QQ, MAGNETIC RESONANCE
o MAGING (MRI WORKGROUP)
\\0 MEETING

0@ Thursday, November 7, 2024

9:30 a.m.—-11:30 a.m.

Zoom Meeting Link

Telephone Dial:
(216) 706-7005 Or (866) 434-5269
Conference code: 729478

Agenda topics

Call to Order Dr. William Masch, Chairperson

Review of Agenda

lll. | Subgroup Update and Report — Charge 7 Randy Parker; Subgroup
Chairperson

IV. | Subgroup Update and Report — Charge 8 Mike Vanderpol; Subgroup
Chairperson

V. | Overview of all Draft Language Katherine Tucker, MDHHS

VI. | Adjournment Dr. William Masch, Chairperson

NOTE: There may be a 10-minute break at approximately 10:00 a.m.

NOTES:

1) To be included as part of the official record, the MRI Workgroup would appreciate brief and concise
written copies of the oral testimony and/or other documentation/data pertaining to Public Comment
items.

2) Public Comment for all items will be limited to three (3) minutes per item per speaker per

organization with a maximum of ten (10) minutes if speaking on four (4) or more items. This time
may be adjusted dependent upon the number of speakers.

lofl



https://us06web.zoom.us/j/83298357161?pwd=dQoibtiv901bJjbEIuNFCPvMX8qcRE.1
https://us06web.zoom.us/j/83298357161?pwd=dQoibtiv901bJjbEIuNFCPvMX8qcRE.1

MRI CON Workgroup
Charge #1

Sub-group

Lisa Brown, Abby Burnell, Dr. Brent Griffith, Jodi Hartzog, Ken Stickney,
Karen Sparks, Scott Bowers, Arlene Elliott



Charge 1: Revise Section 2(1)(vv) definition of “Teaching
Facility” to clarify who can be allowed to get additional

teaching factor

e Current Definition:

» “Teaching facility” means a licensed hospital sit, 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 Osteopatic

Association, are assigned.



Charge 1: Revise Section 2(1)(vv) definition of “Teaching
Facility” to clarify who can be allowed to get additional
teaching factor

* Original Subgroup Proposed Definition: (Did not receive
workgroup support)

* “Teaching facility” 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 engage in the care of a patient
(including protocoling/interpretations of studies) and that is approved by the
Accreditation Council on Graduate Medical Education or American
Osteopathic Association, are assignhed.



1.

Department Questions & Discussion

(Did not receive subgroup consensus)

Is the location at which a resident is physically assigned important?

® o s N

Radiology residents are frequently involved in the care of patients without being in the physical presence of the
atient. This is the case both when the patient and resident are present at the same facility and when at different
acilities. This interaction may include: protocolling studies, checking anesthesia cases, answering technologist

qtueds_tlons before and during a scan, checking studies when being performed under anesthesia, interpreting

studies.

Having residents slows down the entire process across the radiology department which includes all system sites
as all work is done remotel

Teach{ing facilities frequentK/ see complex patients, which may require additional sequences, resulting in longer
scan times.

Because residents protocol MRI studies, sequences may sometimes be added unnecessarily or inadvertently not
included. This can extend the scan lengths and, in some cases, require repeat imaging of thé patient.
Technologist phone calls to the readm? room (whether to ask questions or check anesthesia cases) usually go to
the resident first, who then must usually consult with a staff radiologist, Ien?thenmg scan time.

Further we believe the 0.15 weighted factor is important to maintain to conti

NE , / _ ) i nue to encourage facilities to
participate in residency programs given the extra work & time required.

Is a teaching facility any site (owned by an accredited institution) that sends an MRI scan to be read by a resident
remotely who is located elsewhere?

Yes, any site at which a radiology resident may engage in the process of a patient undergoing an MRI is thereby a
teaching facility. The physical location of the patient is not relevant as all resident/patient interaction is virtual-even
when located at the same physical site.

We are no longer self-attestinP, we are asking and obtaining verification of these specific certificates. So, when a facility
a

is stating they are a teaching

_ cility but cannot clearly show proof from ACGME or AOAA, how is this addressed?
YVe erl]gretic W|_t|_r% the Department suggesting that the ACGME should list the teaching facility or a parent of the
eaching facility.



ACGME Certification letters Discussion

e Original recommendation from the sub-group:
* Annual facility self-attestation that would be subject to audit as needed.
e State recommends looking at a more definitive recommendation

* Department Feedback:

« We are no longer self-attesting, we are asking and obtaining verification of these specific certificates. So,

when a facility Is statir;)g they are a teaching facility but cannot clearly show proof from ACGME or AOAA,
how is this addressed*

e Subgroup Discussion:
» A Teaching Facility shall be identified as meeting this definition if at least one (1) of the following is true:

* The participating hospital site or other location’s facility name is listed on the Accreditation Councilon
Graduate Medical Education or American Osteopathic Association’s Accreditation Letter as having a training
program in diagnostic radiology.

* The participating hospital site or other location is owned by an entity that is listed on the Accreditation
Council on Graduate Medical Education or American Osteopathic Association’s Accreditation Letter as having
a training program in diagnostic radiology.

* Did not receive consensus on appropriateness of remote residents reading and participation.



Charge 1: Revise Section 2(1)(vv) definition of “Teaching
Facility” to clarify who can be allowed to get additional
teaching factor

* Department Proposed Definition:
(Did not receive subgroup consensus)

« “Teaching facility” 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 proqr_am in diagnostic radlologg{. engage in the care of a patient (including
protoc_:olln%lnterpretatlons of studies) and that is approved by the Accreditation Council on Graduate Medical Education or
American Osteopathic Association, are assigned. A facility shall not be considered a teaching facility if the engagement of
the residents or fellows in the care of a patient (including protocoling/interpretations of studies) is limited to performing
these tasks from a remote location.

A Teaching Facility shall be identified as meeting this definition if at least one (1) of the following is true:

The participating hospital site or other location’s facility name is listed on the Accreditation Council on Graduate Medical
Education or American Osteopathic Association’s Accreditation Letter as having a training program in diagnostic radiology.

The particgaating hospital site or other location is owned by an entity that is listed on the Accreditation Council on Graduate
Mg_dlclzal Education or American Osteopathic Association’s’Accreditation Letter as having a training program in diagnostic
radiology.



Charge 1: Revise Section 2(1)(vv) definition of “Teaching
Facility” to clarify who can be allowed to get additional
teaching factor

* Alternative Proposed Definition:
(Did not receive subgroup consensus)

« “Teaching facility” 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 radlologg{. engage in the care of a patient (including
protocoling/interpretations of studies) and that is approved by the Accreditation Council on Graduate Medical Education or
American Osteopathic Association, are assigned. Afacility-shall-notbe-coen hing +if the-engagement-o

A Teaching Facility shall be identified as meeting this definition if at least one (1) of the following is true:

The participating hospital site or other location’s facility name is listed on the Accreditation Council on Graduate Medical
Education or American Osteopathic Association’s Accreditation Letter as having a training program in diagnostic radiology.

The participating hospital site or other location is owned by an entity that is listed on the Accreditation Council on Graduate
Mg_dlclzal Education or American Osteopathic Association’s’Accreditation Letter as having a training program in diagnostic
radiology.



Workgroup Discussion

* Due to lack of participation and consensus in the subgroup we are
bringing both versions to the workgroup for discussion and
recommendation.



BGROUP

Charges 2,3 and 5
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MEETING 1

Attendees:

Mike Vanderpol, MyMichigan Brian Madison, HCS Group
Bryan Smith, MyMichigan Jodi Hartzog, Henry Ford
Kirsten Tesner, Ascension Abby Burnell, McCall Hamilton

Kristin Finton, Ascension
Allisyn Mattice, McLaren
Scott Bowers, Trinity
Hannah Molnar, Trinity
Arlene Elliot , Arbor Advisors



CHARGE 2

Revise Section 2(1)(jj) definition of “Mobile MRI unit” to operate at a minimum of once per quarter.

BACKGROUND

The recommendation was from the Department. This is to clarify existing terms within the review standards in terms of
requirements of regularly scheduled basis.

CURRENT STATE

Most units serve all active host sites at least once per year or 6 months. 12 months with no activity on an approved
route is at risk for expiration due to the definition of “initiation”.

MRI UTILIZATION LIST

MRI Service Utilization Lists (michigan.gov)
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https://www.michigan.gov/mdhhs/doing-business/providers/certificateofneed/program/misc/mri-service-utilization-lists

CHARGE 2

CHARGE

Revise Section 2(1)(jj) definition of “Mobile MRI unit” to operate at a minimum of once per quarter.

DEPARTMENT DRAFTED LANGUAGE

(jj) "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, AT A MINIMUM ONCE PER QUARTER.

EXAMPLE

1. If Mobile MRI Network 1 had 4 approved host sites (A,B,C and D) and services each host site at least 1 time per
quarter the route is in compliance.

a. Q1: Mobile Network 1 services Host Sites A,B,C and D

b. Q2: Mobile Network 1 services Host Sites A,B,C and D

c. Q3: Mobile Network 1 services Host Sites A,B,C and D

d. Q4: Mobile Network 1 services Host Sites A,B,C and D

08/07/2024 MRI SUBGROUP 4



QUESTIONS/ CONCERNS

DEFINITION OF MOBILE UNITS

The proposed language is
amending the definition for Mobile
MRI unit. There some existing
routes with multiple units. This
would seem to suggest that each
unit needs to service each host
site every quarter.

08/07/2024

COULD DECREASE ACCESS

Requiring quarterly service does
not take into account utilization or
operational needs and could
decrease access.

The older mobile units are at risk

of quenching during movement to
a new location. Decreasing access
and available scanner time.

MRI SUBGROUP

COULD INCREASE COSTS

Some sites keep approvals as an
insurance policy and don’t receive
regular service. Requiring that
they receive service every quarter
regardless of need could add
additional costs to the host site
and health system (i.e.
transporting the mobile unit is
cost about $1000 round trip).






CHARGE 3

CHARGE

Revise Section 4(4)(b) to add MRI mobile host site has been in operation for at least 12 months.

BACKGROUND

The recommendation was from the Department. This is to clarify existing terms within the review standards for
subsequent relocations of the same host site.

CURRENT STATE

Standards allow for the relocation of an MRI host site within 5§ miles in a metropolitan area or 10 miles in a rural or
micropolitan area.

MSU GEOCODER

MSU Geocoder (michigan.gov)
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https://www.michigan.gov/mdhhs/doing-business/providers/certificateofneed/onlinesystems/msu-geocoder

o CHARGE 3

Revise Section 4(4)(b) to add MRI mobile host site has been in operation for at least 12 months.

DEPARTMENT DRAFTED LANGUAGE

(4) An applicant proposing to replace an existing mobile MRI host site to a new location shall demonstrate the
following: (a) The applicant currently operates the MRl mobile host site to be relocated. (b) The MRI mobile host site to
be relocated, has been in operation FOR AT LEAST 12 MONTHS AT ITS CURRENT SITE as of the date an application is
submitted to the Department. (c) The proposed new site is within a 5-mile radius of the existing site for a metropolitan
statistical area county or within a 10-mile radius for a rural or micropolitan statistical area county or is designated by
the Centers for Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH). (d) The relocation will not
involve a change in the current central service coordinator unless the requirements of Section 3(5) are met. (e) The
applicant confirms that the host site was not initiated under Section 3(4)(d).

EXAMPLE

Host Site A located in a metropolitan county has been in operation since 01/01/2024 and wants to relocate to a new
site within 5 miles. - Not Approvable.
Host Site B located in a metropolitan county has been in operation since 01/01/2023 and wants to relocate to a new

site within 5 miles. —Approvable.
Host Site C located in a Rural county has been in operation since 01/01/2023 and wants to relocate to a new site within

10 miles. —Approvable.

08/07/2024 MR| SUBGROUP 8
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CHARGE 5

Add project delivery requirements to Section 15 of the MRI Services CON Standards to include mobile host site patient
safety, similar to Section 15(1)(h) of the CT CON Standards.

BACKGROUND

Department requested charge; looking to add quality metrics to the project delivery requirements. Applicable to all MRI
approved mobile facilities.

CURRENT STATE

Similar language exists in the CT standards.

CT STANDARDS

CT_Standards.pdf (michigan.gov)
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https://www.michigan.gov/mdhhs/-/media/Project/Websites/mdhhs/Doing-Business-with-MDHHS/Health-Care-Providers/Certificate-of-Need/CON-Review-Standards/CT_Standards.pdf?rev=5698f5914fcf422e8765e2b96a32ec01&hash=F8046A0A8EDACD1775AD3BC9E61BCF3F

CHARGE 5

CHARGE

Add project delivery requirements to Section 15 of the MRI Services CON Standards to include mobile host site patient
safety, similar to Section 15(1)(h) of the CT CON Standards.

