






















lllll? EO 2007 EO 2007 EO , 
FACILITY I Visits ­ Visits- Visits Adjusted MRI 2006 ED 
I" fACIUT .E Adult Peds TOTAL Currer. . Service Procedures Visits Notes 
392010 Kalamazoo Psychiatric Hospital 0 0 0 
410070 Mary Free Bed Rehabilitation Hospital 0 0 0 
412510 Forest View Psvchiatrlc Hospital 0 0 0 
412530 Pine Rest Chrisban Mental Health Services 0 0 0 
412619 Saint Mary's Mercv Medical Center - Pine Rest 0 0 0 
500010 Southeast Michigan Surgical HosPital 0 0 0 
500080 51. Joseph's SpeciallY Hospital Q 0 0 
500111 Select Specialty Hospital - Macomb 0 0 0 
502530 Harbor Oaks H oSDital Q Q 0 
610051 Select Specialty Hospital of Western Michiaan 0 0 0 
610052 LifeCare Hospitals of Western MI 0 0 0 
630150 Stralth HosPltat for Soecial SurgerY 0 0 0 
630172 SSH - Pontiac 0 Q Q 

632200 Henry Ford Kingswood Hospital 0 0 Q 

632530 Havemwck Hosoital 0 0 0 
730060 HealthSource Saginaw Inc. 0 0 0 
730062 SSH - Saginaw 0 0 0 
810010 Forest Health Medical Center 0 0 0 
810081 Select Specialty Hospital - Ann Arbor 0 0 0 
820130 Kindred Hospital Detroit 0 0 0 
820272 SSH - Downriver (WYandotte) 0 0 0 
820276 Select Specialtv Hospital - Grosse Pointe 0 0 0 
830410 Rehabilitation Institute of Michigan 0 0 0 
830520 Karmanos Cancer Institute 0 0 0 
830521 SCCI Hoseltal-Detroit 0 0 0 
830523 Select Specialty Hospital NW Detroit 0 0 0 
632633 Circle of Life 0 0 0 
790032 Caro Community Hosoltal no Info yet N/A None 6284 
590030 Sheridan Community Hospital no info vel N/A None wlin 10 miles of Seectrum Health United Cameu. 
790030 Hills & Dales General Hospital no info vet N/A None 5111 
130100 Southwest Regional Rehabilitation Center no Info vet N/A None wlin 10 miles of BCHS 
390040 HEART CENTER FOR EXCELLENCE no Info yet N/A None o No ED? 
450020 Leelanau Memorial Hosoital no Info vet N/A None 0 
710030 Rogers City Rehabilitation Hospital no Info yet N/A None o No ED? 
730030 Covenant HealthCare Systems no Info yet N/A None wlin 10 miles of SI. Mary's 
822020 Hawthorn Center no Info vet NIA None wlin 10 miles of SI. Mary's Livonia 
750010 Sturgis Hospital no Info yet NIA Mobile 1107 19595 
700030 Zeeland Commumty Hoseilal no Info yet NIA Mobile 1377 wlin 10 miles of Holland Community Hosoltal 
750020 Three Rivers Health no info vet NIA Mobile 2930 14454 
340020 Ionia CounlY Memorial Hospital no info yet N/A Mobile 1539 14254 
800020 South Haven Communitv Hosoilal no info vet NIA Mobile 1168 13991 
230010 Ealon Rapids Medical Center no Info vet N/A Mobile 1074 wlin 10 miles of Hayes Green Beach 
030030 Boraess-Ploo Hospital no info vel NlA Mobile 1468 11744 
230020 Hayes Green Beach Memorial Hospital no Info yet NIA Mobile 2909 wfln 10 miles of Eaton Rapids Medical Center? 
190011 Clinton Memorial Hosoital no Info yet NIA Mobile 3144 9178 

360020 IRON COUNTY COMMUNITY HOSPITAL nolnlo vet N/A Mobile 931 8681 
150020 Charlevoix Area Hospital no info yet N/A MobUe 1131 8619 
520010 Bell Memoriat Hosoital nolnro vet N/A Mobile 1518 7678 
810601 University of Michigan Hospitals & Health Cenlers no info yet N/A Fixed 

