COMPUTED TOMOGRAPHY (CT) SCANNERS 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 Computed Tomography (CT) Scanners, 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 Computed Tomography (CT) Scanners which became effective on June 17, 1990.

(1)
An applicant shall agree that, if approved, the services provided by the CT scanner(s) shall be delivered in compliance with the following terms of certificate of need approval: 

(a)  Compliance with these standards 


(b) Compliance with applicable safety and operating standards

(c) Compliance with the following quality assurance standards: 

(i)
The approved CT scanners shall be operating at the applicable required volumes within the time periods specified in these standards, and annually thereafter.

(ii)
The applicant shall establish a mechanism to assure that the CT scanner facility is staffed so that:
(1)
The screening of requests for CT procedures and interpretation of CT procedures will be performed by physicians with training and experience in the appropriate diagnostic use and interpretation of cross-sectional images of the anatomical region(s) to be examined, and

(2)
The CT scanner is operated by physicians and/or is operated by radiological technologists qualified by training and experience to operate the CT scanner safely and effectively.

For purposes of evaluating (ii):

(1) The department shall consider it prima facie evidence of a satisfactory assurance mechanism as to screening and interpretation if the applicant requires the screening of requests for and interpretations of CT procedures to be performed by physicians who are board certified or eligible in radiology or are neurologists or other specialists trained in cross-sectional imaging of a specific organ system. 

(2)
The department shall consider it prima facie evidence of a satisfactory assurance mechanism as to the operation of a CT scanner if the applicant requires the CT scanner to be operated by a physician or by a technologist registered by the American Registry of Radiological Technologists (ARRT) or the American Registry of Clinical Radiography Technologists (ARCRT).  However, the applicant may submit and the department may accept other evidence that the applicant has established a mechanism to assure that the CT scanner facility is appropriately and adequately staffed as to screening, interpretation, and/or operation of a CT scanner.

(iii)
The applicant shall employ or contract with a radiation physicist to review the quality and safety of the operation of the CT scanner.

(iv)
The applicant shall assure that at least one of the physicians responsible for the screening and interpretation as defined in subsection (ii)(1) will be in the CT facility or available on a 24-hour basis (either on-site or through telecommunication capabilities) to make the final interpretation.

(v)
In the case of an urgent or emergency CT scan, the applicant shall assure that a physician so authorized by the applicant to interpret initial scans will be on-site within 1 hour following completion of the scanning procedure to render an initial interpretation of the scan.  A final interpretation shall be rendered by a physician so authorized under subsection (ii)(1) within 24 hours.

(vi)
The applicant shall have, within the CT scanner facility, equipment and supplies to handle clinical emergencies that might occur within the CT unit, with CT facility staff trained in CPR and other appropriate emergency interventions, and a physician on site in or immediately available to the CT scanner at all times when patients are undergoing scans.

(vii)
Fixed CT scanner services at each facility shall be made available 24 hours a day for emergency patients. 

(viii)
The applicant shall accept referrals for CT scanner services from all appropriately licensed practitioners.

(ix)
The applicant shall establish and maintain: (a) a standing medical staff and governing body (or its equivalent) requirement that provides for the medical and administrative control of the ordering and utilization of CT patient procedures, and (b) a formal program of utilization review and quality assurance.  These responsibilities may be assigned to an existing body of the applicant, as appropriate. 

(x)
The applicant, to assure that the CT scanner will be utilized by all segments of the Michigan population, shall:

(a)
not deny CT scanner services to any individual based on ability to pay or source of payment;

(b)
provide CT scanning services to any individual based on the clinical indications of need for the service; 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.

(xi)
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, the volume of care provided to patients from all payor sources, and other data requested by the department, and approved by the commission.  The applicant shall provide the required data on a separate basis for each separate and distinct site or unit as required by the department; 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.

(xii)
Equipment to be replaced shall be removed from service.

(xiii)
Within 10 days after beginning operation of a CT scanner, the applicant shall provide the department with a notice stating the first date on which the approved CT scanner began operating.

(2)
The operation of and referral of patients to the CT scanner shall be in conformance with 1978 PA 368, Sec. 16221, as amended by 1986 PA 319; MCL 333.16221; MSA 14.15 (16221).

(3)
An applicant for a mobile CT scanner shall agree that the services provided by the mobile CT scanner(s) shall be delivered in compliance with the following terms of certificate of need approval:

(a)
A host facility shall submit only one certificate of need application for a CT scanner for review at any given time.

(b)
A mobile CT scanner with an approved certificate of need shall notify the Michigan Department of Public Health, Division of Construction, prior to dropping an existing host facility.

(c)
A certificate of need shall be required to add a host facility.

(d)
A certificate of need shall be required to change the central service coordinator.

(e)
Each host facility must have at least one board certified or board eligible radiologist on its medical staff.  The radiologist(s) shall be responsible for:  (i) establishing patient examination and infusion protocol, and (ii) providing for the interpretation of scans performed by the mobile CT scanner.

(f)
Each mobile CT scanner service must have an Operations Committee with members representing each host facility, the central service coordinator, and the central service medical director.  This committee shall oversee the effective and efficient use of the CT scanner, establish the normal route schedule, identify the process by which changes are to be made to the schedule, develop procedures for handling emergency situations, and review the ongoing operations of the mobile CT scanner on at least a quarterly basis.

(g)
The central service coordinator shall arrange for emergency repair services to be available 24 hours each day for the mobile CT scanner equipment as well as the vehicle transporting the equipment.  In addition, to preserve image quality and minimize CT scanner downtime, calibration checks shall be performed on the CT scanner unit at least once each work day and routine maintenance services shall be provided on a regularly scheduled basis, at least once a week during hours not normally used for patient procedures.

(h)
Each host facility must provide a properly prepared parking pad for the mobile CT scanner unit of sufficient load‑bearing capacity to support the vehicle, a waiting area for patients, and a means for patients to enter the vehicle without going outside (such as a canopy or enclosed corridor).  Each host facility must also provide the capability for processing the film and maintaining the confidentiality of patient records.  A communication system must be provided between the mobile vehicle and each host facility to provide for immediate notification of emergency medical situations.

(i)
A mobile CT scanner service shall operate under a contractual agreement that includes the provision of CT services at each host facility on a regularly scheduled basis.

(j)
The volume of utilization at each host facility shall be reported to the department by the central service coordinator under the terms of Sec. 7(1)(c)(xi).

Authorized Agent or Governing Body Representative:

     
Name and Title

Signature (Blue Ink)                                                                    
Date

	
	CON Application Number
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