, 1995, the records maintained by the Department document that the applicant entered into a contract with MDCH or CMH but never admitted any public patients referred pursuant to that contract.


(d)
A qualifying project will have 5 points deducted if, on or after November 26, 1995, the records maintained by the Department document that an applicant agreed to serve patients with an involuntary commitment status but has not admitted any patients referred with an involuntary commitment status.


(e)
A qualifying project will be awarded 3 points if the applicant agrees to enter into a unified agreement within 6 months of beginning operation of the beds or specialized psychiatric program.  A unified agreement is defined as an agreement among at least the following entities: the Michigan DEPARTMENT OF HUMAN SERVICES, the home school district(s), the juvenile division of the probate court and the CMH(s) serving the planning area in which the proposed beds will be located, or a majority of the boards, if more than one CMH serves the planning area in which the proposed beds will be located.


(f)
A qualifying project will be awarded 3 points if the applicant presents, in its application, a plan, acceptable to the Department, for the treatment of patients requiring long-term treatment.  For purposes of this subsection, long-term treatment is defined to mean an inpatient length of stay in excess of 45 days.


(g)
A qualifying project will be awarded 3 points if the applicant agrees that within 6 months of beginning operation of the proposed beds or specialized psychiatric program, the applicant shall offer, either directly or through written agreement with another provider(s), a comprehensive array of services.  For purposes of this subsection, a comprehensive array of services is defined to include but not be limited to: a partial hospitalization psychiatric program, outpatient services, and aftercare services.


(h)
A qualifying project will have 4 points deducted if the Department has issued, within three years prior to the date on which the CON application was deemed submitted, a temporary permit or provisional license due to a pattern of licensure deficiencies at any psychiatric hospital or unit owned or operated by the applicant in this state.


(i)
A qualifying project will have points awarded based on the percentage of the hospital's indigent volume as set forth in the following table.






Hospital Indigent
 


Points






Volume  




Awarded





 0 - <6%




1






 6 - <11%




2






11 - <16%




3






16 - <21%




4






21 - <26%




5






26 - <31%




6






31 - <36%




7






36 - <41%




8






41 - <46%




9






46%  +





10

For purposes of this subsection, indigent volume means the ratio of a hospital's indigent charges to its total charges expressed as a percentage as determined by the Department pursuant to Chapter VIII of the Medical Assistance Program manual.  The indigent volume data being used for rates in effect at the time the application is deemed submitted will be used by the Department in determining the number of points awarded to each qualifying project.


(j)
A qualifying project will have points deducted based on the applicant's record of compliance with applicable safety and operating standards for any psychiatric hospital or unit owned and/or operated by the applicant in this state.  Points shall be deducted in accordance with the following schedule if, on or after November 26, 1995, the Department records document any non-renewal or revocation of license for cause or non-renewal or termination of certification for cause of any psychiatric hospital or unit owned or operated by the applicant in this state.






Psychiatric Hospital/Unit


Points






Compliance Action        


Deducted





Non-renewal or revocation of license
4






Non-renewal or termination of:







Certification - Medicare

4







Certification - Medicaid

4


(4)
No points will be awarded to an applicant under individual subsections of Section 10 if information presented in Section 10 is inconsistent with related information provided in other sections of the CON application.

Section 11.  Project delivery requirements - terms of approval for all applicants

Sec. 11.  (1)  An applicant shall agree that, if approved, the project shall be delivered in compliance with the following terms of CON approval:


(a)
Compliance with these standards.


(b)
Compliance with applicable operating standards in the Mental Health Code or the administrative rules promulgated thereunder.


(c)
Compliance with the following applicable quality assurance standards:


(i)
The average occupancy rate for all licensed beds at the psychiatric hospital or unit shall be at least 85 percent (%) for adult beds and 75 percent (%) for child/adolescent beds for the second 12 months of operation, and annually thereafter.


(ii)
The proposed licensed psychiatric beds shall be operated in a manner that is appropriate for a population with the ethnic, socioeconomic, and demographic characteristics including the developmental stage of the population to be served.


(iii)
The applicant shall establish procedures to care for patients who are disruptive, combative, or suicidal and for those awaiting commitment hearings, and the applicant shall establish a procedure for obtaining physician certification necessary to seek an order for involuntary treatment for those persons that, in the judgment of the professional staff, meet the Mental Health Code criteria for involuntary treatment.


(iv)
The applicant shall develop a standard procedure for determining, at the time the patient first presents himself or herself for admission or within 24 hours after admission, whether an alternative to inpatient psychiatric treatment is appropriate.


(v)
The inpatient psychiatric hospital or unit shall provide clinical, administrative, and support services that will be at a level sufficient to accommodate patient needs and volume, and will be provided seven days a week to assure continuity of services and the capacity to deal with emergency admissions.


(vi)
The applicant shall participate in a data collection network established and administered by the Department or its designee.  The data may include, but is not limited to: annual budget and cost information, operating schedules, and demographic, diagnostic, morbidity and mortality information, as well as the volume of care provided to patients from all payor sources.  The applicant shall provide the required data on a separate basis for each licensed site; in a format established by the Department; and in a mutually agreed upon media.  The Department may elect to verify the data through on-site review of appropriate records.