330060 Sparrow Edward W Hospital no info yel N/A Fixed 
730040 Covenant Medical Center - Cooper no info yet N/A Fixed 
730061 Covenant HealthCare Svstems no info vet N/A Fixed 
410080 Saint Marv's Health Care no info yet N/A Fixed 
410060 Metro Hospilal no Info yel NIA Fixed 
820070 Garden City Hosoital no Info vel N/A Fixed 
330050 Sparrow Health SyStem - SI. Lawrence Campus no info yet N/A Fixed 
300010 Hillsdale Community Health Cenler no info yet NIA Fixed 
840010 Mercv Hospital no info vet N/A Fixed 
540030 Mecosta County Medical Center nolnlo yet NIA Fixed 
080010 Pennock Hospital no info vet N/A Fixed 

200020 Mercy Hospital - Grayling no Inlo yat N/A Fixed 

310020 Portage Hospital no info yet N/A Fixed 
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Public Testimony Regarding MRI Standards 

Presented at CON Commission Meeting - June 9, 2009 


By: Oakwood HeaIthcare, Inc. 


Oakwood Healthcare, Inc., located in Dearborn, Michigan, operates four licensed 
hospitals with 1281 inpatient hospital beds in west and southwest Wayne County and 
offers an array of hospital outpatient, diagnostic, physician, and other medical services, 
including inpatient psychiatric services. 

Oakwood supports the Workgroup MRI proposal developed by representatives of 
Oaklawn Hospital. Specifically, this proposal states that to convert a mobile MRI to 
fixed unit, the applicant must demonstrate at least 20,000 emergency department visits in 
the previous 12 months, as well as show that they are currently a mobile MRI host site 
with an historical volume of at least 3000 adjusted MRI procedures in 12 months. 

Mobile MRI service is currently provided at two of Oakwood's hospital facilities: 
Oakwood Heritage Hospital and Oakwood South shore Medical Center. In the last 
several years, MRI has become an important component of quality patient care. Now 
mainstream, MRI is a vital service for all hospitals and the communities they serve. The 
cost of providing mobile service is significantly more expensive than those associated 
with a fixed scanner. 

MRI capabilities have also evolved rapidly over the last five years. Increasingly, MRI is 
becoming the modality of choice for emergent cases, in particular cardiac MRI. 
Cardiology volumes have steadily increased at our Southshore facility with the onset of 
the emergency PCI program. Also, as a trauma center designation, the need for emergent 
MRI for neurology is an absolute. Also, as a teaching hospital, Southshore could provide 
enhanced teaching capabilities with the 24-hour availability of a fixed MRI. 

We feel the proposed change in the MRI standards would allow us the opportunity to 
save lives and better serve our patients and community. 

Thank you for the opportunity to provide these comments. 
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open heart programs 

•In MICHIGAN 

OPEN HEART OPEN HEART 
COUNTY POPULATION 

PROGRAMS SURGERIES' 

IBay 107.495 355 
r-~-- I 
L.~errien I 159,481 184 

I 
Emmet I 33,535 267I 

Genesee 428.790 2 
~..~ 

Grand Traverse 86.071 634 

Ingham 277,528 2 

Jackson 160,180 

Kalamazoo 245.912 2 

• Av(>r.:tgt' <:1N'IUal open heart surgeries 2008 

Census BurC-<1u, Population DIvision (July 2008) 

Source of I-iC:Ht SurgeriC's Data' Mlchtg;m Dep:1rtmcl)t of Community H('altn 
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2008 Open Heart Cases 
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INGHAM Ingham Regional Medical Center 542 22 
W. 

GENE5SE 36 
Genesys Regional Medical Center 

WASHTENAW University Michigan 1476 65 23 
St. Joseph Mercy Hospital 

KALAMAZOO 31 

SAGINAW 32 
Covenant Medical Center 
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June 9, 2009 

Edward B. Goldman. Chair 
Certificate of Need Commission 
c/o Michigan Department of Community Health 
Certificate of Need Policy Section 
Capitol View Building, 201 Townsend Street 
Lansing, Michigan 48913 

Dear Chairman Goldman, 

J have become aware that you have received letters supporting Metro Hospital's pursuit of 
an Open Heart Surgery program. Please be advised that the letters received by your office 
regarding such a program, including the contemplation of examining the Certificate of 
Need Standards, should nol be construed as support from West Michigan Heart in its 
entirety. The letters that you have received represent the explicit views of those physicians 
who authored the letters. 