DEPARTMENT DRAFTED LANGUAGE

(7) An applicant approved under Section 3(4)(d) shall agree that the services provided by the mobile MRI service(s) are
delivered in compliance with the following terms: (a) Each mobile MRI service(s) that provides mobile MRI services to
the applicant’s site also serves and will continue to serve at least two mobile host sites. (b) EACH HOST FACILITY MUST
PROVIDE A PROPERLY PREPARED PARKING PAD FOR THE MOBILE MRI SCANNER OF SUFFICIENT LOADBEARING
CAPACITY TO SUPPORT THE VEHICLE, A WAITING AREA FOR PATIENTS, AND A MEANS FOR PATIENTS TO ENTER THE
VEHICLE WITHOUT GOING QUTSIDE (SUCH AS A CANOPY OR ENCLOSED CORRIDOR). EACH HOST SITE FACILITY
MUST ALSO PROVIDE THE CAPABILITY FOR PROCESSING THE IMAGES AND MAINTAINING THE CONFIDENTIALITY OF
PATIENT RECORDS. A COMMUNICATION SYSTEM MUST BE PROVIDED BETWEEN THE MOBILE VEHICLE AND EACH
HOST SITE FACILITY TO PROVIDE FOR IMMEDIATE NOTIFICATION OF EMERGENCY MEDICAL SITUATIONS.

08/07/2024 MRI SUBGROUP 1



QUESTIONS/ CONCERNS

APPLICABILITY TO EMERGENCY OR TEMP HOST SITES

There was a question on if the proposed language for charge 5 and if it would apply
to emergency or temporary host sites while a fixed unitis being repaired or
replaced. The specific area of concern was the need for a waiting area or and

canopy or enclosed corridor for these emergency or temporary host sites.

08/07/2024 MRI SUBGROUP
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SUMMARY

Next Steps

Meet to discuss remaining charges 2 and 5

Bring final recommendations to meeting in
September.

4
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THANK YOU

08/07/2024

MRI SUBGROUP

Abby Burnell

269-362-4324
abby@mccallhamilton.com
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SECTION 2

"Intra-operative magnetic resonance imaging" or "IMRI" means the integrated use of MRI technology Recommended |anguage in red
during surgical and interventional procedures within a licensed operative environment.

IMRI-GUIDEDPROCEDURE MEANS ANY DIAGNOSTICOR THERAPEUTIC PROCEDURE PERFORMED USING

AN IMRI UNITTO TARGET SPECIFIC AREAS WITHIN THE BODY. THESE PROCEDURES MAY INCLUDE

BIOPSIES, INJECTIONS, ULTRASOUNDS, OR OTHER PROCEDURES THAT REQUIRE ACCURATE

LOCALIZATION OF TISSUES OR STRUCTURES.

SECTION9

(6) Non-surgical diagnostic studies shall not be performed on an IMRI unit approved under this section
unless the patient meets one of the following criteria:

(a) the patient has been admitted to an inpatient unit; or

(b) the patientis having the study performed on an outpatient basis, but is in need of generalanesthesia
or deep sedation as defined by the American Society of Anesthesiologists; OR

(C) THE PATIENT ISHAVING AN IMRI-GUIDED PROCEDURE

or

combined the red text in Sections 2 and 9 to just be under the list of exemptions
in Section 9. Like this:

6) Non-surgical diagnostic studies shall not be performed on an IMRI unit approved under this section
unless the patient meets one of the following criteria:

(a) the patient has been admitted to an inpatient unit; or

(b) the patientis having the study performed onan outpatient basis, but is in need of generalanesthesia
or deep sedation as defined by the American Society of Anesthesiologists; OR

(C) THE PATIENT IS HAVING A DIAGNOSTIC OR THERAPEUTIC PROCEDURE PERFORMED USING AN IMRI
UNITTO TARGET SPECIFIC AREAS WITHIN THE BODY, INCLUDING BIOPSIES, INJECTIONS, ULTRASOUNDS,
OR OTHER PROCEDURES THAT REQUIRE ACCURATE LOCALIZATION OF TISSUES OR STRUCTURES.



CHARGE 6 SUBGROUP




SUBGROUP MEMBERS
Dave Walker (Corewell Health)
Scott Bowers (Trinity Health)
Allisyn Mattice (McLaren)

Jodi Hartzog (Henry Ford)
Glenn Houck (Ml Medicine)
Bryan Smith (MyMichigan)

Dana Thering (MyMichigan)
Mike VanderPol (MyMichigan)
Arlene Elliot (Arbor Advisors)
Abby Burnell (McCall Hamilton)
Nicole Shook (Henry Ford)
Laure Tartal (Henry Ford)




6. REVIEW SECTION 15(2)(E) TO CONSIDER CLARIFYING THE TERM “IMMEDIATELY AVAILABLE".
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.



THE ISSUE HAS BEEN THAT THE DEPARTMENT IS UNCERTAIN AS TO HOW TO
INTERPRET “IMMEDIATELY AVAILABLE”. WITHIN THE STATEWIDE COMPLIANCE
REVIEW, IT WAS DETERMINED THAT SOME PHYSICIANS ARE FULL-TIME, SOME
ARE PART-TIME, SOME ARE ON-CALL, AND SOME ARE AVAILABLE THROUGH
TELEMEDICINE. FOR THOSE PHYSICIANS WHO ARE NOT ON-SITE, WHAT TIME
FRAME QUALIFIES AS IMMEDIATELY AVAILABLE? IS THE PHYSICIAN REQUIRED
TO BE PHYSICALLY ON-SITE, OR IS TELEMEDICINE ACCEPTABLE AS MEETING
THE “IMMEDIATELY AVAILABLE” REQUIREMENT?



WHAT WE DECIDED

= After reviewing professional guidelines, it appears that the types of emergencies that
would require physician presence are related to adverse reactions to contrast.

= Therefore, the workgroup simplified the language to make it clear that most

emergencies can be handled by appropriately trained staff BUT anytime contrast is
being administered a physician must be on-site.



ACR GUIDELINE

A radiologist (MD/DO) may provide direct sugerv'isiunz of intravenous contrast material adnunistration. When
under the general supervision of a radiologist~, the following providers may also provide direct supervision of
intravenous contrast administration:

Nonradiologist physicians (MD/DO)
Advanced practice providers (nurse practitioner, physician assistant)

Registered nurses following a symptom- and sign-dniven treatment algorithm

The radiologist or other provider directly supervising the injection of contrast media should be trained 1n, and
periodically demonstrate competence mn:

1.

Managmg acute hypmeusmwt}r and ph}rﬂologic drug reacnom 1s may be done using diagnostic
Teatient algorithm as 1s commonly used by

nursing
Appropriately administering reassurance, oxygen, antihistamune, intravenous fluids, beta2-agonist inhaler,
epmephnne, and/or position changes

Understanding when to call for assistance and how to activate emergency response system(s)

4. Basic Life Support (BLS)

[~

LF¥]




RECOMMENDED LANGUAGE

15(2)(e): The applicant shall have, within the MRI unit/service, equipment and supplies to handle clinical
emergencies that might occur in the unit. MRl service staff will be trained in CPR and other appropriate

emergency interventions.




American College of Radiology, with more than 30,000 members, is the principal organization of radiologists, radiation oncologists, and clinical medical
physicists in the United States. The College is a nonprofit professional society whose primary purposes are to advance the science of radiology, improve
radiologic services to the patient, study the socioeconomic aspects of the practice of radiology, and encourage continuing education for radiologists,

radiation oncologists, medical physicists, and persons practicing in allied professional fields.

The American College of Radiology will periodically define new practice parameters and technical standards for radiologic practice to help advance the
science of radiology and to improve the quality of service to patients throughout the United States. Existing practice parameters and technical standards will
be reviewed for revision or renewal, as appropriate, on their fifth anniversary or sooner, if indicated.

Each practice parameter and technical standard, representing a policy statement by the College, has undergone a thorough consensus process in which it has
been subjected to extensive review and approval. The practice parameters and technical standards recognize that the safe and effective use of diagnostic and
therapeutic radiology requires specific training, skills, and techniques, as described in each document. Reproduction or modification of the published

practice parameter and technical standard by those entities not providing these services is not authorized.

Revised 2022 (Resolution 4)*

ACR-SPR PRACTICE PARAMETER FOR THE USE OF INTRAVASCULAR
CONTRAST MEDIA

PREAMBLE

This document is an educational tool designed to assist practitioners in providing appropriate radiologic care for
patients. Practice Parameters and Technical Standards are not inflexible rules or requirements of practice and are not

intended, nor should they be used, to establish a legal standard of care 1 For these reasons and those set forth below,
the American College of Radiology and our collaborating medical specialty societies caution against the use of these
documents in litigation in which the clinical decisions of a practitioner are called into question.

The ultimate judgment regarding the propriety of any specific procedure or course of action must be made by the
practitioner in light of all the circumstances presented. Thus, an approach that differs from the guidance in this
document, standing alone, does not necessarily imply that the approach was below the standard of care. To the
contrary, a conscientious practitioner may responsibly adopt a course of action different from that set forth in this
document when, in the reasonable judgment of the practitioner, such course of action is indicated by the condition of
the patient, limitations of available resources, or advances in knowledge or technology subsequent to publication of
this document. However, a practitioner who employs an approach substantially different from the guidance in this
document is advised to document in the patient record information sufficient to explain the approach taken.

The practice of medicine involves not only the science, but also the art of dealing with the prevention, diagnosis,
alleviation, and treatment of disease. The variety and complexity of human conditions make it impossible to always
reach the most appropriate diagnosis or to predict with certainty a particular response to treatment. Therefore, it
should be recognized that adherence to the guidance in this document will not assure an accurate diagnosis or a
successful outcome. All that should be expected is that the practitioner will follow a reasonable course of action
based on current knowledge, available resources, and the needs of the patient to deliver effective and safe medical
care. The sole purpose of this document is to assist practitioners in achieving this objective.

1 [owa Medical Society and Iowa Society of Anesthesiologists v. lowa Board of Nursing, 831 N.W.2d 826 (Iowa 2013) Iowa Supreme Court refuses to find that
the ACR Technical Standard for Management of the Use of Radiation in Fluoroscopic Procedures (Revised 2008) sets a national standard for who may perform
fluoroscopic procedures in light of the standard’s stated purpose that ACR standards are educational tools and not intended to establish a legal standard of care.
See also, Stanley v. McCarver, 63 P.3d 1076 (Ariz. App. 2003) where in a concurring opinion the Court stated that “published standards or guidelines of
specialty medical organizations are useful in determining the duty owed or the standard of care applicable in a given situation” even though ACR standards
themselves do not establish the standard of care.

PRACTICE PARAMETER 1 IV Contrast Media
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INTRODUCTION

This practice parameter has been revised to promote the safe and effective administration of intravascular contrast
media used for imaging studies and was revised collaboratively by the American College of Radiology (ACR) and
the Society for Pediatric Radiology (SPR).

For a complete discussion of the use of intravascular contrast media and potential adverse events related to contrast
media administration (including, but not limited to, nephrotoxicity, extravasation, allergic-like reactions, pregnancy
issues, and drug interactions, see the ACR Manual on Contrast Media [1].

The goals of personnel administering intravascular contrast media include using contrast media appropriately,
optimizing image quality, and minimizing risk to the patient.

I1.

QUALIFICATIONS AND RESPONSIBILITIES OF PERSONNEL

A. Provider(s) Responsible for Predefining Contrast-Enhanced Imaging Protocols

C.

A standardized set of predefined imaging protocols for contrast-enhanced examinations should be available
with specific instructions to facilitate asynchronous direction of personnel performing the examination. The
party responsible for predefining standardized imaging protocols is typically a group but could be a single
provider. This should include at least 1 physician (MD/DO) who is familiar with the various contrast media
available and the indications and contraindications for each but might also include nonradiologist physicians,
technologists, and/or radiologic physicists. Specific recommendations for information to be included in
predefined protocols are included in section III: Specifications of the Procedure.

Provider Responsible for Ordering the Contrast-Enhanced Examination

The order for an imaging examination should be placed by a licensed provider who meets institutional, state,
and federal requirements for performing this task. Some recommendations regarding the order for an imaging
study are noted in ection III: Specifications of the Procedure.

All administrations of intravascular contrast material (including intravenous or intra-arterial injections of
iodinated contrast media, gadolinium-based contrast agents (GBCAs), and other contrast media [eg,
microbubble ultrasound contrast agents or superparamagnetic iron oxide particles]) should be directed by either
a written or an electronic order. The order for an imaging examination may include the order for medications
such as contrast material. Providers ordering contrast material must be:

1. A radiologist or other appropriately trained physician (see “Physician(s) Responsible for Defining the
Contrast-Enhanced Imaging Protocol” below) working within the imaging department.