(vii)
The applicant shall provide the Department with a notice stating the date the beds or services are placed in operation and such notice shall be submitted to the Department consistent with applicable statute and promulgated rules.


(viii)
The applicant, to assure appropriate utilization by all segments of the Michigan population, shall:


(A)
not deny acute inpatient mental health services to any individual based on ability to pay, source of payment, age, race, handicap, national origin, religion, gender, sexual orientation or commitment status;


(B)
provide acute inpatient mental health services to any individual based on clinical indications of need for the services; 


(C)
maintain information by payor and non-paying sources to indicate the volume of care from each source provided annually.


Compliance with selective contracting requirements shall not be construed as a violation of this term.


(ix)
An applicant required to enter into a contract with a CMH(s) or the Department pursuant to these standards shall have in place, at the time the approved beds or services become operational, a signed contract to serve the public patient.  The contract must address a single entry and exit system including discharge planning for each public patient.  The contract shall specify that at least 50% or 80% of the approved beds, as required by the applicable sections of these standards, shall be allocated to the public patient, and shall specify the hospital's or unit's willingness to admit patients with an involuntary commitment status.  The contract need not be funded.


(x)
An applicant shall participate in Medicaid at least 12 consecutive months within the first two years of operation and continue to participate annually thereafter.


(2)
Compliance with Section 11 shall be determined by the Department based on a report submitted by the applicant and/or other information available to the Department.


(3)
The agreements and assurances required by Section 11 shall be in the form of a certification authorized by the governing body of the applicant or its authorized agent.

Section 12.  Project delivery requirements - additional terms of approval for child/adolescent specialized psychiatric programs

Sec. 12.  (1)  In addition to the provisions of Section 11, an applicant for a child/adolescent specialized psychiatric program shall agree to operate the program in compliance with the following terms of CON approval, as applicable:


(a)
There shall be at least the following child and adolescent mental health professionals employed, either directly or by contract, by the hospital or unit, each of whom must have been involved in the delivery of child/adolescent mental health services for at least 2 years within the most recent 5 years:


(i)
a child/adolescent psychiatrist;


(ii)
a child psychologist;


(iii)
a psychiatric nurse;


(iv)
a psychiatric social worker;


(v)
an occupational therapist or recreational therapist; and


(vi)
a special education teacher (certified with emotionally impaired).


(b)
There shall be a recipient rights officer employed by the hospital or the program.


(c)
The applicant shall identify a staff member(s) whose assigned responsibilities include discharge planning and liaison activities with the home school district(s).


(d)
 There shall be the following minimum staff employed either on a full time basis or on a consulting basis:


(i)
a pediatrician;


(ii)
a child neurologist;


(iii)
a neuropsychologist;


(iv)
a speech and language therapist;


(v)
an audiologist; and


(vi)
a dietician.


(e)
A child/adolescent specialized psychiatric program shall have the capability to determine that each inpatient admission is the appropriate treatment alternative consistent with Section 498e of the Mental Health Code, being Section 330.1498e of the Michigan Compiled Laws.


(f)
The child/adolescent specialized psychiatric program shall develop and maintain a coordinated relationship with the home school district of any patient to ensure that all public education requirements are met.


(g)
The applicant shall demonstrate that the child/adolescent specialized psychiatric program is integrated within the continuum of mental health services available in its planning area by establishing a formal agreement with the CMH(s) serving the planning area in which the child/adolescent specialized psychiatric program is located.  The agreement shall address admission and discharge planning issues which include, at a minimum, specific procedures for referrals for appropriate community services and for the exchange of information with the CMH(s), the probate court(s), the home school district, the Michigan DEPARTMENT OF HUMAN SERVICES, the parent(s) or legal guardian(s) and/or the patient's attending physician.


(2)
Compliance with Section 12 shall be determined by the Department based on a report submitted by the program and/or other information available to the Department.


(3)
The agreements and assurances required by Section 12 shall be in the form of a certification authorized by the governing body of the applicant or its authorized agent.

Section 13.  Department inventory of beds

Sec. 13.  The Department shall maintain, and provide on request, a listing of the Department Inventory of Beds for each adult and child/adolescent planning area.

Section 14.  Planning areas

Sec. 14.  (1)  The planning areas for child/adolescent inpatient psychiatric beds are the geographic boundaries of the groups of counties as follows.