Si;lji~oo 
Michael Vredenburg, D.O. 
Managing Partner 
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TRINITY ~ HEALTH 
Nevi. Michigan 

June 9, 2009 

Edward B. Goldman, J.D, Chair 
Certificate of Need Commission 
c/o Michigan Department of Community Health 
Certificate of Need Policy Section 
Capitol View Building 
201 Townsend Street 
Lansing, Michigan 48913 

27870 Cabot Drive 
Novi, MI 48377-2920 
ph 248.489.5004 

34605 Twelve Mile Road 
Farmington Hills, MI 48331-3221 
ph 248.489.6000 

www.trinity-health.org 

RE: Metropolitan Hospital's Request for Changes to the Open Heart Surgery Standards 

Dear Mr. Goldman, 

On behalf of Trinity Health's 15 Michigan hospitals, which include Saint Mary's Health Care in 
Grand Rapids and Mercy Health Partners in Muskegon, we would like to support Metropolitan 
Hospital's request to have the current CON standards for Open Heart Surgery reviewed. 

Trinity Health has a long history of supporting a strong CON program in Michigan and that 
support certainly continues today. With hospitals in 7 states, 3 with CON programs and 4 
without, we see the positive impact that CON programs can have on promoting appropriate 
competition while maintaining lower costs and the efficient use of costly technology. 

Michigan's CON process ensures that a thorough review of the issues is conducted with 
ample opportunity for provider, payer and public input. Trinity has been an active participant 
in the review of many standards over the years and believes that the current review process 
serves our state well. 

Trinity Health also has a solid track record of collaborative initiatives with other health care 
providers in Michigan (Michigan Stroke Network, Mercy Cancer Network, Partners at Heart in 
Port Huron and others). Trinity Health is supportive of the opportunity for a competitive open­
heart surgery program in Kent County that demonstrates a focus on quality, improved access 
and value. 

Thank you for this opportunity to provide comment. 

Sincerely, 

G!:~iSh 
President and CEO 

We serve together in Trinity Health, in the spirit of the Gospel, to heal body, mind and spirit, 
to imDrove the health of our communities and to steward the resources entrusted to us. 