2. Another appropriately qualified and licensed care provider outside the imaging department ordering an
examination that will be performed according to a predefined standardized imaging protocol (see
“Physician(s) Responsible for Defining the Contrast-Enhanced Imaging Protocol” and “Specifications of
the Procedure” below). In this latter case, the ordering provider takes on the responsibility for the decision
to administer contrast material and should be familiar with contraindications.

[2-5] Provider(s) Responsible for Assigning a Protocol to Contrast-Enhanced Examinations

An order for an imaging examination may or may not inherently request a specific imaging protocol for
the examination, and a separate provider may assign a protocol. Providers assigning protocols for a
contrast-enhanced imaging study must have at least one of the following qualifications:

Certification in Radiology, Diagnostic Radiology, Interventional Radiology/Diagnostic Radiology (IR/DR)
or Radiation Oncology by the American Board of Radiology (ABR), the American Osteopathic Board of
Radiology (AOBR), the Royal College of Physicians and Surgeons of Canada, or the College des Médecins

PRACTICE PARAMETER 2 IV Contrast Media


https://www.acr.org/Clinical-Resources/Contrast-Manual

du Québec.

or
Completion of a radiology residency program approved by the Accreditation Council for Graduate Medical
Education (ACGME), the Royal College of Physicians and Surgeons of Canada (RCPSC), the Collége des
Médecins du Québec, or the American Osteopathic Association (AOA) to include imaging training on all
body areas.

or
A physician whose residency or fellowship training did not include the above may still be considered
qualified to protocol contrast media administration provided the individual can demonstrate sufficient
knowledge of the pharmacology, indications, and contraindications for the use of contrast media to enable
safe administration.

or
Appropriately experienced physicians currently in a radiology residency or fellowship training program
approved by the Accreditation Council for Graduate Medical Education (ACGME), the Royal College of
Physicians and Surgeons of Canada (RCPSC), the Collége des Médecins du Québec, or the American
Osteopathic Association (AOA) to include imaging training on all body areas, when so instructed by their
supervising faculty and departmental/institutional policy.

or
A certified and/or licensed radiologic technologist, MRI technologist, ultrasound technologist, registered
radiologist assistant, nurse, or physician assistant, under the supervision of a radiologist or his or her
physician designee (see “Supervising Radiologist or Other Supervising Provider” below) [2-5].

In some cases, a physician will directly define the imaging protocol at the time of the examination. In other
cases, a provider will assign a protocol from a set of predefined imaging protocols that facilitate
asynchronous direction of personnel performing the examination. If a predefined protocol is assigned, the
assigning provider should be aware of pertinent risk factors that might increase the likelihood of adverse
events from contrast media administration, should have knowledge of appropriate alternative imaging
methods (see the ACR Manual on Contrast Media [1]), and should be familiar with strategies for mitigation
of risk when alternative imaging methods are impractical (eg, premedication to mitigate the risk of contrast
reaction and hydration to mitigate the risk of nephrotoxicity from iodinated contrast media). The provider
should also be familiar with patient preparation for the examination, including any bowel preparation, and
have knowledge of the volume and concentration of the appropriate contrast media required for a given
examination.

D. Provider(s) Responsible for Performing the Contrast-Enhanced Examination and Injecting Contrast Media

The provider responsible for performing a contrast-enhanced examination may or may not be the same provider
as is injecting the contrast media. Specific requirements of a person to perform a contrast-enhanced imaging
examination are beyond the scope of this practice parameter. However, requirements for pre-examination
screening are provided below (see “Specifications of the Procedure”).

While under supervision as outlined below (see “Supervising Radiologist or Other Supervising Provider”) [2-
5], injections may be performed by a certified and/or licensed radiologic technologist, MRI technologist,
sonographer, registered radiologist assistant, nurse, physician assistant, physician, or other appropriately
credentialed health care professional.

The injection technique must follow relevant institutional, state, and federal regulations. Training and
proficiency in basic cardiopulmonary resuscitation and the management of adverse events related to
intravascular contrast media administration are recommended for those who attend to patients undergoing
contrast-enhanced examinations.

E. Supervising Radiologist or Other Supervising Provider (ie, physician performing direct supervision)
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A radiologist (MD/DO) may provide direct su ervision? of intravenous contrast material administration. When
under the general supervision of a radiologist?, the following providers may also provide direct supervision of
intravenous contrast administration:

1. Nonradiologist physicians (MD/DO)
2. Advanced practice providers (nurse practitioner, physician assistant)
3. Registered nurses following a symptom- and sign-driven treatment algorithm

The radiologist or other provider directly supervising the injection of contrast media should be trained in, and
periodically demonstrate competence in:

1. Managing acute hypersensitivity and physiologic drug reactions. This may be done using diagnostic
decision-making or by use of a symptom- and sign-driven treatment algorithm as is commonly used by
nursing

2. Appropriately administering reassurance, oxygen, antihistamine, intravenous fluids, beta2-agonist inhaler,
epinephrine, and/or position changes

3. Understanding when to call for assistance and how to activate emergency response system(s)

4. Basic Life Support (BLS)

This provider of direct supervision must be immediately available to furnish assistance and direction throughout
the performance of the procedure [5,6]. This does not mean that the supervising provider or radiologist must be
present in the room where and when the procedure is performed [5]. However, there should be at least one
person who can recognize adverse events related to contrast media administration in attendance (in the room or
in an adjacent control room) to observe the patient during and immediately after the injection and summon
medical assistance as needed.

F. Other Participating Personnel
1. Non-Physician Radiology Provider (NPRP)

NPRPs are all Non-Physician Providers (eg, RRA, RPA, RA, PA, NP, ...) who assist with or participate in
portions of the practice of a radiologist-led team (Radiologists = diagnostic, interventional,
neurointerventional radiologists, radiation oncologists, and nuclear medicine physicians). The term
“NPRP” does not include radiology, CT, US, NM MRI technologists, or radiation therapists who have
specific training for radiology related tasks (eg, acquisition of images, operation of imaging and
therapeutic equipment) that are not typically performed by radiologists.

The term 'radiologist-led team' is defined as a team supervised by a radiologist (ie, diagnostic,
interventional, neurointerventional radiologist, radiation oncologist, and nuclear medicine physician) and
consists of additional healthcare providers including RRAs, PAs, NPs, and other personnel critical to the
provision of the highest quality of healthcare to patients. (ACR Resolution 8, adopted 2020).

The appropriately credentialed NPRP performing injections of contrast media should comply with
existing operating policies and procedures at the imaging facility in which the provider is working and
must comply with state and federal regulations.

2 For the purpose of this parameter, direct supervision means that the physician must be present and immediately available to furnish assistance and
direction throughout the performance of the procedure. It does not mean that the physician must be present in the room where and when the procedure is
performed.

3 For the purpose of this parameter, general supervision is defined by the Centers for Medicare & Medicaid Services (CMS) meaning that “the procedure is
furnished under the physician’s overall direction and control, but that the physician’s presence is not required during the performance of the procedure.”
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2. Technologist

Technologists performing injections of contrast media should comply with existing operating policies and
procedures at the imaging facility in which they are working. At a minimum, the technologist should
understand the general benefits of contrast media administration, follow protocols for safe intravascular
injection of contrast media, understand contraindications to intravascular injection of contrast media, and
recognize adverse events following contrast media administration. Certification by the American Registry
of Radiologic Technologists (ARRT), the American Registry of Magnetic Resonance Imaging
Technologists (ARMRIT), American Registry for Diagnostic Medical Sonography (ARDMS),
Cardiovascular Credentialing International (CCI) or an unrestricted state license is required.

3. Pharmacist

In some settings, a pharmacist may review the contrast medium order for appropriateness and/or dispense
the contrast media. The reviewing pharmacist should be familiar with the various contrast media available
and the indications and contraindications for each.

However, pharmacist review may not be necessary for some settings that meet the Joint Commission
Medication Management Standards. It may be possible to meet Joint Commission standards by properly
constructed and approved institutional policies and procedures that permit administration of intravascular
contrast media without pharmacist review of each individual order.

I11. SPECIFICATIONS OF THE PROCEDURE

The written or electronic request for an examination using intravascular contrast media should provide sufficient
information to demonstrate the medical necessity of the examination and allow for its proper performance and
interpretation.

Documentation that satisfies medical necessity includes 1) signs and symptoms and/or 2) relevant history (including
known diagnoses). Additional information regarding the specific reason for the examination or a provisional
diagnosis would be helpful and may at times be needed to allow for the proper performance and interpretation of
the examination.

The request for the examination must be originated by a physician or other appropriately licensed health care
provider. The accompanying clinical information should be provided by a physician or other appropriately licensed
health care provider familiar with the patient’s clinical problem or question and consistent with the state’s scope of
practice requirements. (ACR Resolution 35 adopted in 2006 — revised in 2016, Resolution 12-b)

Each facility or imaging department should have written policies, protocols, and procedures regarding
administration of intravascular contrast media. In some cases, a physician or provider will directly define an imaging
protocol at the time of the examination. However, a standardized set of predefined imaging protocols for contrast-
enhanced examinations should be available with specific instructions to facilitate asynchronous direction of
personnel performing the examination. Predefined protocols should include the type, timing, dosage, rate of
injection, and route of administration of contrast media as well as timing and number of imaging acquisitions
relative to contrast injection. Imaging protocols should be based on clinical indication and relevant history as
provided in the request for examination.

Appropriate history and preprocedural screening should be performed by personnel familiar with the risk factors
for adverse events, contraindications to contrast media administration, examination preparation, and premedication
strategies. Relevant history and laboratory results should be reviewed by the personnel performing the injection
prior to contrast media injection (see “Provider Responsible for Ordering the Contrast-Enhanced Examination” and
“Provider(s) Responsible for Performing the Contrast-Enhanced Examination and Injecting Contrast Media,”).

All imaging facilities should have policies and procedures to identify pregnant patients prior to imaging. Prior to
contrast media administration, possible risks to the fetus and benefits of the procedure should be evaluated by a
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radiologist or other appropriately trained physician (see “Providers Responsible for Assigning a Protocol to
Contrast-Enhanced Examinations” above) and discussed with the patient and referring clinician. For
recommendations on when informed consent of a pregnant patient might be appropriate, please see the
corresponding section in the ACR Manual on Contrast Media [1].

Vascular access should be established or confirmed using the facility’s protocol. Adequate access should be
ascertained prior to contrast media injection including:

Determining whether the catheter type is appropriate for power injection or manual injection and verifying that the
catheter type and location is appropriate for the injection rate and volume.

Facility or department protocols should be in place for treating patients with adverse events.

A clinically significant event and its treatment should be documented in the radiology report and/or the patient’s
medical record in compliance with the imaging facility’s operating policies and procedures (see the ACR Practice

Parameter for Communication of Diagnostic Imaging Findings [7]). Counseling about future contrast media
administration and the possible need for future premedication should be directly communicated to the patient as

well as the patient’s referring provider, if possible.
V. DOCUMENTATION

Reporting should be in accordance with the ACR Practice Parameter for Communication of Diagnostic Imaging
Findings [7].

The use of contrast media (including for radiation therapy planning) should be documented in an appropriate record.
V. EQUIPMENT SPECIFICATIONS

Appropriate emergency equipment and medications must be immediately available to treat adverse events related
to contrast media administration (see the ACR Manual on Contrast Media [1]). The equipment and medications
should be monitored for inventory and drug expiration dates regularly. The equipment, medications, and other
emergency support must be appropriate for the range of ages and/or sizes in the patient population.