Child/Adolescent

Planning Areas

Counties


1






Livingston, Macomb, Monroe, Oakland, St. Clair, Washtenaw, Wayne

2






Clinton, Eaton, Hillsdale, Ingham, Jackson, Lenawee

3






Barry, Berrien, Branch, Calhoun, Cass, Kalamazoo, St. Joseph, Van Buren

4






Allegan, Ionia, Kent, Lake, Mason, Montcalm, Muskegon, Newaygo, Oceana, Ottawa

5






Genesee, Lapeer, Shiawassee

6






Arenac, Bay, Clare, Gladwin, Gratiot, Huron, Iosco, Isabella, Midland, Mecosta, Ogemaw, Osceola, Oscoda, Saginaw, Sanilac, Tuscola

7






Alcona, Alpena, Antrim, Benzie, Charlevoix, Cheboygan, Crawford, Emmet,  Grand Traverse, Kalkaska, Leelanau, Manistee, Missaukee, Montmorency, Otsego, Presque Isle, Roscommon, Wexford

8






Alger, Baraga, Chippewa, Delta, Dickinson, Gogebic, Houghton, Iron, Keweenaw, Luce, Mackinac, Marquette, Menominee, Ontonagon, Schoolcraft


(2)
The planning areas for adult inpatient psychiatric beds are the geographic boundaries of the groups of counties as follows.

Adult Planning Areas


Counties
Detroit/Wayne



Wayne

Livingston




Livingston

Macomb




Macomb

Monroe





Monroe

Oakland




Oakland

St. Clair





St. Clair

Washtenaw



Washtenaw

Clinton-Eaton-Ingham


Clinton, Eaton, Ingham

Jackson-Hillsdale


Jackson, Hillsdale

Lenawee




Lenawee

Barry






Barry

Berrien





Berrien

Branch





Branch

Calhoun




Calhoun

Cass






Cass

Kalamazoo



Kalamazoo

St. Joseph



St. Joseph

Van Buren



Van Buren

Adult Planning Areas


Counties
Allegan





Allegan

Ionia






Ionia

WEST MICHIGAN - Kent

Kent

WEST MICHIGAN


Lake, MASON, OCEANA

Montcalm




Montcalm

Muskegon



Muskegon

Newaygo




Newaygo


Ottawa





Ottawa

Genesee




Genesee

Lapeer





Lapeer

Shiawassee



Shiawassee

AuSable Valley



Iosco, Ogemaw, Oscoda

Bay-Arenac



Arenac, Bay

Central Michigan


Clare, GLADWIN, Isabella, Mecosta, MIDLAND, Osceola

Gratiot





Gratiot

Huron





Huron


Saginaw




Saginaw

Sanilac





Sanilac

Tuscola





Tuscola

NORTH COUNTRY
Antrim, CHARLEVOIX, CHEBOYGAN, EMMET, Kalkaska, OTSEGO
NORTHERN LAKES
 
CRAWFORD, Grand Traverse, Leelanau, MISSAUKEE, ROSCOMMON, WEXFORD
Manistee-Benzie


Benzie, Manistee


Northeast Michigan


Alcona, Alpena, Montmorency, Presque Isle


PATHWAYS

Alger, DELTA, LUCE, Marquette

Copper Country


Baraga, Houghton, Keweenaw, Ontonagon


NORTHPOINTE

Dickinson, Iron, MENOMINEE

Gogebic




Gogebic



HIAWATHA


CHIPPEWA, MACKINAC, Schoolcraft

Section 15.  Effect on prior CON review standards; comparative reviews

Sec. 15.  (1)  These CON review standards supercede and replace the CON Review Standards for Psychiatric Beds and Services, approved by the CON Commission on March 8, 2005 and effective on MAY 27, 2005.


(2)
Projects involving replacement beds reviewed under these standards shall not be subject to comparative review.


(3)
Projects reviewed under these standards involving either:  (a) an increase in the number of licensed psychiatric beds, or (b) an increase in the number of beds (whether new, additional, replacement or converted) for a specialized psychiatric program for children/adolescents shall be subject to comparative review.


APPENDIX A


CON REVIEW STANDARDS


FOR CHILD/ADOLESCENT PSYCHIATRIC BEDS
The bed need numbers, for purposes of these standards until otherwise changed by the Commission, are as follows:

	Planning Area
	Bed Need

	
	

	1
	82

	2
	23

	3
	14

	4
	25

	5
	11

	6
	14

	7
	7

	8
	5

	TOTAL
	181



APPENDIX B


CON REVIEW STANDARDS


FOR ADULT PSYCHIATRIC BEDS
The bed need numbers, for purposes of these standards until otherwise changed by the Commission, are as follows:

	Planning Area
	Bed Need

	

	Detroit-Wayne
	420

	Livingston
	37

	Macomb
	179

	Monroe
	22

	Oakland
	261

	St. Clair
	24

	Washtenaw
	76

	

	Clinton-Eaton-Ingham
	100

	Jackson-Hillsdale
	41

	Lenawee
	22

	

	Barry
	13

	Berrien
	27

	Branch
	11

	Calhoun
	30

	Cass
	12

	Kalamazoo
	41

	St. Joseph
	14

	Van Buren
	16

	

	Allegan
	10

	Ionia
	14

	WEST MICHIGAN - Kent
	123

	WEST MICHIGAN (Lake, MASON, OCEANA)
	15

	
	

	Montcalm
	14

	Muskegon
	28

	Newaygo
	11

	
	

	Ottawa
	13

	