Sponsored by Catholic Health Minis\ries 

Respect. Social Justice. Compassion • Care of the Poor and Underserved. Excellence 
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 MICHIGAN DEPARTMENT OF COMMUNITY HEALTH 1 
 2 
 CERTIFICATE OF NEED (CON) REVIEW STANDARDS FOR 3 
 PANCREAS TRANSPLANTATION SERVICES 4 
 5 
(By authority conferred on the CON Commission by Section 22215 of Act No. 368 of the Public Acts of 6 
1978, as amended, and sections 7 and 8 of Act No. 306 of the Public Acts of 1969, as amended, being 7 
sections 333.22215, 24.207, and 24.208 of the Michigan Compiled Laws.) 8 
 9 
Section 1.  Applicability 10 
 11 
 Sec. 1.  (1)  These standards are requirements for the approval and delivery of services for all 12 
projects approved and Certificates of Need issued under Part 222 of the Code which involve pancreas 13 
transplantation services. 14 
 15 
 (2) Pancreas transplantation is a covered clinical service for purposes of Part 222 of the Code. 16 
 17 
 (3) The Department shall use sections 3 and 5, as applicable, in applying Section 22225(1) of the 18 
Code, being Section 333.22225(1) of the Michigan Compiled Laws. 19 
 20 
 (4) The Department shall use Section 4, as applicable, in applying Section 22225(2)(c) of the 21 
Code, being Section 333.22225(2)(c) of the Michigan Compiled Laws. 22 
 23 
Section 2.  Definitions 24 
 25 
 Sec. 2.  (1)  As used in these standards: 26 
 (a) "Certificate of Need Commission" or "CON Commission" means the Commission created 27 
pursuant to Section 22211 of the Code, being Section 333.22211 of the Michigan Compiled Laws. 28 
 (b) "Code" means Act No. 368 of the Public Acts of 1978, as amended, being Section 333.1101 et 29 
seq. of the Michigan Compiled Laws. 30 
 (c) "Department" means the Michigan Department of Community Health (MDCH). 31 
 (d) "Implementation plan" means a plan that documents how a proposed pancreas transplantation 32 
service will be initiated within the time period specified in these standards or the CON rules.  At a 33 
minimum, the implementation plan shall identify: (i) each component or activity necessary to begin 34 
performing the proposed pancreas transplantation service including but not limited to the development of 35 
physical plant requirements such as an intensive care unit capable of treating immuno-suppressed 36 
patients, equipment acquisition(s), and recruitment and employment of all physician and support staff; (ii) 37 
the time table for completing each component or activity specified in subsection (i); and (iii) if the 38 
applicant has previously been approved for a pancreas transplantation service where either the CON 39 
expired or the service did not perform a transplant procedure during any consecutive 12-month period, 40 
what changes have or will be made to ensure that the proposed service can be initiated and provided on 41 
a regular basis. 42 
 (eD) "Initiate" or "implement" for purposes of these standards, means the performance of the first 43 
transplant procedure.  If the CON rules do not authorize a CON review standard to define the term of the 44 
certificate, the term shall be as provided in Rule 325.9403(1) and (2).  If the CON rules do authorize a 45 
standard to define the term of a certificate, tThe term shall be 18 months or the extended period 46 
established by Rule 325.9403(2), if authorized. 47 
 (fE) "Licensed site" means either (i) in the case of a single site hospital, the location of the facility 48 
authorized by license and listed on that licensee's certificate of licensure or (ii) in the case of a hospital 49 
with multiple sites, the location of each separate and distinct inpatient unit of the health facility as 50 
authorized by license and listed on that licensee's certificate of licensure.  51 
 (gF) " Medicaid" means title XIX of the social security act, chapter 531, 49 Stat. 620, 1396r-6 52 
and1396r-8 to 1396v. 53 
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 (hG) "OPO" or "Organ Procurement Organization" means an organ procurement organization as 54 
defined by Title 42, Part 486.302. 55 
 (iH) "OPTN" or "Organ Procurement and Transplantation Network" means the organization 56 
contracted by the federal Department of Health and Human Services to operate the organ procurement 57 
and transplantation network. 58 
 (jI) "Survival rate" means, for purposes of these standards, the rate calculated using the Kaplan-59 
Meier technique and the following: (i) the date of transplantation (or, if more than one transplant is 60 
performed, the date of the first transplant) must be the starting date for calculation of the survival rate; (ii) 61 
for those dead, the date of death is used, if known.  If the date of death is unknown, it must be assumed 62 
as 1 day after the date of the last ascertained survival; (iii) for those who have been ascertained as 63 
surviving within 60 days before the fiducial date (the point in time when the facility's survival rates are 64 
calculated and its experience is reported), survival is considered to be the date of the last ascertained 65 
survival, except for patients described in subsection (v); (iv) any patient who is not known to be dead but 66 