VL QUALITY CONTROL AND IMPROVEMENT, SAFETY, INFECTION CONTROL, AND
PATIENT EDUCATION

Policies and procedures related to quality, patient education, infection control, and safety should be developed and
implemented in accordance with the ACR Policy on Quality Control and Improvement, Safety, Infection Control,
and Patient Education appearing under the heading Position Statement on Quality Control & Improvement, Safety,
Infection Control, and Patient Education on the ACR website (https://www.acr.org/Advocacy-and-
Economics/ACR-Position-Statements/Quality-Control-and-Improvement).
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Center for Medicare & Medicaid Services
Additions for CY 2025

Magnetic Resonance Examination Safety Procedures (CPT codes)

CPT Code 2025 Long Description Short Description
MR safety implant and/or foreign body assessment by trained clinical staff, including identification and
verification of implant components from appropriate sources (eg, surgical reports, imaging reports,

medical device databases, device vendors, review of prior imaging), analyzing current MR conditional
status of individual components and systems, and consulting published professional guidance with
76014 written report; initial 15 minutes MR SFTY IMPLT&/FB ASMT STF 1

MR safety implant and/or foreign body assessment by trained clinical staff, including identification and
verification of implant components from appropriate sources (eg, surgical reports, imaging reports,
medical device databases, device vendors, review of prior imaging), analyzing current MR conditional
status of individual components and systems, and consulting published professional guidance with
76015 written report; each additional 30 minutes (List separately in addition to code for primary procedure) MR SFTY MPLT&/FB ASMT STF EA

MR safety determination by a physician or other qualified health care professional responsible for the
safety of the MR procedure, including review of implant MR conditions for indicated MR examination,
analysis of risk vs clinical benefit of performing MR examination, and determination of MR equipment,
76016 accessory equipment, and expertise required to perform examination, with written report MR SAFETY DETER PHYS/QHP
MR safety medical physics examination customization, planning and performance monitoring by
medical physicist or MR safety expert, with review and analysis by physician or other qualified health
care professional to prioritize and select views and imaging sequences, to tailor MR acquisition specific
to restrictive requirements or artifacts associated with MR conditional implants or to mitigate risk of
76017 non-conditional implants or foreign bodies, with written report MR SFTY MED PHYSICS XM CSTMZ




Center for Medicare & Medicaid Services
Additions for CY 2025 (Continued)

Magnetic Resonance Examination Safety Procedures (CPT codes)

MR safety implant electronics preparation under supervision of physician or other qualified health care
professional, including MR-specific programming of pulse generator and/or transmitter to verify device
integrity, protection of device internal circuitry from MR electromagnetic fields, and protection of
76018 patient from risks of unintended stimulation or heating while in the MR room, with written report MR SAFETY IMPLANT ELEC PREP)
MR safety implant positioning and/or immobilization under supervision of physician or other qualified
health care professional, including application of physical protections to secure implanted medical
device from MR-induced translational or vibrational forces, magnetically induced functional changes,
and/or prevention of radiofrequency burns from inadvertent tissue contact while in the MR room, with
76019 written report MR SAFETY IMPLT POSE/IMMOEBLI







Section 16. Definitions

Active Implant Medical Device (AIMD): An implanted device that requires an external power source to operate. Active implants often require the MRI unit to operate at a
lower energy level and/or over a longer period to compensate for the whole-body specific absorption rate (SAR) or B1+rms imaging limits as defined in the implant’s FDA
labeling for MRI imaging. Examples include cardiac implantable electronic devices (CIEDs), stimulators, cochlear devices, and implanted infusion pumps.

Foreign Body: An abnormal metallic object that is present within the human body as a result of an injury. Metal foreign bodies may also be present if they are ingested,
inhaled, or inserted. These are not considered medical devices or implants but are subject to an MRI examination safety evaluation.

MRI examination safety evaluation: A patient evaluation where an implant and/or metallic foreign body is assessed for safety by a certified MRI technologist, licensed
physicist, radiologist, or other appropriately trained healthcare professional. This includes identification and verification of implant components from appropriate sources
(e.g., surgical reports, imaging reports, medical device databases, device vendors, review of prior imaging), analyzing current MRI Conditional status of individual
components and systems, and consulting published professional guidance with a written report.

“Off-label” imaging of an active implant: Defined as imaging under conditions that contradict or exceed the FDA-approved labeling for MRI imaging or imaging an active
implant when labeling does not exist. This should be performed if deemed appropriate after considering the risks and benefits of the procedure.

High Complexity AIMD / foreign body scan: An MR visit involving a patient implanted with an active implant that has undergone an MRI examination safety evaluation and
can be imaged when operating the MRI unit at a lower energy level to meet the implant’s FDA labeling for MRl imaging. Applies when maximum whole-body SAR is 0.1 —
1.0 W/kg or B1+rms is 2.0 uT or below and a total imaging time limit exists, and/or at least one of the following roles are required to assist to ensure safe imaging: onsite or
remote physician specialist, onsite or remote physicist, onsite or remote vendor field rep, an onsite advanced cardiovascular life support (ACLS)-trained personnel.

Medium Complexity AIMD / foreign body scan: An MRl visit involving a patient implanted with an active implant that has undergone an MRI examination safety evaluation
and can be imaged when operating the MRI unit at a lower energy level to meet the implant’s FDA labeling for MRI imaging. Applies when the whole-body SAR is 1.1 - 2.0
W/kg or B1+rmsis 2.1 — 3.2 uT, and/or a total imaging time limit exists.

Low Complexity AIMD / foreign body scan: An MRI visit involving a patient implanted with an active implant that has undergone an MRI examination safety evaluation and
can be scanned under normal operating mode and/or a patient imbedded with a metallic foreign body from prior injury that has been deemed low-risk.




Section 16. Definitions Cont’

 Specific Absorption Rate (SAR): The dosimetric term used to estimate the rate of absorption of radiofrequency (RF)
energy by human tissue in MRI. The most commonly used SAR metric presented by the scanner is the whole body-
averaged value. It is expressed in watts per kilogram (W/kg) on an MRI system.

« B1+rms (root-mean-square): The value of the transmitted radiofrequency (RF) magnetic field delivered to human
tissue within a given MRI imaging sequence averaged over 10 seconds. It is measured in micro-tesla (uT).







Section 16. M R1 procedure adjustments

* (j) For each MRI visit involving a low complexity AIMD/foreign body scan, 0.75 shall be added to the base value. Shall only
be reported for the first procedure if the MRI visit involves more than one procedure.

* (k) For each MRI visit involving a medium complexity AIMD/foreign body scan, 1.25 shall be added to the base value. Shall
only be reported for the first procedure if the MRI visit involves more than one procedure.

» (I) For each MRI visit involving a high complexity AIMD/foreign body scan, 1.50 shall be added to the base value. Shall only
be reported for the first procedure if the MRI visit involves more than one procedure.

» (m) For each MR visit involving a patient implanted with multiple AIMD’s, and/or an MRI procedure performed “off-label”,
1.75 shall be added to the base value. Shall only be reported for the first procedure if the MRI visit involves more than one
procedure.




Example of AIMD / Foreign Body Scan Types

HIGH COMPLEXITY

MEDIUM COMPLEXITY

LOW COMPLEXITY

OTHER

Pacemakers / ICDs

Medtronic Spinal Column
Stimulators

Spinal Fusion Stimulators

Multiple active implants

Deep Brain Stimulators

Bladder Stimulators

Newer Cochlear Implants

Metallic foreign bodies (shrapnel,
BBs, etc) in anatomically sensitive
locations. Low-high risk of injury

Vagus Nerve Stimulators

INSPIRE Sleep Apnea
Stimulators

Most implanted infusion pumps

Immobilization to prevent movement

Boston Scientific Spinal
Column Stimulators

Metallic foreign bodies (shrapnel, BBs,
etc) in less anatomically sensitive
locations. Lowest risk of injury

“Legacy” pacemakers / ICDs

Abbott Spinal Column
Stimulators

Non pacemaker / ICD implants
scanned “off-label”

NEVRO Spinal Column
Stimulators

REMEDE Sleep Apnea
Stimulators

Older (> approx. 5 years)
Cochlear implants




Suggestion for Data Entry template

AIMD / Foreign Body?
0. No AIMD / Foreign Body

1. Low Complexity

2. Medium Complexity

3. High Complexity
4. >2 AIMDs, “Off-Label”
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MRI Charge Eight

8. Review MRI| CON Standards to consider if changes are
needed to improve access to MRI in rural and micropolitan
statistical counties



Critical Access and Sole Community Hospital
Definitions

“CRITICAL ACCESS HOSPITAL” OR “CAH” means a hospital designated by CMS pursuant to 42
CFR 485.606.

“‘SOLE COMMUNITY HOSPITAL or “SCH” means a hospital designated by CMS pursuant to 42
CFR 412.92.

Language used in the surgical services standard: or the applicantis a
Critical Access Hospital, Sole Community Hospital, or Medicare
Dependent Hospital



Current Hospitals with Sole Community Hospital

Status in a Metropolitan County

HOSPEEDINV for September 1, 2024.xlsx (michigan.gov]

Facility 1D
04-0010
17-0020
20-0020
22-0020
24-0030
28-0010
30-0010
31-0020
32-0020
35-0010
52-0050
53-0010
54-0030
56-0020
65-0010
69-0020
84-0010

Hospital Name

MyMichigan Medical Center Alpena
MyMichigan Medical Center - Sault
Munson Healthcare Grayling Hospital
Marshfield Medical Center - Dickinson
McLaren Northern Michigan

Munson Medical Center

Hillsdale Hospital

UP Health System Portage

McLaren Thumb Region

MyMichigan Medical Center Tawas

UP Health System - Marquette

Corewell Health Ludington Hospital
Corewell Health Big Rapids Hospital
MyMichigan Medical Center Midland
MyMichigan Medical Center West Branch
Munson Healthcare Otsego Memorial Hospital

Munson Healthcare Cadillac Hospital

County
Alpena
Chippewa
Crawford
Dickinson
Emmet
Grand Traverse
Hillsdale
Houghton
Huron
losco
Marquette
Mason
Mescota
Midland
Ogemaw
Otsego
Wexford

County Designation

on HB Rpt
Micropolitain
Micropolitain
Rural
Micropolitain
Rural
Micropolitain
Micropolitain
Micropolitain
Rural

Rural
Micropolitain
Rural
Micropolitain
Micropolitain
Rural

Rural

Micropolitain

County Designation
Per the Standards

(Effective
1.26 2023)
Micropolitain
Micropolitain
Rural
Micropolitain
Rural
Micropolitain
Micropolitain
Micropolitain
Rural

Rural
Micropolitain
Micropolitain
Micropolitain
Metropolitain
Rural

Rural

Micropolitain

Proposed
County
Designations
Micropolitain
Micropolitain
Rural
Micropolitain
Micropolitain
Metropolitain
Micropolitain
Micropolitain
Rural

Rural
Micropolitain
Micropolitain
Micropolitain
Metropolitain
Rural

Rural

Micropolitain



MRI Reference to Rural & Micropolitan in
Standards

Section 2 Definitions:
mm) "Planning area" means

(i) inthe 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, oris
designated by the Centers for Medicare and Medicaid Services (CMS) as a Critical Access Hospital
(CAH); or Sole Community Hospital (SCH).

(ii) inthe 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 notin 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, or is designated by the Centers for
Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH); or Sole Community Hospital
(SCH).



MRI Reference to Rural & Micropolitan in
Standards

Section 3. Requirements to initiate an MRI service

(4) An applicant, whether the central service coordinator or the host site, proposing to initiate a host site
on a new or existing mobile MRI service shall demonstrate the following, as applicable:

(a) 600 available MRI adjusted procedures, from within the same planning area as the proposed
service/unit, for a proposed host site that is retlocated in a metropolitan statistical area county

raratormicropotitanstatisticatareacounty, or

(b) 400 available MRI adjusted procedures from within the same planning area for a proposed host
site that is located in a rural or micropolitan statistical area county, or is designated by the Centers
for Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH); or Sole Community

Hospital (SCH).



MRI Reference to Rural & Micropolitan in
Standards

Section 4. Requirements to replace an existing MRI unit

(4) An applicant proposing to replace an existing mobile MRI host site to a new location shall demonstrate
the following:
a) The applicant currently operates the MRI mobile host site to be relocated.

b) The MRI mobile host site to be relocated has been in operation as of the date an application is
submitted to the Department.

c) The proposed new site is within a 5-mile radius of the existing site for a metropolitan statistical area
county or within a 10-mile radius for a rural or micropolitan statistical area county or is designated
by the Centers for Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH); or
Sole Community Hospital (SCH).



MRI Reference to Rural & Micropolitan in
Standards

Section 13. Requirements for all applicants proposing to initiate, replace, or acquire an FDA
approved hospital-based portable MRI unit

(4) The applicant hospital is designated as a level | or Il trauma facility by the American College of
Surgeons and has been certified as a Comprehensive Stroke Center by the Joint Commission, the
Accreditation Commission for Health Care, Inc., or Det Norske Veritas or has cared for more than 500
acute stroke patients in the most recent 12-month period if located in a metropolitan county or 300 acute
stroke patients in the most recent 12-month period if located in a rural or micropolitan county, or is
designated by the Centers for Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH),
or Sole Community Hospital (SCH).



MRI Reference to Rural & Micropolitan in
Standards

Section 15. Project delivery requirements - terms of approval

(4) Compliance with the following monitoring and reporting requirements:

(a) MRl units shall be operating at a minimum average annual utilization during the second 12 months
of operation, and annually thereafter, as applicable:

(iv) Each mobile host site in a rural or micropolitan statistical area county or designated by the
Centers for Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH), or Sole
Community Hospital (SCH), 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 netiraruratermicropotitatt in a metropolitan 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
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Section 16. MRI procedure adjustments

(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 astte-designated by the Centers for Medicare
and Medicaid Services (CMS) as a Critical Access Hospital (CAH), 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 a site designated by the Centers for Medicare and Medicaid Services (CMS)
as a Critical Access Hospital (CAH), 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) Foramobile MRI unit that serves only sites located in rural or micropolitan statistical area counties or a site(s)
designated by the Centers for Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH), the
number of MRI adjusted procedures shall be multiplied by a factor of 2.0.