	Genesee
	93

	Lapeer
	20

	Shiawassee
	16



APPENDIX B - continued

	Planning Area
	Bed Need

	

	AuSable Valley (IOSCO, OGEMAW, OSCODA)
	14

	Bay-Arenac
	28

	Central Michigan (CLARE, GLADWIN, ISABELLA, MECOSTA, MIDLAND, OSCEOLA)
	40

	Gratiot
	10

	Huron
	8

	
	

	Saginaw
	28

	Sanilac
	10

	Tuscola
	13

	

	NORTH COUNTRY (Antrim, CHARLEVOIX, CHEBOYGAN, EMMET, Kalkaska, OTSEGO)
	15

	NORTHERN LAKES (CRAWFORD, Grand Traverse, Leelanau, MISSAUKEE, ROSCOMMON, WEXFORD)
	15

	Manistee-Benzie
	10

	
	

	Northeast Michigan (ALCONA, ALPENA, MONTMORENCY, PRESQUE ISLE)
	16

	
	

	

	PATHWAYS (Alger, DELTA, LUCE, Marquette)
	28

	Copper Country (BARAGA, HOUGHTON, KEWEENAW, ONTONAGON)
	13

	
	

	NORTHPOINTE (Dickinson, Iron, MENOMINEE)
	15

	
	

	Gogebic
	5

	
	

	
	

	HIAWATHA (CHIPPEWA, MACKINAC, Schoolcraft)
	14

	
	

	TOTAL
	1985













APPENDIX C


RATIO OF ADULT INPATIENT PSYCHIATRIC 


BEDS PER 10,000 ADULT POPULATION

	Adult Planning Area
	Adult Beds per 10,000 

Adult Population

	Detroit/Wayne
	3.5229

	Livingston
	-0-

	Macomb
	3.1345

	Monroe
	1.8657

	Oakland
	4.1120

	St. Clair
	1.8192

	Washtenaw
	3.2809

	

	Clinton-Eaton-Ingham
	3.8835

	Jackson-Hillsdale
	2.5359

	Lenawee
	4.5961

	

	Barry
	-0-

	Berrien
	2.1298

	Branch
	4.5248

	Calhoun
	5.3946

	Cass
	-0-

	Kalamazoo
	2.1639

	St. Joseph
	-0-

	Van Buren
	2.6127

	

	Allegan
	1.1147

	Ionia
	-0-

	WEST MICHIGAN - Kent
	3.6049

	WEST MICHIGAN (Lake, MASON, OCEANA)
	2.6730

	
	

	Montcalm
	3.4171

	Muskegon
	2.1211

	Newaygo
	4.4659

	
	

	Ottawa
	.6605

	

	Genesee
	3.3307

	Lapeer
	2.4962

	Shiawassee
	2.9550

	
	











APPENDIX C - continued

	Adult Planning Area
	Adult Beds per 10,000 

Adult Population

	Ausable Valley (IOSCO, OGEMAW, OSCODA)
	-0-

	Bay-Arenac
	2.8763

	Central Michigan (CLARE, GLADWIN, ISABELLA, MECOSTA, MIDLAND, OSCEOLA)
	1.8484

	Gratiot
	3.6413

	Huron
	-0-

	
	

	Saginaw
	1.7369

	Sanilac
	-0-

	Tuscola
	-0-

	

	NORTH COUNTRY (Antrim, CHARLEVOIX, CHEBOYGAN, EMMET, Kalkaska, OTSEGO)
	1.995

	NORTHERN LAKES (CRAWFORD, Grand Traverse, Leelanau, MISSAUKEE, ROSCOMMON, WEXFORD
	.9474

	Manistee-Benzie
	-0-

	
	

	Northeast Michigan (ALCONA, ALPENA, MONTMORENCY, PRESQUE ISLE)
	2.7948

	
	

	

	PATHWAYS (Alger, DELTA, LUCE, Marquette)
	3.8769

	Copper Country (BARAGA, HOUGHTON, KEWEENAW, ONTAGON)
	-0-

	
	

	NORTHPOINTE (Dickinson, Iron, MENOMINEE)
	-0-

	
	

	Gogebic
	-0-

	
	

	
	

	HIAWATHA (CHIPPEWA, MACKINAC, Schoolcraft)
	-0-

	

	State
	2.8697



APPENDIX D


CON REVIEW STANDARDS

FOR CHILD/ADOLESCENT INPATIENT PSYCHIATRIC BEDS
The use rate per 1000 population age 0-17, for purposes of these standards, until otherwise changed by the Commission, is 17.85.









ATTACHMENT E

Beaumont Hospitals

Public Comment Pertaining to Bone Marrow Transplantation Services

June 22, 2005

My name is Patrick O'Donovan, Director of Planning for Beaumont Hospitals. According

to the current C.O.N. Commission Work Plan, the C.O.N. review standards for Bone

Marrow Transplantation Services are scheduled to be reviewed by the Commission in

2006. For the reasons I will briefly discuss, Beaumont requests that the C.O.N.

Commission retain that schedule and at the appropriate time appoint a Standards Advisory

Committee to make recommendations on the Bone Marrow Transplant standards.

o
The last time the BMT standards were substantively reviewed was in 1997, eight years ago.