whose survival cannot be ascertained to a date that is within 60 days before the fiducial date, must be 67 
considered as "lost to follow up" for the purposes of the survival rate calculation; (v) any patient 68 
transplanted between 61 and 120 days before the fiducial date must be considered as "lost to follow up" if 69 
he or she is not known to be dead and his or her survival has not been ascertained for at least 60 days 70 
before the fiducial date.  Any patient transplanted within 60 days before the fiducial date must be 71 
considered as "lost to follow up" if he or she is not known to be dead and his or her survival has not been 72 
ascertained on the fiducial date; and (vi) the survival analyses must use the assumption that each patient 73 
in the "lost to follow up" category died 1 day after the last date of ascertained survival.  However, an 74 
applicant may submit additional analyses that reflect each patient in the "lost to follow up" category as 75 
alive at the date of the last ascertained survival. 76 
  77 
 (2) The definitions of Part 222 shall apply to these standards. 78 
 79 
Section 3.  Requirements for approval -- all applicants 80 
 81 
 Sec. 3.  (1)  An applicant proposing to perform a pancreas transplantation service shall demonstrate 82 
that it offers all of the following services or programs on site: 83 
 (a) operating rooms;  84 
 (b) anesthesiology; 85 
 (c) microbiology and virology laboratory;  86 
 (d) continuous availability, either on-site or on-call, of diagnostic imaging services including:  (i) CT 87 
scanning, (ii) magnetic resonance imaging, and (iii) nuclear medicine;  88 
 (e) continuous availability, either on-site or on-call, of a broad range of sub-specialty consultants, 89 
adult and pediatric, as appropriate, in both medical and surgical specialties including but not limited to:  90 
pulmonary medicine with respiratory therapy support; cardiology; gastroenterology; pediatrics, as 91 
appropriate; nephrology; and immunology; 92 
 (f) dialysis; 93 
 (g) infectious disease;  94 
 (h) inpatient-outpatient social work;  95 
 (i) inpatient-outpatient psychiatry/psychology; 96 
 (j) clinical research; 97 
 (k) a histocompatibility laboratory that meets the standards of the American Society for 98 
Histocompatibility and Immunogenetics or an equivalent organization, either on-site or through written 99 
agreement; 100 
 (l) other support services, as necessary, such as physical therapy and rehabilitation medicine; 101 
 (m) continuous availability of anatomic and clinical pathology and laboratory services including 102 
clinical chemistry, immuno-suppressive drug monitoring, and tissue typing; 103 
 (n) continuous availability of red cells, platelets, and other blood components; 104 
 (o) an established organ donation protocol, with brain death protocol, consistent with applicable 105 
Michigan law; and 106 
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 (p) a written agreement with Michigan's federally designated organ procurement organization 107 
(OPO) to promote organ donation at the applicant hospital(s). 108 
 109 
 (2) An applicant must provide, at the time the CON application is submitted, an implementation 110 
plan for the proposed pancreas transplantation service.  IMPLEMENTATION PLAN MEANS A PLAN 111 
THAT DOCUMENTS HOW A PROPOSED PANCREAS TRANSPLANTATION SERVICE WILL BE 112 
INITIATED WITHIN THE TIME PERIOD SPECIFIED IN THESE STANDARDS OR THE CON RULES.  113 
AT A MINIMUM, THE IMPLEMENTATION PLAN SHALL IDENTIFY: 114 
 (A) EACH COMPONENT OR ACTIVITY NECESSARY TO BEGIN PERFORMING THE 115 
PROPOSED PANCREAS TRANSPLANTATION SERVICE INCLUDING BUT NOT LIMITED TO THE 116 
DEVELOPMENT OF PHYSICAL PLANT REQUIREMENTS SUCH AS AN INTENSIVE CARE UNIT 117 
CAPABLE OF TREATING IMMUNO-SUPPRESSED PATIENTS, EQUIPMENT ACQUISITION(S), AND 118 
RECRUITMENT AND EMPLOYMENT OF ALL PHYSICIAN AND SUPPORT STAFF; 119 
 (B) THE TIME TABLE FOR COMPLETING EACH COMPONENT OR ACTIVITY SPECIFIED IN 120 
SUBSECTION (A); AND 121 
 (C) IF THE APPLICANT HAS PREVIOUSLY BEEN APPROVED FOR A PANCREAS 122 
TRANSPLANTATION SERVICE WHERE EITHER THE CON EXPIRED OR THE SERVICE DID NOT 123 
PERFORM A TRANSPLANT PROCEDURE DURING ANY CONSECUTIVE 12-MONTH PERIOD, WHAT 124 
CHANGES HAVE OR WILL BE MADE TO ENSURE THAT THE PROPOSED SERVICE CAN BE 125 
INITIATED AND PROVIDED ON A REGULAR BASIS. 126 
 127 
 (3) An applicant for a pancreas transplantation service shall project a minimum of 12 pancreas 128 
transplantation procedures annually in the second 12 months of operation following the date on which the 129 
first pancreas transplant procedure is performed and annually thereafter. 130 
 131 
 (4) An applicant proposing to provide a pancreas transplantation service shall demonstrate that it 132 
offers all of the following services or programs: 133 
 (a) continuous availability, either on-site or on-call, of angiography; 134 
 (b) an intensive care unit with 24 hour per day on-site physician coverage; 135 
 (c) an on-site renal transplant service that has performed a minimum of 80 kidney transplants in 136 
the 2 most recent 12 month periods for which verifiable data are available; and 137 
 (d) ophthalmology retinal eye service availability, either on site or on call. 138 
