HEART / LUNG AND LIVER TRANSPLANTATION SERVICES CERTIFICATION

Michigan Department of Community Health
CERTIFICATE OF NEED

Lewis Cass Building

320 S. Walnut St.

Lansing, Michigan 48913

Phone: (517) 241-3343 or 44 – Fax: (517) 241-2962
	
AUTHORITY:
PA 368 of 1978, as amended

COMPLETION:
Is Voluntary, but is required to obtain a



Certificate of Need.  If NOT completed, 



a Certificate of Need will NOT be issued.
	The Department of Community Health is an equal opportunity employer, services and programs provider.


As an applicant for Certificate of Need for Heart/Lung or Liver Transplantation Services, the governing body or its authorized agent certifies on behalf of
     
Name of Facility

     
Address at Which Services Will Be Provided

to each of the following project delivery requirements/terms of approval contained in the CON Review Standards for Heart/Lung and Liver Transplantation Services that became effective on July 26, 1997.

(1)
An applicant shall agree that, if approved, the services shall be delivered in compliance with the following terms of Certificate of Need approval:


(a)
Compliance with these standards.  An applicant shall immediately report to the Department any changes in key staff or other aspects of the 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:

(i)  
The applicant shall perform the applicable required volumes within the time periods specified in these standards, and annually thereafter.

(ii)  
The applicant shall comply with applicable OPTN and Medicare requirements.

(iii)  
The transplantation service shall have a transplant team leader and coordinator.

(iv) The applicant shall have 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; and 

(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.

(v)
The applicant shall implement a program of education and training for nurses, technicians, 

service personnel, and other hospital staff.

(vi)
An applicant shall actively participate in the education of the general public and the medical 

`community with regard to transplantation, and will make organ donation literature available in public areas of the institution.

(vii)
The applicant shall establish and maintain an active, formal multi-disciplinary research program related to the proposed transplantation service.

(viii)
The applicant's education and research program related to transplantation shall be subject to external peer review.

(ix)
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 statewide transplantation registry operated by the Transplant and Health Policy Center and other national and international registries applicable to the transplantation service.

(x)
The applicant shall participate in a data collection network established and administered by the Department.  The data may include, but is not limited to, annual budget and cost information, operating schedules, through-put schedules, demographic and diagnostic information, patient survival rates at both 12 and 24 months following the transplant procedure, 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 Certificate of Need 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.

(xi)
The applicant, to assure that the 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.

(xii)
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 within 10 days after the first transplant procedure is performed.

(xiii)
The transplantation service must operate, or have a written agreement with, a histocompatibility laboratory that meets the standards of the American Society for Histocompatibility and Immunogenetics or an equivalent organization.

(d)
Compliance with the Uniform Anatomical Gift Law, Act No. 186 of the Public Acts of 1986, being Section 333.10101 et seq. of the Michigan Compiled Laws.

(2)
An applicant shall agree to establish and maintain all of the following:

(a)
A written agreement with the federally approved organ procurement organization whose designated service area includes the location of the proposed transplantation service;

(b)
Organ preservation capability;

(c)
An organized 24-hour transport system for transportation of organs, donors, and blood serum;

(d)
An organized 24-hour communication service capable of serving the transplant team and others, as appropriate;

(e)
A cyclosporine assay laboratory with results available on the same day;

(f)
An immunologic monitoring laboratory;

(g)
A specialized inpatient transplantation unit;

(h)
Nurses with specialized training assigned to operating room(s) and intensive care unit(s) used in conjunction with the transplantation service, trained in the hemodynamic support of the transplant patient and managing immuno-suppressed patients.

(i)
A medical staff and governing board policy that provides for the selection of candidates for organ transplantation procedures in accordance with the patient selection criteria approved by the Department;

(j)
An ethics committee or human use committee to review and approve the institution's protocols related to organ transplantation, including protocols involving the selection of donors and recipients; and

(k)
A multi-disciplinary transplant recipient evaluation committee.

(3)
An applicant shall agree that the transplantation service shall be staffed with qualified adult and pediatric, as applicable, transplant surgeon(s) and transplant physician(s).  For purposes of evaluating this subsection, the Department shall consider it prima facie evidence as to the training of the surgeon(s) and physician(s) if they meet the requirements for certification by Medicare or the OPTN.  However, the applicant may submit and the Department may accept other evidence that the surgeon(s) and physician(s) are qualified.

(4)
An applicant shall agree that the heart or heart/lung or lung transplantation service will be staffed and provided by at least the following:

(a)
Cardiologists or surgeons trained in endocardial biopsy;

(b)
Cardiologists and surgeons trained in immunosuppression techniques;

(c)
Both adult and pediatric, as appropriate, cardiologists and surgeons;

(d)
Surgeons with demonstrated capability of successfully performing orthotopic cardiac transplants in animals in a setting simulating the human situation;

(e)
Two cardiac transplant surgical teams with a total of at least three trained cardiac surgeons, with one surgical team continuously available for organ retrieval thereby enabling a second team to simultaneously begin performing a recipient operation;

(f)  
A pathologist capable of diagnosing rejection on endocardial biopsies; and

(g)  
An anesthesiologist trained in open heart surgery.

(5)
An applicant must demonstrate heart transplant patient survival rates at one year and two years after transplantation of 73% and 65%, respectively.  For lung and heart/lung, an applicant must demonstrate patient survival rates at one and two years after transplantation of no less than the national average survival rate for the specific transplant type for the most recent year for which data is published by the OPTN.

(6)
An applicant shall agree that the liver transplantation service will be staffed and provided by at least the following:
(a)
Surgeons with demonstrated capability of successfully performing hepatic transplants in animals in a setting simulating the human situation;

(b)
Surgeons with demonstrated proficiency in major hepatic surgery such as hepatic lobectomy, repair of biliary strictures, and Porto systemic shunts;

(c)
Adult and pediatric, as appropriate, gastroenterologists and hematologists on the active medical staff;

(d)
A pathologist capable of diagnosing hepatic rejection;

(e)
Anesthesiologist(s) trained in liver transplantation;

(f)
Two liver transplant surgical teams, with one surgical team continuously available for organ retrieval thereby enabling a second team to simultaneously begin performing recipient hepatectomy in preparation for liver implantation; and

(g)
Cardiopulmonary bypass equipment and a cardiopulmonary bypass team immediately available for a liver transplant recipient operation, a requirement which may be satisfied by a written agreement which ensures that a cardiopulmonary bypass team will always be on-site throughout the entire liver transplant recipient operation; and, a veno-venous bypass system which does not require heparin.

(7)
The applicant shall establish and maintain all of the following:

(a)
nuclear HID biliary scan availability;

(b)
A continuously available coagulation laboratory; and 

(c)
A blood bank system capable of providing 200 units of blood or packed cells and 100 units of plasma on demand.

(8)
An applicant must demonstrate patient survival rates at one year and two years after transplantation of no less than the national average survival rate for the most recent year for which data is published by the OPTN.

Authorized Agent or Governing Body Representative:

     
Name and Title


Signature (Blue Ink)
Date
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