(
According to the Donor Marrow Registry the number of bone marrow transplants steadily increased between 1997 and 2004. The number of bone marrow transplants is predicted to further increase due to the ability to transplant older patients and an increasing number of patients with disease that can be treated with transplant.

(
Bone marrow transplant is the standard of care for a variety of malignant and benign conditions.

(
The technology and practice of BMT is rapidly changing. In the past transplants were performed in the inpatient hospital setting and patients were hospitalized for weeks at a time. Advances in technology have made it possible for the majority of patients to have their transplants done as an outpatient- thus reducing the costs associated with BMT. Outpatient transplants are only possible when the patient lives close to the transplant center- otherwise the patient must be hospitalized or rent nearby housing.

(
Currently there are only four hospitals in the State with C.O.N. approved BMT programs. Consideration should be given to increasing access for BMT services across the State consistent with the increasing need and changes in technology. Increased access may also have a positive effect on costs and efficiency, by reducing the need for patient travel and reducing the need for re-testing and re-staging that often occurs today.

It is clear that the world has changed in the clinical area of Bone Marrow Transplant, and we urge the Commission to re-evaluate the standards consistent with the 2006 timeframe shown on the existing Work Plan. We would be pleased to provide additional information on this important topic as you deliberate on your Work Plan. Thank you for your time and I'd be happy to respond to any questions.

conbonemarrowtransplantpubliccomment6-22-05 .doc

BONE MARROW TRANSPLANTATION SERVICES 


COMMISSION FINAL ACTION ON JUNE 22, 2005





�PAGE \# "'Page: '#'�'"  �Page: 1���Section 2(1)(a):  "(a)  "ACQUISITION OF A BONE MARROW TRANSPLANTATION SERVICE" MEANS THE ACQUISITION (INCLUDING PURCHASE, LEASE, DONATION, OR OTHER ARRANGEMENT) OF AN EXISTING BONE BARROW TRANSPLANTATION SERVICE."  Defines acquisition of an existing bone marrow transplantation service.  Approved by the CON Commission at its 3/8/05 meeting.  Public hearing held on 5/3/05.





�PAGE \# "'Page: '#'�'"  �Page: 1���Section 2(1)(b) – (e):  Relettered.  Approved by the CON Commission at its 3/8/05 meeting.  Public hearing held on 5/3/05.





�PAGE \# "'Page: '#'�'"  �Page: 2���Section 2(1)(f):  "(F)  "CANCER HOSPITAL" MEANS A HOSPITAL THAT HAS BEEN APPROVED TO PARTICIPATE IN THE TITLE XVIII (MEDICARE) PROGRAM AS A PROSPECTIVE PAYMENT SYSTEM (PPS) EXCEMPT HOSPITAL IN ACCORDANCE WITH SECTION 1886 (D)(1)(B)(V) OF THE SOCIAL SECURITY ACT, AS AMENDED."  Relettered and defines cancer hospital.  Approved by the CON Commission at its 3/8/05 meeting.  Public hearing held on 5/3/05.





�PAGE \# "'Page: '#'�'"  �Page: 2���AMENDMENT – Section 2(1)(k):  “(iK)  "Department inventory of bone marrow transplantation services" means the list set forth in Appendix A and maintained by the Department of: (i) the bone marrow transplantation services operating pursuant to a valid CON issued under Part 222 or former Part 221; (ii) operating bone marrow transplantation services for which the operation of that service did not require a CON; and (iii) bone marrow transplantation services that are not yet operational but have a valid CON issued under Part 222.  The list shall inventory adult and pediatric services separately and shall specify the site at which the bone marrow transplantation service is authorized.”  Technical amendment to eliminate Appendix A as the Department maintains the inventory, and applicants must contact the Department for the most current inventory.





�PAGE \# "'Page: '#'�'"  �Page: 2���Section 2(1)(p):  "(nP)  "Initiate a bone marrow transplantation service" means to begin operation of a bone marrow transplantation service at a site that does not provide either adult or pediatric bone marrow transplantation services and is not listed on the Department inventory as of the date an application is submitted to the Department.  The term includes an adult service that is proposing to provide a pediatric bone marrow transplantation service, and a pediatric service that is proposing to provide an adult bone marrow transplantation service.  THE TERM DOES NOT INCLUDE BEGINNING OPERATION OF A BONE TRANSPLANTATION SERVICE BY A CANCER HOSPITAL WHICH ACQUIRES AN EXISTING BONE MARROW TRANSPLANTATION SERVICE PROVIDED THAT ALL OF THE STAFF, SERVICES, AND PROGRAMS REQUIRED UNDER SECTION 3(3) ARE TO BE PROVIDED BY THE CANCER HOSPITAL AND/OR BY THE HOSPITAL FROM WHICH THE BONE MARROW TRANSPLANTATION SERVICE IS BEING ACQUIRED."  New language clarifies the definition "initiate a bone marrow transplantation service."  Approved by the CON Commission at its 3/8/05 meeting.  Public hearing held on 5/3/05.