 139 
 (5) An applicant shall provide verification of Medicaid participation at the time the application 140 
is submitted to the Department.  AN APPLICANT THAT IS A NEW PROVIDER NOT CURRENTLY 141 
ENROLLED IN MEDICAID SHALL CERTIFY THAT PROOF OF MEDICAID PARTICIPATION WILL BE 142 
PROVIDED TO THE DEPARTMENT WITHIN SIX (6) MONTHS FROM THE OFFERING OF SERVICES 143 
IF A CON IS APPROVED. If the required documentation is not submitted with the application on the 144 
designated application date, the application will be deemed filed on the first applicable designated 145 
application date after all required documentation is received by the Department. 146 
 147 
Section 4.  Project delivery requirements -- terms of approval for all applicants 148 
 149 
 Sec. 4.  (1)  An applicant shall agree that, if approved, the services shall be delivered in compliance 150 
with the following terms of CON approval: 151 
 (a) Compliance with these standards.  An applicant shall immediately report to the Department any 152 
changes in key staff or other aspects of the pancreas transplantation service that may affect its ability to 153 
comply with these standards. 154 
 (b) Compliance with applicable safety and operating standards. 155 
 (c) Compliance with the following quality assurance standards, as applicable: 156 
 (i) The applicant shall perform A MINIMUM OF 2 PANCREAS TRANSPLANTATION 157 
PROCEDURES ANNUALLY IN THE SECOND 12 MONTHS OF OPERATION FOLLOWING THE DATE 158 
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ON WHICH THE FIRST PANCREAS TRANSPLANT PROCEDURE IS PERFORMEDthe applicable 159 
required volumes within the time periods specified in these standards, and annually thereafter. 160 
 (II) THE APPLICANT SHALL PERFORM A MINIMUM OF 80 KIDNEY TRANSPLANTS AND/OR 161 
PANCREAS TRANSPLANTATION PROCEDURES IN THE SECOND 12 MONTHS OF OPERATION 162 
FOLLOWING THE DATE ON WHICH THE FIRST PANCREAS TRANSPLANT PROCEDURE IS 163 
PERFORMED AND BIENNIALLY (EVERY TWO YEARS) THEREAFTER. 164 
 (iiI) The applicant shall comply with applicable OPTN and Medicare requirements. 165 
 (iiiiV) The applicant shall have patient management plans and protocols that include the following: (A) 166 
therapeutic and evaluative procedures for the acute and long-term management of a patient; (B) patient 167 
management and evaluation during the waiting, in-hospital and immediate post-discharge phases of the 168 
service; and (C) long-term management and evaluation, including education of the patient, liaison with the 169 
patient's attending physician, and the maintenance of active patient records for at least five (5) years. 170 
 (iv) The applicant shall implement a program of education and training for nurses, technicians, 171 
service personnel, and other hospital staff. 172 
 (vI) An applicant shall actively participate in the education of the general public and the medical 173 
community with regard to pancreas transplantation, and will make organ donation literature available in 174 
public areas of the institution. 175 
 (viI) The applicant shall establish and maintain an active, formal multi-disciplinary research program 176 
related to the proposed pancreas transplantation service. 177 
 (viiI) The applicant's education and research program related to pancreas transplantation shall be 178 
subject to external peer review. 179 
 (viiiX) The applicant shall maintain an organized institutional transplant registry for recording ongoing 180 
information on its patients being evaluated for transplant and on its transplant recipients and shall 181 
participate in state and national transplantation registries applicable to the pancreas transplantation 182 
service. 183 
 (ix) The applicant shall participate in a data collection network established and administered by the 184 
Department or its designee.  The data may include, but is not limited to, annual budget and cost 185 
information, operating schedules, through-put schedules, demographic and diagnostic information, patient 186 
survival rates at both 12 and 24 months following the transplant procedure, primary and secondary 187 
diagnoses, whether the transplant procedure was a first or repeat transplant procedure, length of stay, the 188 
volume of care provided to patients from all payor sources, and other data requested by the Department 189 
and approved by the CON Commission.  The applicant shall provide the required data on an individual 190 
basis for each designated licensed site, in a format established by the Department, and in a mutually 191 
agreed upon media.  The Department may elect to verify the data through on-site review of appropriate 192 
records. 193 
 (xI) The applicant, to assure that the pancreas transplantation service will be utilized by all 194 
segments of the Michigan population, shall: 195 
 (A) not deny the services to any individual based on ability to pay or source of payment; 196 
 (B) provide the services to all individuals in accordance with the patient selection criteria developed 197 
by appropriate medical professionals, and approved by the Department; and 198 
 (C) maintain information by payor and non-paying sources to indicate the volume of care from each 199 