MICHIGAN DEPARTMENT OF HEALTH AND HUMAN SERVICES

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. These standards are requirements for the approval of the initiation, expansion, replacement,
or acquisition of MRI services and the delivery of services under Part 222 of the Code. Pursuant to Part
222 of the Code, MRI is a covered clinical service. The Department shall use these standards in applying
Section 22225(1) of the Code, being Section 333.22225(1) of the Michigan Compiled Laws and Section
22225(2)(c) of the Code, being Section 333.22225(2)(c) of the Michigan Compiled Laws.

Section 2. Definitions

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

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

(b) "Actual MRI adjusted procedures" or "MRI adjusted procedures," means the number of MRI
procedures, adjusted in accordance with the applicable provisions of Section 16, 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 "MRI Service Utilization List," as of the date an application is deemed submitted by the
Department.

c) "Available MRI adjusted procedures" 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 submitted by the Department.

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).

(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) “CRITICAL ACCESS HOSPITAL” OR “CAH” MEANS, A HOSPITAL DESIGNATED BY CMS
PURSUANT TO 42 CFR 485.606.

(i) "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.
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(i) "Department" means the Michigan Department of Health and Human Services (MDHHS).

(k) "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.

-(I) "Existing MRI service" means either the utilization of a CON-approved and operational 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 a CON-approved and operational mobile MRI unit(s) at each host site, on the date an
application is submitted to the Department.

(m) "Existing MRI unit" means a CON-approved and operational MRI unit used to provide MRI
services.

(n) "Expand an existing fixed MRI service" means an increase in the number of fixed MRI units to
be operated by the applicant.

(o) "Expand an existing 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.

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

(q) "Health service area" or "HSA" means the geographic areas set forth in Section 22.

(r) “Hospital-based portable MRI” means an MRI unit that can be transported into patient care
areas (e.g., dedicated neuroscience unit, ICU, operating room) to provide imaging of the brain.

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

(t) "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 replacement of an existing
fixed MRI service to a new site or the renewal of a lease.

u) "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.

v) "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.

(w) ‘"Inpatient" 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.

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

(y) "Intra-operative magnetic resonance imaging" or "IMRI" means the integrated use of MRI
technology during surgical and interventional procedures within a licensed operative environment.

(z) "Licensed hospital site" means the location of the hospital authorized by license and listed on
that licensee's certificate of licensure.

aa)"Magnetic resonance imaging" or "MRI" 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.

bb) "MRI adjusted procedure" means an MRI visit, at an existing MRI service, that has been
adjusted in accordance with the applicable provisions of Section 16.
(cc)"MRI database" means the database, maintained by the Department pursuant to Section 15 of these
standards, that collects information about each MRI visit at MRI services located in Michigan.
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(dd) "MRI-guided electrophysiology intervention" or "MRI-guided EPI" means equipment specifically
designed for the integrated use of MRI technology for the purposes of electrophysiology interventional
procedures within a cardiac catheterization lab.

(ee) "MRI procedure" means a procedure conducted by an MRI unit approved pursuant to sections
3,4, 5,6, 7, or 9 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 IRB. 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 7.

ff) "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.

(gg) "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 including FDA-approved positron emission tomography (PET)/MRI scanner hybrids if used for MRI
only procedures. The term does not include MRI simulators used solely for treatment planning purposes
in conjunction with a Megavoltage Radiation Therapy (MRT) unit.

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

(ii) "Medicaid" means title XIX of the social security act, chapter 531, 49 Stat. 620, 1396 to 1396g
and 1396i to 1396u.

(i) "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, AFA-MINIMUM-ONCE PER QUARTER:

(kk) "Ownership interest, direct or indirect" 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.

(I "Pediatric patient" means a patient who is 12 years of age or less, except for Section 8.

(mm) "Planning area" 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,
or is designated by the Centers for Medicare and Medicaid Services (CMS) as a Critical Access Hospital
(CAH): , OR SOLE COMMUNITY HOSPITAL (SCH).

(i) 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, OR IS DESIGNATED BY THE
CENTERS FOR MEDICARE AND MEDICAID SERVICES (CMS) AS A CRITICAL ACCESS HOSPITAL
(CAH)-, OR SOLE COMMUNITY HOSPITAL (SCH).

(iii) in the case of a proposed mobile MRI service or unit meeting the requirement of Section
16(2)(d), the health service area in which all the proposed mobile host sites will be located.

(nn) “Public health epidemic” means an epidemic identified and controlled pursuant to MCL
333.2253(1) or MCL 333.2453(1), or an epidemic or pandemic as declared by the Centers for Disease
Control (CDC) or the World Health Organization (WHO).

(oo) “Referring licensed healthcare professional” means:

(i) 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; or

(ii) a non-physician licensed healthcare professional acting within the scope of their practice.
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(pp) "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 4, or (ii) a change in the
parties to the lease.

(qq) "Research scan" means an MRI scan administered under a research protocol approved by the
applicant’s IRB.

(rr) "Re-sedated patient" means a patient, either pediatric or adult, who fails the initial sedation
during the scan time and must be extracted from the unit to rescue the patient with additional sedation.
(ss)"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 Society 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.

(iil) 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).
(tt) "Site" means

(i) inthe 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.

(uu) “SOLE COMMUNITY HOSPITAL OR “SCH” MEANS A HOSPITAL DESIGNATED BY CMS
PURSUANT TO 42 CFR 412.92.

(vw)ud) "Special needs patient” means a non-sedated patient, either pediatric or adult, with any of the
following conditions: down syndrome, autism, attention deficit hyperactivity disorder (ADHD),
developmental delay, malformation syndromes, hunter’s syndrome, multi-system disorders, psychiatric
disorders, implantable cardiac devices (ICDS), and other conditions that make the patient unable to
comply with the positional requirements of the exam or is unable to comply with the motionless
requirements and whose resulting movements result in non-diagnostic quality images therefore requiring
the technologist to repeat the same sequence in an attempt to obtain a diagnostic quality image.
(ww)pwy “Teaching facility" 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
ENGAGE IN THE CARE OF A PATIENT (INCLUDING PROTOCOLING/INTERPRETATIONS OF
STUDIES), AND that is approved by the Accreditation Council on Graduate Medical Education or
American Osteopathic Association, are assigned. A TEACHING FACILITY SHALL BE IDENTIFIED AS
MEETING THE DEFINITION IF AT LEAST ONE (1) OF THE FOLLOWONG IS TRUE:

(i) THE PARTICIPATING HOSPITAL SITE OR OTHER LOCATION’S FACILITY NAME IS LISTED
ON THE ACCREDITATION COUNCIL ON GRADUATE MEDICAL EDUCATION OR AMERICAN
OSTEOPATHIC ASSOCIATION’'S ACCREDITATION LETTER AS HAVING A TRAINING PROGRAM IN
DIAGNOSTIC RADIOLOGY.

(i) THE PARTICIPATIONG HOSPITAL SITE OR OTHER LOCATION IS OWNED BY AN ENTITY
THAT IS LISTED ON THE ACCREDITATION COUNCIL ON GRADUATE MEDICAL EDUCATION OR
AMERICAN OSTEOPATHIC ASSOCIATION’S ACCEDITIATION LETTER AS HAVING A TRAINING
PROGRAM IN DIAGNOSTIC RADIOLOGY.

(xx)}wws "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 16.

(2) Terms defined in the Code have the same meanings when used in these standards.
Section 3. Requirements to initiate an MRI service
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Sec. 3. An applicant proposing to initiate an MRI service or a host site shall demonstrate the
following requirements, as applicable:

(1) An applicant proposing to initiate a fixed MRI service shall demonstrate 6,000 available MRI
adjusted procedures per proposed fixed MRI unit from within the same planning area as the proposed
service/unit.

(2) An applicant proposing to initiate a fixed MRI service that meets the following requirements
shall not be required to be in compliance with subsection (1):

(a) The applicant is currently an existing host site.

(b) The applicant has received in aggregate, one of the following:

(i) Atleast 6,000 MRI adjusted procedures.

(i) Atleast 4,000 MRI adjusted procedures 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.

(iii) Atleast 3,000 MRI adjusted procedures and the applicant meets all of the following:

(A) The proposed site is a hospital licensed under Part 215 of the Code.

(B) The applicant hospital operates an emergency room that provides 24-hour emergency care
services and at least 20,000 visits if located in a metropolitan statistical, area county, or 10,000 visits if
located in a rural or micropolitan statistical area or is designated by the Centers for Medicare and
Medicaid Services (CMS) as a Critical Access Hospital (CAH); OR SOLE COMMUNITY HOSPITAL
(SCH). within the most recent 12-month period for which data, verifiable by the Department, is available.

(c) All of the MRI adjusted procedures from the mobile MRI service referenced in Section 3(2)(b)
shall be utilized even if the aggregated data exceeds the minimum requirements.

(d) The applicant shall install the fixed MRI unit at the same site as the existing host site or within
the relocation zone. If applying pursuant to Section 3(2)(b)(iii), the applicant shall install the fixed MRI
unit at the same site as the existing host site.

(e) The applicant shall cease operation as a host site and not become a host site for at least 12
months from the date the fixed service and its unit becomes operational.

(3) An applicant proposing to initiate a mobile MRI service shall demonstrate 5,500 available MRI
adjusted procedures from within the same planning area as the proposed service/unit, and the applicant
shall meet the following:

(a) Identify the proposed route schedule and procedures for handling emergency situations.

(b) Submit copies of all proposed contracts for the proposed host site related to the mobile MRI
service.

(c) Identify a minimum of two (2) host sites for the proposed service.

(4) An applicant, whether the central service coordinator or the host site, proposing to initiate a
host site on a new or existing mobile MRI service shall demonstrate the following, as applicable:

(a) 600 available MRI adjusted procedures, from within the same planning area as the proposed
service/unit, for a proposed host site that is net located in a METROPOLITAIN STATISTICAL AREA rural
or-micropolitan-statistical-area county, or

(b) 400 available MRI adjusted procedures from within the same planning area for a proposed host
site that is located in a rural or micropolitan statistical area county, or is designated by the Centers for
Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH); OR SOLE COMMUNITY
HOSPITAL (SCH) and

(c) The proposed host site 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.

(d) An applicant that operates an existing fixed MRI service and is proposing to initiate a mobile
MRI host site at the same site shall not be required to project available adjusted procedures if it meets the
following requirements:
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(i) Each mobile MRI service(s) that proposes to provide mobile MRI services to the applicant’s site
currently serves and will continue to serve at least two mobile host sites.

(5) An applicant proposing to add or change service on an existing mobile MRI service that meets
the following requirements shall not be required to be in compliance with subsection (4):

(@) 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) Submit copies of all proposed contracts for the proposed host site related to the mobile MRI
service.

(6) The applicant shall demonstrate that the available MRI adjusted procedures from the "Available
MRI Adjusted Procedures List" or the adjusted procedures from the "MRI Service Utilization List," as
applicable, are from the most recently published MR lists as of the date an application is deemed
submitted by the Department.

Section 4. Requirements to replace an existing MRI unit

Sec. 4. Replace an existing MRI unit means (i) any equipment change involving a change in, or
replacement of, the entire MRI unit resulting in an applicant operating the same number and type (fixed or
mobile) of MRI units before and after project completion or (ii) the renewal of a lease. Replacement also
means the relocation of an MRI service or unit to a new site. The term does not include the replacement
of the MRI system magnet that is under an existing service contract. The term does not include an
upgrade to an existing MRI unit or repair 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) have been met.

(1) "Upgrade an existing MRI unit" means any equipment change that does not involve a change
in, or replacement of, the MRI system 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).

(2) “Repair an existing MRI unit” means restoring the ability of the system to operate within the
manufacturer’s specifications by replacing or repairing the existing components or parts of the system,
including the magnet, pursuant to the terms of an existing maintenance agreement with the manufacturer
of the MRI unit that does not result in a change in the strength of the MRI unit.

(3) An applicant proposing to replace an existing MRI unit shall demonstrate the following
requirements:

(a) 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.

(b) The replacement unit shall be located at the same site.

(c) An applicant proposing to replace an existing 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.

(4) An applicant proposing to replace an existing mobile MRI host site to a new location shall
demonstrate the following:

(a) The applicant currently operates the MRI mobile host site to be relocated.