�PAGE \# "'Page: '#'�'"  �Page: 3���Section 2(1)(g) – (w):  Relettered.  Approved by the CON Commission at its 3/8/05 meeting.  Public hearing held on 5/3/05.





�PAGE \# "'Page: '#'�'"  �Page: 12���AMENDMENT – Section 8(1):  “(1)  AN APPLICANT PROPOSING TO ACQUIRE AN EXISTING BONE MARROW TRANSPLANTATION SERVICE SHALL DEMONSTRATE THAT IT MEETS ALL OF THE REQUIREMENTS OF THIS SUBSECTION AND SHALL NOT BE REQUIRED TO BE IN COMPLIANCE WITH SECTION 3(5) AND THE DEPARTMENT INVENTORY SET FORTH IN APPENDIX A.”  Technical amendment to eliminate Appendix A as the Department maintains the inventory, and applicants must contact the Department for the most current inventory.





�PAGE \# "'Page: '#'�'"  �Page: 12���Section 8:  "Section 8.  REQUIREMENTS FOR APPROVAL – ACQUISITION OF A BONE MARROW TRANSPLANTATION SERVICE BY A CANCER HOSPITAL





	(1)	AN APPLICANT PROPOSING TO ACQUIRE AN EXISTING BONE MARROW TRANSPLANTATION SERVICE SHALL DEMONSTRATE THAT IT MEETS ALL OF THE REQUIREMENTS OF THIS SUBSECTION AND SHALL NOT BE REQUIRED TO BE IN COMPLIANCE WITH SECTION 3(5) AND THE DEPARTMENT INVENTORY SET FORTH IN APPENDIX A.


	(A)	THE TOTAL NUMBER OF BONE MARROW TRANSPLANTATION SERVICES IS NOT INCREASED IN THE PLANNING AREA AS THE RESULT OF THE ACQUISITION;


	(B)	AS PART OF THE ACQUISITION OF THE BONE MARROW TRANSPLANTATION SERVICE, THE ACQUISITION OR REPLACEMENT OF THE CANCER HOSPITAL; OR FOR ANY OTHER REASONS, THE LOCATION OF THE BONE MARROW TRANSPLANTATION SERVICE SHALL CONTINUE TO BE LOCATED AT ITS CURRENT LOCATION OR IN SPACE WITHIN THE LICENSED CANCER HOSPITAL SITE.


	(C)	THE APPLICANT IS A CANCER HOSPITAL AS DEFINED BY THESE STANDARDS;


	(D)	THE APPLICANT DEMONSTRATES THAT IT MEETS, DIRECTLY OR THROUGH ARRANGEMENTS WITH THE HOSPITAL FROM WHICH IT ACQUIRES THE BONE MARROW TRANSPLANTATION SERVICE, THE REQUIREMENTS SET FORTH UNDER SECTION 3(3), (6), (7), AND (8), AS APPLICABLE;


	(E)	 THE APPLICANT AGREES TO EITHER HAVE A WRITTEN CONSULTING AGREEMENT AS REQUIRED BY SECTION 3(10) OR OBTAIN A DETERMINATION BY THE DEPARTMENT THAT SUCH AN AGREEMENT IS NOT REQUIRED BECAUSE THE EXISTING BONE MARROW TRANSPLANTATION STAFF, SERVICES, AND PROGRAM SUBSTANTIALLY WILL CONTINUE TO BE IN PLACE AFTER THE ACQUISITION.


	(F)	THE APPLICANT AGREES AND ASSURES TO COMPLY, EITHER DIRECTLY OR THROUGH ARRANGEMENTS WITH THE HOSPITAL FROM WHICH IT ACQUIRES THE BONE MARROW TRANSPLANTATION SERVICE, WITH ALL APPLICABLE PROJECT DELIVERY REQUIREMENTS.


	(G)	IF THE APPLICANT DESCRIBED IN THIS SUBSECTION DOES NOT MEET THE TITLE XVIII REQUIREMENTS OF THE SOCIAL SECURITY ACT FOR EXEMPTION FROM PPS WITHIN 12 MONTHS AFTER BEGINNING OPERATION, THEN IT MAY APPLY FOR A SIX-MONTH EXTENSION IN ACCORDANCE WITH R325.9403 OF THE CON RULES.  IF THE APPLICANT FAILS TO MEET THE TITLE XVIII REQUIREMENTS FOR PPS EXEMPTION WITHIN THE 12 OR 18-MONTH PERIOD, THEN THE CON GRANTED PURSUANT TO THIS SECTION SHALL EXPIRE AUTOMATICALLY.





	(2)	APPLICANTS PROPOSING TO ACQUIRE AN EXISTING BONE MARROW TRANSPLANTATION SERVICE UNDER THIS SECTION SHALL NOT BE SUBJECT TO COMPARATIVE REVIEW."  The proposed language would allow for the acquisition of an existing bone marrow transplantation service by a cancer hospital.  Approved by the CON Commission at its 3/8/05 meeting.  Public hearing held on 5/3/05.