source provided annually. 200 
 Compliance with selective contracting requirements shall not be construed as a violation of this term. 201 
 (xiI) The applicant shall provide the Department with a notice stating the date on which the first 202 
transplant procedure is performed and such notice shall be submitted to the Department consistent with 203 
applicable statute and promulgated rules. 204 
 (xiiI) An applicant shall participate in Medicaid at least 12 consecutive months within the first two 205 
years of operation and continue to participate annually thereafter. 206 
 (d) An applicant shall agree to establish and maintain all of the following: 207 
 (i) a written agreement with the federally approved organ procurement organization whose 208 
designated service area includes the location of the proposed pancreas transplantation service; 209 
 (ii) organ preservation capability; 210 
 (iii) an organized 24-hour transport system for transportation of organs, donors, and blood serum; 211 
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 (iv) an organized 24-hour communication service capable of serving the transplant team and 212 
others, as appropriate; 213 
 (v) a laboratory with immunosuppression assay results available on the same day, as appropriate; 214 
 (vi) an immunologic monitoring laboratory; 215 
 (vii) a specialized inpatient pancreas transplantation unit or a combined inpatient renal and 216 
extrarenal transplantation unit; 217 
 (viii) a medical staff and governing board policy that provides for the selection of candidates for 218 
organ transplantation procedures in accordance with the patient selection criteria approved by the 219 
Department; 220 
 (ix) an ethics committee or human use committee to review and approve the institution's protocols 221 
related to organ transplantation, including protocols involving the selection of donors and recipients; 222 
 (x) a multi-disciplinary transplant recipient evaluation committee; 223 
 (xi) a histocompatibility laboratory that meets the standards of the American Society for 224 
Histocompatibility and Immunogenetics or an equivalent organization, either operated on-site or through 225 
written agreement; 226 
 (xii) insulin, C-peptide, glycosylated hemoglobin assays; 227 
 (xiii) glucometer glucose assay availability; and 228 
 (xiv) electromyography. 229 
 (e) An applicant shall agree that the pancreas transplantation service shall be staffed and provided 230 
by at least the following: 231 
 (i) a transplant team leader and coordinator; 232 
 (ii) transplant surgeons and physicians experienced with renal transplantation in diabetics; 233 
 (iii) surgeons with demonstrated proficiency in major pancreatic surgery; 234 
 (iv) both adult and pediatric surgeons, as appropriate; 235 
 (v) qualified adult and pediatric, as appropriate, transplant surgeon(s) and transplant physician(s).  236 
For purposes of evaluating subsection (v), the Department shall consider it prima facie evidence as to the 237 
qualifications of the surgeon(s) and physician(s) if both the kidney and pancreas transplantation programs 238 
are approved by and a member in good standing of the OPTN; 239 
 (vi) a pathologist capable of diagnosing pancreatic rejection; and 240 
 (vii) nurses with specialized training assigned to operating room(s) and intensive care unit(s) used 241 
in conjunction with the transplantation service, trained in the hemodynamic support of transplant patients, 242 
and managing immuno-suppressed patients. 243 
 (f) Compliance with the REVISED Uniform Anatomical Gift Law, Act No. 186 of the Public Acts of 244 
1986, being pursuant to MCL Section 333.10101 et seq. of the Michigan Compiled Laws. 245 
 246 
 (2) An applicant must demonstrate pancreatic graft survival rates at one year and two years after 247 
transplantation of no less than the national average survival rate for the most recent year for which data is 248 
published by the OPTN. 249 
 250 
 (3) The agreements and assurances required by this section, as applicable, shall be in the form of 251 
a certification authorized by the governing body ofAGREED TO BY the applicant or its authorized agent. 252 
 253 
Section 5.  Documentation of projections 254 
 255 
 Sec. 5.  An applicant required to project volumes of service under Section 3 shall specify how the 256 
volume projections were developed.  This specification of projections shall include a description of the 257 
data source(s) used, assessments of the accuracy of these data, and the statistical method used to make 258 
the projections.  Based on this documentation, the Department shall determine if the projections are 259 
reasonable. 260 
 261 
Section 6.  Effect on prior CON review standards; comparative reviews 262 
 263 
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 Sec. 6.  (1)  These CON review standards supersede and replace the CON Review Standards for 264 
Pancreas Transplantation Services approved by the CON Commission on September 26, 2002MARCH 9, 265 
2004 and effective on December 23, 2002JUNE 4, 2004. 266 
 267 
 (2) Projects reviewed under these standards shall not be subject to comparative review. 268 
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