(b) The MRI mobile host site to be relocated, has been in operation FOR AT LEAST 12 MONTHS
AT ITS CURRENT SITE as of the date an application is submitted to the Department.
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(c) The proposed new site is within a 5-mile radius of the existing site for a metropolitan statistical
area county or within a 10-mile radius for a rural or micropolitan statistical area county or is designated by
the Centers for Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH): OR SOLE
COMMUNITY HOSPITAL (SCH).

(d) The relocation will not involve a change in the current central service coordinator unless the
requirements of Section 3(5) are met.

(e) The applicant confirms that the host site was not initiated under Section 3(4)(d).

(5) An applicant proposing to replace an existing fixed MRI service and its unit(s) to a new site
shall demonstrate the following:

(a) The existing MRI service and its unit(s) to be replaced has been in operation for at least 36
months as of the date an application is submitted to the Department unless the applicant meets the
requirement in subsection (c)(i) or (ii).

(b) The proposed new site is within a 10-mile radius of the existing site.

(c) Each existing MRI unit to be relocated performed at least the applicable minimum number of
MRI adjusted procedures set forth in Section 15 based on the most recently published MRI Service
Utilization List as of the date an application is deemed submitted by the Department unless one of the
requirements of subsection (i), (i), or (iii) are met. If the application is utilizing an MRI list where the
Department determines that the reporting period is impacted by a public health epidemic and the facility
was prevented by law from operating at full capacity due to the public health epidemic, the applicant may
annualize their MRI adjusted procedures and shall include only those months and procedures performed
when the facility was not prevented by law from operating at full capacity due to the public health
epidemic. If using annualized data, the applicant shall submit an affidavit confirming the months that the
facility was prevented by law from operating at full capacity due to the public health epidemic.

(i) the owner of the building where the site is located has incurred a filing for bankruptcy under
chapter 7 within the last three years;

(ii) the ownership of the building where the site is located has changed within 24 months of the
date of the service being operational; or

(i) the MRI service being replaced is part of the replacement of an entire hospital to a new
geographic site and has only one (1) MRI unit.

(6) An applicant proposing to replace a fixed MRI unit of an existing MRI service to a new site shall
demonstrate the following:

(a) The applicant currently operates the MRI service from which the unit will be relocated.

(b) The existing MRI service from which the MRI 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.

(c) The proposed new site is within a 10-mile radius of the existing site.

(d) Each existing MRI unit at the service from which a unit is to be relocated performed at least the
applicable minimum number of MRI adjusted procedures set forth in Section 15 based on the most
recently published MRI Service Utilization List as of the date an application is deemed submitted by the
Department.

(e) For volume purposes, the new site shall remain associated to the original site for a minimum of
three years.

Section 5. Requirements to expand an existing MRI service
Sec. 5. An applicant proposing to expand an existing MRI service shall demonstrate the following:

(1) An applicant shall demonstrate that the applicable MRI adjustable procedures are from the
most recently published MRI Service Utilization List as of the date of an application is deemed submitted
by the Department:

(a) Each existing MRI unit on the network has performed at least an average of 7,000 MRI
adjusted procedures per MRI unit.
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(b) Each existing fixed MRI unit at the current site has performed at least an average of 9,000 MRI
adjusted procedures per MRI unit.

(c) Each existing dedicated pediatric MRI unit at the current site has performed at least an average
of 3,500 MRI adjusted procedures per MRI unit.

(d) the applicant operates both a fixed MRI and mobile MRI host site at the same site; and

(i) the site collectively performed at least an average of 9,000 MRI adjusted procedures per
existing fixed MRI unit when its fixed and mobile host site MRI adjusted procedures are combined.

(i) itis proposing to cease operation as a host site and not become a host site for at least 12
months from the date the proposed fixed MRI unit becomes operational.

(2) If the applicant is applying for expansion, and the application is utilizing an MRI list where the
department determines that the reporting period is impacted by a public health epidemic, and the facility
was prevented by law from operating at full capacity due to the public health epidemic, the applicant may
annualize their MRI adjusted procedures and shall include only those months and procedures performed
when the facility was not prevented by law from operating at full capacity due to the public health
epidemic. If using annualized data, the applicant shall submit an affidavit confirming the months that the
facility was prevented by law from operating at full capacity due to the public health epidemic.

(3) The additional fixed unit shall be located at the same site unless the requirements of the
replacement section have been met.

Section 6. Requirements to acquire an existing MRI service or an existing MRI unit(s)

Sec. 6. An applicant proposing to acquire an existing fixed or mobile MRI service and its unit(s) shall
demonstrate the following:

(1) The applicant shall not be required to be in compliance with the volume requirements
applicable to a seller/lessor on the date the acquisition occurs if the proposed project meets one of the
following:

(a) Itis the first application proposing to acquire the existing fixed or mobile MRI service and its
unit(s) on or after July 1, 1997.

(b) The existing fixed or mobile MRI service is owned by, is under common control of, or has a
common parent as the applicant, and the MRI service and its unit(s) shall remain at the same site.

(2) For any application proposing to acquire an existing fixed or mobile MRI service and its unit(s),
except an application approved pursuant to subsection (1), an applicant shall be required to document
that the MRI service and its unit(s) to be acquired is operating in compliance with the volume
requirements set forth in Section 15 of these standards applicable to an existing MRI service on the date
the application is submitted to the Department.

(3) An applicant proposing to acquire an existing fixed or mobile MRI unit of an existing MRI
service shall demonstrate that the proposed project meets all of the following, as applicable:

(a) An applicant shall demonstrate that the applicable MRI adjustable procedures are from the
most recently published MRI service utilization list as of the date of an application is deemed submitted by
the Department:

(i) The fixed MRI unit(s) to be acquired performed at least 6,000 MRI adjusted procedures per
fixed MRI unit.

(i) The mobile MRI unit(s) to be acquired performed at least 5,500 MRI adjusted procedures per
mobile MRI unit.

(b) The project will not change the number of MRI units at the site from which the number of units
are being acquired, subject to the applicable requirements under Section 4(6), unless the applicant
demonstrates that the project is in compliance with the requirements of the initiation or expansion section,
as applicable.
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(c) 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 the replacement section have been met.

(4) If the applicant is applying for acquisition, and the application is utilizing an MRI list where the
department determines that the reporting period is impacted by a public health epidemic, and the facility
was prevented by law from operating at full capacity due to the public health epidemic, the applicant may
annualize their MRI adjusted procedures and shall include only those months and procedures performed
when the facility was not prevented by law from operating at full capacity due to the public health
epidemic. If using annualized data, the applicant shall submit an affidavit confirming the months that the
facility was prevented by law from operating at full capacity due to the public health epidemic.

(5) The MRI service and its unit(s) shall be operating at the applicable volume requirements set
forth in Section 15 of these standards in the second 12 months after the effective date of the acquisition,
and annually thereafter.

Section 7. Requirements to establish a dedicated research MRI unit

Sec. 7. An applicant proposing an MRI unit to be used exclusively for research shall demonstrate the
following:

(1) The applicant agrees that the dedicated research MRI unit will be used primarily (70% or more
of the procedures) for research purposes only.

(2) Submit copies of documentation demonstrating that 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.

(3) Submit copies of documentation demonstrating that the MRI unit shall operate under a protocol
approved by the applicant's IRB.

(4) An applicant meeting the requirements of this section shall be exempt from meeting the
requirements of sections to initiate and replace.

(5) The dedicated research MRI unit approved under this section may not utilize MRI adjusted
procedures performed on the dedicated MRI unit to demonstrate need or to satisfy MRI CON review
standards requirements.

Section 8. Requirements to establish a dedicated pediatric MRI unit

Sec. 8. An applicant proposing to establish dedicated pediatric MRI shall demonstrate all of the
following:

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

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

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

(a) pediatric radiology (at least two)

(b) pediatric anesthesiology

(c) pediatric cardiology
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pediatric critical care
pediatric gastroenterology
pediatric hematology/oncology
pediatric neurology
pediatric neurosurgery
pediatric orthopedic surgery
(j) pediatric pathology
(k) pediatric pulmonology
(I) pediatric surgery
(m) neonatology

) The applicant shall have in operation the following pediatric specialty programs:
) pediatric bone marrow transplant program

(b) established pediatric sedation program

) pediatric open-heart program

(5) An applicant meeting the requirements of this section shall be exempt from meeting the
requirements of Section 5 of these standards.

Section 9. Requirements for all applicants proposing to initiate, replace, or acquire a hospital
based IMRI

Sec. 9. An applicant proposing to initiate, replace, or acquire a hospital-based IMRI service shall
demonstrate each of the following, as applicable to the proposed project.

(1) The proposed site is a licensed hospital under Part 215 of the Code.

(2) The proposed site has an existing fixed MRI service that has been operational for the previous
36 consecutive months and is meeting its minimum volume requirements.

(3) The proposed site has an existing and operational surgical service and is meeting its minimum
volume requirements pursuant to the CON Review Standards for Surgical Services.

) The applicant has achieved one of the following:

) atleast 1,500 oncology discharges in the most recent year of operation; or

) atleast 1,000 neurological surgeries in the most recent year of operation; or

) atleast 7,000 pediatric (<18 years old) discharges (excluding normal newborns) and at least
5,000 pediatric (<18 years old) surgeries in the most recent year of operation.

4
(a
(b
(c

(5) The proposed IMRI unit must be located in an operating room or a room adjoining an operating
room allowing for transfer of the patient between the operating room and this adjoining room.

(6) Non-surgical diagnostic studies shall not be performed on an IMRI unit approved under this
section unless the patient meets one of the following criteria:

(a) the patient has been admitted to an inpatient unit; or

(b) the patient is having the study performed on an outpatient basis, but is in need of general
anesthesia or deep sedation as defined by the American Society of Anesthesiologists.

(c) THE PATIENT IS HAVING DIAGNOSTIC OR THERAPUTIC PROCEDURE PERFORMED
USING AN IMRI UNIT TO TARGET SPECIFIC AREAS WITHIN THE BODY, INCLUDING BIOPSIES,
INJECTIONS, ULTRASOUNDS, OR OTHER PROCEDURES THAT REQUIRE ACCURATE
LOCALIZATION OF TISSUES OR STRUCTURES.

(7) The approved IMRI unit will not be subject to MRI volume requirements.
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(8) The applicant shall not utilize the procedures performed on the IMRI unit to demonstrate need
or to satisfy MRI CON review standards requirements.

Section 10. Requirements for all applicants proposing to initiate, replace, or acquire a hospital-
based MRI-guided EPI service

Sec. 10. An applicant proposing to initiate, replace, or acquire a hospital-based MRI-guided EPI
service shall demonstrate each of the following, as applicable to the proposed project.

(1) The proposed site is a licensed hospital under part 215 of the Code.

(2) The proposed site has an existing fixed MRI service that has been operational for the previous
36 consecutive months and is meeting its minimum volume requirements.

(3) The proposed site has an existing and operational therapeutic cardiac catheterization service
and is meeting its minimum volume requirements pursuant to the CON review standards for cardiac
catheterization services and open-heart surgery services.

(4) The proposed MRI-guided EPI unit must be located in a cardiac catheterization lab containing a
fluoroscopy unit with an adjoining room containing an MRI scanner. The rooms shall contain a patient
transfer system allowing for transfer of the patient between the cardiac catheterization lab and the MRI
unit, utilizing one of the following:

(a) moving the patient to the MRI scanner, or

(b) installing the MRI scanner on a sliding gantry to allow the patient to remain stationary.

(5) Non-cardiac MRI diagnostic studies shall not be performed in an MRI-guided EPI unit approved
under this section unless the patient meets one of the following criteria:

(a) The patient has been admitted to an inpatient unit; or

(b) The patient is having the study performed on an outpatient basis as follows:

(i) isin need of general anesthesia or deep sedation as defined by the American Society of
Anesthesiologists, or

(i) has an implantable cardiac device.

(6) The approved MRI-guided EPI unit shall not be subject to MRI volume requirements.

(7) The applicant shall not utilize the procedures performed on the MRI-guided EPI unit to
demonstrate need or to satisfy MRl CON review standards requirements.

Section 11. Requirements for all applicants proposing to initiate, replace, or acquire an MRI
simulator that will not be used solely for MRT treatment planning purposes

Sec. 11. MRI simulation is the use of MRI to help simulate (or plan) a patient's MRT treatment and to
incorporate superior delineation of soft tissues for MRT treatment plans. An applicant proposing to
initiate, replace, or acquire an MRI simulator shall demonstrate each of the following, as applicable to the
proposed project.

(1) The proposed site has an existing fixed MRI service that has been operational for the previous
36 consecutive months and is meeting its minimum volume requirements.