�PAGE \# "'Page: '#'�'"  �Page: 13���AMENDMENT – Section 10:  “Sec 910.  Appendix A sets forth the bone marrow transplantation services included in the Department inventory of bone marrow transplantation as of the effective date of these standards.  Modifications to Appendix A shall be made by the Department based on decisions made on CON applications and Certificates of Need. THE DEPARTMENT SHALL MAINTAIN, AND PROVIDE ON REQUEST, A LISTING OF THE DEPARTMENT INVENTORY OF BONE MARROW TRANSPLANTATION SERVICES.”  Technical Amendment - the Department maintains the inventory, and applicants must contact the Department for the most current inventory.





�PAGE \# "'Page: '#'�'"  �Page: 13���Section 11(1):  "Sec. 1011. (1)  These CON review standards supersede and replace the CON Review Standards for Extrarenal Transplantation Services pertaining to bone marrow transplantation services approved by the CON Commission on June 4, 1997MARCH 9, 2004 and effective on July 26, 1997JUNE 4, 2004."  Technical change.  Approved by the CON Commission at its 3/8/05 meeting.  Public hearing held on 5/3/05.





�PAGE \# "'Page: '#'�'"  �Page: 13���Sections 9 – 11:  Renumbered.  Approved by the CON Commission at its 3/8/05 meeting.  Public hearing held on 5/3/05.





�PAGE \# "'Page: '#'�'"  �Page: 14���AMENDMENT:  Appendix A:  Technical Amendment to remove the inventory.  The Department maintains the inventory, and applicants must contact the Department for the most current inventory.





MAGNETIC RESONANCE IMAGING (MRI) SERVICES 


COMMISSION FINAL ACTION ON JUNE 22, 2005





�PAGE \# "'Page: '#'�'"  �Page: 14���AMENDMENT – Section 13(2)(a), (b), & (c):  “(a)  For a site located in a rural or micropolitan statistical area county, OR FOR THE NOVEMBER 1, 2005 MRI SERVICE UTILIZATION LIST UNTIL DECEMBER 31, 2005 A COUNTY DESIGNATED AS "RURAL" AS THAT TERM WAS DEFINED UNDER THE "STANDARDS FOR DEFINING METROPOLITAN AREAS IN THE 1990S" BY THE STATISTICAL POLICY OFFICE OF THE OFFICE OF INFORMATION AND REGULATORY AFFAIRS OF THE UNITED STATES OFFICE OF MANAGEMENT AND BUDGET, 55 F.R. P 12154 (MARCH 30, 1990), the number of MRI adjusted procedures shall be multiplied by a factor of 1.4.


	(b)	For a mobile MRI unit that serves hospitals and other host sites located in rural, micropolitan statistical area, and metropolitan statistical area counties, the number of MRI adjusted procedures for a site located in a rural or micropolitan statistical area county, OR FOR THE NOVEMBER 1, 2005 MRI SERVICE UTILIZATION LIST UNTIL DECEMBER 31, 2005 A COUNTY DESIGNATED AS "RURAL" AS THAT TERM WAS DEFINED UNDER THE "STANDARDS FOR DEFINING METROPOLITAN AREAS IN THE 1990S" BY THE STATISTICAL POLICY OFFICE OF THE OFFICE OF INFORMATION AND REGULATORY AFFAIRS OF THE UNITED STATES OFFICE OF MANAGEMENT AND BUDGET, 55 F.R. P 12154 (MARCH 30, 1990), shall be multiplied by a factor of 1.4 and for a site located in a metropolitan statistical area county, the number of MRI adjusted procedures shall be multiplied by a factor of 1.0.


	(c)	For a mobile MRI unit that serves only sites located in rural or micropolitan statistical area counties, OR FOR THE NOVEMBER 1, 2005 MRI UTILIZATION LIST UNTIL DECEMBER 31, 2005 A COUNTY DESIGNATED AS "RURAL" AS THAT TERM WAS DEFINED UNDER THE "STANDARDS FOR DEFINING METROPOLITAN AREAS IN THE 1990S" BY THE STATISTICAL POLICY OFFICE OF THE OFFICE OF INFORMATION AND REGULATORY AFFAIRS OF THE UNITED STATES OFFICE OF MANAGEMENT AND BUDGET, 55 F.R. P 12154 (MARCH 30, 1990), the number of MRI adjusted procedures shall be multiplied by a factor of 2.0.”  Change would allow for those metropolitan counties (based on the 2000 census) that were previously identified as rural counties (based on the 1990 census) to receive the rural factor as calculated under this section for a limited period of time.  Approved by the CON Commission at its 3/8/05 meeting.  Public Hearing held on 5/3/05.  Amended language for administrative feasibility.  It would apply to the November 1, 2005 MRI Service Utilization List.  Affected applicants would have until 4/1/06 to apply and use the 11/1/05 list.