(2) The proposed site has an existing and operational MRT service and is meeting its minimum
volume requirements pursuant to the CON review standards for MRT services/units.
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(3) MRI diagnostic studies shall not be performed using an MRI simulator approved under this
section unless the patient meets one of the following criteria:

(a) The patient has been admitted to an inpatient unit; or

(b) The patient is having the study performed on an outpatient basis, but is in need of general
anesthesia or deep sedation as defined by the American Society of Anesthesiologists.

(4) The approved MRI simulator will not be subject to MRI volume requirements.

(5) The applicant shall not utilize the procedures performed on the MRI simulator to demonstrate
need or to satisfy MRI CON review standards requirements.

Section 12. Requirements for approval of an FDA-approved PET/MRI scanner hybrid for initiation,
expansion, replacement, and acquisition

Sec. 12. An applicant proposing to initiate, expand, replace, or acquire an FDA-approved PET/MRI
scanner hybrid shall demonstrate that it meets all of the following:

(1) There is an approved PET CON for the FDA-approved PET/MRI hybrid, and the FDA-approved
PET/MRI scanner hybrid is in compliance with all applicable project delivery requirements as set forth in
the CON review standards for PET.

(2) The applicant agrees to operate the FDA-approved PET/MRI scanner hybrid in accordance with
all applicable project delivery requirements set forth in Section 15 of these standards.

(3) The approved FDA-approved PET/MRI scanner hybrid shall not be subject to MRI volume
requirements.

(4) An FDA-approved PET/MRI scanner hybrid approved under the CON review standards for PET
scanner services and the review standards for MRI scanner services may not utilize MRI procedures
performed on an FDA-approved PET/MRI scanner hybrid to demonstrate need or to satisfy MRI CON
review standards requirements.

Section 13. Requirements for all applicants proposing to initiate, replace, or acquire an FDA-
approved hospital-based portable MRI unit.

Sec. 13. An applicant proposing to initiate, expand, replace, or acquire an FDA-approved hospital-
based portable MRI unit shall demonstrate that it meets all of the following:

(1) An applicant is limited to the initiation, expansion, replacement, or acquisition of no more than
two hospital-based portable MRI units.

(2) The proposed site is a hospital licensed under Part 215 of the Code.

(3) The proposed site has an existing fixed MRI service that has been operational for the previous
36 consecutive months and is meeting its minimum volume requirements.

(4) The applicant hospital is designated as a level | or Il trauma facility by the American College of
Surgeons and has been certified as a Comprehensive Stroke Center by the Joint Commission, the
Accreditation Commission for Health Care, Inc., or Det Norske Veritas or has cared for more than 500
acute stroke patients in the most recent 12-month period if located in a metropolitan county or 300 acute
stroke patients in the most recent 12-month period if located in a rural or micropolitan county-, OR IS
DESIGNATED BY THE CENTERS FOR MEDICARE AND MEDICAID SERVICES (CMS) AS A
CRITICAL ACCESS HOSPITAL (CAH), OR SOLE COMMUNITY HOSPITAL (SCH).
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(56) The applicant agrees to operate the FDA-approved hospital-based portable MRI unit in
accordance with all applicable project delivery requirements set forth in Section 15 of these standards.

(6) The authorized FDA-approved hospital-based portable MRI unit will not be subject to MRI
volume requirements.

(7) The applicant may not utilize MRI procedures performed on an FDA-approved hospital-based
portable MRI unit to demonstrate need or to satisfy MRI CON review standards requirements.

Section 14. Requirements for all applicants

Sec. 14. An applicant shall provide verification of Medicaid participation. An applicant that is a new
provider not currently enrolled in Medicaid shall certify that proof of Medicaid participation will be provided
to the Department within six (6) months from the offering of services if a CON is approved.

Section 15. Project delivery requirements — terms of approval

Sec. 15. An applicant shall agree that, if approved, MRI services, whether fixed or mobile, shall be
delivered and maintained in compliance with the following:

(1) Compliance with these standards.

(2) Compliance with the following quality assurance standards:

(a) 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.

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

(c) 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:

(i) 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.

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

(ii) An MRI physicist/engineer available as a team member on a full-time, part-time, or contractual
basis.

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

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

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

(B) 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 (1), (2), or (3):

(1) 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.
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(2) 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.

(3) 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.

(C) 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.

(D) The physician complies with the “American College of Radiology (ACR) Practice Parameter for
Performing and Interpreting Magnetic Resonance Imaging (MRI).”

(i) An MRI technologist who is registered by the American Registry of Radiologic Technicians or
by the American Registry of Magnetic Resonance Imaging Technologists (ARMRIT) 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.

(i) 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) 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, NURSE PRACTITIONER, PHYSICIAN ASSISTANT, OR
REGISTERED NURSE TRAINED IN THE MANAGEMENT OF HYPERSENSITIVITY AND
PHYSIOLOGIC DRUG REACTIONS TO MRI CONTRAST MATERIALS SHALL BE ON-SITE WHEN

PATIENTS ARE RECEIVING INTRAVENOUS CONTRAST. shall-be-on-site-in-orimmediately-available
to-the- MRl unitat-alHtimes-when-patients-are-undergoing-scans-

(3) Compliance with the following access to care requirements:
The applicant, to assure that the MRI unit will be utilized by all segments of the Michigan population, shall

(a) provide MRI 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.

(c) 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) 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).

(4) Compliance with the following monitoring and reporting requirements:

(a) MRI units shall be operating at a minimum average annual utilization during the second 12
months of operation, and annually thereafter, as applicable:

(i) 5,000 MRI adjusted procedures per unit for fixed MRI services unless compliant with (A), (B) or
(),

(A) 4,000 MRI adjusted procedures for the fixed MRI unit initiated pursuant to Section 3(2)(b)(ii)
and is the only fixed MRI unit at the current site,

(B) 3,000 MRI adjusted procedures for the fixed MRI unit initiated pursuant to Section 3(2)(b)(iii)
and is the only fixed MRI unit at the hospital site licensed under Part 215 of the Code,

(C) 2,000 MRI adjusted procedures per unit per year for MRI services with one fixed unit located
outside the 20-mile radius from the next closest fixed MRI service.

(ii) 3,500 MRI adjusted procedures per unit for mobile MRI services.

(i) 3,500 MRI adjusted procedures per unit for dedicated pediatric MRI units.
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(iv) Each mobile host site in a rural or micropolitan statistical area county or designated by the
Centers for Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH), OR SOLE
COMMUNITY HOSPITAL (SCH),-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 retina-rural-ermicropolitan IN A METROPOLITAN 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.

(v) 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 7 or for an
IMRI unit approved pursuant to Section 9.

(b) 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, operating 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. The Department may elect to verify the data through
on-site review of appropriate records. Data for an MRI unit approved pursuant to Section 7, Section 8,
Section 9, Section 10, or Section 11 shall be reported separately.

For purposes of Section 9, the data reported shall include, at a minimum, how often the IMRI unit is used
and for what type of services, i.e., intra-operative or diagnostic. For purposes of Section 10, the data
reported shall include, at a minimum, how often the MRI-guided EPI unit is used and for what type of
services, i.e., electrophysiology or diagnostic. For purposes of Section 11, the data reported shall
include, at a minimum, how often the MRI simulator is used and for what type of services, i.e., treatment
plans or diagnostic services.

(c) 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.

(d) 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 after the change(s) in host sites
is made.

(5) An applicant for an MRI unit approved under Section 7 shall agree that the services provided by
the MRI unit are delivered in compliance with the following terms.

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

(b) The MRI unit shall not be used for any purposes other than as approved by the IRB unless the
applicant has obtained CON approval for the MRI unit pursuant to Part 222 and these standards, other
than Section 7.

(c) The dedicated research MRI unit will be used primarily (70% or more of the procedures) for
research purposes only.

(6) The dedicated pediatric MRI unit approved under Section 8 shall include at least 80% of the
MRI procedures that are performed on patients under 18 years of age.

(7) An applicant approved under Section 3(4)(d) shall agree that the services provided by the
mobile MRI service(s) are delivered in compliance with the following terms:

(a) Each mobile MRI service(s) that provides mobile MRI services to the applicant’s site also
serves and will continue to serve at least two mobile host sites.
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(b) EACH HOST FACILITY MUST PROVIDE A PROPERLY PREPARED PARKING PAD FOR THE
MOBILE MRI SCANNER OF SUFFICIENT LOADBEARING 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
SITE FACILITY MUST ALSO PROVIDE THE CAPABILITY FOR PROCESSING THE IMAGES AND
MAINTAINING THE CONFIDENTIALITY OF PATIENT RECORDS. A COMMUNICATION SYSTEM
MUST BE PROVIDED BETWEEN THE MOBILE VEHICLE AND EACH HOST SITE FACILITY TO
PROVIDE FOR IMMEDIATE NOTIFICATION OF EMERGENCY MEDICAL SITUATIONS.

(8) An applicant approved under Section 13 shall be in compliance with the following:

(a) The FDA-approved hospital-based portable MRI unit can only be used by a qualifying program
for brain scanning of patients being treated in a dedicated neuroscience unit, an adult or pediatric
intensive care unit (ICU) and/or an operating room.

(b) The approved applicant must have an institutional MRI safety committee.

(c) The approved applicant must provide annual reports to the Department by April 30th of each
year for the preceding calendar year, which include at least all of the following visits performed on the
FDA-approved hospital-based portable MRI unit:

(i) Number of adult visits (age >= 18).

(i) Number of pediatric visits (age < 18).

(iii) Number of visits performed in an ICU.

(iv) Number of visits performed in a dedicated neuroscience unit.

(v) Number of visits performed in an operating room.

(9) The agreements and assurances required by this section shall be in the form of a certification
agreed to by the applicant or its authorized agent.

Section 16. MRI procedure adjustments

Sec. 16. (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. For functional MRI (fMRI) procedures, MRI-
guided interventions, and cardiac MRI procedures, the base value is 2.0.
(i) fMRI means brain activation studies.
(i) MRI-guided interventions means any invasive procedure performed requiring MRI guidance
performed in the MRI scanner.
(i) Cardiac MRI Procedure means dedicated MRI performed of the heart done for the sole purpose
of evaluation of cardiac function, physiology, or viability.
(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:
(i) 0.75 shall be added to the base value for conscious sedation; or,
(i) 1.50 shall be added to the base value for general anesthesia or deep sedation as defined by
the American Society of Anesthesiologists.
(e) For each MRI procedure performed on a re-sedated patient, 0.25 shall be added to the base
value.
(f) For each MRI procedure performed on a special needs patient, 0.25 shall be added to the base
value.
(g) For each MRI visit that involves both a clinical and research scan on a single patient in a single
visit, 0.25 shall be added to the base value.
(h) 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.
(i) 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.
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(R EACH MRI VISIT INVOLVING A LOW COMPLEXITY AIMD / FOREIGN BODY SCAN, 0.75 SHALL
BE ADDED TO THE BASE VALUE
(J)FOR EACH MRI VISIT INVOLVING AIMD/FOREIGN BODY SCAN EACH WEIGHTING SHALL
ONLY BE REPORTED FOR THE FIRST PROCEDURE IF THE MRI VISIT INVOLVES MORE THAN
ONE PROCEDURE:

(i) ACTIVE IMPLANT MEDICAL DEVICE (AIMD) MEANS AN IMPLANTED DEVICE THAT
REQUIRES AN EXTERNAL POWER SOURCE TO OPERATE. ACTIVE IMPLANTS OFTEN REQUIRE
THE MRI UNIT TO OPERATE AT A LOWER ENERGY LEVEL AND/OR OVER A LONGER PERIOD TO
COMPENSATE FOR THE WHOLE-BODY SPECIFIC ABSORPTION RATE (SAR) OR B1+ROOT-MEAN-
SQUARE (RMS) IMAGING LIMITS AS DEFINED IN THE IMPLANT’S FDA LABELING FOR MRI
IMAGING. EXAMPLES INCLUDE CARDIAC IMPLANTABLE ELECTRONIC DEVICES (CIEDS),
STIMULATORS, COCHLEAR DEVICES, AND IMPLANTED INFUSION PUMPS.

(i) FOREIGN BODY MEANS AN ABNORMAL METALLIC OBJECT THAT IS PRESENT WITHIN
THE HUMAN BODY AS A RESULT OF AN INJURY. METAL FOREIGN BODIES MAY ALSO BE
PRESENT IF THEY ARE INGESTED, INHALED, OR INSERTED. THESE ARE NOT CONSIDERED
MEDICAL DEVICES OR IMPLANTS BUT ARE SUBJECT TO AN MRI EXAMINATION SAFETY
EVALUATION.

(iii) HIGH COMPLEXITY AIMD / FOREIGN BODY SCAN MEANS AN MRI VISIT INVOLVING A
PATIENT IMPLANTED WITH AN ACTIVE IMPLANT THAT HAS UNDERGONE AN MRI EXAMINATION
SAFETY EVALUATION AND CAN BE IMAGED WHEN OPERATING THE MRI UNIT AT A LOWER
ENERGY LEVEL TO MEET THE IMPLANT’S FDA LABELING FOR MRI IMAGING. APPLIES WHEN
MAXIMUM WHOLE-BODY SAR IS 0.1 — 1.0 W/KG OR B1+RMS IS 2.0 yT OR BELOW AND A TOTAL
IMAGING TIME LIMIT EXISTS, AND/OR AT LEAST ONE OF THE FOLLOWING ROLES ARE
REQUIRED TO ASSIST TO ENSURE SAFE IMAGING: ONSITE OR REMOTE PHYSICIAN
SPECIALIST, ONSITE OR REMOTE PHYSICIST, ONSITE OR REMOTE VENDOR FIELD REP, AN
ONSITE ADVANCED CARDIOVASCULAR LIFE SUPPORT (ACLS)-TRAINED PERSONNEL.

(iv)LOW COMPLEXITY AIMD / FOREIGN BODY SCAN MEANS AN MRI VISIT INVOLVING A
PATIENT IMPLANTED WITH AN ACTIVE IMPLANT THAT HAS UNDERGONE AN MRI EXAMINATION
SAFETY EVALUATION AND CAN BE SCANNED UNDER NORMAL OPERATING MODE AND/OR A
PATIENT IMBEDDED WITH A METALLIC FOREIGN BODY FROM PRIOR INJURY THAT HAS BEEN
DEEMED LOW-RISK.

(v) MEDIUM COMPLEXITY AIMD / FOREIGN BODY SCAN MEANS AN MRI VISIT INVOLVING A
PATIENT IMPLANTED WITH AN ACTIVE IMPLANT THAT HAS UNDERGONE AN MRI EXAMINATION
SAFETY EVALUATION AND CAN BE IMAGED WHEN OPERATING THE MRI UNIT AT A LOWER
ENERGY LEVEL TO MEET THE IMPLANT’S FDA LABELING FOR MRI IMAGING. APPLIES WHEN
THE MAXIMUM SPECIFIC ABSORPTION RATE (SAR) IS 1.1 — 2.0 W/KG AND/OR B1+RMS IS 2.1 -
3.2 UT, AND/OR A TOTAL IMAGING TIME LIMIT EXISTS.

(vi) MRI EXAMINATION SAFETY EVALUATION MEANS A PATIENT EVALUATION WHERE AN
IMPLANT AND/OR METALLIC FOREIGN BODY IS ASSESSED FOR SAFETY BY A CERTIFIED MRI
TECHNOLOGIST, LICENSED PHYSICIST, OR RADIOLOGIST. THIS INCLUDES IDENTIFICATION
AND VERIFICATION OF IMPLANT COMPONENTS FROM APPROPRIATE SOURCES (E.G.,
SURGICAL REPORTS, IMAGING REPORTS, MEDICAL DEVICE DATABASES, DEVICE VENDORS,
REVIEW OF PRIOR IMAGING), ANALYZING CURRENT MRI CONDITIONAL STATUS OF INDIVIDUAL
COMPONENTS AND SYSTEMS, AND CONSULTING PUBLISHED PROFESSIONAL GUIDANCE WITH
A WRITTEN REPORT.

(vii) OFF-LABEL IMAGING OF AN ACTIVE IMPLANT MEANS IMAGING UNDER CONDITIONS
THAT CONTRADICT OR EXCEED THE FDA APPROVED LABELLING FOR MRI IMAGING OR
IMAGING AN ACTIVE IMPLANT WHEN LABELLING DOES NOT EXIST.

(viii) 0.75 SHALL BE ADDED TO THE BASE VALUE FOR A LOW COMPLEXITY AIMD/FOREIGN
BODY SCAN

(ix) 1.25 SHALL BE ADDED TO THE BASE VALUE FOR A MEDIUM COMPLEXITY AIMD /
FOREIGN BODY SCAN

(x) 1.5 SHALL BE ADDED TO THE BASE VALUE FOR A HIGH COMPLEXITY AIMD/FOREIGN
BODY SCAN
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(xi) 1.75 SHALL BE ADDED TO THE BASE VALUE FOR A PATIENT IMPLANTED WITH
MULTIPLE AIMD’S, AND/OR AN MRl PROCEDURE PERFORMED “OFF-LABEL”

(k) For each MRI procedure performed at a teaching facility, 0.15 shall be added to the base value.
(I) The results of subsections (a) through (k) 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 a-site designated by the
Centers for Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH), 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 a site designated by the Centers for
Medicare and Medicaid Services (CMS) as a Critical Access Hospital (CAH), 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 a site(s) designated by the Centers for Medicare and Medicaid Services (CMS) as a Critical
Access Hospital (CAH), 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 17. Documentation of actual utilization

Sec. 17. 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 "MRI
Service Utilization List" as of the date an application is deemed submitted 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 18. The Department may elect to verify the data
through on-site review of appropriate records.

Section 18. Methodology for computing the number of available MRI adjusted procedures

Sec. 18. (1) The number of available MRI adjusted procedures required pursuant to Section 3 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
submitted 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 16.

(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 7 and dedicated
pediatric MRI approved pursuant to Section 8 shall be excluded.
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(i) For purposes of computing actual MRI adjusted procedures, the MRI adjusted procedures, from
the host site routes utilized to meet the requirements of Section 3(2)(c), shall be excluded beginning at
the time the application is submitted and for three years from the date the fixed MRI unit becomes
operational.

(i) For purposes of computing actual MRI adjusted procedures, the MRI adjusted procedures
utilized to meet the requirements of Section 5(1) shall be reduced by 8,000 and shall be excluded
beginning at the time the application is submitted 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 licensed
healthcare professional 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.

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

(A) For each licensed healthcare professional, subtract any available adjusted procedures
previously committed. The total for each licensed healthcare professional 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.

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

(iv) Using the data produced in (c)(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 licensed healthcare professionals
necessary to reach the 75 percent level.

(v) For the licensed healthcare professionals representing 75 percent of the total available
adjusted procedures in (c)(iv) above, sum the available adjusted procedures.

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

(vii) For only those licensed healthcare professionals identified in (c)(v) above, multiply the result of
(c)(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 (1) above, the
data shall be updated to account for a) licensed healthcare professional 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(2).

Section 19. Procedures and requirements for commitments of available MRI adjusted procedures

Sec. 19. (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 for
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each licensed healthcare professional committing available MRI adjusted procedures to that application
for a new MRI unit that requires licensed healthcare professional commitments.

(b) An applicant also shall submit, at the time the application is submitted to 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 licensed healthcare professional for whom a signed
and dated 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 licensed healthcare professional 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 which includes adding licensed healthcare professional commitments that were submitted at the
time of application.

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

(3) Subsection 19(2) shall not apply if the proposed project involves the initiation of a mobile MRI
host site under Section 3(4)(d) if the mobile MRI host site will be at the same site as a fixed MRI service
and the host site will be owned by the same applicant entity as the fixed MRI service.

(4) The Department shall consider a signed and dated data commitment on a form provided by the
Department in response to the applicant’s letter of intent that meets the requirements of each of the
following, as applicable:

(a) A committing licensed healthcare professional certifies that 100% of his or her available MRI
adjusted procedures for each specified MRI service, calculated pursuant to Section 18, is being
committed and specifies the CON application number for the MRI unit to which the data commitment is
made. A licensed healthcare professional 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 licensed healthcare professional in the data commitment form
provided by the Department and submitted by the applicant in support of its application.

(b) A committing licensed healthcare professional certifies ownership interest, either direct or
indirect, in the applicant entity. Indirect ownership includes ownership in an entity that has ownership
interest in the applicant entity. This requirement shall not apply if the applicant entity is a group practice
of which the committing licensed healthcare professional is a member. Group practice means a group
practice as defined pursuant to the provisions of 42 U.S.C. 1395nn (h)(4), commonly known as Stark |,
and the Code of Federal Regulations, 42 CFR, Part 411, published in the Federal Register on August 14,
1995, or its replacement.

(c) A committing licensed healthcare professional 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.

(5)(a) The Department shall not consider a data commitment from a licensed healthcare professional
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 MRI
unit, pursuant to Section 3, 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.

(i) 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 licensed healthcare professional
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
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MRI unit pursuant to Section 3, for which a final decision to disapprove was issued by the Director of the
Department until either of the following occurs:

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

(i) If an appeal was made, the appeal is withdrawn by the applicant.

(6) The Department shall not consider a data commitment from a committing licensed healthcare
professional for available MRI adjusted procedures from the same MRI service if that licensed healthcare
professional 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 licensed healthcare professional 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, the Department shall,

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

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

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

(a) The applicant shall have 30 days to submit replacement of licensed healthcare professional
commitments as identified by the Department in this section.

(8) The Department shall not consider a withdrawal of a signed data commitment on or after the
date an application is deemed submitted by the Department.

(9) The Department shall consider a withdrawal of a signed data commitment if a committing
licensed healthcare professional submits a written notice to the Department before the application is
deemed submitted, that specifies the CON application number and the specific MRI services for which a
data commitment is being withdrawn.

Section 20. Lists published by the Department
Sec. 20. (1) On or before May 1 and November 1 of each year, the Department shall publish the

following lists:
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(a) Alist, 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;

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

(iii) The number of MRI units, including whether each unit is a clinical, research, or dedicated
pediatric.

(b) Alist, 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;

(i) The name, address, and license number of each referring licensed healthcare professional,
identified in Section 18(1)(c)(v), whose patients received MRI services at that MRI service; and

(i) The number of available MRI adjusted procedures performed on patients referred by each
referring licensed healthcare professional, identified in Section 18(1)(c)(v), and if any are committed to an
MRI service. This number shall be calculated in accordance with the requirements of Section 18(1). A
referring licensed healthcare professional 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 licensed healthcare professional, 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 15, the Department shall indicate on both lists that
the MRI service is in violation of the requirements set forth in Section 15, and no data will be shown for
that service on either list.

Section 21. Effect on prior CON Review Standards; Comparative reviews

Sec. 21. (1) These CON review standards supersede and replace the CON Review Standards for
MRI Services approved by the CON Commission on March 18, 2021 and effective May 28, 2021.

(2) Projects reviewed under these standards shall not be subject to comparative review.
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Section 22. Health Service Areas

Sec. 22. Counties assigned to each of the health service areas are as follows:

HSA

Livingston
Macomb
Wayne

Clinton
Eaton

Barry
Berrien
Branch

Allegan
lonia
Kent
Lake

Genesee

Arenac
Bay
Clare
Gladwin
Gratiot

Alcona
Alpena
Antrim
Benzie
Charlevoix
Cheboygan

Alger
Baraga
Chippewa
Delta
Dickinson

COUNTIES

Monroe
Oakland

Hillsdale
Ingham

Calhoun
Cass
Kalamazoo

Mason
Mecosta
Montcalm
Muskegon

Lapeer

Huron
losco
Isabella
Midland
Ogemaw

Crawford
Emmet

Gd Traverse
Kalkaska
Leelanau
Manistee

Gogebic
Houghton
Iron
Keweenaw
Luce

St. Clair
Washtenaw

Jackson
Lenawee

St. Joseph
Van Buren

Newaygo
Oceana
Osceola
Ottawa

Shiawassee

Roscommon
Saginaw
Sanilac
Tuscola

Missaukee
Montmorency
Oscoda
Otsego
Presque Isle
Wexford

Mackinac
Marquette
Menominee
Ontonagon
Schoolcraft
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Rural Michigan counties are as follows:

APPENDIX A

Alcona Gogebic Ogemaw
Alger Huron Ontonagon
Antrim losco Osceola
Arenac Iron Oscoda
Baraga Lake Otsego
Charlevoix Luce Presque Isle
Cheboygan Mackinac Roscommon
Clare Manistee Sanilac
Crawford Montmorency Schoolcraft
Emmet Newaygo Tuscola
Gladwin Oceana

Micropolitan statistical area Michigan counties are as follows:

Allegan Hillsdale Mason
Alpena Houghton Mecosta
Benzie lonia Menominee
Branch Isabella Missaukee
Chippewa Kalkaska St. Joseph
Delta Keweenaw Shiawassee
Dickinson Leelanau Wexford
Grand Traverse Lenawee

Gratiot Marquette

Metropolitan statistical area Michigan counties are as follows:

Barry Jackson Muskegon
Bay Kalamazoo Oakland
Berrien Kent Ottawa
Calhoun Lapeer Saginaw
Cass Livingston St. Clair
Clinton Macomb Van Buren
Eaton Midland Washtenaw
Genesee Monroe Wayne
Ingham Montcalm

Source:

75 F.R., p. 37245 (June 28, 2010)

Statistical Policy Office

Office of Information and Regulatory Affairs

United States Office of Management and Budget
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