�PAGE \# "'Page: '#'�'"  �Page: 18���Section 18(1):  "Sec. 18. (1)  These CON review standards supersede and replace the CON Review Standards for Magnetic Resonance Imaging Services approved by the CON Commission on March 9MAY 11, 2004 and effective June 4JULY 12, 2004."  Technical change.  Approved by the CON Commission at its 3/8/05 meeting.  Public Hearing held on 5/3/05.





PSYCHIATRIC BEDS AND SERVICES


FOR CON COMMISSION FINAL ACTION ON JUNE 22, 2005





�PAGE \# "'Page: '#'�'"  �Page: 6���Section 6(2)(d):  "(d)  IN THE CASE OF AN APPLICANT THAT IS PROPOSING AN INCREASE IN THE NUMBER OF LICENSED PSYCHIATRIC BEDS AT AN EXISTING FACILITY, The The average occupancy rate for all existing beds, as applicable, in all psychiatric hospitals or units in the planning area in which the proposed beds or services will be located, was at least 85 percent (85%) for adult beds and 75% for child/adolescent beds, for the 12 month period immediately preceding the date the application was deemed submitted based on the Department's data."  If an existing facility is proposing an increase in the number of licensed psychiatric beds, they must demonstrate an average occupancy rate for the planning area.  Approved by the CON Commission at its 3/8/05 meeting.  Public Hearing held on 5/3/05.





�PAGE \# "'Page: '#'�'"  �Page: 6���Section 6(2)(f):  "(f)  If approved, the number of beds proposed in the CON application will not result in the number of existing adult or child/adolescent psychiatric beds, as applicable, in the planning area exceeding the needed bed supply set forth in Appendix A or B, as applicable.  HOWEVER, AN APPLICANT MAY REQUEST AND BE APPROVED FOR UP TO A MAXIMUM OF 20 BEDS IF, WHEN THE TOTAL NUMBER OF "EXISTING ADULT BEDS" OR EXISTING CHILD/ADOLESCENT BEDS" IS SUBTRACTED FROM THE BED NEED FOR THE PLANNING AREA SET FORTH IN APPENDIX B, THE DIFFERENCE IS EQUAL TO OR MORE THAN 1 OR LESS THAN 20."  Will allow for an additional 20 beds (maximum) if there is 1 but less than 20 beds in the current inventory of beds.  Approved by the CON Commission at its 3/8/05 meeting.  Public Hearing held on 5/3/05. 





�PAGE \# "'Page: '#'�'"  �Page: 8���AMENDMENT - Section 10(3)(e):  "(e)  A qualifying project will be awarded 3 points if the applicant agrees to enter into a unified agreement within 6 months of beginning operation of the beds or specialized psychiatric program.  A unified agreement is defined as an agreement among at least the following entities: the Michigan Family Independence AgencyDEPARTMENT OF HUMAN SERVICES, the home school district(s), the juvenile division of the probate court and the CMH(s) serving the planning area in which the proposed beds will be located, or a majority of the boards, if more than one CMH serves the planning area in which the proposed beds will be located."  Technical Amendment to change name.





�PAGE \# "'Page: '#'�'"  �Page: 11���AMENDMENT - Section 12(1)(g):  "(g)  The applicant shall demonstrate that the child/adolescent specialized psychiatric program is integrated within the continuum of mental health services available in its planning area by establishing a formal agreement with the CMH(s) serving the planning area in which the child/adolescent specialized psychiatric program is located.  The agreement shall address admission and discharge planning issues which include, at a minimum, specific procedures for referrals for appropriate community services and for the exchange of information with the CMH(s), the probate court(s), the home school district, the Michigan Family Independence AgencyDEPARTMENT OF HUMAN SERVICES, the parent(s) or legal guardian(s) and/or the patient's attending physician."  Technical Amendment to change name.





�PAGE \# "'Page: '#'�'"  �Page: 13���AMENDMENT - Section 14(2):  Technical amendment to update Adult Planning Areas consistent with the Community Mental Health Boards.





�PAGE \# "'Page: '#'�'"  �Page: 13���AMENDMENT - Section 15(1):  "Sec. 15.  (1)  These CON review standards supercede and replace the CON Review Standards for Psychiatric Beds and Services, approved by the CON Commission on March 98, 2004 2005 and effective on June 4MAY 27, 20042005."  Technical change.  Approved the by CON Commission at its 3/8/05 meeting.  Public Hearing held on 5/3/05.  Technical amendment – these standards will supercede those that became effective 5/27/05.





�PAGE \# "'Page: '#'�'"  �Page: 15���AMENDMENT – Appendix A:  Appendix A updated based on 2003 data.





�PAGE \# "'Page: '#'�'"  �Page: 16���AMENDMENT – Appendix B:  Appendix B updated.





�PAGE \# "'Page: '#'�'"  �Page: 18���AMENDMENT – Appendix C:  Appendix C updated.





�PAGE \# "'Page: '#'�'"  �Page: 20���AMENDMENT – Appendix D:  Appendix D updated.
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